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DRUG ENFORCEMENT ADMINISTRATION’S
REGULATION OF MEDICINE

THURSDAY, JULY 12, 2007

HoOUSE OF REPRESENTATIVES,
SUBCOMMITTEE ON CRIME, TERRORISM,
AND HOMELAND SECURITY
COMMITTEE ON THE JUDICIARY,
Washington, DC.

The Subcommittee met, pursuant to call, at 10:08 a.m., in Room
2237, Rayburn House Office Building, the Honorable Robert C.
“Bobby” Scott (Chairman of the Subcommittee) presiding.
Cf];{esent: Representatives Scott, Nadler, Forbes, Gohmert, and

oble.

Staff present: Bobby Vassar, Subcommittee Chief Counsel; Ra-
chel King, Majority Counsel; Veronica Eligan, Professional Staff
Member; Michael Volkov, Minority Counsel; Caroline Lynch, Mi-
nority Counsel; and Kelsey Whitlock, Minority Staff Assistant.

Mr. ScorT. The Subcommittee will now come to order, and I am
pleased to welcome you today to the hearing before the Sub-
committee on Crime, Terrorism, and Homeland Security on the
Drug Enforcement Administration’s regulation of medicine.

The Subcommittee has received numerous complaints about the
Drug Enforcement Administration’s regulatory hearings and at this
hearing we will focus on three areas: OxyContin action plan, Oper-
ation Meth Merchant and prosecuting medical marijuana patients.

When it was first introduced, OxyContin abuse became rampant
in such areas as Appalachia and rural New England. DEA re-
sponded by adopting the OxyContin action plan, which involved
1}il"l(isecuting medical doctors who prescribed high doses of pain-

illers.

The DEA claims that this policy was not intended to impact the
availability of legitimate drugs necessary to treat patients, how-
ever, the evidence suggests that the DEA’s decision to prosecute
doctors has created a chilling effect within the medical community,
so that some doctors are unwilling to prescribe pain medication in
sufficiently high doses to treat their patients. The result is that
many Americans live with chronic untreated pain.

The second issue is the DEA’s Operation Meth Merchant, a cam-
paign whose goal is to foreclose the sale of ephedrine in conven-
ience stores and other small businesses, which the DEA refers to
as gray markets. The DEA bases its policy on the belief that these
businesses are the sources of material that is used to manufacture
methamphetamines.
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However, there is evidence that DEA’s policy is based on faulty
science and that the DEA may be engaging in racial targeting. For
example, in 2003, the DEA charged 49 store clerks and owners
with selling materials used to make methamphetamines. Surpris-
ingly, 44 of the 49 defendants were Indian immigrants who spoke
broken English.

The immigrants claimed no knowledge of the illicit drugs, includ-
ing the methamphetamines.

Now, finally, the third issue is the DEA’s policy of prosecuting
medical marijuana users based on the scientific conclusion that
marijuana has no known medical benefit. The Federal Government
has a monopoly on growing marijuana for research purposes and
this practice has discouraged research into the efficacy of medical
marijuana, so that little progress has been made toward deter-
mi&ling if medical marijuana could meet the FDA’s approval stand-
ards.

Recently, a DEA administrative law judge ruled that it was in
the public interest for researchers to be permitted to grow mari-
juana, and she recommended that the DEA grant a permit to a
University of Massachusetts professor. The DEA has yet to decide
whether it will follow the advice of the judge, which could open the
area for beneficial medical research.

Lastly, the FDA has continued to federally prosecute people who
use medical marijuana legally in their States, according to State
law. A well-known case is that of Valerie Corral, who will be testi-
fying before us today.

She and other patients at her hospice were arrested by armed
DEA agents. Even if the law technically gives DEA the authority
to investigate medical marijuana users, it is worth questioning
whether targeting gravely ill people is the best use of Federal re-
sources.

There has been little or no oversight in the DEA during the last
12 years. In 1999, the GAO issued a report that was highly critical
of the DEA. The report said that the agency had no measurable
proof that it had reduced illegal drug supply in the country.

The DEA’s use of heavy-handed tactics and its decisions to inves-
tigate and prosecute people for illegal but minor conduct is perhaps
a response to that report.

Regardless, it is important that the agency have the opportunity
to explain its decision-making process and we hope that this hear-
ing will be the beginning of that dialogue.

And, with that said, it is my pleasure to recognize my colleague
from Virginia, the Ranking Member of the Subcommittee, the Hon-
orable J. Randy Forbes, who represents Virginia’s fourth congres-
sional district.

Mr. ForBES. Thank you, Mr. Chairman, and I appreciate your
holding this oversight hearing on the Drug Enforcement Adminis-
tration. Today’s hearing will focus on implementation and enforce-
ment of the combat methamphetamine act, which was passed as
part of the PATRIOT Act Reauthorization and Improvement Act;
medicinal marijuana; and pain-relief medication.

I understand that additional oversight hearings will be held so
that we can focus on important issues, such as enforcement of the
narcoterrorism and criminal prohibition, which was passed as part
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of the PATRIOT Act reauthorization; illegal drug-trafficking activi-
ties along the Southwest border; and DEA enforcement against
major drug-trafficking organizations and violent international and
domestic gangs.

The combat meth act was a bipartisan measure to stem the
growth and spread of meth across our country. From all accounts,
the act has been successful in reducing the number of home-grown
methamphetamine labs in our country.

However, as we have reduced domestic production of meth, Mexi-
can super-labs have increased and illegal smuggling of meth has
grown. This highlights two important points. Border security is
needed, not only to reduce illegal immigration, but to protect our
country from illegal drug traffickers who systematically smuggle
large quantities of meth in our country. And new tools and re-
i@otlrces are needed to improve enforcement against Mexican super-
abs.

That is not the focus of today’s hearings. While domestic enforce-
ment against the precursor industries is important, I still think we
need to address border security and drug-enforcement priorities.

On the two other topics of medicinal marijuana and pain-relief
treatment, again, they are important topics, but they pale in com-
parison to——

Mr. ScotT. The gentleman yields back his time, and I would re-
spond by saying that I think just all of the hearings that you have
suggested are on the agenda to be planned. One, you mentioned
gangs. We will be having a Juvenile Justice and Delinquency Pre-
vention Act oversight hearing with the Education and Labor Sub-
committee this afternoon.

Having two Committees on the same day is what we are having
to do to try to get in all the issues.

[Audio difficulties.]

Mr. ScotrT. They are working on it now. They are working on it
from the seat of the Chair. We are working on that now.

I will introduce the witnesses.

Without objection, the other opening statements will be included
for the record.

We have a distinguished panel of witnesses before us today, and
I want to apologize because I have another meeting that came up
and I will be leaving and I will be coming back, and I did read
everybody’s testimony last night. So when I come back, I will know
what you have said.

The first witness is Joseph T. Rannazzisi. He holds a B.S. degree
in pharmacy from Butler University and J.D. degree from the De-
troit College of Law in Michigan State University, is a registered
pharmacist in the state of Indiana, a member of the Michigan State
Bar Association. He began his career with the U.S. Drug Enforce-
ment Administration in 1986.

In 2006, he was appointed to the position of Deputy Assistant
Administrator for the Office of Diversion and Control, where he is
responsible for overseeing and coordinating major diversion inves-
tigations, among other duties.

The second witness is Dr. David Murray, who received an M.A.
and Ph.D. from the University of Chicago, subsequently taught at
Connecticut College, Brown University and Brandeis University be-
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fore coming to Washington, where he has served as an adjunct pro-
fessor in the Graduate School of Public Policy at Georgetown Uni-
versity.

He co-authored most recently the book, “It Ain’t Necessarily So,”
how media remakes the scientific picture of reality. He has served
as special assistant to the director of the ONDCP, the drug office
in the White House, and currently is the director of Counterdrug
Technology Assessment Center.

Next witness is Edward Heiden. He received his Ph.D. in eco-
nomics from Washington University in St. Louis, specializing in in-
dustrial organization. He is also a Woodrow Wilson scholar at Har-
vard University. He is president of Heiden Associates, the Wash-
ington, DC, economic and product safety consulting firm, and he
has directed studies on health, safety and environmental regulation
and economic issues for numerous private and government clients.
He testified as an expert witness before a number of courts and ad-
ministrative and regulatory agencies.

Prior to becoming a consultant, he held a number of senior posi-
tions in Federal Government, including chief planning economist at
the Federal Trade Commission and the White House Office of Con-
sumer Affairs.

Next to testify will be Valerie Corral, founder of WAMM, the Wo/
Men’s Alliance for Medical Marijuana. For 14 years, WAMM has
provided seriously and terminally ill patients with medical mari-
juana at no cost. It is the longest-running medical marijuana pro-
vider in the Nation and for a time had the only legal garden in the
Nation.

It was instrumental in the passage of Proposition 215 and most
recently was involved in the Federal lawsuit Santa Cruz versus
Gonzales. She is appointed by the California State Attorney Gen-
eral to the medical marijuana task force and served on the commis-
sion for 3 years.

Next will be Siobhan Reynolds, who graduated with a B.A. in po-
litical science from Pitzer College and received her M.A. in liberal
education from St. John’s College in Santa Fe, New Mexico. She
has a master’s degree in fine arts from Actor’s Studio Program in
New York City.

In the mid-1990’s, Ms. Reynolds became aware of the lack of
available pain care in the United States, and after marrying Sean
Greenwood, a man with an undiagnosed congenital connective tis-
sue disorder. She discovered that it was impossible to secure treat-
ment for her husband.

Following the eventual death of her husband in August of 2006,
she organized the Pain Relief Network to redouble its efforts to
help people suffering from chronic pain.

Lastly, John P. Flannery, who holds a bachelor’s degree in phys-
ics from Fordham and a bachelor’s degree in industrial engineering
from Columbia and a law degree from Columbia and master’s de-
gree in information science from George Washington graduate busi-
ness school.

He is a former Federal prosecutor from New York, has held a
number of positions on Capitol Hill. His most recent position was
chief of staff for Congresswoman Zoe Lofgren, a Member of this
Committee.



5

After leaving Congress, he returned to practice law with Camp-
bell Miller Zimmerman, where he has represented several doctors
in cases involving prescription of pain medication. He is the author
of the book, “Pain in America—And How Our Government Makes
It Worse!”

Each of our witnesses’ written statements will be made part of
the record in its entirety. I would ask that each witness summarize
his or her testimony in 5 minutes or less.

And to help the witnesses stay within the time, there is a timing
device just in front of us. The light will go from green to yellow
with 1 minute left and, finally, to red when 5 minutes are up.

Administrator Rannazzisi?

TESTIMONY OF MR. JOSEPH T. RANNAZZISI, DEPUTY ASSIST-
ANT ADMINISTRATOR, OFFICE OF DIVERSION CONTROL, U.S.
DRUG ENFORCEMENT ADMINISTRATION, U.S. DEPARTMENT
OF JUSTICE, WASHINGTON, DC

Mr. RANNAZZISI. Thank you and good morning, Chairman Scott,
Ranking Member Forbes and distinguished Members of the House
Subcommittee on Crime, Terrorism, and Homeland Security.

On behalf of Administrator Karen P. Tandy and the men and the
women of the Drug Enforcement Administration, I want to thank
you for the opportunity it discuss and hopefully resolve some mis-
conceptions about DEA’s enforcement of its statutory obligations.

I would like to comment at the outset, that the title of this hear-
ing, “DEA’s Regulation of Medicine,” is inaccurate. DEA does not
regulate medicine or the practice of medicine.

DEA does investigate violations of the Controlled Substances Act,
regardless of the source of the violation, be it a Columbian cocaine
dealer, a marijuana trafficker or a doctor who abuses the authority
to dispense controlled substances. DEA’s mission statement is more
than a cliche crafted to meet public relations need or strategy di-
rective. It is the essence of the agency.

The statement begins, “The mission of DEA is to enforce the con-
trolled substances laws and regulations of the United States of
America.” It is with that mission in mind that the agency conducts
its work against methamphetamine manufacturers, illegal prescrip-
tion drug suppliers, marijuana distributors and others who violate
the Controlled Substances Act.

In the 1990’s and early 21st century, America watched a home-
grown epidemic in the form of methamphetamine spread across the
Nation. Unlike most other illicit drugs, methamphetamine is easy
to make from inexpensive, readily obtainable chemicals.

Accessibility of precursor chemicals caused a boom in the number
of small labs that fed a growing addict population. The need to con-
trol access to these chemicals resulted in the passage of the Com-
bat Methamphetamine Epidemic Act. This law complemented simi-
lar efforts by States and provided tools for Federal law enforcement
and regulators to monitor precursor sales at the wholesale and re-
tail levels.

Through these legislative efforts, DEA has seen a 58 percent
drop in laboratory sites seized in 2006 over those of 2005. Equally
important to this dramatic reduction in lab sites is the fact that
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agents and officers can now direct their law enforcement efforts
elsewhere.

Investigations involving methamphetamines labs and their sub-
sequent clean-ups have traditionally consumed a significant num-
ber of man hours and have caused considerable drain on govern-
mental resources.

The increasing abuse of prescription drugs is one of the most sig-
nificant challenges DEA is currently facing. As you know, one of
the Administration’s goals is to reduce the abuse of prescription
drugs by 15 percent between 2005 and 2008.

This requires DEA to prevent to the diversion of pharmaceutical
drugs, while ensuring an adequate supply for legitimate needs. We
know that the diversion of pharmaceuticals occurs from a number
of sources, including a small number of unscrupulous doctors.

That said, doctors should not hesitate and should continue to
provide their patients with whatever treatment they feel appro-
priate, as long as it is for a legitimate purpose and done in the
usual course of medical practice.

Generally speaking, in any given year, DEA arrests less than
0.01 percent of the 750,000 doctors registered with DEA for a
criminal violation. More often than not, those violations are egre-
gious in nature and are acts clearly outside the usual course of ac-
cepted medical standards.

Examples of these acts include such things as trading drugs for
sex, self-abuse of drugs and trading prescription drugs for crack co-
caine. Illegal Internet sales, fraudulent prescriptions and outright
theft are other ways that drug dealers are able to illegally provide
prescription drugs to addicts.

No one should underestimate the potential damage that these
substances can do when taken improperly. DEA has recently taken
several steps to assist doctors in understanding the expectations of
the law and aid them in meeting these requirements.

While there are always those on the fringe who think the laws
should not apply to them, the steps that DEA has taken have gen-
erally been met with expressions of approval and even apprecia-
tion. Most medical practitioners, particularly those who specialize
in the treatment of pain, are tired of a few bad physicians giving
their entire profession a bad name.

DEA believes that the efforts it has made, including issuing a
policy statement reiterating the requirements of the Controlled
Substances Act and proposing a rule that would allow doctors to
issue multiple schedule two prescriptions for up to a 90-day supply
in a single office visit has significantly improved the medical com-
munity’s understanding of what are and are not the legitimate
ways to prescribe controlled substances.

We believe these efforts will assist the medical community to
perform their responsibilities and understand the law.

Similarly, understanding DEA’s activities regarding marijuana
can also be traced back to our defined legal authorities. Like heroin
and LSD, marijuana is listed by law as a schedule one controlled
substance.

Approval to conduct research using any schedule one substance,
including cannabis, is a process in which both DEA and the Food
and Drug Administration play a role. The FDA reviews the merits
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of the protocol, qualifications and competency of the applicant,
while DEA determines the adequacy of the necessary security ar-
rangements.

Once these reviews are completed, DEA can issue a registration.
DEA cannot make a judgment as to the legitimacy of the research,
and DEA has never denied registration to a researcher whose ap-
plication has been approved by the FDA and who has had adequate
security to prevent diversion of controlled substances——

[The prepared statement of Mr. Rannazzisi follows:]



8

PREPARED STATEMENT OF JOSEPH T. RANNAZZISI

‘Written Statement of

Joseph T. Rannazzisi
Deputy Assistant Administrator
Office of Diversion Control
Drug Enforcement Administration
United States Department of Justice

July 12,2007
Introduction

Chairman Scott, Ranking Member Forbes, and distinguished members of the
House of Representatives Judiciary Committee, Subcommittee on Crime, Terrorism and
Homeland Security, thank you for the opportunity to appear today and discuss and clarify
any misapprehensions the Subcommittee may have regarding the role the Drug
Enforcement Administration (DEA) plays in enforcing the Combat Methamphetamine
Epidemic Act, upholding the Supreme Court decision Asficroft vs. Raich, supporting
cannabis research, and the responsibilities doctors in prescribing scheduled medications.

The Investigation of Methamphetamine Precursor Distribution

Methamphetamine is unique from other illicit drugs of abuse in that it is an easy
to make synthetic drug and its precursor chemicals have historically been easy to obtain
and inexpensive to purchase. These factors have contributed to methamphetamine’s
rapid sweep across our nation. In March 2006, reacting to the devastating impact that
the illicit manufacture of methamphetamine was having on our nation, Congress enacted
the Combat Methamphetamine Epidemic Act of 2005 (Title VII of the USA PATRIOT
Improvement and Reauthorization Act of 2005, P.L.. 109-177) or CMEA. Among other
things, the Act established a system to monitor and regulate the importation, production,
and retail sales of non-prescription ephedrine, pseudoephedrine, and
phenylpropanolamine products - common ingredients found in over-the-counter cough,
cold, and allergy products. These chemicals and drugs were included in CMEA because
they are key precursors used in the illicit manufacture of methamphetamine or
amphetamine. This legislation provided law enforcement and regulators with tools
invaluable to the containment of the drugs’ production.

As a result of the CMEA, the ability of pseudoephedrine to be sold on the spot
market was effectively taken away. These transactions, which were not regulated under
prior law, are now treated as new imports or exports and, therefore, subject to 15 day
advance notification during which the DEA verifies the legitimacy of each transaction.
In addition, the Department of Justice now has the authority to establish production and
import quotas for ephedrine, pseudoephedrine, and phenylpropanolamine. These quotas
will allow for greater control of precursors that are imported into the United States.



Retail provisions of the CMEA became effective in September 2006 and include
self-certification, employee training, product packaging and placement requirements,
sales logbooks, and daily and 30-day sales/purchase limits. In order to purchase
products containing ephedrine, pseudoephedrine, and phenylpropanolamine, an
individual must now show identification and sign a log book at sales locations. Law
enforcement is able to monitor these log books in order to identify any person purchasing
more than 9 grams within a 30-day period. CMEA also created a national database of
self-certification records available to state and local law enforcement agencies to
document those retail sales locations that have complied with the requirements of this
law. As a testament to the effectiveness of the CMEA (and similar predecessor laws
passed by the states), DEA statistics show a 58% decrease in the number of
methamphetamine laboratories in 2006 from the previous year.

Additional CMEA provisions include: requiring DEA to conduct an assessment of
the annual need of ephedrine, pseudoephedrine, and phenylpropanolamine, establishing
production and import limits, requiring DEA be noticed of transfers following
importation or exportation of methamphetamine precursor chemicals, and removing
previously established sales thresholds, among others.

DEA is committed to keeping our communities safe from the dangers of
methamphetamine production and abuse. Preventing the use of these chemicals in
clandestine methamphetamine labs and via enforcement of the CMEA is an important
element in that effort.

Investigations of Physicians Who Over-Prescribe Scheduled Drugs

The abuse of prescription drugs is a serious and growing health problem in this
country. According to the 2005 National Survey on Drug Use and Health, there were
more than 6.4 million current non-medical users of psychotherapeutic drugs in the United
States - more than the number of Americans abusing cocaine, heroin, hallucinogens, and
inhalants, combined. If we look at the people who are just starting out as new drug
users, prescription drugs have overtaken marijuana and cocaine as the gateway drug of
choice.

One of the goals set forth in this Administration’s 2006 Synthetic Drug Control
Strategy is to reduce the abuse, or non-medical use, of prescription drugs by 15 percent
over the next three years. Consistent with that end, a primary role of the DEA is to
prevent the diversion of pharmaceutical controlled substances while ensuring an adequate
supply for legitimate medical and scientific needs.

Diversion of legitimate controlled substances occurs from a number of sources,
including, the Internet, pharmacy theft, doctor shopping, prescription forgery, and other
means. Unfortunately, a small number of unscrupulous doctors are also illegally
supplying those drugs. Although there are very few of them, they can cause tremendous
damage. One such doctor in Panama City, Florida, was diverting so many OxyContin
pills to abusers and traffickers that after the DEA arrested him, the street price of
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OxyContin nearly doubled in the area because of the significantly diminished availability
of the drug.

In 2006, there were approximately 750,000 medical doctors and doctors of
osteopathic medicine registered with DEA. Tn any given year, including this past year,
less than one in every ten thousand physicians in the United States loses his controlled
substance registration based on a DEA investigation for improper prescribing—that is
less than .01 percent of all physicians. And far fewer of those physicians are criminally
prosecuted for improper prescribing.

The longstanding requirement under the law that physicians may prescribe
controlled substances only for legitimate medical purposes in the usual course of
professional practice should in no way interfere with the legitimate practice of medicine
or cause any physician to be reluctant to provide legitimate treatment. And the DEA’s
responsibility to enforce the law does not diminish our firm commitment to the balanced
policy of promoting pain relief and preventing the abuse of pain medications. To help
physicians meet the challenge of ensuring that people who medically need drugs get
them, and that those who are diverting them don’t, the DEA has developed several
initiatives since last fall.

On September 6, 2006, we published in the Federal Register Dispensing Controlled
Substances for the 1reatment of Pain, a policy statement that reiterated the requirements
of the Controlled Substances Act and the physician’s long-standing responsibility to take
reasonable steps to prevent diversion. The DEA also published a Notice of Proposed
Rulemaking, which proposes to amend the DEA regulations to permit doctors to issue
multiple Schedule II prescriptions during a single office visit, allowing patients to receive
up to a 90-day supply of controlled substances according to the fill date that the doctor
gives the pharmacist.

The DEA also launched a new section on its website to provide everyone with the
facts on investigations against doctors who violate federal drug laws. 1t’s called “Cases
Against Doctors.” So far, DEA has had more than 86,000 hits to the site. DEA created
this site to provide the public with information about the scope of violations that cause
DEA to investigate doctors.

In addition, the DEA also updated (and posted on its website) its Practitioner’s
Manual to aid doctors with their responsibility to take reasonable steps to prevent
diversion and abuse. Before it finalized the Practitioner’s Manual, the DEA asked a
number of doctors to review its updates to the earlier 1990 edition, and they found the
new edition helpful in understanding their legal obligations in prescribing drugs.

The DEA agrees that doctors can and should prescribe controlled substances
under legitimate medical standards to treat patients in pain. The DEA knows that doctors
overwhelmingly agree with what Congress mandates it do: enforce our nation’s laws to
ensure drugs are used only for the health and welfare of the public.
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Cannabis Research

Approval to conduct clinical research involving Schedule I substances in the
United States is a joint process involving both the DEA and the Food and Drug
Administration (FDA). Clinical studies of a substance for use as a drug must be
performed by well qualified applicants who meet the most rigorous of standards in order
to conduct bona fide research.

Following the procedures described in Title 21 of the Code of Federal
Regulations, new applicants submit their applications to the DEA with research protocols
and individual qualifications (typically a resume or curriculum vitae). The DEA is
responsible for evaluating whether effective measures to adequately safeguard against
diversion are in place as well as assessing factors relating to public interest (See 21
U.S.C. 811(b)). After a preliminary review to ensure completeness of the application
and accompanying material, the application package is sent to the Controlled Substances
Staff of the FDA and the DEA field office in the area of the proposed research. FDA’s
role is to determine the qualifications and competency of the applicant, as well as the
merits of the protocol. The DEA field office conducts an on-site, pre-registrant
investigation, including a personal interview with the applicant, to ensure that security is
adequate to prevent diversion or abuse of the controlled substance.

Upon receipt of favorable reports from both the FDA and the DEA field office, a
certificate of registration is issued to the researcher. No research with a Schedule I
controlled substance can be initiated until the DEA approves the application and a
Schedule I research registration is assigned. The DEA has never denied an application to
a researcher when FDA has determined that the qualifications and merits of the applicant
(as well as of the research proposed) are acceptable, and that adequate security measures
are in place.

At present 110 researchers are registered to perform studies within the drug
category which includes marijuana, marijuana extracts and non-tetrahydrocannabinol
marijuana derivatives that exist in the plant, such as cannabidiol and cannabinol. These
studies include evaluation of abuse potential, physical/psychological effects, adverse
effects, therapeutic potential, and detection. Nineteen researchers are currently approved
to conduct research with smoked marijuana on human subjects.

Enforcing Federal Law in Light of Claims that Marijuana is “Medicine”

Marijuana is a Schedule I substance under Title 21 of the United States Code. As
defined by law, a Schedule T substance is one that has no currently accepted medical use
in treatment in the Uniled States, no accepted safety for use under medical supervision
and a high potential for abuse. Along with marijuana, other Schedule I controlled
substances include heroin and LSD.
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Under the Controlled Substances Act (CSA), DEA is required to act in
consultation with the FDA in determining whether a controlled substance has a currently
accepted medical use. Under the Federal Food, Drug, and Cosmetic Act (FDCA), it is
unlawful to market a new drug in the United States unless FDA approves the drug as
being both safe and effective for the treatment of disease or condition. To date, FDA has
not found marijuana to be safe and effective for the treatment of any disease or condition.
Given the absence of sound scientific evidence establishing that marijuana can be used
safely and effectively as medicine, it remains a Schedule I controlled substance under the
CSA and illegal under the FDCA to market as a drug. Reviews of the scientific evidence
can be triggered by an application to the FDA for approval of marketing of a new drug, or
for the new formulation of an existing drug. Reviews can also be triggered by
rescheduling petition requests filed with the DEA.

DEA's efforts to enforce Federal law surrounding the possession and trafficking
of marijuana have been hampered by the passage of laws in several states which inhibit
State and local law enforcement from acting against individuals and organizations selling
marijuana under the pretence that it has medicinal value.

Law enforcement has seen a growing list of ailments used by dealers, patients and
physicians to justify smoking marijuana. It has become so exhaustive that anyone could
claim “a medical need”. That list includes ADD, headaches, arthritis, PMS, IBS,
hepatitis, renal failure, hypertension, anxiety, depression, post-traumatic stress disorder,
insomnia, paranoia, bipolar affective disorder, alcoholism, cocaine and amphetamine
addiction, epilepsy, bronchitis, emphysema, osteoporosis, degenerative disc disease,
polio, ulcers, stuttering, seizures, color blindness and various types of pain. Ina US4
Today article on March 8, 2007, Scott Imler, who co-wrote the California “medical”
marijuana initiative in 1995 said, “What we set out to do was put something in the
statutes that said medicine was a defense in case they got arrested using marijuana for
medical reasons. What we got was a whole different thing, a big new industry.” Imler
added “I was pretty naive, I thought people would act in good faith.” Anecdotal
information and data have suggested in Los Angeles the significant likelihood that the
marijuana as medicine dispensaries affect crime in adjacent communities.

The authority of DEA to investigate those growing, selling, and possessing
marijuana, irrespective of State law, was confirmed by recent rulings by the Supreme
Court. In United States v. Oakland Cannabis Buyers' Cooperative, the Supreme Court
held that the Controlled Substances Act contains no exception permitting the distribution
of marijuana on the basis of “medical necessity.” In Gonzales v. Raich, the Court stated
that Congress’s Commerce Clause authority includes the power to prohibit the intrastate
and noncommercial manufacture and possession of marijuana for claimed medical
purposes pursuant to state law and concluded that, “Congress had a rational basis for
believing that failure to regulate the intrastate manufacture and possession of marijuana
would leave a gaping hole in the Controlled Substances Act.” These two cases made
clear that Federal law prohibiting the manufacture, distribution, and possession of
marijuana applies regardless of whether the person engaging in such activity claims to
have a "medical necessity,” claims to be acting in accordance with state law, or claims to
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be acting in a wholly intrastate manner. Thus, DEA remains constitutionally obligated to
enforce the Controlled Substances Act in all circumstances.

The DEA’s role is one of enforcement. It is, after all, our middle name. We will
continue to enforce the law as it stands and to investigate, indict, and arrest those who use
the color of state law to possess and sell marijuana.

Conclusion

The Drug Enforcement Administration is a single mission agency. Our role is to
enforce the provisions of the Controlled Substances Act, which is considered by
Congress to be in the best interests of the people of this nation. The DEA does not
discriminate in the application of the law, nor does it interpret the law’s intent, a function
left appropriately to the courts. The DEA applies the law to law breakers. Among other
things, it does so through the Combat Methamphetamine Epidemic Act to prevent the
spread of the bill’s namesake drug, through the carefully application of its regulatory
obligations or by investigating those who would use the color of state law to traftic in
marijuana.

I thank you for the opportunity to testity here today, and would welcome any
questions the Subcommittee might have.



14

Mr. NADLER. [Presiding.] Thank you.
I now recognize Dr. Murray for 5 minutes.

TESTIMONY OF DAVID MURRAY, DIRECTOR OF COUNTER-
DRUG TECHNOLOGY, ONDCP, THE WHITE HOUSE, WASH-
INGTON, DC

Mr. MURRAY. Thank you very much, Mr. Chairman, in absentia,
Ranking Member Forbes and distinguished Members of the House
Judiciary——

Mr. NADLER. You need to speak up and speak to the microphone.

Mr. MURRAT1 [CONTINUING]. INDEED—AND JUDICIARY SUB-
COMMITTEE ON CRIME, TERRORISM, AND HOMELAND SECURITY.
THANK YOU FOR THE OPPORTUNITY TO APPEAR BEFORE YOU TODAY
TO DISCUSS OUR NATIONAL EFFORTS TO REDUCE DRUG USE IN AMER-
ICA AND TO DISCUSS FEDERAL DRUG POLICY REGARDING MEDICAL
MARIJUANA UNDER STATE LAW, OR SO-CALLED MEDICAL MARIJUANA.

I do want to stress that their is good news out there. Let us not
lose track of that, regarding the drug war. Youth use of all drugs
is down by 23 percent over the last 5 years. Youth use of marijuana
is down by 25 percent.

Youth use of specific drugs such as methamphetamine is down
by over 40 percent. Yet, against this backdrop, we face a stubborn
debate that is ongoing for quite a while regarding the status of
claims that marijuana is somehow an acceptable medicine.

It is not the medical community, Mr. Chairman, who pushes this
issue. It is not the medical community who identifies a need out
there for a smoked weed to alleviate pain and suffering. Rather,
this is an issue that is pushed overwhelmingly by legalization advo-
cates for marijuana who fund initiatives and referenda in various
States, trying to push through what we think is a troubling devel-
opment.

First of all, let us reiterate, there is no evidence by the bodies
that are charged with making this determination that marijuana
is effective as a medicine for any medical condition and no evidence
of marijuana’s safety. That is why it remains in schedule one, as
approved by the FDA and as judged by the DEA, as a substance
without medical utility.

Moreover, there are superior substances already available in the
medical community for treating the diseases for which marijuana
purportedly is efficacious.

Secondly, the charge to medicine is first do no harm. There is in-
creasing scientific evidence that marijuana actively is harmful to
those for whom it was intended to be a healing device.

In fact, the evidence of smoked marijuana, a contaminated prod-
uct of raw weed with carcinogens in it and the active ingredients
themselves produce effects——

Mr. NADLER. Mr. Murray, do you think it is as harmful as nico-
tine?

Mr. MURRAY. Sir, if you are looking at the issue of an approved
medicine that would be used—excuse me, sir.

Mr. FORBES. Mr. Chairman, a point of order. Mr. Chairman, can
the witness make his statement and then we

Mr. NADLER. I just wanted to ask him that one question, because
he was saying how harmful it is. I think he is correct——
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Mr. FORBES. Can we not take away his time?

Mr. NADLER. I am not going to take away his time. I just asked
to answer that question, and we will give you the time.

Mr. FOrRBES. Well, just I would like to request regular order, Mr.
Chairman. That is highly irregular.

Mr. MURRAY. Thank you, sir.

I believe they present different threats in different communities.
There is no effort to say that nicotine should be treated as a medi-
cine and dispensed for the cure of cancer. That is because, in its
smoked form, it is quite virulent and quite troubling.

Marijuana, however, likewise, is a smoked weed that that is of-
fered as though it were therapeutic and efficacious, as though it
had healing powers. The active ingredient in marijuana, increas-
ingly, science has shown, is a risk-producing substance that is an
intoxicant, that produces dependency and withdrawal.

It is an addictive substance that has impact, particularly on the
vulnerable. Those with psychotic predispositions, those with incli-
nations toward depression, toward schizophrenia, they are pro-
foundly affected by this drug and it is risky to them actively.

It should not be treated as though it were benign. It is a dan-
gerous substance that produces active harm to those for whom it
would be offered.

Moreover, the presence of medical marijuana dispensaries in
communities themselves turns out to be a harmful dimension. In-
creasingly, we are learning that these dispensaries are fronts for,
increasingly, drug-dealing crime, that they are neighborhood
nuisances, increasingly associated with high crime, with noise, with
disruption, that communities increasingly are turning against and
troubled by.

We are seeing evidence, moreover, from time to time, that the
medical marijuana movement has not been driven by medicine but
has been driven by politics and by many instances taken over by
criminal elements that are quite dangerous.

We think that, basically, you are going to hear forms of argu-
ment that will anecdote. Tragic tales of suffering, no matter how
genuinely believed in, no matter how emotionally laden they may
be, that is not the way we make public policy decisions about what
is an approved medicine—by tragic tales or by accounts of suf-
fering.

Rather, it is in a court of medicine and in a court of science that
a drug is approved as being safe and effective and marijuana has
never been able to successfully pass that test.

What we are going to hear will be arguments that somehow we
should get out of the way and let marijuana be offered as medicine.
We think this is a fraud. We think this is a misrepresentation.

The medical marijuana movement is at best a mistake, at worst,
a deception, and it has another victim involved here, the integrity
of the drug approval process in America, which is entrusted to the
FDA, has kept America safe with regard to its medicines.

We should not bypass that. We should not political theater—or
political pressure groups try to approve medicines, which in fact
damages the integrity of our drug approval process. If and when
marijuana has substances in it that are shown to be efficacious,



16

therapeutic, it will be done in the scientific community, and it will
not be offered in the form of a raw, crude, smoked weed.

We know this from the scientific community. We know this from
the medical community. And the people pushing for this are cyni-
cally manipulating tragic tales of suffering in such a way as to cre-
ate—and not win in a court of medicine and science.

I will be happy to answer your questions, sir.

[The prepared statement of Mr. Murray follows:]



17

PREPARED STATEMENT OF DAVID MURRAY

Testimony of Dr. David Murray
Chief Scientist, Office of National Drug Control Policy
Before the Judiciary Subcommittee on Crime, Terrorism, and Homeland Security
“Hearing on the Drug Enforcement Administration's Regulation of Medicine”
July 12, 2007

Chairman Scott, Ranking Member Forbes and distinguished Members of the
House Judiciary Subcommittee on Crime, Terrorism and Homeland Security: Thank you
for the opportunity to appear before you today to discuss our National efforts to reduce
drug use in America and current Federal policy regarding so-called “medical” marijuana
under state law.

Over the past several decades, there has been an ongoing national debate
regarding the use of marijuana for medical purposes. While we all may agree that too
many of our citizens suffer from pain and chronic illnesses, as a civilized society we must
ensure that we base critical decisions regarding the health and safety of Americans on
sound science and research. As Chief Scientist for the national agency tasked by
Congress to evaluate, coordinate, and oversee drug policy, I look forward to providing
the committee with the latest state of affairs regarding this important issue.

‘What is Wrong With Permitting the Use of Smoked Marijuana
for Medical Purposes?

In order to provide the appropriate perspective regarding medical marijuana, we
should examine our Nation’s painful lessons from the past. At the beginning of the last
century, America faced a serious medicinal challenge. Fly-by-night swindlers traveled
from town to town hawking miracle medicines that claimed cures for everything from
baldness to life-threatening diseases. While the tonics rarely cured what their proponents
claimed, consumers often did report feeling better after taking them. In reality, people
felt better because these “medicines” most often contained large amounts of alcohol,
opium, or other “feel-good” agents. This chaotic medicinal marketplace, where
legitimate medicine competed with unproven and often dangerous snake oils, compelled
the U.S. Congress over 100 years ago to create the Food and Drug Administration (FDA),
which is responsible for approving, regulating, and verifying the effectiveness and safety
of medicines. More than making people “feel better,” a core element of FDA’s public
health mission is to verify and ensure that medicines fulfill two critical principles: safety,
and effectiveness in treating medical conditions.

The FDA’s process for approving medicine has contributed to the United States
having the world’s finest medical system. In the century that the FDA has been
approving medicines, it has shown an open willingness to evaluate and approve
potentially harmful and addictive substances if it can be proven that the benefits of these
substances provide outweigh the risks. For instance, medicinal derivatives of the opium
poppy and the coca plant clearly demonstrate this principle. But smoked marijuana has
never passed this test. Simply stated, the FDA has not found compelling scientific
evidence that smoking marijuana relieves the myriad of ailments that its proponents
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claim. Moreover, the medical community prescribes drugs that are safer and easier to
administer and that have been scientifically proven to do a far more effective job at
treating the ailments that marijuana proponents claim are relieved by smoking marijuana.

Funded by millions from those who want to legalize marijuana outright,
marijuana lobbyists have now been deployed to Capitol Hill and to States across the
Nation to employ their favored tactic of using Americans’ natural compassion for the sick
to garner support for a far different agenda. These modern-day snake oil proponents cite
testimonials—not science—that smoked marijuana helps patients suffering from AIDS,
cancer, and other painful diseases “feel better.” Unfortunately for America’s sick, the
same scenario our Nation dealt with a century ago has returned, and a number of states
have passed voter referenda or legislative actions making smoked marijuana available for
a variety of medical conditions upon a doctor's recommendation under state law.

On April 20th, 2006, the Department of Health and Human Services (which
includes FDA, the Substance Abuse and Mental Health Services Administration and the
National Institute on Drug Abuse), the Drug Enforcement Administration, and the Office
of National Drug Control Policy issued an advisory reinforcing the fact that no sound
scientific studies have supported medical use of smoked marijuana for treatment in the
United States, and no animal or human data support the safety or efficacy of smoked
marijuana for general medical use. Additionally, the Institute of Medicine (IOM) has
concluded that smoking marijuana is not recommended for any long-term medical use,
and a subsequent IOM report (March 1, 1999) declared that, “marijuana is not modern
medicine.” These statements add to a substantial list of legitimate public health
organizations that have already spoken out on this issue, including the American Medical
Association, the National Cancer Institute, the American Cancer Society, and the
National Multiple Sclerosis Society — all of which do not support the smoked form of
marijuana as medicine.

Existing Legal Drugs Provide Superior Treatment for Medical Conditions

While the FDA has approved safe and effective medication for the treatment of
glaucoma, nausea, wasting syndrome, cancer, neuropathic pain, and multiple sclerosis, it
is also true that THC, the primary active chemical in marijuana and other cannabinoids in
the plant might well be useful for treating certain medical problems. For example, the
FDA approved synthetic THC, the main ingredient in Marinol, to control nausea in
cancer chemotherapy patients and to stimulate appetite in people with AIDS. Marinol, in
the oral form, is a legal prescription drug available on the market by prescription since
1985, It is currently classified as a Schedule III drug under the Comprehensive Drug
Abuse Prevention and Control Act, meaning that the drug is widely available for patients
who may need it.

In light of these scientifically proven medicinal alternatives, the idea of telling
suffering patients that the best we can do for them is to encourage them to inhale the hot
smoke of a burning weed, of unknown dose and purity, seems medieval at best. To
resolve this whether science can demonstrate any conceivable medical benefit, NTH is
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conducting controlled clinical trials of smoked marijuana. To date, the best available
evidence points to the conclusion that the adverse effects of marijuana smoke on the
respiratory system would almost certainly offset any possible benefit. As a result,
marijuana remains as a Schedule [ controlled substance under the Comprehensive Drug
Abuse Prevention and Control Act of 1970. In other words, marijuana remains a
dangerous drug that has no recognized medical value.

In fact, there is some evidence that suggests that prescribing smoking marijuana
may actually harm the health of patients. The delicate immune systems of seriously ill
patients, for example, may become compromised by the smoking of marijuana. Research
has already demonstrated that the daily use of marijuana can compromise lung function
and increase the risk for respiratory diseases, similar to those associated with nicotine
cigarettes. Additionally, marijuana also has a high potential for abuse and can incur
addiction. Research has also shown that frequent use of marijuana leads to tolerance of
the psychoactive effects. Smokers may compensate by smoking more often or seeking
higher potency marijuana.

Finally, in people with psychotic or other mental health problems, the use of
marijuana can precipitate severe emotional disorders. Chronic use of marijuana may
increase the risk of psychotic symptoms in people with a past history of schizophrenia.
Marijuana smoking by young people may lead to impairment of higher brain function and
neuropsychiatric disorders, as well as a higher risk for addiction and polydrug abuse
problems.

Medical Marijuana Laws Do Not Work

Ten years of national experience with state-based voter referenda and legislative
actions legalizing medical marijuana under state law also have bred abuse, confusion, and
crime. An increasing number of reports have begun to illustrate this phenomenon.
Consider the following:

o  Medical marijuana laws lead to drug-related violence. Since the first medical
marijuana law passed in the United States, as many as 20 “legal” medical

marijuana providers have been killed around the country, mostly in robberies.
(Killing Highlights Risk of Selling Marijuana. New York ‘limes, March 2nd, 2007).

e Medical marijuana laws protect drug dealers. After Colorado legalized
medical marijuana, a local CBS television station discovered that licensed
medical marijuana providers were using medical marijuana laws to foster drug
dealing. In one instance, a CBS reporter asked Ken Gorman, a licensed medical
marijuana provider and user, how many people he had given marijuana to who
weren’t sick. He responded by saying, “Hundreds....When we passed the
[medical marijuana] law we passed a great, great law... There are so many holes
in it that for us, the patient, police can’t do anything.” Ken Gorman admitted he
didn’t have a medical condition and “just wanted to get high.” Gorman was killed

a month later in a marijuana-related robbery. DS Denver, February 11th, 2007, Glazer, Andrew.
Medical Marijuana Clinics Face Crackdown, Associated Press, March 11th, 2007.)



20

¢ Founding proponents of medical marijuana in the United States have
reversed their key positions of support for medical marijuana. Rev. Scott
Imler, Co-founder of Prop 215, has lamented the passage of California’s medical
marijuana law stating that, “We created Prop. 215 so that patients would not have
to deal with black market profiteers. But today it is all about the money. Most of
the dispensaries operating in California are little more than dope dealers with
store fronts.” Imler also said that medical marijuana has “turned into a joke.”
Steve Kubby, another Co-founder of medical marijuana in California stated in a
letter to supporters on April 14th, 2006 that “Marinol is an acceptable, if not ideal,

substitute for whole cannabis in treating my otherwise fatal disease.” (Alematives
magazine, Fall, 2006 Issue 39, San Gabriel Valley ‘Iribune 2707, Message from Steve Kubby. Steve Kubby Released Afler
Serving 62 Days in Jail, April 14th, 2006)

Conclusion

Chairman Scott, Ranking Member Forbes, our investment in medical science is at
risk if we do not defend the proven process by which medicines are brought to the market
and to patient-physician relationships. All drugs must undergo rigorous clinical trials
before a drug can be released for public use. The responsibilities of the public health
system are to ensure the safety, efficacy, and eftectiveness of contemporary drugs. This
responsibility cannot be discharged where science-based knowledge is discarded in favor
of misguided hearsay and uninformed pressure politics. Tlook forward to working with
Congress to ensure that our nation’s drug policies continue to work to make our national
drug problem smaller and keep our citizens as safe and healthy as possible.

Thank you.
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In Their Words: What the Experts Say:
The American Academy of Ophthalmology:

“Based on reviews by the National Eye Institute (NEI) and the Institute of Medicine and
on available scientific evidence, the Task Force on Complementary Therapies believes
that no scientific evidence has been found that demonstrates increased benefits
and/or diminished risks of marijuana use to treat glaucoma compared with the wide
variety of pharmaceutical agents now available.”
pt

1y Therapy A : Marijuana in the Treatment of G| , American Aci

lemy of Ophthalmology, May 2003

The American Medical Association:

“...AMA recommends that marijuana be retained in Schedule I of the Controlled
Substances Act...AMA believes that the NTH should use its resources and influence to
support the development of a smoke-free inhaled delivery system for marijuana or delta-
9-tetrahydrocannabinol (THC) to reduce the health hazards associated with the

combustion and inhalation of marijuana...”
Policy Starement H-95.952, American Medical Association,

WW.AMA-ASSLOTS
The National Multiple Sclerosis Society:

“Studies completed thus far have not provided convincing evidence that marijuana or its

derivatives provide substantiated benefits for symptoms of MS.”
The MS Information Sourcebook, Marijuana (Cannabis), National Multiple Sclerosis Sociely, September 18th, 2006

The Institute of Medicine (IOM):
“Because of the health risks associated with smoking, smoked marijuana should generally

not be recommended for long-term medical use.”
Marifuana and Medicine: Assessing the Science Base, Institute of Medicine, 1999
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Mr. NADLER. I thank the gentleman.
I now recognize Dr. Heiden for 5 minutes.

TESTIMONY OF EDWARD J. HEIDEN, PH.D.,
HEIDEN ASSOCIATES, INC., WASHINGTON, DC

Mr. HEIDEN. Thank you. I appreciate the opportunity to appear
before this Subcommittee to present my views regarding various
activities of the U.S. Drug Enforcement Administration.

My name is Edward J. Heiden. I am president of Heiden Associ-
ates, an economic consulting firm specializing in health and safety
issues and located in Washington, D.C.

Early this year, my firm and I were retained by the American
Council on Regulatory Compliance, ACRC, an association that rep-
resents suppliers of pseudoephedrine and ephedrine-based prod-
ucts, such as over-the-counter cough and cold and asthma relief
medications and whose members sell primarily to convenience
stores and other non-mass merchandiser channels.

Our assignment was to help them respond to a DEA draft report
published for comment in the Federal Register that contained
DEA’s 2007 national estimate of legitimate medical need and use
for ephedrine and pseudoephedrine and prescription drug and over-
the-counter products.

We were asked to examine two issues, the soundness of the data
and methodology used by FDA to prepare the report and the esti-
mate and whether the legitimate supply needs of ACRC member
firms for ephedrine-based products to sell had been adequately
taken into account by the DEA draft needs assessment.

ACRC members were seriously concerned that their needs were
not being adequately considered, if at all. A few of them indicated
that they had not been consulted—many of them indicated they
had not been consultant as the needs assessment was being pre-
pared, and a few indicated, once they saw the assessment, that it
was far less in total for the country as a whole than just their own
sales to convenience stores and other non-mass merchandising
channels.

Let me briefly summarize our work. DEA’s assessment relied on
a study by its contractor, IMS Health Government Solutions, to es-
timate medical needs for ephedrine and pseudoephedrine, based on
data the company routinely collects on sales to retail establish-
ments, patients and insurers.

The problem with this data is, and the report of DEA, that it was
very sparse and provided very, very incomplete documentation as
to 1ts methodology, as to how the data was used. And, like much
of the evidence that an interested and engaged analyst would need
and expect to have to determine exactly how that methodology was
applied, elementary materials such as key data files were not
there, were missing. And, in one important instance, the agency re-
fused to provide us and ACRC with access to a key set of spread-
sheet data.

Likewise, DEA’s treatment of how the needs of the convenience
store market channel was treated in its national estimation process
is vague and confusing. Even though convenience stores are men-
tioned by DEA as a channel that was included in the study, there
is no way you can tell exactly how they were included.
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In fact, as a starting point of data that we got, we obtained from
DEA a copy of the product code listed by DEA’s contractor for the
study, IMS. Reviewed by industry numbers, it showed that not one
of the ACRC member products was included in the initial DEA
product inventory used to develop sales estimates for the ephedrine
and pseudoephedrine needs assessment.

So none of the products was considered to be in scope for pur-
poses of development of that needs assessment and not one of
them, as I said, had been queried by DEA or its consultant as part
of the needs assessment development process.

So we conducted our own study of ACRC needs and sales by
working with industry members to give us such sales on a con-
fidential basis and then consulting with the board members to de-
termine what this was. ACRC member firms told us when we ag-
gregated the data that, collectively, the products they sold to con-
venience stores and other channels represented a tremendously
large amount more, seven times more, than the amount DEA pro-
posed as its preliminary 2007 annual needs assessment.

How could something like this happen? How come the DEA study
missed such a large part of the overall market for ephedrine-based
products of convenience stores?

I think there are several possible reasons why DEA might have
missed so much ephedrine-based products sold through non-mass
market merchandising channels. First, many of the companies in-
volved in making it and marketing it

Mr. NADLER. The witness’s time has expired.

Could you wrap up, please?

Mr. HEIDEN. Well, as I said, there are several reasons why this
might have happened: technical, economic reasons. But, in conclu-
sion, I would say that besides not documenting the procedures and
denying access to data that could have indicated what was hap-
pening in this situation, it is quite obvious that this failure has
caused DEA to propose an unrealistically low preliminary estimate
for the amount of ephedrine required for legitimate needs.

If this estimate stands as the basis for DEA decisionmaking, sub-
stantial hardships are likely to result, not only for numerous sup-
pliers in the distribution chain and those who are employed by
them, but also for the many asthmatics and others in legitimate
medical need who rely on convenience stores and small retailers in
locations where other retail outlets, like mass merchandisers, Tar-
gets, et cetera, are nonexistent or are only open during daytime or
early evening hours.

[The prepared statement of Mr. Heiden follows:]

PREPARED STATEMENT OF EDWARD J. HEIDEN

Good morning. My name is Dr. Edward J. Heiden. I am president of Heiden Asso-
ciates, Inc., an economic consulting firm specializing in health and safety issues and
located in Washington DC. For the past 26 years, Heiden Associates has been assist-
ing companies and trade associations in examining the economic impact of govern-
meﬁtdregulation. A statement of our corporate capabilities and my resume is at-
tached.

Early this year my firm, Heiden Associates, and I were retained by the American
Council on Regulatory Compliance (ACRC)—an association representing manufac-
turers, importers, and distributors of pseudoephedrine and ephedrine-based prod-
ucts such as over-the-counter cough and cold and asthma relief medications, whose
members sell primarily to convenience stores and other non-mass-merchandiser
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channels. Our assignment was to help them respond to a draft report, prepared by
DEA and published for comment in the Federal Register, containing DEA’s 2007 na-
tional estimate of legitimate medical need and wuse for ephedrine and
pseudoephedrine in prescription drug and over-the-counter (OTC) products.

We were asked to examine two issues: (1) the soundness of the data and method-
ology used by DEA to prepare its report and estimate; and (2) whether the legiti-
mate supply needs of ACRC member firms for ephedrine-based products to sell had
been adequately taken into account by the DEA draft needs assessment. ACRC
members were seriously concerned that their needs had not been adequately consid-
ered, if at all. For instance, members indicated they had never been consulted as
the needs assessment was being prepared. A few also indicated, after initially exam-
ining the DEA analysis, that the entire estimate of national need for ephedrine con-
tained in the report was far lower than the supply need represented just by what
they knew to be their own sales to convenience stores and other non-mass-merchan-
dising channels.

We briefly report below on the results of our work, and the conclusions and rec-
ommendations we have drawn from it.

SUMMARY OF OUR WORK

Analysis of DEA Methodology and Treatment of Ephedrine Needs for Product Sellers
to Convenience Stores and Related Market Channels.

DEA’s assessment relied on a study by its contractor, IMS Health Government So-
lutions (IMS), to estimate medical needs for ephedrine and pseudoephedrine based
on data that the company routinely collects and offers annually to customers. IMS
used several types of data for its study—sales to retail establishments (including
pharmacies), sales by retail establishments to patients, and medical insurance
claims. However, the DEA report itself provided very sparse and incomplete docu-
mentation as to how this data was used, and lacked much of the evidence that an
interested and engaged professional analyst would need and expect to have in order
to determine exactly how the methodology was actually applied. Elementary sup-
porting materials, especially the data files and calculations that would show the key
procedures used, were missing, and in one important instance the agency refused
to provide us with access when we made a request.

Likewise, DEA’s treatment of exactly how the needs of the convenience store mar-
ket channel was treated in the national estimation process is vague, confusing, and
even contradictory in several important respects. For example, even though conven-
ience stores are mentioned by DEA as a market channel included in the study, there
is no way that an analyst can tell how the major data sources used by DEA actually
treat the sales of such stores in their role as suppliers of ephedrine and pseudo-
ephedrine products for sale to the public. Without any documentation, explanation,
or citation to source data, the report simply states that the convenience store chan-
nﬁl had less than 0.1 million grams of legitimate OTC ephedrine-based product pur-
chase needs.

Development of Independent Estimates of Ephedrine Needs for Convenience Store
and Related Market Channels.

Because of this lack of documentation or explanation by DEA of its estimates, and
the strong view by ACRC members that DEA’s estimate of less than 0.1 million
grams to convenience stores and other non-mass-merchandiser channels lacked
foundation, Heiden Associates conducted an independent examination of the need
for ephedrine-based products in these market sectors. As a starting point, we ob-
tained from DEA, through the ACRC, a copy of the product code listing used by
DEA’s contractor for the study, IMS, to develop its estimates. Once we received this
listing, we asked ACRC industry members to review it. Review by industry mem-
bers showed that not one of the ACRC member products was included in
the initial DEA product inventory used to develop sales estimates for the
ephedrine and pseudo-ephedrine needs assessment. This means that none
of these products was considered to be “in scope” for purposes of develop-
ment of the DEA needs assessment. Further, ACRC members indicated that
not one of them had been interviewed or queried by DEA or its consultant
as part of the needs assessment development process.

Consequently, since it was clear that DEA and its consultant IMS were not ade-
quately capturing the sales of legitimately marketed ephedrine-based products, we
felt it was necessary to work directly with ACRC staff and member firms on a con-
fidential reporting basis to develop preliminary estimates of ephedrine-based OTC
products to convenience stores and related channels. Specifically, we asked indi-
vidual participating manufacturers, importers, and distributors to provide 2005 esti-
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mates of their total unit sales of ephedrine-based products for medical use and the
channels through which they distributed these products. We also interviewed ACRC
Board members to obtain their best assessments of the overall size of ephedrine-
based product sales to convenience stores, the sector accounting for the largest por-
tion of ACRC member industry sales. In addition, we consulted various extrinsic
data sources to develop a profile of the economic importance of convenience stores
and other non-mass-merchandising distribution channels that appeared not to have
been adequately captured in the DEA consultant’s study.

Eight ACRC member firms in all, of varying size and type (manufacturer, im-
porter, and distributor) responded to our request for relevant sales data. In all,
these eight firms sold more than 1.5 billion doses of 12.5 and 25 mg ephedrine-based
products in 2005 to the public. About 80 percent of these sales were made through
“pbricks and mortar” outlets such as convenience stores and small independent gro-
cers, with the remainder reported through mail order and online channels. Collec-
tively, these products contained approximately 27,880 kilograms of ephedrine, or
more than seven times the amount DEA proposed as its preliminary 2007 annual
needs estimate.

In reviewing DEA’s own statistical data, it has become clear to me that these
products are not the major source of diversion for the production of methamphet-
amine. According to DEA Administrator Tandy’s recent testimony before the Senate
Foreign Relations Committee: “. . . super labs, which are primarily controlled by
Mexican drug trafficking organizations . . . are supplying the majority of the meth-
amphetamine consumed in this country.” The vast bulk of the products found in
small toxic methamphetamine laboratories are name brand pseudoephedrine cough
and cold products, such as Sudafed, purchased in large chain pharmacies and mass
merchandisers. The products distributed by the ACRC and other small distributors
are off brand combination ephedrine asthma relief products, which are not found in
these illicit laboratories as a precursor to make methamphetamine.

How is it possible that the DEA/IMS study missed such a large portion of the
overall market for ephedrine-based products in its estimates? It is not as if the con-
venience store and online/mail-order market sectors are inconspicuous: according to
the most recent source data available, convenience stores and online/mail order
firms sold an estimated $644 million of non-prescription medicines in 2002, with
more than 38,000 convenience stores selling non-prescription medicines.

There are several possible reasons why DEA might have missed so much ephed-
rine-based product sold through non-mass-merchandising channels.

First, many of the companies involved in manufacturing and marketing ephed-
rine-based asthma products are also in the business of producing and distributing
dietary and nutritional supplements, sales of which are tracked under a separate
product code than under the code for non-prescription medicines. It is very possible
that retail establishments might bundle products distributed by ACRC members
and other similar firms under a product code such as vitamins, minerals, and other
dietary supplements, or even general merchandise, that is not defined as within the
scope of the IMS study.

Second, many convenience stores and independent grocers, particularly smaller
ones in center city and rural locations still do not have the ability to scan individual
product purchases. Non-scanning convenience stores are not likely to have been in-
cluded in the databases used for the DEA needs assessment, which rely heavily on
scanned data.

Third, the participants in the DEA needs assessment data base used to track OTC
drug purchases (Homescan) may have under-represented poorer, lower health status
households in urban and rural areas, as is sometimes the case with national con-
sumer market panels that we have worked with in past studies. In this connection,
it is important to note that it is convenience stores and small retailers in these less
completely-tracked locations who are most likely to make products available to
asthmatics where other retailers are non-existent or are open only during daytime
and early evening hours. IMS does not have the ability to accurately capture con-
venience store data.

CONCLUSION

The lack of access to data that serve as the foundation of the IMS study estimates
and the sparse, non-transparent, confusing, and in some cases seemingly contradic-
tory documentation of the procedures used to derive the annual needs assessment
from these data make it difficult to determine whether the DEA has correctly char-
acterized the volume of ephedrine requirements for prescription and non-prescrip-
tion products sold in chain drug stores, large grocery chains, and mass merchan-
disers. However, it is obvious that the IMS study failed to incorporate any data on
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ephedrine-based products lawfully marketed by a substantial and economically sig-
nificant sector of manufacturers, importers, distributors, and retailers who market
primarily through convenience stores and online/mail-order channels. This failure
has caused the DEA to propose an unrealistically low preliminary estimate for the
amount of ephedrine required for legitimate needs in 2007. Should this estimate
stand as the basis for DEA decision-making, substantial hardships are likely to re-
sult not only for numerous suppliers in the distribution chain and those who are
employed by them, but also for the many asthmatics and others in legitimate med-
ical need who rely on convenience stores and small retailers in locations where other
retail outlets (such as mass merchandisers) are non-existent or only open during
daytime or early evening hours.

We encourage the DEA to revisit this issue and make the data and analysis that
underpin the IMS study estimates available for review under appropriate restric-
tions to ensure confidentiality and limit the use of the data. With access to these
materials, we are confident that we would be able to work with DEA and/or IMS
analysts to develop a fuller and more complete picture of the market needs for
ephedrine-based products.

Mr. NADLER. Thank you very much.
I will now recognize Ms. Valerie Corral for 5 minutes.

TESTIMONY OF VALERIE CORRAL, FOUNDER OF WAMM,
WO/MEN’S ALLIANCE FOR MEDICAL MARIJUANA, DAV-
ENPORT, CA

Ms. CORRAL. Thanks to the Honorable Chair and distinguished—
it is not on. Thank you.

There we go, thanks.

Honorable Chair and distinguished Committee Members, I thank
you for this opportunity to speak before you today. I am Valerie
Corral and I am the co-founder of the Wo/Men’s Alliance for Med-
ical Marijuana, with my husband Mike Corral.

We reside in Santa Cruz, California. We run a medical mari-
juana hospice facility and we have done so since 1993. Following
an automobile accident in which I happened to be in with an air-
plane, my life changed dramatically.

I became an epileptic and suffered as many as up to five grand
mal seizures a day. In the early 1970’s, under the Nixon adminis-
tration, some research on medical marijuana was being done. How-
ever, President Nixon’s administration blocked that research.

But, prior to that, my husband had read in a medical journal
that marijuana had been successfully used to treat laboratory-in-
duced seizures in rats. It was really quite unbelievable that mari-
juana might control the seizures that I was experiencing, when
fIE‘DA-approved medicines could not. In fact, I did not believe it, at

rst.

As time passed, our experience led us to quite a remarkable heal-
ing, if you will. I still experience some difficulty, neurological prob-
lems. However, I don’t have seizures.

This also led us to work more broadly in our community. People
who lived in our community contacted us about the possibility of
working with them, and we began this small outreach program by
growing a collective garden of medicine in which our members or
their caregivers participated.

This is quite remarkable—over the 14 years that we have con-
ducted our operation, 189 of our members have passed. That gives
me, while not the experience of dying, quite a remarkable experi-
ence, that which most people don’t have the opportunity to partici-
pate in.
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And what we found is that each of our members—and not every-
body that comes to WAMM finds marijuana to be a useful medi-
cine. However, those that stay with us do.

These 189 people, of which I have been at the bedside of more
than 100, tell us that maijuana works. And while Dr. Murray has
expressed in his testimony that patients say we feel better, I ask
the Committee, isn’t that really what every doctor asks? Do you
feel better? Is the medicine working? And when we say yes, doctors
believe us. Why not with this medicine?

When I received confirmation that I would be here today speak-
ing before you, I was at the bedside of a dear friend of mine of
more than 30 years. Little did I know that she would become a
WAMM member.

She lay dying of ovarian cancer. She is the single mother of a 15-
year-old daughter. That child grew up in our collective, respecting
her mother’s medicine, understanding the difference between an
abuse and a recreational drug and a very important, life-altering
medicine, pain-relieving medicine.

In a word, I cannot call the members of my community liars. We
have worked diligently since the early 1990’s on State law, on
county law and on city law. We work very close with law enforce-
ment. We are transparent in our work and we offer medicine at no
cost.

We have changed the laws in each governing body, very slowly,
but it has worked. We have convinced people of our truth by living
in this transparent reality.

In 2002, the DEA raided our small collective, arresting both my
husband and myself and this set our members into a panic, as you
might imagine. Yet, while illness is a great enemy, fear is even
greater. And we continued our work, as we do to this day.

It is not that we wish to break the law, for surely we do not. We
have made every effort to change it.

I ask for a few things here today. One is that I realize that I
can’t change America. I know that. But there are simple things
that we can do to relieve human suffering.

When you stand next to a person who is dying, and I suspect
that all of you have had an experience, or will, that it changes you.
You do what you can to relieve that suffering.

We use allopathic medicines, pharmaceuticals, of course. They
are remarkable pain relievers and assist people in expanding their
lives.

But what we ask here today is that you stop the aggressive an-
tics of the DEA against sick and dying people, because that is what
we are. Stop the raids. Allow research to continue. Allow the re-
search to continue that the DEA is blocking in the Craker case, for
instance, because only you can do that.

We offer you our testimony and we offer you the truth, and we
ask that you allow us the opportunity to relieve our suffering, be-
cause only can do that.

Thank you.

Mr. NADLER. Time of the witness has expired. You may conclude.

Ms. CoRRAL. That is it, and thank you so much.

[The prepared statement of Ms. Corral follows:]
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PREPARED STATEMENT OF VALERIE CORRAL

Mr. Chairman, distinguished members of the committee, I thank you for inviting
me to speak today.

Upon receiving confirmation that I would have the privilege to appear before you,
my elation was tempered only by exhaustion. For three nights I have had the honor
of caring for my beloved friend, a member of WAMM, the medical marijuana hospice
that I co-founded, and medical marijuana patient who is nearing the end of her
struggle with ovarian cancer. She is the single mother of a 15-year-old daughter,
and today she lays dying at her home in Santa Cruz. As I stood by her bedside,
the impact struck me deeply, and the importance of this opportunity grew pro-
foundly tangible. It is difficult to deny personal experience, and having repeatedly
zvitr(llessgzd the relief of suffering in hundreds of my dying friends leaves little room
or doubt.

Today, thousands of seriously ill Americans face arrest and prosecution at the
hands of the federal government. Why? Because our doctors recommend a medicine
that is condemned without evidence. Science does not form the basis of the irra-
tional decision to hold this medicine hostage. Yet, sick and dying Americans are
willing to risk imprisonment because suffering is a greater enemy than the fear of
our own government. We rely on the medicinal properties unique to marijuana to
help us cope with a variety of debilitating diseases, including AIDS, cancer, epilepsy
and multiple sclerosis. Marijuana provides otherwise unattainable relief from an
array of unbearable symptoms, such as chronic pain, intractable vomiting and mus-
cle spasticity, as well as from the side effects of allopathic drugs, pharmaceuticals
that cause addiction, nausea and confusion. This simple medicine allows seriously
ill people to gain a measure of control over symptoms and, in turn, the ability to
affect the circumstances of death.

Despite the testimony of thousands of patients and doctors, coupled with a tome
of scientific research confirming marijuana’s medical value, our government, specifi-
cally the Drug Enforcement Administration (DEA), remains married to subversion
in its denial of a state’s right to protect its seriously ill citizens. It is not the purpose
of government to stymie medical science, but to avail itself to the gathering of
knowledge as it seeks to create a compassionate response to the ills of a nation and
its people. Devoid of scientific rationale, the federal intransigence toward medical
marijuana appears to be rooted in the political calculations of the “War on Drugs.”
Can our elected officials ignore an ever-growing patient force that decries the callous
antics of a government which puts politics before people’s lives?

On March 23, 1973, at the age of 20, I suffered a severe closed head trauma in
a serious automobile accident, and my life was changed forever. As a result of the
accident, I began to suffer as many as five gran mal seizures a day. When I began
to convulse, my parents would hold me on the floor while I foamed at the mouth
and lost control of my bladder, urinating all over myself. During the seizures, I had
no conscious control over my body, my mind or my being. Following the seizures,
I typically slept for several hours and would wake up in tremendous pain with no
memory of the seizures.

Doctors prescribed a myriad of anticonvulsants and pain medications. But the
medications did not prevent the seizures and only minimally reduced my pain. Since
phenobarbital and Dylantin offered little reprieve from the convulsions, my doctors
added more prescription medications to my regimen. They prescribed a crippling
anti-epileptic drug called Mysoline along with Percodan and Diazepam for pain. I
did not fare any better with these medications. Each left me drunk with side effects
and failed to alleviate my seizures. No medication or treatment offered me any hope.

These anti-convulsant and pain medications also sedated me to the point that I
lived in a near vegetative state. My parents described me as “catatonic.” I felt like
I was living under water. I was wholly dysfunctional. Friends and family had to re-
mind me to eat. I could not think clearly. I slept fitfully. My doctors changed my
medications and tried different dosages, but the seizures continued to strike with
little warning. The medications affected my vision, disabling my ability to read.
They also affected my joints and connective tissue, my kidneys and liver, and they
depleted my white blood cells, diminishing my immune system and rendering me
vulnerable to viruses. I constantly battled ordinary colds and flus, which often re-
sulted in hospitalization.

Eventually, I became physically dependent on my medications. I descended into
a deep pharmaceutical darkness that paralyzed me. I could not work. I discovered
that I could not even cross the street by myself after an incident where I walked
into oncoming traffic. On another occasion, I nearly drowned while taking a bath.
I could not complete the simplest of tasks. Family and friends would not leave me
unattended, because at anytime I could have been overcome by a seizure and injure
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myself. I spiraled into the isolation resulting from both the illness and the only
drugs available to treat it. I survived this way for more than two years.

Meanwhile, my husband and caregiver, Mike Corral, scoured scientific and med-
ical journals for a sign of some promising new therapy. His thorough research un-
covered information that changed my life forever. He found an article published in
a medical journal in the early 1970’s, discussing marijuana’s ability to control lab-
oratory induced seizures in rats. This revelation, though hard at first for us to be-
lieve, offered a rare glimmer of hope. I yearned for any alternative to the powerful,
debilitating prescription drugs and the ravages of the seizures and pain that con-
sumed me. I obtained a small amount of marijjuana and found that smoking it di-
minished my seizure activity almost immediately. Mike and I carefully figured out
how much and with what frequency I should use medical marijuana to stave off my
symptoms, and I adhered to that religiously. Whenever I felt an aura (the premoni-
tory sensation that often precedes a seizure), I smoked a little more. To our amaze-
ment, it halted the onset of convulsions.

For the next two-and-a-half years, I slowly decreased the dosages of my various
prescription drugs and finally stopped my anti-convulsants altogether. The only
medication that I continue to rely on is marijuana. It controls my seizures and re-
stores normalcy to my life. I can now do virtually everything that I did before my
accident. I still experience neurological problems, but I live seizure-free because I
use medical marijuana.

My personal experience with medical marijuana led me to share what I had
learned with other patients, allowing me to again and again witness the benefits
of medical marijuana firsthand. A particular patient, Harrold Allen, comes to mind.
He was diagnosed with pancreatic cancer and given a prognosis of six months to
live. His illness did not only devastate his health, it robbed him of his ability to pro-
vide for his family. Financially, he had to rely solely on state disability funding,
which was not enough to pay for his prohibitively costly medication. Consequently,
he lost everything, including his home, his automobile and family heirlooms. He
reached a point where he was taking 42 Dilaudid per day. He substituted medical
marijuana for the narcotics he was taking and within one day he ceased all narcotic
use, without experiencing any withdrawal. His doctor once told me how astonished
he was at the success of medical marijuana in Harrold’s case and that he completely
supported this alternative treatment. The miracle is that Harrold Allen lived six
years beyond his prognosis.

It is because of just such experiences that, in the Spring of 1993, Mike and I co-
founded the Wo/Men’s Alliance for Medical Marijuana, WAMM, our hospice care
community comprised of patients who rely on medical marijuana to quell the symp-
toms of grave illness. WAMM grew to a membership of 250 patients, mostly termi-
nally ill. In the 14 years since our inception, 189 WAMM members have died—near-
ly one per month. Our collective serves as a critical support group for members and
families who gather at our weekly meetings. Our members are as diverse as disease
itself; still an intimate relationship with illness is the very thing that unites us.
WAMM is committed to working in accordance with state law and in partnership
with our local community and law enforcement agencies.

Unfortunately, the federal government seems to determined to sabotage our ef-
forts. Both WAMM and the course of my own life were irrevocably changed the day
the DEA focused its wrath on our small collective garden in Santa Cruz, California.
Their target . . . Mike and me.

Early in the morning on September 5, 2002, Mike and I were awakened by the
sound of approaching vehicles. With no warning, 20 to 30 armed DEA agents broke
into our home with terrifying and overwhelming force. Yelling, with guns drawn,
they commanded us to lie on the floor. They cuffed us and held guns to our heads.
A paraplegic WAMM board member who sleeps with an assisted breathing device
was staying at my home. She was awakened at gun-point by five agents, hand-
cuffed, and ordered to stand, which she is physically incapable of doing. Officers
brought me to the other house on the land, leaving my friend behind. Knowing the
severity of her condition, I pleaded with them to remove her handcuffs and bring
her to where we were being detained. Eventually they did so and I noticed that she
was experiencing difficulty in breathing. She mentioned that she was also experi-
encing chest pain and her blood pressure was dangerously high.

The officers proceeded to our collective garden, used to cultivate medical mari-
juana, and tore from the ground and seized 160 of WAMM’s marijuana plants and
seven plants growing in my personal vegetable garden. They also seized numerous
allotments of marijuana that had been pre-sorted for correct patient dosages and
were kept in assigned envelopes. Additionally, they took various pieces of property
including personal laptops, and photographs. The confiscation of WAMM’s medicine
has had a devastating effect on our ability to serve patients and to mitigate suf-
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fering. In addition, WAMM members have expressed fear that our government will
commit additional acts of reprisal against us because of our visibility. To date, nei-
ther Mike nor myself have been officially charged with any crimes stemming from
the raid. It is worth noting that at the time of the raid all of WAMM’s activities
remained in full accordance with state law.

Following the DEA raid Santa Cruz County Supervisor Mardi Wormhoudt echoed
the sentiments of our community when she said, “It is not reassuring to me to know
that federal agents, instead of concentrating on issues of national security, are run-
ning around the mountains of Santa Cruz County disrupting the work of people who
provide a valuable medical resource to the community.”

In fact, both the City and the County of Santa Cruz County have signed on to
our lawsuit against the federal government challenging the constitutionality of the
DEA raid and seeking an injunction against future raids and arrests. The City of
Santa Cruz has further enacted an ordinance establishing a mechanism for the pro-
vision of medical marijuana to qualified patients as an official government function.
The ordinance becomes effective when federal sanctions are granted.

The situation in Santa Cruz offers a microcosm of the current tensions between
the federal prohibition of medical marijuana and the will of the American people
as expressed through mounting medical marijuana voter initiatives. Throughout our
nation, patients and doctors, cities and states, are grappling with a means to pro-
vide medical marijuana to those in need. Twelve states have enacted legislation pro-
tecting qualified patients under state law, and more are destined to follow. But
rather than allow the states to serve as laboratories for the federal system, current
federal policy prevents states from establishing legitimate medical marijuana infra-
structures—no matter how safe or secure such systems may prove. This leaves pa-
tients and state elected officials adrift in a legal morass—confident that medical
marijuana is medicine, but blocked by federal law from following the recommenda-
tions of doctors and the will of voters. There is a solution to this dilemma provided
by a piece of legislation soon to be considered by the House of Representatives: the
Hinchey amendment.

The Hinchey medical marijuana amendment to the Commerce, Justice, Science
Appropriations bill, sponsored by Congressman Maurice Hinchey (D-NY), would bar
the Department of Justice, specifically the DEA from using funds to interfere with
state medical marijuana laws. Under Hinchey, patients would no longer fear raids,
arrests or prosecutions for using medical marijuana in compliance with state law.
The Hinchey amendment would allow states to chart their own course on medical
marijuana, instituting policies to best protect local patients and reflect the wishes
of local communities.

A second, longer-term federal fix to the medical marijuana impasse was actually
signaled by Supreme Court Justice Stephen Breyer during oral arguments in
Gonzales v. Raich—a Supreme Court case challenging the federal prohibition on
medical marijuana. Justice Breyer suggested that patients ask the Food and Drug
Administration (FDA) to reclassify marijuana for medical use as “the obvious way
to get what they want,” adding, “Medicine by regulation is better than medicine by
referendum.” Unfortunately, the route suggested by Justice Breyer is currently
closed.

For 40-years the federal government has maintained a monopoly on the supply
of marijuana available for scientific research. Through this monopoly, the govern-
ment has prevented any research aimed at taking marijuana through the estab-
lished FDA regulatory system by simply denying marijuana to those attempting to
conduct such studies. Efforts to develop marijuana as a legal, prescription medicine
have been effectively hamstrung.

Incredibly, marijuana remains the only Schedule I drug that the DEA prohibits
from being produced by private laboratories for scientific research. Other controlled
substances, including LSD, MDMA (also known as “Ecstasy”), heroin and cocaine,
are available to researchers from DEA-licensed private laboratories.

In contrast, the National Institute on Drug Abuse (NIDA) constitutes scientists’
sole source of marijuana in the U.S. This monopoly exists despite NIDA’s inherent
conflict of interest due to its mission to study the harmful effects of drugs of abuse.
Further undermining its position as marijuana gatekeeper, NIDA has been criti-
cized for its repeated refusal to make marijuana available for privately funded FDA-
approved research seeking to develop smoked or vaporized marijuana into an FDA-
approved prescription medicine. Researchers also report that marijuana available
through NIDA is of poor quality and variety and is not optimized to meet FDA
standards for prescription drug development.

As the situation currently stands, due to an inability to secure marijuana to re-
search its development as an FDA-approved prescription medicine, privately funded
scientists in the U.S. are entirely blocked from conducting such research. Con-
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sequently, pharmaceutical companies are effectively barred from the standard re-
search path that would enable the FDA to determine whether marijuana should be
brought to market as an approved prescription medicine.

This illogical arrangement is fundamentally responsible for muddying what would
otherwise be a rather clear-cut discussion: If marijuana is an effective medicine for
a variety of debilitating ailments, then why not simply develop it as a prescription
medication through the accepted pharmaceutical regulatory framework? It is be-
cause this framework, available to all other substances, controlled or otherwise, is
effectively closed to marijuana. The federal government has created a marijuana ex-
ception.

Thankfully, change is in the air. On May 15, DEA Administrative Law Judge
Mary Ellen Bittner officially forwarded to DEA Deputy Administrator Michele
Leonhart her final recommendation in support of University of Massachusetts-Am-
herst Professor Lyle Craker’s almost six-year-old petition to cultivate marijuana for
use in privately funded FDA-approved studies.

Simply put, Professor Craker is seeking a license from DEA to cultivate mari-
juana that would be used by other scientists in privately funded, FDA-approved
studies aimed at developing marijuana as a legal, prescription medicine.

On February 12 of this year, following nine days of hearings, testimony and evi-
dence from both sides, including from researchers who reported that the government
denied their requests for marijuana for use in FDA-approved research protocols,
Judge Bittner concluded that, “NIDA’s system for evaluating requests for marijuana
has resulted in some researchers who hold DEA registrations and requisite approval
from [HHS and FDA] being unable to conduct their research because NIDA has re-
fused to provide them with marijuana. I therefore find that the existing supply is
not adequate.” She added, “Respondent’s registration to cultivate marijuana would
be in the public interest.”

Unfortunately, Judge Bittner is not the final arbiter. The Judge’s opinion serves
as a recommendation to DEA Deputy Administrator Michele Leonhart, who will
make the final call. It is imperative that Deputy Administrator Leonhart be made
aware of the need to follow the recommendation of the DEA’s own judge and grant
Professor Craker’s application. After all, if marijuana is a legitimate medicine,
would it not be logical that it be allowed within the FDA’s established regulatory
framework. If it’s not, what’s the harm in finding out through legitimate, unob-
structed scientific studies?

And has not the federal government already acknowledged marijuana’s medical
efficacy? To this day, a federal program established in 1978 provides government
grown marijuana to seven patients. This FDA-administered Investigational New
Drug program was closed to new applicants in 1991 due to a massive influx of appli-
cations stemming from the AIDS crises, which the program was not designed to
handle. In addition, the FDA has approved the cannabinoid drug Marinol. Marinol,
which contains dronabinol, an analog of Delta 9-tetrahydrocannabinol (THC), is pre-
scribed as an appetite stimulant, primarily for AIDS, chemotherapy and gastric by-
pass patients.

The fact is that marijuana is an extremely effective treatment for many serious
ailments. As documented by a recent, rigorous and unassailable double-blind study
conducted by Dr. Donald Abrams at the University of California at San Francisco
that found smoked marijuana to be extremely effective at relieving the intense pain
of a debilitating condition known as peripheral neuropathy, which often afflicts
AIDS patients as well as those suffering with diabetes or multiple sclerosis. This
study leaves no doubt that marijuana can safely ease this type of pain, which is
often unresponsive to powerful narcotics like morphine and OxyContin. And of
course, the study necessarily utilized government-supplied marijuana of notoriously
poor quality—as all such research in the U.S. must currently do—and so likely
underestimates marijuana’s medical benefit.

As Lester Grinspoon, an emeritus professor of psychiatry at Harvard Medical
School, recently wrote in the Boston Globe, “Marihuana is effective at relieving nau-
sea and vomiting, spasticity, appetite loss, certain types of pain, and other debili-
tating symptoms. And it is extraordinarily safe—safer than most medicines pre-
scribed every day. If marijuana were a new discovery rather than a well-known sub-
stance carrying cultural and political baggage, it would be hailed as a wonder drug.”

It is unconscionable for federal agencies to continue to put politically expedient
promotion of reefer madness before irrefutable medical science and the will and best
interest of the American people. The well-being of thousands of seriously ill Ameri-
cans backed by the opinion of the vast majority of their countrymen demands that
medical marijuana be freed from federal interference.

Mr. NADLER. Thank you very much.
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We will now recognize
Ms. REYNOLDS. Siobhan.

Mr. NADLER. Siobhan.

Ms. REYNOLDS. It is Siobhan.

Mr. NADLER. Ms. Siobhan Reynolds, for 5 minutes.

TESTIMONY OF SIOBHAN REYNOLDS, PRESIDENT,
PAIN RELIEF NETWORK, SANTA FE, NM

Ms. REYNOLDS. Thank you, Mr. Chairman, Mr. Ranking Member,
Members of the Committee.

I am not going to go into the really sad story of my husband’s
death and everything that we endured leading up to it. It is in my
testimony, and I hope you will read it.

What I am going to go into is how my community perceives the
DEA’s behavior over the last 12 years, specifically, really, though,
since 2001, and ask you to intervene and to stop what we feel is
an outrageous crackdown on the medical treatment of pain.

The DEA contends that they only prosecute 0.01 percent of reg-
istrants. However, that is a misleading figure, because a very small
number of registrants prescribe opioid medicines and an even
smaller number would prescribe in doses that would relieve serious
pain.

So the actually number of doctors who are arrested is far greater,
when you look at the correct denominator, which this leads me to
my next point, which I think is really the most important point.
This is a government agency that plays fast and loose with the
facts, uses incredibly inflammatory rhetoric, talks about crime and
addiction and dependence and puts them all together and maybe
has no cognizance of the fact that this all ultimately falls on and
stigmatizes very, very sick people. But that is in fact what hap-
pens.

So people go to their doctors or they go to their pharmacists. And
the fear that physicians actually have toward the DEA is expressed
as hostility and brutality toward patients. There are several arti-
cles that I could show you in medical journals, one in particular
that I gave to the Committee, called “Pitfalls in Pain Manage-
ment,” where it is very openly discussed that physicians who treat
pain view their role as very much prison guards, or captors, of pain
patients.

Now, Congressman Forbes, I just wanted to address the under-
lying assumption that you expressed, in that you think it is impor-
tant to treat pain, but we have to not interfere with the underlying
goals of drug control, or something like that.

I just want to say that I think that that fails to respect the idea
that our country was founded on, which is that each individual
matters and that the individual in this country is sovereign. And
what is happening is that people are being sacrificed to this goal,
which it seems to me to be illusory and un-winnable.

I don’t know if you can imagine what it is like to have your hus-
band or your wife or your son or your daughter sacrificed to an un-
winnable goal. But, when you are an American, at least for me, I
thought that my individual existence and that of my loved ones
and my countrymen really did reign supreme.
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And so here I am, bringing you evidence that 10 million Ameri-
cans live in out-of-control pain, and that was prior to the Bush ad-
ministration crackdown, so we have no idea how bad it is now. And
you have to realize that there are no suicide statistics kept in the
United States for people who commit suicide as a result of un-
treated pain.

We see untreated pain pushing the assisted suicide agenda, we
see untreated pain causing enormous costs to the medical commu-
nity. We see physicians maybe unwittingly, but taking advantage
of patients who would otherwise choose to treat their pain instead
of, for instance, having extensive surgeries or what not.

So I just want to say that there are tremendous consequences to
the actions that are taking by the Drug Enforcement Administra-
tion and I think that if we are going to take a responsible view and
the country is going to look at what is genuinely going on here,
that you will allow my community to speak out and to make what
is happening known.

And that is that people who are in pain are being set upon by
SWAT teams and we really need your support and we are asking
you to put an end to it as soon as possible. Thank you very much.

[The prepared statement of Ms. Reynolds follows:]
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Testimony of Siobhan Reynolds, Founder of Pain Relief Network
Before House Judiciary Committee on DEA Oversight
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Mr. Chairman and members of the committee. Thank you for asking me to speak on the
current situation facing patients in chronic pain. We come to you seeking your protection
from the Drug Enforcement Administration, an agency out-of-control, an agency that has
demonstrated no respect for the rights of ill Americans, nor for the rule of law itself.

My name is Siobhan Reynolds and T head the Pain Relief Network. My late husband Sean
Greenwood and T founded PRN in order to oppose and speak out against the DEA’s
crackdown on pain treating physicians, a crackdown that kicked into high gear
immediately following the tragic events of September 11" 2001.

While most Americans began to pull themselves together and readjust their thinking to a
dangerous new world, we in the pain community, patients, their families, doctors and
their families found ourselves set upon by the full force of the police powers of the
Federal government, led in the main, by the DEA under administrator Karen Tandy. It is
fair to say that we have, indeed, been the victims of a reign of terror, instigated and
implemented by agents of our own government.

We have, until now, been unable to persuade our elected officials to listen to our
grievance and have, as a result, suffered a constant and unrelenting onslaught; an
onslaught, which has claimed many innocent and valuable, lives. Additionally, many of
our nation’s finest and most compassionate physicians have been sentenced to prison
terms exceeding three decades. Yet all of this is merely the tip of the iceberg, for the most
scandalous part of this shocking tale is that the DEA’s actions have served to warn the
rest of the medical community not to treat serious pain in all its forms.

Perhaps you think that if you, or a member of your family were to have a car accident,
suffer ongoing pain after a surgery, or contract cancer, that doctors would be able to tell
that you or your loved one really needed the medicine and that the medicine would be
made available. The terrible truth is that you would be wrong. All the available evidence
shows us that we are, in fact, living in an ongoing and worsening medical crisis as
concerns the undertreatment of pain.

When Ms. Tandy brandished that bag of pills at a press conference in spite of the fact she
had been warned of the dire consequences of her actions, she indeed sealed the fate of our
most vulnerable citizens. Since then, Americans in pain have been subject to the excesses
of a law enforcement free-for-all, Moreover, profiteering and exploitation are rampant:
Patients are being forced to try new and dangerous drugs rather than being allowed to
choose the safe and effective opioid medicine, the medicines in use for thousands of
years to treat pain. Patients are rarely told that they will not find effective care, but are
instead shuttled from clinic to clinic, in a kind of death march, their Medicare or
insurance policy sucked dry of whatever benefits are available to the medical system,
surgeons and physical therapists, psychologists and “addictionologists” along the way
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In order for your to get the full picture of what has occurred and is occurring right now, [
will offer you a brief synopsis of the history of pain care, or rather the lack thereof, under
drug prohibition. For while the Harrison Narcotics Act and The Controlled Substances
Act were promulgated with the stated, and 1 believe sincere intention of exempting
medical pain treatment from Federal criminalization, our medical culture was perverted
by enforcement actions taken against physicians and has been deeply and perhaps
permanently damaged as a result.

After a major crackdown in the 1920’s and 30’s which put thousands of physicians in
prison, the treatment of pain became something physicians simply didn’t do; hospital
corridors and emergency rooms rang out, and do to this day, with the anguished screams
of people in pain whose plaintive wails fall on the deatened ears and hardened hearts of
medical professionals.

Back in the late 1990°s when the FDA and DEA collaborated with academic pain
medicine to encourage American doctors to go ahead and treat pain, assuring them that
the coast was clear, the climate began to change for the better and a few patients began to
get care. Together, the DEA and the leadership of academic medicine codified an
agreement called the FAQ, a document we have submitted as an exhibit to the committee.
This document was introduced with much fanfare, to give physicians and DEA agents
alike guidance about what does and does not constitute the treatment of pain under the
new medical approach which allowed for high doses.

While the DEA reneged on this agreement once it became clear that physicians might
rely on it in Federal courtrooms, pulling it oft government and collaborating websites, the
academic doctors were unable to recognize the agencies’ apparent bad faith and change
course to defend their patients against the government. Instead, they advocated the
implementation of harsher and more onerous patient control and patient selection
modalities that further enmeshed the practice of pain medicine with law enforcement
imperatives.

Doctors who do continue to treat serious pain-and they are now very rare indeed-have
been forced to collaborate with gun toting agents against the interests of their patient’s
privacy, health and dignity. Across America, a few tiny clinics dot our cities, the doctors
quake in fear, and the patients in pain are being treated as sub-human, people without
human or civil rights, always a hair’s breadth away from losing care they need to work
and take care of their families. With video cameras installed, and patients forced to sign
contracts wherein they supposedly give their consent to doctors to withdraw treatment
should the doctor find himself spooked, no matter the consequences to the patient’s
health, we are living in a country 1 do not recognize as my own.

We, the citizens of the United States of America, are suffering under the police state of
medicine. And as all of this is happening within the doctor/patient relationship, under
cover of the US War On Prescription Drug Abuse, the brutalization of our ill population
is unseen, their weakened voices barely audible. However, their degradation is deeply
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felt, indeed, many patients in pain have not survived. We are here from PRN, in the
memory of those who have died, and most urgently on behalf of those who cling to life to
ask, most sincerely, for your help in stopping this as soon s possible.

My husband, Sean and our entire family along with him, suffered under the medical
culture of non-treatment for over ten years before we found Dr. William Hurwitz. Sean
suffered with an extremely painful congenital connective tissue disorder that affected all
of his joints. It was under Dr. Hurwitz’s care that Sean, for the first time, was able to get
his pain under actual control, so that he could function in anything like a normal capacity
within our family. It wasn’t long, however until Dr. Hurwitz’s office was raided and all
the records seized- the prosecutors claiming that the entire practice was, and I quote,
“polluted” and that they would “root these doctors out like the Taliban.”

General searches of private patient records began to take place all over the country,
physician’s assets were seized prior to trial, and physician after physician went down on
drug trafficking convictions. It wasn’t much later that the DEA actually published in the
Federal Register that they were planning to investigate doctors who treated pain, merely
to assure themselves that no crime was being committed. As a result, Sean and only God
knows how many other patients nationwide were unable to get any other doctor to treat
them with the dosages that worked for them. People needing orthopedic surgery,
veterans, or children dying of cancer were and are increasingly shut out of care by
doctors who were being conditioned, terrorized in fact, out of treating pain responsibly.

As you are undoubtedly aware, the Controlled Substances Act was not intended to usurp
the regulation of medicine, but was, instead, supposed to be used to address those rare
instances where a doctor used his prescription writing privileges to deal drugs as opposed
to treat pain. Unfortunately, as government lawyers admitted early on in the Oregon vs.
Ashcroft case, Department of Justice prosecutors have in fact been prosecuting doctors
based on their subjective views as to how medicine out to be practiced, and appear to be
quite un-conflicted about it. When District Court Judge Robert Jones asked the
government to support their contention that they had the authority to regulate the practice
of medicine in the state of Oregon using the criminal code, they offered the following:

“Although the Committee is concerned about the [in] appropriateness of federal
prosecutors determining the appropriate method of the practice of medicine, it is
necessary to recognize that for the last 50 years this is precisely what has happened,
through criminal prosecution of physicians whose methods of prescribing

narcotic drugs have not conformed to the opinions of federal prosecutors of what
constitutes appropriate methods of professional practice. Defendants’
Memorandum, pp. 16-17....” Oregon v. Ashcroft, 192 F. Supp.2d 1077 (2002)

Here, the Department of Justice admits that they enforce the law capriciously and without
regard for the limits dictated by the requirements of Federalism. Gentlemen, T ask you,
are these attorneys unaware that our country was designed with a Federalist structure in
order to prevent precisely the kind of tyranny that we currently endure?
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Under Attorney General Ashcroft and Attorney General Gonzales the entire Federal
police apparatus got into the act, even going so far as to tout the number of Federal
agencies involved in one case, as if this fact alone were validation of the heinousness of
the “crime” that had been “committed”. So that even while the Justice Department
lawyers were being told by Federal courts all the way up to the United States Supreme
Court that they did not possess the authority to regulate medical practice using the
criminal code, they continued to pursue this policy of prosecuting doctors using so-called
expert medical testimony to define the crime.

The situation got so bad, that the National Association of Attorney’s General issued two
letters asking the DEA to stop exacerbating the situation. But we never saw any official
body hold a news conference to denounce what we all knew was going on. Academic
medicine remained silent, as did the FDA and the addiction bureaucracies, the “medical
ethicists” even the “pain foundations” that are really fronts for pharmaceutical companies
refused to speak out: too many Federal dollars at stake, presumably.

It is a shocking but telling fact that our government does not keep track of the number of
people who commit suicide because they can no longer endure their pain; this despite the
fact that we know that prior to the Bush Administration crackdown, there were an
estimated 10 million Americans struggling to live in out-of control pain. When we at
PRN held press conferences and announced our outrageous predicament, introducing the
press to patients and doctors, patients who had been labeled as “addicts” and refused care,
doctors who had since been exonerated and who had joined together to speak out against
this madness, the press remained silent. People in pain, and there are so very many of
them, have become a silenced, desperate, and terrified minority.

This has all happened “under the radar” because the medical profession and the media
have heretofore viewed SWAT raids on medical clinics as examples of law enforcement
doing its job, rather than as evidence that their own government was systematically
abusing a highly vulnerable population of patients. Nothing we said could cause the
scales to fall from their eyes. And that appears to be due at least in part to the fact that as
defined by the Controlled Substances Act, a pain patient crying out in need of more relief
is virtually indistinguishable from a drug addict.

The term "addict” means any individual who habitually uses any narcotic drug so as to
endanger the public morals, health, safety, or welfare, or who is so far addicted to the
use of narcotic drugs as to have lost the power of self-control with reference o his
addiction. 21 USCS Section 802 (1996)

And so, as Justice Louis Brandeis so eloquently remarked on the inadvisability of witch-
hunting, “Men feared witches and burnt women.”
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America was, and is, happily hunting addicts, but for the most part, we are actually
hunting patients in pain.

My husband Sean died in a hotel room in Arkansas last August 23, 2006. He appears to
have succumbed to a cerebral hemorrhage that resulted from out-of-control blood
pressure due to the years he suffered in out-of- control pain. The paramedics who came
to our room the evening before, refused to assure me that his pain would be treated were
he taken to the hospital. They even told me that his dilated and fixed pupils were
symptoms of drug addiction and that they planned to “detox™ him at the hospital. As we
had some pain medicine on hand, due to the heroism of Dr. Robert Kale, his final doctor,
to whom we had driven a thousand miles in the August heat, Sean was at least
comfortable. I decided, therefore, to let him die with us, and sent the supposed medical
professionals on their way.

As he slipped ever further into a coma, he asked me to help him and I told him I was. But
the truth was, 1 could not help him because there was no one left out there who would
help.

After struggling for years to save him, spending all my family’s resources to do it, I
realized that 1 had come up short. My 15-year-old son Ronan, who sits behind me today,
lost his father because his government had intimidated his father’s doctors out of taking
care of him. What do I tell him, has come of his country?

Gentlemen, we have no one to turn to but you. The community T represent desperately
needs your intervention. People in pain and their families are being run to earth. I am
happy to answer any questions you might have about this terrible crisis.

Siobhan Reynolds
July 9, 2007
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Mr. NADLER. Thank you.
And we will now recognize Mr. John Flannery for 5 minutes.

TESTIMONY OF JOHN FLANNERY, ATTORNEY, CAMPBELL, MIL-
LER, ZIMMERMAN, PC, AND AUTHOR OF “PAIN IN AMERICA—
AND HOW THE GOVENMENT MAKES IT WORSE!”, LEESBURG,
VA

Mr. FLANNERY. Thank you, Chairman Nadler and Ranking Mem-
ber Forbes and the rest of the Committee and those in attendance
today. I want to thank you for giving me an opportunity to address
this critical issue.

I want to commend the Committee and the Congress for showing
oversight of DEA. For too long, the DEA and the department in
which it serves has not been held accountable for its acts. And I
want to commend you for taking a look at these very difficult
issues.

The title of the hearing, which is the regulation of medicine by
DEA is an apt one. Unfortunately, it is an apt one and DEA has
been regulating medicine. For them to come here and say that they
don’t know it means that they either are consciously doing it or
recklessly doing it. And I can’t believe they are doing it recklessly,
because we see the quality of people who work at the department.
And that means there is an ideological purpose in regulating medi-
cine. They do not approve of certain medical practices. And, if that
is it, they should bring it to the Congress and tell us why, with sta-
tistics and explanations, because then it should be a formal policy
rather than the secret one that it is presently.

We had a comment earlier that we are not here to deal with com-
passion. Well, I do not understand what a democratic government
does if its policies do not reflect policies that show compassion and
fairness and justice. And the DEA has become the resident location
of a policy that lacks compassion, has a very harsh effect that is
compromising the health of Americans and has been doing so for
years.

We have fewer physicians in this country who dare treat chronic
pain than at any other time in the last 50 years. And we have a
population that is living longer and more susceptible to pain and
more in need of treatment and pain medication than at any other
time, perhaps, in American history.

And, at this point in time, we have to look at the underlying en-
forcement structure. Because if the underlying enforcement struc-
ture is not addressing crime and it is addressing and compromising
our health instead, then it has to be reformed or it has to be re-
placed, but it cannot be suffered any longer.

We have seen in this country, and the DEA doesn’t recognize
this, a paradigm shift in our medical treatment. We used to think
of medicine, if you want to compare it to the industrial age, in
terms of mechanical things. But, increasingly, it has become chem-
ical. It has become digital. It is even more microscopic, which re-
flects a much more sophisticated kind of machinery. But we don’t
see a reflection of this acknowledgement of this in our enforcement
mechanism.
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There are studies from Sloan-Kettering that tell us that 98 per-
cent of people who knock on the door of every physician are serious
pain patients. They are not faking it.

Two percent of those patients may have a problem with addiction
if they are not careful, but they also have pain. Physicians across
this country, by nature and by practice, trust the people who come
to them.

In other words, the physicians can’t tell and say in 80 percent
of the back pain cases, that the person is faking it, because there
is absolutely no identifiable way, by any imaging device, to tell that
thee patients are or are not in pain.

The government says that we have a standard and we are enforc-
ing the law. Well, we have to look at the difference between the
words that they say they are enforcing and what they are actually
doing. This is a bait and switch.

The bait is we have a statute that this Congress passed. Then
we have a Supreme Court case in 1975, United States against
Moore, that says what the standard is, that you have to act outside
the course of professional medical practice with the intent to push
drugs, not treat.

Today, the DEA said to us “outside the course of standards.”
Even today, the person charged with telling us what is the law and
enforcing it can’t state it, because they enforce it as they stated it
here today. They create these standards on a case-by-case basis. It
tells you that they make it up.

The juries in this country get the most complicated instructions
in this case and they are told there is no standard. We make it up
case by case. And how do they do that? They bring a doctor into
the courtroom that they pay, who travels around the country, and
the standard is created on a case-by-case basis by the DEA doctor.

And take the case that I cited in my testimony. In the case of
Dr. Mclver, serving 30 years in prison because of an incompetent
government doctor who says that the standard is an ever-changing
modality. Whatever happened to criminal law?

In the first year of criminal law, we are taught strict construc-
tion, errors are in favor of releasing the guilty. We have an ever-
changing modality and we have a doctor who based on his testi-
mony—we have a doctor who is “the expert” who says, “My doctor
didn’t look at charts,” when he doesn’t look at charts to give his
opinion.

So let us examine what we have to do to look at the underlying
enforcement structure. We have a failure give constitutional notice
of the crime that we are enforcing. That has got to change.

We seize a person, a business and his property when the person
has been innocent, has been charged, but has not been convicted
of anything. There is a presumption that we should punish him be-
fore we have proven a single thing.

We ambush the defendant at trial with prejudicial hearsay and
experts who say whatever they have to do in each individual case.

In short, we have a lot to do.

I refer you and commend you to review my prepared testimony.
I thank you for the opportunity to appear here today and I com-
mend you for scrutinizing, finally, once and for all, the terrible, un-
accountable behavior of the DEA.
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[The prepared statement of Mr. Flannery follows:]
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Mr. Chairman, the Honorable Members of this Subcommittee, the Staff, respected
members of this distinguished panel, and those attending this crucial hearmg, [ want to thank
you for the opportunity to address this Crime Committee on an aspect of the “DEA’s
Regulation of Medicine” that T find among the most troubling incursions into our constitutional
“right to be let alone” by our government,

There are 40 to 75 million patients across America (according to various statistical

surveys) who suffer from terrible chronic pain that never leaves them, not even when they
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sleep, and it has shattered the normal lives that they once enjoyed with their families at home
and their colleagues at work.

The source of this pain should be well known as, with greater frequency, our friends and
our family members suffer from this chronic non-malignant pain.

It’s not the kind of pain that hurts for a day or so and heals itself. It abides and courses
through your body like a raging fire, for six months or more, often for years, driven on by an
unseen wind, stealing your sleep, your ability to stay awake during the day, and it replaces
your even disposition with anger, and it tempts you to suicide. It is a Joycean nightmare from
which one may not awake.

Surgery, therapies, various medicines may help for a time but the pain persists
undiminished in many who consider alternative remedies. The modest amount of natural
opioids that our bodies produce to block the pain receptors are overrun by the pain.

Congress specifically identified certain controlled substances m the Controlled
Substances Act for the treatment of such pain. In recent years, physicians have discovered that
by a combination of fast-acting and long release opioids that they can restore some semblance
of normalcy to many patients who previously despaired at their suffering.

Y ou might presume that the government was doing all that it could to redress this
pandemic of pain.

Tnstead our government is daily making it worse, creating a public health crisis when it
should be easing our pain.

Our Justice Department, and the DEA as its agent, is exceeding the authority granted by

the U.S. Congress under Title 21, Umited States Code, Section 841(a)(1), that empowered the
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Executive Branch to prosecute physicians for illicit drug dealing when the physicians acted
with the specific intent to push drugs rather than to treat patients. United States v. Moore, 423
U.S. 122, 143, 96 8.Ct. 335 (1975); see also Title 21, United States Code, Section 802(21).

1. The Supreme Court created a standard in 1975

In 1975, the Supreme Court examined the Controlled Substances Act to decide whether
it applied to physicians at all -- as the Act did not plainly include physicians who prescribed
pain medication; indeed, it appeared to exempt physicians from its coverage.

The Supreme Court in Moore did the best that 1t could with a collection of imprecise
statutory provisions and regulations to conclude that physicians are covered insofar as
physicians may not push drugs.

The Supreme Court’s formulation was that a physician had to act “outside the course of
professional medical practice” with the “intent” to act as a drug pusher, rather than as a treating
physician.

Congress has not re-visited the statute to clarify what conduct by physicians may be
criminal —not since the Supreme Court in Moore cobbled together its holding.

Since Moore, much mischief has been done.

2. The Justice Department has been re-defining the standard

The Justice Department has been deciding on a case by case basis, by its charging
documents, by its testifying experts at trial, by the extraneous evidence it offers, and by the
wrong-headed jury instructions that it proposes to the court, what is permissible medical
practice, and judges have been led into error by the Justice Department, allowing these

prosecutions to modify and restrict pain medicine in this nation to a dangerous degree, and
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according to a malpractice standard, that 1s civil in nature, although, in every respect, the
consequences of these trials are criminal mcluding the stigma of conviction, of mandatory
sentences, levied fines, forfeited property, and confinement in federal prisons for decades —
when not for life.

The Justice Department’s impermissible re-definition of medicine, on a case by case
basis, has so narrowed what is acceptable medical practice that it is fair to say that the Justice
Department disapproves of a physician treating a patient with any substance containing an
opioid component.

a. Constitutional Notice

We presume constitutional notice, say it’s a necessary predicate, before we may hold
anyone accountable for his bad acts. But the Justice Department has resisted all demands to
state what precisely constitutes the offending misconduct. The Department prefers confusion
over notice as this uncertainty effectively deters physicians from treating chronic pain.

b. the Department’s varying “norm”

I represented a physician, Dr. Ron Mclver of South Carolina, and the Justice
Department prosecuted him for failing to conform with a “professional norm” that the
Executive Branch defined for the first time at his trial after Dr. Mclver had treated his pain
patients.

Dr. Mclver’s case was so troubling that the New York Times Magazine featured a cover
story, written by Times correspondent Tina Rosenberg, aptly titled, “When is a Pain Doctor a
Drug Pusher?”

Dr. Mclver’s prosecution 1s illustrative of these prosecutions and underscores what’s
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gone awry. In Mclver’s case, the govemment msisted that Dr. Mclver didn’t do what the
“average” physician might do when treating pain patients. Dr. Mclver didn’t conform to “the
norm” - as defined by the Justice Department’s paid expert at trial. But this “norm” was not
the standard formulated by the Supreme Court in Moore, supra

Dr. Stephen Storick, the Justice Department’s expert at the Mclver trial, conceded these
norms were an “ever-changing modality” and that what Dr. Mclver did as a treating physician,
according to Dr. Storick, “[we] did it five years ago.”

Dr. Storick explained that his “professional norms”™ were not “outside the bounds of
professional conduct” but that “he [Dr. Storick] wouldn’t do” what Dr. Mclver did -- as it
violated his “professional norms”.

DEA Agent Rene Crowley conceded, for example, that neither Title 21, United States
Code, Section 841, nor the Code of Federal Regulations, limited the number of pills a
physician could prescribe. Dr. Storick also admitted that there was no maximum dosage for
opioids that was prohibited. He acknowledged the finding of the University of Wisconsin Pain
Management Study that “[o]pioids should be titrated by a percentage of the current dose based
on the intensity of pain.” Dr. Storick agreed that “titration” (increasing the dosage) was an apt
approach for cancer patients, but he dismissed the study as “academic” and claimed to know
better because, he said, “I work for a living.” It wasn’t outside the bounds of professional
medical practice; but it didn’t meet his standard.

Dr. Storick said that the highest daily dose that he would prescribe to a non-cancer

patient with chronic pain was 160 mg OxyContin (80 mg OxyContin twice a day); Storick said
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he was unfamiliar with the fact that Medicaid allows a daily dose of up to 960 mg of
OxyContin (or eighty tablets).

Thus, you have some idea of the elusive norm applied to Dr. Mclver.

¢. The Department’s jurisdictional competence — or authority.

The Department has been replacing its “judgment” of medical science without the
lawtul authority to do so.

The Supreme Court found that the Department exceeded its jurisdictional competence
when it sought to defeat a state legislature’s preference to allow assisted suicide. Gonzales v.
Oregon, 546 U.S. 243, 126 S. Ct. 904, at 922 (2006). Justice Kennedy said, if the Attorney
General enjoyed this authority to criminalize what it saw fit, then 1t would enjoy the
unrestrained power to criminalize "the conduct of registered physicians whenever they
engage[d] in conduct [that] he [the AG] deem[ed] illegitimate.” /d., at 920.

While our judicial branch decried the Department’s unauthorized interference with
assisted suicide, it has not yet seen fit to restrain the Department’s interference with physicians
who treat those in pain so that they may avoid suicide.

d. The Jury is not much help in protecting physicians.

Y ou might presume that a jury could serve as a corrective for the government’s excesses
in these cases but you would be mistaken as the jurors’ fear of addiction accommodates the
government’s prosecutions.

The Mayday Fund, inthe 90’s, asked Mellman Lazarus Lake, Inc., to conduct a public
opinion poll of 1004 adults that would reflect the nation’s views, so that we might “understand

people’s underlying assumptions about pain and its treatment.” The research concluded that
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Americans “would rather bear pain than take action to relieve it.” Americans “withstand pain
because they fear that too much medication will cause them to become addicted or dependent.”
When we select a jury, if there are more blue-collar workers or lower income Americans, the
Mayday survey data indicates that they “are more likely to avoid medication than are
professional or higher income Americans.”

A high proportion of the population experience surgical pain (63%), or chronic back
aches (49%). But Americans generally respond that they don’t give in to pain. 92% say “it’s a
part of life”. 71% wouldn’t call the doctor when in pain. 66% said the last time they felt fairly
serious pain, they withstood it. 46% tried to avoid medication unless the pain got “bad.” 35%
waited “until the pain [was] unbearable before they would take medication.”

What explains this tolerance for pain?

1t’s our fear of medication and drug addiction.

87% believe “it is easy to become too reliant on pain medication.” And Aericans
believe this to be true of any medicine, not just prescription drugs. 72% believe they will
develop a tolerance to medication, if they use it, and it won’t work when they need it. 41 %
believe physicians give too much medication.

In an America, in which the citizens fear pain medication and addiction, and “tough it
out,” the Government 1s unconcerned about jury selection.

e. The jury doesn’t have to find the physician “intended” to push drugs.

Tt is a bedrock principle that you may be held responsible for the natural consequences

of what you intend to do.
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But the Department does not prove in these pain cases that the defendant “knew” he was
practicing “outside the course of professional medical practice” in order to push drugs, or that
he did “intend” to push drugs.

In the Mclver case, when it was on appeal before the U.S. Court of Appeals for the
Fourth Circuit, the government said at oral argument that it was not sure that the government
was required to prove “specific intent.”

Circuit Judge James Harvie Wilkinson, II1, pressed the prosecution, asking whether
“specific intent was required” or whether, by adding it, was the court writing a “gloss” onto the
statute?

The prosecution said, “I don’t know.”

Judge Wilkinson said, “Why not? That’s part of the case!”

The prosecution then said, “The case did not go to the jury on specific intent.”

Judge Wilkinson replied, “But he’s now claiming [for Dr. Mclver] it’s an error, and I'in
asking you, if we make this into a specific intent crime, are we adding or not to what Congress
has set forth?”

Circuit Court Judge Allyson Kay Duncan asked the prosecution to explain what takes a
malpractice claim to a criminal level and how was that dividing line articulated for the jury’s
consideration.

The prosecution said because the jury had been given an instruction that Dr. Mclver
could not be willfully blind as to what was happening, thus had the jury been instructed as to

intent.
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Judge Duncan then asked if that response meant the prosecution was then conceding
that there was a specific intent standard?

In response, the prosecution said, “T do acknowledge there 1s an intent standard and 1t
was proven and it was more than amply charged to the jury.”

Judge Wilkinson expressed concern as to how the expert testimony and the jury
instructions interlocked seamlessly around a violation of “professional norms™ at the expense
of criminal intent. Congress, Judge Wilkinson noted, did not express the critical element of
proof for the jury as “a reasonable physician” standard or “a violation of professional norms”
Congress had said “outside the course of professional practice.”

Judge Wilkinson asked the prosecution if what Congress prescribed “wasn’t something
textually different from a ‘norm of professional practice’.” Judge Wilkinson asked, “doesn’t
‘outside the course” mean ‘you just shuck professional practice to one side” and “set yourself
up as a drug dealer’ and put all your medical training to one side?” Judge Wilkinson asked the
prosecution if there wasn’t a difference between “professional norms™ and “outside the course
of professional practice”?

The prosecution responded that there was ““a difference.”

But when the three-judge panel wrote its decision upholding Dr. Mclver’s conviction,
the “difference” was considered as inconsequential as Dr. Mclver’s intent. (The colloquy is
available on CD from the U.S. Court of Appeals for the Fourth Circuit. )

3. Few pain patients become addicted.
Dr. Mark Sullivan, Professor of Psychiatry and an Adjunct Professor of Medical History

and Ethics at the University of Washington, confirmed that only 2% of chromic pain patients
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may become addicted and that there 1s a 98% chance that a patient who claims that he has
chronic pain 1s “on the level.” See Pain, Opioids and Addiction: “An Urgent Problem for

Doctors and Patients”, 3/5/07, NIH Conference (http:/videocast nih.gov/PasiEvents.asp’e=1.)

4, Detecting patients who are lying is difficult —if possible at all.
Knowing who is deceiving the physician is hard to uncover, according to a recent study
conducted by Drs. Beth Jung and Marcus Reidenberg:

“Physicians operate with what Burgoon ef al. call a truth bias. That is, they
presume that patients’ presentation of themselves are true, complete and accurate.
Their assessment of patients’ pain complaints are based both on current
information (obtained in the interview and physical examination) and on the
starting point, or anchoring point for the assessment. Doctors assume that patients
come to see them because they have a problem for which they want treatment.
Law enforcement personnel appear to have a different assumption when they
interview some people.” See Jung G, Reidentbert M, DECEIVING
PHYSICIANS, In Press (2006).

5. Nor is it easy to confirm a patient’s pain.

It is good that patients are “on the level,” according to Dr. Sullivan, because
there is almost no way to confirm that a person has pain; the Center for Disease Control
statistics reveal that “80% of lower back pain cannot be identified with imaging”
whether it’s an fMRI, PET, CT-scan or x-ray. See Pain, Opioids and Addiction: “An
Urgent Problem for Doctors and Patients”, supra.

Dr. Storick criticized Dr. Mclver for not considering certain tests to confirm his diagnosis
but also admitted that there are people who have pain who have a negative MRL. J.A. 564.
The medicial community is of one mind that “[1]t is sometimes a difficult medical

Judgment as to whether opioid therapy 1s indicated in patients complaining of pain because

10
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objective signs are not always present.” See “Rights and Responsibilities of Physicians in the
Use of Opioids for the Treatment of Pain” (Public Policy Statement on the Rights and
Responsibilities of Healthcare professionals in the use of Opioids for the Treatment of Pain —a
consensus document of - the American Academy of Pain Medicine, the American Pain
Society, and the American Society of Addiction Medicine).

While cancer “is a symptom of a disease bearing a direct relationship predominantly with
tissue pathologyl[,] ... there is only a weak association between reported pain and objective
findings of disease in chronic pain not associated with cancer” (italics supplied). See Loeser,
BONICA’S MANAGEMENT OF PAIN, 3" ed., Lippincott Williams & Wilkins (2001).

Dr. Storick confirmed on cross-examination that “pain is a subjective amount of
discomfort” and “there’s no way to really measure it.” Despite this observation, Dr. Storick,
the government’s expert, said he wouldn’t prescribe opioids for any patient unless he could
find objective signs of pain. In other words, he would purposefully fail to treat patients with
lower back pain, migraine headaches, fibromyalgia, reflexive sympathetic dystrophy disorder
(RSD), and various neuropathic disorders if he couldn’t find “objective signs of pain”. That
was his “norm” or standard.

Incidentally, Dr. Storick couldn’t know what Dr. Mclver’s patients had to say or how
they presented themselves as patients as he never talked to or examined any of them.

6. Dependence is not addiction .
Physicians patiently explain that a dependence on a medical regimen that is an effective
remedy to endless days of mind-altering pain is not an addiction, not some sort of obsession

that 1s unrelated to medical need. It is indeed a medical remedy attacking a disease.

11
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7. Physicians are discouraged from treating.

Physicians have made a decision, and are conducting the kind of triage that you might
find in an emergency room, treating those that they can help as best as they can - but not going
so far as to risk going to jail for treating a pain patient too aggressively — if at all.

Medical conferences in recent years add this issue -- “pain treatment” -- to their agendas
to warn physicians against treating patients with controlled substances for fear of federal or
state prosecution.

Unsurprisingly, given this direction by the leaders in their own medical profession,
physicians are refusing to treat lest they be jailed.

With fewer physicians prescribing controlled substances, chronic pain patients daily
consider the dileinma of choosing endless days of extraordinary pain without surcease or
surtendering to suicide.

8. The bias of settled habits.

The federal government has wrongly and artfully cast the prosecutions of physicians as
if it were a part of this nation’s never-ending “war on drugs”.

In this never-ending “war”, that is never won either, the government invokes its drug
speak, to mis-characterize physicians as “drug dealers”, medicines as “drugs”, and patients as
“users” or “addicts”.

QOur critical faculties have failed to question the language we’ve grown accustomed to
accepting. Thorsten Veblen called this the “bias of settled habit.”

We must resolve to re-consider this “war” on physicians and patients, and the language

we suffer i silence, because the extension from the street and “street drugs™ to professional

12
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medical offices and “prescriptions” is a quantum leap that has adversely affected the quality of
debate and of our national health.
9. Stand-ins — red flags — that mislead.

The Justice Department has created an array of what they call “red flags” that are
“stand-ins” for actual proot as to whether the physician did anything criminal. These flags are
confounding in their logic. They consider how far a patient travels to see his physician, and
the fact that the patient knows what prescriptions helps his condition. But, isn’t it the case that
apatient has to travel further because fewer physicians treat pain? Shouldn’t we expect that a
person in pain has the experience to know what makes a difference to ease his pain?

10. Why don’t we limit ourselves to detecting crime, rather than creating it?

The Justice Department authorizes its agents to pretend to have pain, often lower back
pain, and, if the physician doesn’t catch on that they are pretending, then the Department may
claim that the physician was drug dealing. No matter that you can’t confirm back pain by any
imaging device in 80% of the cases. No matter that physicians are by nature and necessity
trusting of the patients they see.

11. We have lost our innocence — at least its presumption.

We have statutes in drug cases that presume guilt -- upon the government’s say-so.

What follows upon the government’s say-so, whether by indictment or search warrant,
1s the seizure of the physician’s entire practice (taking his charts and the medical histories
needed to practice), cutting off the patients, leaving patients to fend for themselves, denying
the physician the right to write prescriptions, and maybe even confining the physician while he

awaits trial.
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Some physicians who have never gotten a traffic ticket before they run afoul of the
government ask why they aren’t presumed mnocent. Ts our answer really that the offense is so
serious, you are just going to have to wait until you prove to us you are innocent?

12. We require more restraint in these prosecutions.

The media always knows more about these cases than the physician or his counsel when
a search or indictment issues.

When the Accused gets to trial, the government offers a blizzard of information, an
ambush, in an exercise that 1s less judicial and more like a political campaign.

The rules of evidence are applied without much rigor as all manner of prejudicial
hearsay is offered in the jury’s presence.

13. Confined pending sentencing and appeal.

If the physician is convicted, he is confined pending sentence, and, after sentence, he 1s
confined pending his appeal.

This presumption is harsh when the physician was at large for years following the
alleged misconduct, presented no danger to himself or his community, and always showed up
at court.

But this denial of bail is presumed and hard to rebut.

The trial judge has to say that he made an error at law to justify releasing the defendant
pending sentence or appeal.

Or the prosecutor has to agree that he doesn’t expect the physician to receive any jail

time.
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This is as unjust and unfair as anything that is happening in modern criminal
jurisprudence — and not just in these chronic pain cases. It diminishes the significance of any
appeal.

14. The sentencing guidelines appear arbitrary.

When we sentence a physician for prescribing pain medication, we pretend that the pills
that were prescribed are not oxycodone but that they were marijuana instead. There is no
sentencing guideline for oxycodone itself. There is one, however, for marijuana. Why is that
you might ask? There is no explanation. We treat as equivalent the medicine (oxycodone) and
the substance (marijuana) that we insist has no medical use. We also multiply the weight of
the oxcodone by 100s and 1000s, depending on when the offense occurred, to find an
“equivalent” amount of marijuana and the corresponding offense level (for marijuana) under
the sentencing guidelines. No one can give you any cogent reason for this bizarre and arbitrary
sentencing exercise. It should be struck down.

15. The mandatory minimum is harsh and illogical.

If a patient has died, and this does happen in medical practice, and, if that patient was
receiving an opioid, then it is presumed that the patient died as “a result” of the prescription
and the physician faces a twenty year minimum up to a life sentence.

In the case of Dr. Mclver, he had a patient, Lawrence Shealy, who had relentless
chronic pain from crippling arthritis, back and knee pain, heart disease, depression,
sleeplessness, and, unsurprisingly, he had tried to commit suicide.

At the time of his death, Mr. Shealy had an enlarged heart, an enlarged spleen and liver

from congestive heart failure, severe coronary artery atherosclerosis, hardening of the arteries,

15
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90% blockage of his left anterior descending artery, a 50% blockage of the left circumflex
arterial branch, a scarred heart from an earlier heart attacks, and congested organs, meaning,
that, as the blood backed up into the system, 1t backed up into the organs.

There is every reason to believe that Mr. Shealy died because of the complications
involving his heart disease, having nothing to do with the medication that he was taking,.
Indeed, sudden death is the commonest presenting symptom of cardiovascular disease. See
Zipes D.P., Wellens H.J.J, Sudden Cardiac Death. Circulation. 1998:98:2334-2351; available

at http://cire ahajournals org/egi/content/fuWll/98/21/2334

While Mr. Shealy had various medications available to him at the time of his death,
there was every indication that he had taken the appropriate medication that he had been
prescribed for 16 days without suffering any adverse side effects. If the prescription was as
harmful as the Department argued, then why hadn’t the OxyContin caused Mr. Shealy’s death
sooner?

Yet, Dr. Mclver was held responsible for the “resulting” death and was sentenced to 30
years, ten above the mandatory minimum of 20 years, and he is serving that sentence at the
federal facility in Buttner, NC..

16. We have a right to be let alone.

We have aright to be “let alone”, to enjoy our constitutional “right of privacy”, the
penumbral emanations of those basic rights enumerated in our Constitution.

The government may not muzzle a physician’s unquestioned right to advise his patient

confidentially or to write prescriptions or to associate with other physicians who seek to treat
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chronic pain patients. That’s violative of the right of free speech and to associate and to
assemble guaranteed physicians and patients by the First Amendment.

The government may not compromise a physician’s livelthood, by which 1t “takes”
what is his property, in violation of the constitutional guarantee that no “taking” by the
government of a person’s property shall occur without due process, meaning unless it is
fundamentally fair.

The government may not abridge the health and well-being of patients, for what could
be more clearly an infringement of the constitutional guarantee of life and liberty?

The government may not set apart chronic pain patients as different than other patients,
denigrate them in word and deed, stigmatize them as addicts when they should be healed, and
thus deny patients the equal protection of our laws.

The government may not punish patients in violation of the constitutional prohibition
against cruel and unusual punishment.

T represent Richard Paey, a chronic pain patient, who was the focus of a Sixty Minutes
piece because he is serving a twenty-five year sentence in the state of Florida for possessing
medicine — Percocets — to treat his chronic pain.  Although he only “possessed” these
medications, he was convicted of “trafficking.” While in custody, Richard Paey is receiving
more pain medication, a morphine pump, than was the subject of his alleged “trafficking.” The
State Court of Appeals agreed that the 25 year sentence was unjust but also said that only the

Governor — by his clemency powers —may set the matter right in a clemency petition.
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17. Congress must act!

Plainly, the “system” we have 1s not working well — if it can be said to be working at
all..

For some, it may be tempting to think that chronic pain does not concern them.

But the difference between being pain-free today and being in chronic pain tomorrow
may be a rush-hour rear-end collision at a congested intersection. Or a discovered illness that
partners with chronic pain.

If we do not help those who are hurting today, there may be no one to help us tomorrow.

May this hearing commence a much-needed dialogue to clarify the law, and to improve
the flawed process we have (if not to replace it entirely).

Thank you for your time and kind attention to my remarks.

#H##
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Mr. NADLER. Perfect timing. I thank the witnesses for their testi-
mony. It was perfect timing. The Chairman has returned. I have
to go to a T.V. interview.

I will give the Chairman back his chair to direct the questioning.

Mr. ScoTT. [Presiding.] I want to thank the witnesses and apolo-
gize for my absence. I will recognize myself for 5 minutes.

I would like to ask, I guess, Dr. Murray, in terms of policy, what
the public policy imperative it is to deny terminally ill patients the
right to both marijuana, if they believe that it is going to help
them, they believe that it reduces pain, terminally ill patients?

Mr. MURRAY. Thank you, Mr. Chairman.

The public policy imperative, actually, there are several. One of
the first is the status of marijuana as the most widely abused
medication claim in the United States.

It is a drug that is addictive. It is the leading prevalence rate
drug for abuse and dependency, particularly for young people, caus-
ing more than 60 percent of treatment admissions for drug depend-
ency.

Marijuana more readily available, marijuana “legitimized” as
though it were a therapeutic medication, we fear would become
more available and more used by young people who are already
possessed of mistaken notions that somehow it is a miraculous
cure, that it is good for you, that it can be used for medical condi-
tions. So we think there would be a loss of deterrent effect.

Moreover, there is the realization that the scientific and medical
bodies who have looked at this, who are charged with the responsi-
bility of evaluating medical claims, have said there are too many
risks to the use of the substance, that patients may be actively
harming themselves. Though the intent there is to feel better, in
the process of trying to feel better, they are not being better treat-
ed. They are not getting better.

The point of a therapeutic medication is to help the patient heal,
not to provide to them a risky, contaminated, intoxicating sub-
stance that transiently gives them the impression they are getting
better, when in fact it is doing active harm to their lungs, to their
minds, to their susceptibility to depression and psychosis.

It is not the sort of thing that is going to be, in its raw, smoked
form, an approved medication, according to the bodies charged with
making that determination. Much to be lost and nothing to be
gained by putting marijuana into the hands of people who are ac-
tively suffering.

Mr. Scort. Well, if they want it and they are terminally ill, what
scientific studies have you had to show the effectiveness of mari-
juana? What scientific studies have you had? Do you have a list
that you can supply to the Committee?

Mr. MURRAY. Thank you, Mr. Chairman. I think there have been
multiple claims and quite an extensive list of the purported condi-
tions, medical conditions, that marijuana is supposed to actively
treat.

But when each of these has been investigated in clinical trials
situations, in animal studies, in active medical investigations, those
claims have not been borne out.

Mr. ScotT. Could you give us the list of those studies?
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Mr. MURRAY. Yes, sir. The literature is quite replete with efforts
to see whether marijuana is safe and effective, and it never has
been able to satisfy the threshold, the requirement, that it dem-
onstrates by medical science that it actually is useful and does do
harm. And that has been repeated many, many times over.

Mr. ScorT. What is the status of the study that the judge—I be-
lieve it is University of Maryland—Massachusetts. I am sorry.

What is the status of that study?

Mr. MURRAY. Sir, I am not quite sure I follow the question. If you
are referring to the case of an applicant to be a marijuana provider,
that is an active case and we obviously can make no comment nor
weigh in no an active administrative matter that is being deter-
mined properly in the form of government now.

We have no intervention, nor any commentary, on the suitability
of that application. It is in the hands of others. It is not a research
project, as I understand it, sir.

Mr. ScoTT. Didn’t the judge suggest that the permit should be
awarded?

Mr. MURRAY. Sir, I think we are constrained from making any
comment on a matter that is actively being considered by the ad-
ministrative process of an agency, which I believe this matter is.

Mr. ScoTT. So you don’t deny it was 6 years ago.

Mr. MURRAY. Sir, I think we are constrained at the White House
from making comments or interventions with regard to actively on-
going cases.

Mr. ScotT. Is the court order not public?

Mr. MURRAY. Sir, I don’t wish to offer commentary, because I
think it would be improper for us, and not our role, to step into
an actively considered administrative process where an agency is
doing the correct evaluation of oversight and determination with
regard to this matter.

Sir, I have to defer and say it is not proper for us, I think, to
make commentary on this case that is being actively considered by
other agencies.

Mr. ScorT. Mr. Flannery, there is a difference between criminal
activity and malpractice.

Mr. FLANNERY. There certainly is.

Mr. ScorT. And different medical theories about how to pre-
scribe. Can you say a word about how impossible it is for a doctor
to get in the middle of that?

Mr. FLANNERY. What has become so impossible is that the only
crime that at doctor should be prosecuted for is pushing drugs and
happening to be a doctor at that time. And the elements of that
crime are that, as a doctor, I know and I intend to traffic in some
drug, and these are controlled substances. It would mean I would
be selling it to you or writing a prescription for you when you have
no need for it, I know it, there is no question about it.

You haven’t fooled me. You have said, “I am going to give you
$200 if you write a prescription for OxyContin 80-milligram tab-
lets.”

Now, malpractice, someone comes in and I don’t spend enough
time with them. Maybe I don’t check all their records. I believe
them, which the studies have shown doctors do believe their pa-
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tients. They believe they come there with problems, and so they do
believe them.

And I give them medication and say they get sick. They don’t die,
they get nauseas or something. And then I am sued, because it
leads to other things. I, the doctor, am sued. That would be mal-
practice.

Mr. ScoOTT. Are these questions better for the DEA or the board
of medicine in the different States to consider?

Mr. FLANNERY. They are better suited to and historically and
constitutionally suited to have the several States decide by their
boards of medicine. And there have been studies saying this for
years. The medical profession itself has become less able to articu-
late and advocate for itself for fear of being perceived in the cur-
rent propaganda environment of being “soft on drugs” rather than
strong on medicine.

We have discouraged the best voices in America and the most ca-
pable physicians from speaking out on this issue, because they are
terrified that they will be targeted and they will watch their family
and their practice or the patients they can help with other medi-
cines all be compromised.

Mr. Scott. Mr. Forbes?

Mr. FOrBES. Thank you, Mr. Chairman.

First of all, Dr. Murray, let me apologize to you for having your
initial testimony interrupted. That is not normal order. I am sorry
that I was not able to stop that.

I also want to say that when we are talking about compassion,
one of the things that we really—it is really great to come in here
and beat on the desk and yell compassion, but it is also compas-
sionate when we try to curb teenage drinking so we stop people
from ending up going to funerals. We had people that were killed
by drunken driving, when we stop the pharm parties that I know
you guys have worked on so much. Because kids are taking drugs
that they don’t have any idea what the consequence is about.

We have to go the funerals and look at the parents and they are
telling us, why didn’t you do something? Why didn’t you try to stop
it? Or when we see suicides that take place because kids are ad-
dicted to drugs or other people are doing it.

So when we talk about compassionate, let us not suggest that
anybody sitting at the table is not compassionate.

Ms. Corral, first of all, I thank you for being here and for your
testimony to everybody. I want to ask you, and I only have 5 min-
utes, so I want to be kind of concise, but do you feel marijuana
should be legalized?

Ms. CORRAL. Medical marijuana should be legalized.

Mr. ForBES. What about ecstasy, the drug, ecstasy?

Ms. CORRAL. I am here to testify, sir, about medical marijuana.

Mr. FORBES [continuing]. On that.

Ms. CoRRAL. No, I am just here to speak about medical mari-
juana.

Mr. FORBES. I appreciate that.

Ms. CorrRAL. Thank you.

Mr. FORBES. Dr. Murray, let me ask you a question on Tylenol.
Is Tylenol a good drug to relieve pain?

Mr. MURRAY. Yes, sir. I believe it is widely sold and offered.
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Mr. FORBES. If you have an overuse of Tylenol—I am not talking
about on a regular basis but a single or a couple of overuses of Ty-
lenol, what is the impact?

Mr. MURRAY. Sir, it is my impression that it is a widely used and
safe drug, taken appropriately, but as with all effective medicines,
inappropriate use can be damaging.

Mr. FORBES. It can damage your liver if you have that.

Mr. MURRAY. Indeed.

Mr. FORBES. The question I am raising, everybody is talking
about, almost like what should be a controlled substance and
shouldn’t be, but doesn’t Congress decide whether drugs are based
on a schedule under the Controlled Substance Act? So isn’t it true
that Congress is the one who places things on the schedule one?

Mr. Rannazzisi, you can speak on that, too.

Mr. RANNAZZISI. A drug can be scheduled in one of two manners.
Congress could place it on a schedule through legislation or it could
go through the administrative process, a collaborative effort be-
tween FDA, who does a scientific evaluation, safety and efficacy of
the drug, and then DEA scheduling recommendation.

Mr. FORBES. Once it is placed on that list, does DEA have the
discretion to not enforce the drug laws?

Mr. RANNAZZISI. No, sir, it doesn’t.

Mr. FORBES. So you can’t just pick and say that you don’t want
to enforce this one, or you do want to enforce this one. You don’t
have that discretion, do you?

Mr. RaANNAZZISI. No, sir, I don’t.

Mr. ForBES. If a doctor is over-prescribing pain medication, even
if done for a patient who is suffering, can the DEA just ignore this?

Mr. RANNAZZISI. No, sir. Many of these cases come from com-
plaints, complaints from law enforcement agencies, other medical
doctors, pharmacists. No, we can’t ignore it.

Mr. FOorBES. Do you ever have situations where suicides have
taken place, or murders have taken place, as a result of some doc-
tor over-prescribing medication to some individual that was taking
it?

Mr. RanNAzzis. We have had cases where there were deaths re-
lated to the prescription medication prescribed by the physician,
yes.

Mr. FORBES. And if we had that, wouldn’t we be in here pound-
ing on you and saying, why didn’t you try to stop that?

Mr. RANNAZZISI. Yes, sir, I believe that is

Mr. FORBES. Let me ask you, are you familiar with this map that
I believe was put out by Heritage. It is cannabis plants eradicated
in 2006.

Mr. RANNAZZISI. It is the national drug intelligence—yes.

Mr. FORBES. Can you explain what this represents to us?

Mr. RANNAZZISI. These are the outdoor plants and sites that were
seized in California, by county, in 2006.

Mr. FORBES. And how widespread were they?

Mr. RANNAZZISI. Extremely widespread, almost the whole State.

Mr. FORBES. Is that the same map that is up here now with this
chart up here?

[The material referred to follows:]
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Map 9. Outdoor Plants and Sites Seized
in California, by County, 2006

Mr. RANNAZZISI. Yes, sir.

Mr. FORBES. Is there any concern that you have in some of these
areas, some of those reports that we have looked at that talk about
having armed guards, that they have conducted counter-surveil-
lance. Are you familiar with any of that on any of these sites?

Mr. RANNAZZISI. Are we talking about the grow sites, the outdoor
grow sites?

Mr. FORBES. Yes.

Mr. RaANNAZzISI. Yes, absolutely. Currently, in addition to the
grow sites, we are having problems with growing on public lands
and we have just entered into a task force with the Park Service
to address that.

Mr. FORBES. Dr. Murray, can you address that?
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Mr. MURRAY. Yes, thank you, sir.

It is a huge problem in the United States. The domestic produc-
tion of marijuana is an enormous danger. Criminal elements deeply
moved in. States of Kentucky, Tennessee, California and Hawaii
predominate, where public lands, national parks, off limits to peo-
ple because of dangers of gangs, of undocumented aliens, cutting
down forests to grow marijuana by the metric ton, spreading
through the country.

It is quite a problem, and, moreover, the difficulty is connected
to some of the compassionate care dispensaries, because some of
the marijuana seized in episodes where the DEA has gotten in-
volved, it was clear that it was not mom-and-pop locally grown
marijuana from an herbal garden. It was criminal elements that
moved into this country to generate indoor, hydroponically grown,
high-potency and/or outdoor grow marijuana operations that were
systematic and made thousands and thousands of dollars a day to
distribute marijuana through the dispensaries to people for whom
it was never intended.

So it is a public threat to have this production going on in the
hinterland. It is moreover a criminal threat to have them have a
readily available outlet. And it is clearly not the intention or the
principle of the well-meaning people who tried to offer compas-
sionate care for a few.

Mr. FORBES. My time has expired, but if the Chairman would
just allow for an additional question, for either Mr. Rannazzisi or
Dr. Murray, can you tell us about the concept of pharm parties and
how bad they are getting now and you are problems in trying to
deal with Internet pharmacies.

Mr. RANNAZZISI. Currently, Internet pharmacies are one of the
fastest-growing pharmaceutical diversion areas. What these kids
are doing, basically, are acquiring drugs from either their medicine
cabinets, their doctors or friends—their doctors—their relatives or
their friends. And they are taking the drugs and they are coming
to these parties where they throw the drugs into a bowl and then
they systematically take the drugs out and take them.

They really don’t know what they are taking. It could be a
benzodiazepine. It could be a narcotic. It could be anything. And
they just take them.

And so they don’t know what they are ingesting, and this is a
form of—just a form of adolescent partying now.

Mr. FORBES. It is becoming a widespread concern?

Mr. RanNAzzisi. We have had several reports throughout the
country, yes.

Mr. ScorT. Thank you, and just one other. We are going to have
a hearing on Internet pharmacy issues coming up.

I would like to ask one other question. I guess, Dr. Heiden——

Mr. HEIDEN. Yes.

Mr. ScotT. Do we know where ephedrine comes from that makes
methamphetamines, where most of the people get it? And, if you
closed one source, would other sources quickly sprout up?

Mr. HEIDEN. Yes, I think DEA has even addressed this, that I
think Administrator Tandy in some recent testimony indicated that
methamphetamine production, a major source is the Mexican
super-labs, I guess you call them, in Mexico, controlled by drug
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kings are supplying the vast majority of the methamphetamine
that is consumed in this country.

And the vast bulk of the products found in small
methamphetamines are brand pseudoephedrine cough and cold
products, such as Sudafed, and it is not the products distributed by
ACRC members, which are the off-brand combination ephedrine
asthma-relief products.

And it is those products that are being essentially targeted by
the small allocation under the DEA needs assessment in the draft
report that we reviewed and critiqued for ACRC, a report where
there was absolutely no rationale given for the needs assessment
of essentially 100,000 kilograms, essentially, of product, when the
national estimate of the members of what indeed they sell for le-
gitimate purposes is in the millions of products.

I am here basically, and I didn’t get to say it in my final re-
marks, to indicate that DEA just missed a very, very large portion
of the ephedrine that is useful for products that are relied upon
and needed by asthmatics for relief, particularly in low-income en-
vironments and others. And if it allows this very, very small alloca-
tion to go through, based on a study that completely draws an X
through the needs of this ACRC sector—if it allows that kind of al-
location, this whole sector, it is my understanding, will be wiped
out.

But it is not the major source of diversion. As I said, the major
source here, according to DEA itself, is the super-labs and the
small toxic labs, not the members of ACRC or small categories of
suppliers.

Mr. ScorT. Do those convenience stores have cost of compliance
with the regulations?

Mr. HEIDEN. They certainly do have significant costs of compli-
ance. I have heard nothing in discussing with the members of
ACRC that their sales to convenience stores are anything but le-
gitimate sales. But I do think the convenience stores have signifi-
cant cost of compliance, although I haven’t studied that issue.

Mr. RaANNAZZISI. May I respond, Chairman?

Mr. ScortT. Sure.

Mr. RaNNAZziSI. First of all, the study, the initial needs assess-
ment, was a proposed assessment. Our contract with IMS is a two-
phase contract. We do the initial assessment by IMS. They give us
the results and we publish them. The whole idea behind the delib-
erative process and notice and comment is that it gives industry an
opportunity to respond, and industry can give their comments and
provide data that shows that we can be wrong.

And there are times in the past that we were wrong, and we
made the corrections. Right now, we are in the deliberative process.
I could tell you that we are looking at industry comments and that
those numbers will not necessarily stand.

However, for us to do our job, we have to have a starting point,
and that starting point was with our IMS contact. We appreciate
the comments from industry and we take them under advisement.
And a final needs assessment will be out shortly.

As far as the ACRC market, the people that are represented by
ACRC, they are mostly small retail convenience stores and whole-
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salers, I believe, that distribute to them. The fact is that that sec-
tor of the market is a large avenue of diversion to small toxic labs.

Put aside the Mexican methamphetamine labs, which, inciden-
tally, we didn’t say a vast majority comes from Mexico. A vast ma-
jority of the methamphetamine produced by those organizations is
produced in Mexico and the U.S., so we can’t really tie it to either
Mexico or the U.S., but we know it is tied to those organizations.

Well, put that aside for a second. Twenty percent of the meth on
the street, currently, is coming from small labs. We believe that.
And the fact is, is those small labs are obtaining their chemicals,
their pseudoephedrine, or their ephedrine products, from retail
places.

Now, I noticed in Mr. Heiden’s testimony, he says the products
distributed by ACRC and other small distributors are off-brand
combination ephedrine asthma relief products which are not found
in illicit labs as precursors to make methamphetamine. That is in-
correct.

In 2006, we had 87 labs with brand names like BDI, Blue Label,
Mini Thins, Bronchis, Mini Ephedrine, Double Action Ephedrine,
Rapid Ephedrine, Fred’s Private Label, Ephedrine Extra, Biotech,
AM, BC Powder, Ultra Max Strength. Those are all off-brand, gray
market, crypto-generic products.

So I don’t know where his information was coming from and I
would like to talk to him afterwards about it so I could clear it up
with him.

Thank you.

Mr. MURRAY. Mr. Chairman, may I add one brief commentary as
perspective, please, sir, with regard to methamphetamine issues?

The policy dilemma with regard to combat meth and somewhat
restricting access to pseudoephedrine, ephedrine products and so
forth was a cost-benefit equation. We had to make a balance, pre-
serving legitimate access to needed medications, and we thought
we did achieve that by making them still available in supplies that
can still be had.

But, at the same time, we had to balance that with the diversion
threat that was a very serious issue. While methamphetamine
flow, already finished product from Mexico, continues to be a
threat, we think we are taking effective action against that. We
think it will be dramatically reduced in the future, which is a crit-
ical point that needs to be brought into the equation of cost and
effect and the balancing here.

The methamphetamine laboratories that were small, toxic lab-
oratories, that were fed by diverted pseudoephedrine, ephedrine
products, from retail establishments, was not a small phenomenon
in states in like Missouri and Tennessee, states like Arizona and
Oregon and Oklahoma.

These were extraordinarily threatening circumstances that both
produced meth use and the toxic laboratory residues from where
people had cooked meth that left extraordinarily dangerous poisons
in the atmosphere, on the walls, on the ground, on the furniture.
That has been addressed.

In 2004, there were more than 17,000 such laboratory incidents
reported across the United States. Today, in large measure due to
the effective actions at restricting, not prohibiting, but narrowing
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the access to the precursor chemicals, there are between 6,000 and
7,000 laboratory incidents reported.

That dramatic drop has produced such a powerful beneficial con-
sequence for these rural communities in particular that face the
methamphetamine threat, including the lives of young, drug-en-
dangered children, whose parents were exposing them to toxic envi-
ronments, that retained that toxicity even after the first family
moves out. Hotel rooms, trailer parks, barns, places where meth-
amphetamine cooks take place, there is leftover residues of poison
that has respiratory consequences for children, neurological con-
sequences for children, exposure for first responders and fire and
police, that has been dramatically reduced.

That was the cost-benefit equation that we had to take into ac-
count of when we made the public policy choice, about not elimi-
nating these medications, but restricting access in such a way
where we retained the right for legitimate use and yet cut away
the criminal dimension.

I think that has been a powerful success.

Mr. ScorT. When all that was going on, did the cost of meth go
up or down?

Mr. MURRAY. The cost of methamphetamine is measured some-
what indirectly by a complex system of drug reporting that the
DEA maintains. We have seen both increases and decreases in the
price of methamphetamine nationally over time.

We have also seen increases and decreases in purity, and the ef-
fects of the combat meth act in reducing the laboratory production
has also been felt in reduced access and availability of meth-
amphetamine itself that we can see in data such as workplace drug
testing, where we have seen a steep tailing off of the use of meth-
amphetamine of the work force, and by the survey reports we are
getting from young people in particular, who are turning away
from methamphetamine very strikingly.

Yet the drug importation from Mexico has also been a counter-
vailing tendency to have purity pushed forward. But we believe
that price and purity has been affected by the success of taking
down the meth labs, that we have gotten success against the lab-
oratory incidents and the toxic waste issue and also gotten better
purchase on trying to control the use of methamphetamine.

It has been a successful and slow, but I think appropriate, proc-
ess of curtailing access to these precursor chemicals. They used to
come in from Canada, diverted in bulk form from Canada and fed
super-labs in California, Nevada, Arizona.

We took action in conjunction with the government of Canada
and effectively cut off that route. That is when people turned to the
small toxic lab, pseudoephedrine diversion from the retail estab-
lishment. We took action against that.

Now we have got the third quadrant, the last piece of this down
in Mexico. We are taking effective action in conjunction with the
Mexican government to reduce their importation of
pseudoephedrine and ephedrine products and to help them attack
{,)hedmethamphetamine laboratory production on their side of the

order.

We are moving against this problem, sir.

Mr. Scort. Thank you, Dr. Murray.
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We have been joined by the gentleman from North Carolina, Mr.
Coble. And I understand you did not have questions, or you do you
have questions?

Mr. CoBLE. Mr. Chairman, my belated arrival was because of
two conflicting hearings and I apologize. And I have no questions.

Mr. Scort. Thank you.

Mr. FORBES. I just have one additional statement to follow up
with yours.

I want to first of all say, based on your testimony, that the word
“balance” is always one that we don’t like to hear. A lot of times
people don’t like to talk about it, but that is what government is
all about.

We are not perfect, but you are going to constantly see some of
these criminals moving from one place to the other. They are going
to come up with new technologies, new ways to do it. You have to
work on it.

Mr. Scort. Thank you.

As the gentleman from Texas is coming in, do any of the wit-
nesses have any closing comments before I recognize the gentleman
from Texas?

Mr. FLANNERY. I have one.

Mr. Scort. I will start with Mr. Flannery.

Mr. FLANNERY. Compassionate seems to me to care when you
have 40 million to 75 million people in America who have chronic
pain, which means that they have pain that has been living with
them for longer than 6 months—it is so bad they can’t sleep at
night. When they drive to work, they are falling asleep, they are
irritable.

And, at first, it only bothers them a little bit, and then they start
thinking about, “should I commit suicide?” Because the pain is so
great and “I am so worthless to the people I am with and that I
can’t just put up with this pain anymore.”

The Ranking Member appropriately noted that if one takes a Ty-
lenol for pain, you can only take so much of it before your gastro-
intestinal tract is injured, before you literally bleed and you com-
promise your organs. And there is an answer to that, and it is a
recent chemical answer, and it is the fact that the opioids we have
in our bodies are not sufficient to take care of the pain. And it is
}hzit oxycodone and other medications can help us where our bodies
ail us.

And I don’t think this argument is that dissimilar from the other
issues that are before us today. So if we want to talk about compas-
sion, and numbers matter, we have to look at the 40 million to 75
million people who are daily living in chronic pain, many of whom
are contemplating suicide because they can’t get medical attention
and they can’t get medical treatment because the physicians in this
country are not going to risk going to jail and compromising their
own lives and their other patients by doing so.

Then compassion means, in numbers and for this Nation, chang-
ing how we do our business of law enforcement. It means changing
our structure. It means not hiding behind some privilege when you
are asked a question about a medical study.

It means actually having the medical study and examining it and
then deciding what is the right policy. Thank you.
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Mr. ScotT. Ms. Reynolds?

Ms. REYNOLDS. Thank you. Just the thing I was thinking about
as this was going on was that I just don’t feel that the people are
really getting their voices heard in this hearing.

I am trying my hardest, and I know that you are, and several
of us are, but I feel that we are being drowned out by a lot of sort
of endless bureaucratic chatter about Mexico and appropriate pro-
cedures and what not. And we are talking about American citizens
being denied medical treatment that they would afford, that they
Wallllt, that they need to survive and take care of their families
with.

I mean, it is so serious, and we have been working, my organiza-
tion and I, for 5 years to get heard on this issue. And this is it.
This is the culmination of those efforts. Two of us are here to speak
about this.

So much more needs to be done. The platform needs to be so
much bigger. I don’t know how to describe it. It is just that what
we need, for you to hear from doctors. You need to hear from pa-
tients. You need to hear about the science, which has been sup-
pressed by the Drug Enforcement Administration.

Mr. Forbes just demonstrated a real misunderstanding of the
science. Over-prescribing is a misnomer, sir. The doses can go as
high as the sky, if they need to. That is the real anomaly of this
medicine. And so if the medicine is being treated scientifically, it
makes the doctor a target.

That is what I want you to understand, sir.

Mr. FORBES. Mr. Chairman, I am just going to ask that we have
regular order in the Committee.

Mr. ScotT. Regular order has been called for.

Mr. FOrRBES. We have not had it the whole Committee meeting.

Mr. Scort. We will resort to regular order and recognize the gen-
tleman. I would like to recognize the gentleman

Mr. NADLER. I just want to know, since I just walked in, what
was the objection to lack of regular order just now? What was
being violated?

Mr. ScoTT. My recognizing witnesses out of order for extended
periods of time, which was in fact out of order and the gentleman
made a good point. And recognizing the gentleman from Texas at
this point.

Mr. GOHMERT. Thank you, Mr. Chairman. I do appreciate that.
I appreciate your being here and I understand the frustration of
not being heard. Actually, there is a majority of my district that
is not represented anywhere here, because the majority of my dis-
trict does not want to see marijuana legalized for anything.

So I understand the frustration you have in feeling that you are
not being heard, but there are also a lot of other sides to this that
have not been heard.

Ms. REYNOLDS. Sir, I just don’t represent marijuana. I just want
you to know that. I am talking about legal medications.

My name is Siobhan Reynolds, I am with the

Mr. GOHMERT [continuing]. Marijuana, right?

Ms. REYNOLDS. No, nothing to do with marijuana. We are here
about schedule two substances, oxycodone, et cetera, supposedly
legal medications that people can’t get hold of.
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Mr. GOHMERT. I thought you were speaking about marijuana on
that. All right.

Ms. REYNOLDS. No, thank you, though.

Mr. GOHMERT. And I am sorry I had to step out, momentarily.
But I do want to go back very quickly to pseudoephedrine. I was
one of the few that voted against making it so difficult to get it,
because it works to decongest me, as so many Americans.

Pseudoephedrine P.E., in my humble, non-medical opinion, is ab-
solutely worthless for me. I can’t speak for anybody else. It is anec-
dotal.

But, anyway, it is funny, not in a humorous, but ironic, way, this
Administration has been accused of sending jobs to Mexico, and ap-
parently when we tightened up pseudoephedrine, that is exactly
what we did. The job of making meth went to Mexico and the peo-
ple I talk to in law enforcement back in Texas, having lots of con-
tacts there, as a former judge, they say, man, it is coming in from
Mexico. It is pure, there is more of it. We don’t have the mom-and-
pop labs in east Texas, which was once a real haven for them, be-
cause of the trees and whatnot, the rural areas.

So, anyway, I am not sure—I know we did a lot of good putting
mom-and-pop labs out of operation, but from what law enforcement
is telling me, including—and I won’t mention DEA agents, but
some of them are telling me back home, man, it is coming in faster
than ever from Mexico.

Perhaps if we got some border security instead of having Na-
tional Guard troops that call in the fact, or radio in the fact, that
there are armed drug smugglers coming in and then their SOP is
to flee the area once they radio that in, maybe we could get some
help there.

But I also want to bring to the DEA’s attention, I mean, if the
law is marijuana is illegal and it is, it has been. But I had a case
as a judge where marijuana seeds were an issue. And we ended up
having DEA come from the DEA lab up here back to my little
courtroom in Tyler, TX, and I didn’t realize, but, apparently, if
marijuana seeds are sterilized, then they are not illegal in Texas
and most other places. And that is why they are included in so
many birdseeds.

Well, we had a 50-pound bag of marijuana seeds that were le-
gally bought from a feed seed place in Houston and they kept using
it as an example, as a demonstrative aid in court. And I kept see-
ing hands go in and when they would pour the seeds back in, there
were green, leafy substances on their hands, of the prosecutor, the
defense attorney, the witnesses.

And so at the end of the trial, I had it sent out for analysis and
it turned out that 25 percent of that 50-pound bag would ger-
minate, would produce marijuana plants, legally bought.

So, Ms. Corral, I don’t know if you want to take note of that or
not. But, anyway

Ms. CORRAL. Well, I can address that, sir.

Mr. GOHMERT. You could buy it legally, and not only that, you
buy a 50-pound bag of marijuana seed that is supposedly sterilized,
25 percent germinate and they had a plastic baggie full of mari-
juana as like a Crackerjack prize for buying the 50-pound bag.
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So I provided that all to the FBI. I said, I know you all are under
the same DOJ with Janet Reno, but this really needs to be looked
into.

And it turned out, and we had testimony to this, that the DEA
once in 3 or 4 years went to the single plant in New Jersey that
actually does the sterilization. They said it was a complete sur-
prise. They had no idea. So it was a really random survey.

Yet they met the ship at the dock, they were able to call in the
people that worked for this company that the DEA was coming to
watch them do the sterilization process. Unlike every agriculture
department, which sticks a rod in and then opens, turns and gets
seeds from every level of this huge vat. So you see how the DEA
agent scooped a handful up.

They took those to the DEA plant. They were put in a petri dish
to see if they would germinate. They were set on top of an oven,
where the temperatures ranged 100 to 200 degrees. And after they
were adequately cooked for 7 days, the report was they didn’t ger-
minate, after we cooked them, which the Agriculture Department
will tell you that is not the way to germinate.

I never got a report back on whether we were continuing to have
such thorough investigations in the sterilization of marijuana. But
we are apparently importing, or we were at the time of this trial
in my court, carloads of marijuana seeds from China that were re-
ceived at the dock and received that kind of really explicit study.

So, anyway, I bring that to your attention. I hope it has been
looked into. If it is illegal, we ought to follow the law. Of course,
we have laws on immigration that aren’t followed either, but that
is another matter.

Anyway, thank you.

Mr. ScoTT. The gentleman’s time has expired.

The gentleman from New York?

Mr. NADLER. Dr. Murray, marijuana is the only controlled sub-
stance currently for which the Federal Government maintains a
monopoly on the supply for use by scientists conducting research,
even though Federal law requires competition in the production of
research-grade, schedule-one substances, such as research-grade
heroin, LSD, ecstasy and cocaine.

Can you please tell us marijuana, as a comparatively harmless
drug, compared to these other substances, is the only controlled
substance for which the Federal Government maintains a monopoly
on the supply made available to researchers?

In other words, why is it different than heroin, ecstasy, LSD, et
cetera?

Mr. MURRAY. Thank you, Mr. Congressman.

Mr. NADLER. Quick and short, because I am going to have a few
more questions.

Mr. MURRAY. All right, sir.

We do not regard marijuana as a relatively benign schedule-one
substance, sir

Mr. NADLER. Why is it treated differently than these other harm-
ful drugs?

Mr. MURRAY. Sir, I believe that we have international treaties
and obligations that are specific to how we handle schedule-one
controlled substances with regard to a single government source.
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And I believe that Mr. Rannazzisi can tell us even more about how
that works.

Mr. NADLER. Mr. Rannazzisi, maybe you will answer my ques-
tion and not evade it the way Dr. Murray did.

The question is, why do we handle marijuana differently than
other schedule-one drugs with respect to maintaining a monopoly
of research on it?

Mr. RANNAZz1SI. Because there is only one supplier, because that
supplier basically handles the need for research. And that supplier
is under a NIDA contract. We look at the NIDA contract——

Mr. NADLER. But why is that different from other drugs. There
is more than one supplier for heroin?

Mr. RANNAZZISI. Because heroin poppies are not grown in the
U.S. Cocaine, coca, is not grown in the U.S.

Mr. NADLER. And LSD isn’t made in the U.S.

Mr. RANNAZZISI. LSD is manufactured for research, yes it is.

Mr. NADLER. But, again, I don’t understand your answer. What
has that got to do with the fact that for LSD, for heroin, there is
not a monopoly for supply for use by scientists conducting research
by the Federal Government, whereas for marijuana there is? Why?

Mr. RanNAzzisI. Well, first of all, the research that is conducted
is approved by NIDA and FDA. NIDA and FDA make a determina-
tion—NIDA makes a determination that that source of supply for
that marijuana fits the needs of those researchers. We have no dog
in that fight, really.

Mr. NADLER. Basically, they refused almost every researcher for
marijuana.

Mr. RANNAZZISI. I am sorry?

Mr. NADLER. They have refused the supply for basically every re-
searcher. They have basically cut off medical research with respect
to marijuana.

Mr. RaNNAZZISI. I don’t believe that is the case. If you look at my
testimony——

Mr. NADLER. I won’t debate that with you, because it is clearly
the case. Let me go onto the next question.

Mr. RANNAZZISI. Well, I mean, would you like me to respond?

Mr. NADLER. I want to get the information I want to get.

Mr. RANNAZZISI. So you don’t want—okay.

Mr. NADLER. I heard your answer. I am going to go from there.

Administrative Law Judge Mary Bittner recently recommended
DEA grant a license to the University of Massachusetts professor
Lyle Craker allowing him—and I understand this may have been
referred to—allowing him to grow research-grade marijuana for use
in FDA-approved studies that could evaluate whether marijuana
meets the FDA safety and efficacy standards for approval of pre-
scription medicine.

This application was submitted to DEA more than 6 years ago.
Mister——

Mr. RANNAZZISI. Rannazzisi.

Mr. NADLER. Rannazzisi.

Mr. RANNAZZISI. Yes, sir.

Mr. NADLER. Can you please tell us within what time period can
we expect the DEA will decide whether to accept Judge Bittner’s
ruling, before the expiration of the President’s term?



74

Mr. RANNAZZISI. I can’t give you a time period about when a rul-
ing is

Mr. NADLER. Would you expect it will be—the President has a
year and a half to go. Would you expect a decision whether to ac-
cept an administrative law judge’s recommendation would be made
within the next year and a half? Is that reasonable?

Mr. RANNAZZISI. Excuse me 1 second, please.

Mr. ScotT. I would advise the Committee that we will have an
gpportunity to submit questions in writing, and I think this might

e

Mr. RANNAZZISI. That would be a question that we would rather
submit in writing. We would like to submit that——

Mr. NADLER. Well, let me ask you a different question.

Mr. RANNAZZISI. Yes, sir.

Mr. NADLER. Normally, how long does it take the FDA to agree
or disagree with an administrative law judge’s recommendation?

Mr. RaNNAzzisI. The FDA would not——

Mr. NADLER. Not the FDA, the DEA.

b Mr. RANNAZZISI. It just depends on the issue. It is a case-by-case
asis.

Mr. NADLER. Well, does it normally take, on average, 6 months,
on average 6 years?

Mr. RANNAZZISI. I wouldn’t have that information handy, sir. I
would have to get back to you on that.

Mr. NADLER. Well, think of any instance where it has taken more
than 5 years. Are there any?

Mr. RanNazzisi. Well, that is erroneous. It has not been 5 years.
If I am not mistaken, the decision was handed down months ago.

Mr. NADLER. Are there any longer than 2 years?

Mr. RANNAZZISI. I don’t know that information, sir.

Mr. NADLER. Are there any longer than 1 year?

Mr. RANNAZZISI. Sir, again, I will have to get back to you. I will
get back to you, and if you would like, I would

Mr. NADLER. Okay. I would like a commitment that the decision
will be made within the lifetime of this Administration. I think
that is a minimum that we could ask.

Let me ask you the following question: Does the DEA oppose or
support efforts by scientists to resolve the controversy over medical
marijuana by conducting FDA-approved clinical trials, yes or no?

Mr. RanNAzzisi. Well, the DEA does not oppose any clinical
trials that have been accepted for trial by the FDA and NIDA. We
have never done that.

In fact, in our process, the only thing DEA.

Mr. NADLER. The answer is, no, you do not oppose.

Mr. RANNAZZISI. No, we don’t oppose any trials.

Mr. NADLER. Thank you, and let me ask you the following——

Mr. ScoTT. The gentleman’s time has expired. We will have just
a few last questions.

Mr. NADLER. A company in England, GW Pharmaceuticals, has
developed a marijuana-derived drug called Sativex that is already
available for patients in Canada, England and Spain. I understand
that GW Pharmaceuticals have now teamed with a major Japanese
pharmaceutical company, Otsuka, to conduct Sativex trials in the
U.S., which the FDA has approved.
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Can you please tell the Committee why the Federal Government
is allowing foreign corporations to develop a monopoly on mari-
juana-based drugs in this country? Are we opposed to American
economic development?

Mr. RANNAZZISI. Sir, I guess you have got to understand what
DEA’s role is, here. DEA doesn’t approve studies.

All DEA does is issue registrations for controlled substance han-
dlers and researchers. That is what we do. The studies are ap-
proved at NIDA and HHS, where studies have always been ap-
proved. That is not in our purview.

Mr. NADLER. Thank you.

Mr. Scort. Thank you.

The gentleman’s time has expired. I would like to thank the wit-
nesses for their testimony today.

Ms. CorRRAL. May I just add something quickly?

Mr. ScoTT. Very quickly.

Ms. CORRAL. Very quickly. I just wanted to respond to Congress-
mag Gohmert’s assumption about the 50 pounds of marijuana
seeds.

Mr. GOHMERT. It wasn’t an assumption.

Ms. CORRAL. I beg your pardon.

Mr. GOHMERT. It was some factual testimony.

Ms. CORRAL. It is factual testimony. And, in fact, those seeds
from sterilized plants, while they were germinate, will not render
full-grown plants that actually sex out male or female and produce
usable marijuana. They actually die after quite a short time.

I also wanted to mention that there is a great deal of scientific
research. In 1992, the International Cannabinoid Research Society
was founded, and there are numerous prestigious physicians and
researchers throughout the world who are part of this.

Mr. ScoTT. I am going to ask you to submit those studies to the
Committee.

Ms. CORRAL. Yes.

Mr. ScoTT. Dr. Murray is going to submit the studies he has, so
we will be able to review them all at the same time.

Ms. CORRAL. Yes, and I would just like to mention that while the
DEA does block research by not approving, throughout the world,
other research, even in the face of these treaties, continues to pro-
vide and substantiate the medical value of marijuana.

Thank you for your time, and I am sorry to go over.

Mr. Scort. Thank you very much.

And Members may have additional written questions for our wit-
nesses, which we will forward to you and ask you to answer as
promptly as you can so they will be made a part of the record.

Without objection, the hearing will remain open for 1 week for
submission of additional materials.

And, without objection, the Committee stands adjourned.

[Whereupon, at 11:44 a.m., the Subcommittee was adjourned.]
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Introduction

There is a Pain Crisis in America. Its primary manifestation is the routine and widespread under-
treatment of pain, cspecially chronic, non-cancer pain. Other manifestations include a severe and
growing shortage of physicians willing to prescribe morphine and related opioid analgesics, the
widespread usce of morc toxic and less cfficacious classes of medications in an cffort to avoid
opioids, and the profound distortion of medical education and of the doctor-patient relationship.

How large a problem is under-treated pain in America? In a 2001 article in the Journal of the
American Medical Society (JAMA), Brian Vastag reports on the work of Richard Brown and
colleagues who stated, at a National Institute on Drug Abuse (NIDA) symposium in April 2001,
that there was widespread acknowledgment that both acute and chronic pain are undertreated.
Brown cstimated that morc than 17% of Amcricans have scrious chronic pain and that many go
untreated and many more are undertreated. [Vastag, 2001] This is the pain crisis in America.

In an attempt to gauge the extent of the problem, these researchers developed a survey that
measured the prescribing practices for benzodiazepines (Valium and related sedatives) and for
opioid analgesics by different groups of physicians in response to variations of a single presented
casc. The physicians' prescribing decisions were then compared with recommendations from a
panel of pain management experts. The findings were stark:

While the expert pancl recommended that virtually all patients with [common
idiopathic back pain| who do not respond to other treatments be given an opioid
analgesic, only 20% of physicians said they would actually write that prescription...
"It suggests there's a lot of unnecessary suffering." said Brown. To combat the
problem, he called for increasing the amount of medical school education devoted to
pain management, from the typical 2 to 4 hours to 16 or 20. [Vastag, 2001]

None of this is new. For decades, researchers have noted this discrepancy between how chronic
pain should be treated and the dismal state of the art as practiced in the U.S.. and they commonly
call for more and better education of physicians. But is the pain crisis in America simply a
problem of the acquisition and application of medical knowledge? And if so, why have the
impressive and consistent educational campaigns directed at this problem in recent decades failed
to yield the expected changes in medical practice in the U.S.?

The historical record strongly suggests a deeper and far more disturbing root cause of our current
pain management predicament. In the vears after 1914, the Narcotics Division of the Treasury
Department, progenitor of today's Drug Enforcement Agency (DEA). brought a series of test
cascs against physicians under the Harrison Act. Through the courts, drug prohibitionists
achieved the criminalization of drug users and of the doctors who would treat them as patients
and as human bemgs worthy of the same mdividualized medical carc as any other sutferer in a
free society. This wide scope of law enforcement responsibility was far bevond that legislated by
Congress when it passcd what appeared to be a tax act in 1914, [King, 1953

This historical period marks the invention of a perpetual national drug crisis which has ever since
been claimed as the special national interest justifying the regulation of opioid analgesic
medications and other 'dangerous drugs' by a federal law cnforcement agency. In so doing, this
agency has usurped the right constitutionally reserved to the states to otherwise license and
regulate medical practice in that most fundamental, archetypal. and timeless of all the medical
arts: the skillful application of opioid analgesia towards the relief of human pain and suffering.
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While opium and its derivatives are among the most ancient and well understood and safest
pharmaccuticals mankind has cver developed, problematic use has been a source of personal
tragedy in the lives of individuals throughout recorded history. However, before about 1920, there
was no domestic 'drug subculture,' no 'drug problem.' no criminal black market, no drug cartcls,
no state-sponsored hounding and jailing of drug users and pain patients and of their physicians,
no public outery for the politicians of the day to "get tough on drugs." In fact, there is no credible
record of a domestic drug problem prior to the perversion of the Harrison Act in the courts in the
vears after 1914 although there were many more opiate dependent people, both in absolute
numbers and as a percentage of the population, than there are today. It has been estimated that in
the 1880s some 4 per cent of the population of the United States uscd some kind of opiate for
nonmedicinal purposes. [King, 1972a] For a sense of perspective, consider that modern heroin
usc pecaked in the late 1980's at approximately 326,000 (past month) users, or about 0.1 pereent of
the population, according to National Houschold Survey on Drug Abuse data. It is notable that, in
the decades around the end of the Nincteenth Century, America supported large and powertul
popular social movements against alcohol and tobacco use which were widely (and correctly)
perecived as truc national public health scourges. There is no record of any anti-opioid movement
or opioid prohibition movement of similar significance because this class of substance was not
viewed (again correctly) to be a social scourge or significant public health menace. |Brecher,

1972a|

The root cause of the widespread undertreatment of pain can be traced directly to the systematic,
nationally coordinated, relentless harassment, arrest, and prosccution of thousands of American
physicians, many of whom had been engaged in nothing other than the standard care of pain and
addiction of the day. This pogrom has continued, unabated, for almost ninety vears.

The proximate cause of the pain crisis arises from what is known as the "chilling effect,” a phrase
which describes the grotesque distortion of the norms of medical practice and the violation of the
doctor-patient relationship that results from the withdrawal of physicians from the appropriate
treatment of pain due to fear of litigation, loss of livelihood, and incarceration.

Criminal prosecutions of physicians have increased under Attoruey General John Ashcroft.
Examples of recent important cases include those of Dr. William Hurwitz, a pioneer in the field
of pain management in Virginia: Dr. Jeri Hassman, who had the largest pain practice in Tucson,
and is being threatened with a 28-year prison term apparently because a small fraction of her
patients used the prescriptions in unauthorized way; Dr. Robert Weitzel of Utah, who was
convicted of negligent homicide and manslaughter but then acquitted in a new trial after the
prosecutor was found to have concealed exculpatory evidence, and Dr. Deborah Bordeaux of
South Carolina, who was convicted under a "drug kingpin" statute carrying a mandatory
minimum sentence of 20 years. after working a mere two months in a locum tenems position at a
clinic treating chronic pain among other ailments.

In a 2003 press release entitled "The Myth of the Chilling Effect,” the DEA denicd the possibility
that its actions against physicians could have such an effect, arguing that DEA only brings actions
against a minisculc proportion of doctors. thercfore actions against doctors for violations of the
Controlled Substances Act (CSA) cannot be causing other doctors to seek to avoid such actions
by failing to use opioid analgesics appropriately or by refusing to prescribe them at all. [BDEA,
2003] We will analyze this document very carefully later in this paper and reveal it to be so much
disscmbling gibberish.
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‘What each of us as members of a free and democratic society, governed by our own consent
under the Constitution and the Bill of Rights, with an understanding of the meaning of federalism,
States rights, the Fourth Amendment right to privacy, and the separation of powers, has to decide
is:

I. Was there ever, or is there now, a national problem caused by domestic licit and illicit
drug usc of such dirc import and magnitudc that it might justify placing medical doctors
and researchers under the direct regulatory control of adversarial federal law enforcement
officers with no medical traming? Should the DEA, a federal law enforcement agency
with a Fiscal Year 2004 Office of Management and Budget (OMB) rating of ZEZRO

[OMB, 2003]. have the power to prescribe and proscribe the medical behavior of
individual physicians, down to the level of judging individual patient medication
regimens, and to grossly distort the norms of medical practice in entire specialtics of
medicine?

2. If there is a national drug problem that does warrant eighty vears of a war on drugs / war
on doctors and the systematic state sanctioned abuse of pain patients, drug users, and
their families, what exactly is the nature of the problem and how severe is it? Compared
to what?

3. Where do we go from here? Does the DEA have a legitimate role in making policy on
issucs which arc considered to be medical and public health matters by the vast majority
of the nations of the world? Is negotiating towards achieving consensus with such people
possible? Is it strategically, morally and ethically advisable? There have been several
'Pain Summits' over the years and grand 'consensus documents' and 'clinical guidelines'
have been proclaimed, and yet the war on doctors continues unabated. So we ask, does
the DEA negotiate in good faith?

Historical Antecedents

A Tax Act Gone Terribly Wrong

The Food and Drug Act of 1906 was a basically good public health mcasure that required
medicines containing opiates and certain other drugs must say so on their labels. Later
amendments to the act also required that the quantity of cach drug be truly stated on the label, and
that the drugs meet official standards of identity and purity. The Harrison Act effectively
withdrew the protection of the Food and Drug Act from the uscrs of these drugs and precipitated
the public health debacle that is the real drug crisis in America.

The nation would have an opportunity to learn this lesson again with alcohol Prohibition (1919 -
1933): prohibition equals social chaos, regulation equals social responsibility. Alcohol prohibition
differed from drug prohibition in that the Volstead Act was passed in response to the very real
problems caused by alcohol which is a far more destructive substance physiologically,
behaviorally, and socially than arce the opioids, stimulants or hallucinogens. The results of
prohibition in both cases is strikingly similar. Alcohol prohibition was intended to lessen social
problems, improve the public health, reduce crime and corruption and the costs of law
enforcement and incarceration. It was an abject failure on all counts. [Thoraten, 1991]
Prohibition of reciprocally beneficial transactions is doomed to failure.
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Matters of international diplomacy and international trade significantly impacted the
development of U.S. domestic drug policy. In 1906, in response to domestic opposition to
continued British opium sales to China and to America's own foreign opium problem in the
Philippincs, President Theodore Rooscvelt called for an international opium conference to foster
the development of international rather than just national controls. The Hague Convention of
1912, which focuscd mainly on the opium problems of the Far East, followed. Scerctary of State
William Jennings Bryan, a man famous and infamous in American history for his prohibitionist
convictions, was the Harrison Act's primary proponent and he urged passage as a matter of
international treaty obligation. [Brecher, 1972h]

The Harrison Narcotics Act was a tax act: "An Act To provide for the registration of, with
collectors of internal revenue, and to impose a special tax on all persons who produce, import,
manufacture, compound, dcal in, dispensc, scll, distribute, or give away opium or coca lcavces,
their salts, derivatives, or preparations, and for other purposes.” [Harrison Act, 1914] The Act
contained provisions for the licensure of physicians and pharmacists as well as manufactures and
importers and set a modest excise tax of one cent per ounce on opium, coca leaves and their
derivatives. Its passage was encouraged with some appeal to the early stirmings of the media-
inspired hysteria with racist and xenophobic overtones that are a leitmotif in America's war on
drugs and a driving force behind it. However, the Harrison Act was not a prohibition mcasurc at
the time of its enactment nor was fear of an impending domestic addiction problem its primary
focus. [King, 1972a]

The Act was intended to measurc and get a handle on what was an cntircly unrcgulated and
chaotic market. Physicians and patients in a doctor-patient relationship were specifically
cxempted with this language: "Nothing contained in this scction shall apply . . . to the dispensing
or distribution of any of the aforesaid drugs to a patient by a physician, dentist, or veterinary
surgcon registered under this Act in the course of his professional practice only." [EHarrison Act.
1514] The only burden placed on doctors was that they register for a fee and keep records of
medications dispensed or prescribed.

Had the Harrison Act been left unchanged as initially passed by Congress, we might today be
discussing it along with the Food and Drug Act of 1906 as examples of the United States' early
and laudable public health efforts at addressing a small but potentially significant domestic
substance abusc problem. Unfortunately, the Harrison Act is instcad best remembered as a tax act
gone terribly wrong, marking the beginning of drug prohibition as national policy. The very first
cases brought to the Courts to test the Act and hone it through legal challenge were cases against
practicing physicians, and so the Harrison Act marks the beginning of America's war on doctors
making them the Acts first, and at the time only, targets. For a brief time, pain patients and drug
users would have to wait their turn.

In the Course of His Professional Practice Only...

How did cverything change, so abruptly and violently, in the wake of the Harrison Act?
Enforcement was the responsibility of the Narcotics Division of the Treasury Department. The
Division was merged into the Prohibition Unit of the Treasury Department when that was
established in 1920 after passage of the Volstead Act in 1919, and later became the Federal
Narcotics Bureau in 1930 as the era of alcohol prohibition was drawing to a close. The Division.
seeking clarification and establishment of the scope of their powers under Harrison, brought a
scrics of clever prosceutions to the court against the exemption for the doctor patient relationship.
This was critical, for as long as doctors were taking care of addicts as they heretofore had, there
was in fact no problem for our G-men-in-waiting to attack. Further, as long as doctors and
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patients were shielded by the exemption from the Harrison Act, there could be no sizable market
for illicit drugs and no way for law cnforcement to get at addicts who tumed to the medical
profession for help. Quoting Rufus B. King from his 1953 Harvard Law Review article entitled,
"The Harrison Narcotics Act - Jailing the Healers and the Sick™:

QOur grievous error was in allowing the narcotics addict to be pushed out of
socicty and relegated to the criminal community. He isn't a criminal. He never
has been. And nobody looked on him as such until the furious blitzkrieg launched
around 1918 m connection with the enforcement of the Harrison Act... Narcotics-
users were "sufferers” or "patients” in those days; they could and did get relief
from any reputable medical practitioner, and there is not the slightest suggestion
that Congress intended to change this-bevond cutting off the disreputable
"pushers" who were thriving outside the medical profession and along its

peripheries. [King, 1953]

I will not review in great depth here the details of the three core cases through which the Bureau
changed a benign tax act into a nightmarc prohibition act. Interested readers are referred to
detailed accounts by both King, in his 1953 Yale Law Review article [King, 1953] and in
Chapters 3 and 6 of his 1972 book, The Drug Hang-Up, America’s Fifiy-Year Folly |King,
1872b] and by Brecher in Chapters 8 and 9 of his classic Licit and Hlicir Drugs [Brecher, 1972¢],
also published in 1972. The three key cases are Webb (1919), Moy (1920), and Behrman (1921).
Rufus King portrays all three litigants as ne'er-do-wells. Dr. Webb "simply sold prescriptions by
the thousands, indiscriminately, to all comers, for fifty cents apicce,” Dr Moy was "an out and out
peddler [who] prescribed morphine to strangers... 10 grams at a time for $1.00 a gram" and
Bcehrman was "likewise a flagrant violator."

In Webb, the Attorney General posed a certified question to the Court:

If a practicing and registered physician issues an order for morphine to an
habitual user thereof, the order not being issued by him in the course of
professional treatment in the attempted cure of the habit, but being issued for the
purpose of providing the user with morphine sufficient to keep him comfortable
by maintaining his custom use, is such order a physician's prescription under

exception (b) of s.27 [King, 1953]

The Court, offended by the facts of the Dr. Webb's outright peddling responded: "to call such
order for the usc of morphine a physician's prescription would be so plain a perversion of
meaning that no discussion of the subject is required." The problem here is that the phrase,
"sufficient to keep him comfortable by maintaining his customary usc" is not a merely a
description of the egregious facts of Wehb but also encompasses the dispensing of opioids for the
relicf and prevention of withdrawal that is clearly bona-fide medical treatment of opioid
dependence.

The wedge between "the appropriate bounds of medical practice” and the bona-fide medical
treatment of opioid dependence was widened in Moy in which the Court rendered the opinion:

Manifestly the phrases "to a patient” and "in the course of his professional
practice only" arc intended to confine the immunity of a registered physician, in
dispensing the narcotic drugs mentioned in the act, strictly within the appropriate
bounds of a physician's profcssional practice, and-not to extend it to include a
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sale to a dealer or a distribution intended to cater to the appetite or satisfy. the
craving of onc addicted to the usc of the drug. [King, 1972¢]

Which brings us to Behrman, a name made infamous in succeeding vears when medical doctors
were rounded up in large numbers by means of what came to be known as the "Behrman
indictment." [King, 1972¢] Behrman was arrested for prescribing at one time 150 grains of
heroin, 360 grains of morphine and 210 grains of cocainc. [See also ""{#fash Trask' in Appendix
Two for an analysis of this dosing regimen.] The trick here is that the indictment was not drawn
as an accusation that Bchrman's prescriptions were not "in the course of his professional practice
only," but "instead alleging that, in effect, the drugs were given in a good faith attempt to cure the
addict." [King, 1953] This is the birth of what we might call the "doctor's dilemma," that it is a
federal offense to administer opiates to an opiate addict for the purposes of treating their opiate
addiction though to administer opiates to an opiate addict in pain for the purposcs of analgesia is
OK. Now, if only the distinction between the two could be reliably made...

The Doctor's Dilemma

Whilc opioid medications arc relatively safc and cffective, there can be complications. Doctors
commonly bring both legitimate medical concerns and well-founded fear of regulation to the
tablc. An aura of uncasc surrounds medical training in the usc of opioid analgesia. Perhaps to put
a psvchologically more palatable medical face on what was really painful historically experience
with federal harassment and persecution, the clinical dangers of opioid use are exaggerated.
Physicians are taught that morphine and its relatives are dangerous, difficult to use substances;
that they are highly addictive and can casily causc respiratory depression and death. But cven
when the safety and efficacy of opioid therapy is recognized and taught, the reality of the DEA
war on doctors need not be taught; it is on the news and in the trade journals and happening all
the time around physicians in communities across America.

In 2002, then DEA Dircctor Asa Hutchinson, in an address to the American Pain Socicty,
attempted to reassure the medical community:

I'm here to tell you that we trust vour judgment... The DEA does not intend to
play the role of doctor... We will not prevent practitioners acting in the usual
course of their medical practice from prescribing OxyContin for patients with
legitimate medical needs. We never want to deny deserving patients access to
drugs that relieve suffering and improve the quality of life. [Qrient, 2003]

Soothing words perhaps, but the medical community can be forgiven for paying more attention to
the escalation of the war on doctors this agency has undertaken under Bush / Ashcroft. The
unfortunatc reality is that it is impossiblc on clinical grounds to reliably distinguish the
"deserving" chronic pain patient from the presumably undeserving drug addict who is not
otherwise in pain. The pain management physician cmploys functional criteria to monitor the
course of chronic opioid therapy. That is, the patient is regularly assessed in the areas of his
ability to perform "activitics of daily living" and to mcet family obligations and social norms, and
the patient who meets expectations in these areas is presumed to be a chronic pain patient rather
than an addict. Howcver, any opioid dependent person on an adequate regular dosage regimen,
for example, a successful methadone maintenance patient, is physiologically and socially
indistinguishable from a chronic pain patient whose pain 1s controlled by chronic opioid therapy,
or indeed, from a well person.
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We have reviewed the Harrison Act and its aftermath as the historical crux of the war on drugs,
the war on doctors, from which the pain crisis in Amecrica dircctly stems. In short, the drug
prohibitionists succeeded in creating, through deceptive legal challenges, a very broad scope of
power criminalizing doctors and drug uscrs as well as drug importers and peddlers, instcad of the
very small scope that Congress had intended (the smuggler and the peddler) when it exempted the
doctor-paticnt relationship under Harrison. [King, 1233] Millions of law-abiding Amcrican
opioid users became criminals by legislative fiat while at the same time being cut off from legal
supply of the medication they necded to function in socicty and with no cffective public health
measures emploved to mitigate the predictable physical, emotional and spiritual sickness and
suffering unleashed across the nation.

Big Lies and Bullies Trump Research in the War on Drugs

In a scientific society we might expect that good epidemiological and medical research would.
over time, dissolve myths and prejudices and generate basic scientific answers on which rational
policy might be bascd. It is a sad, rccurrent theme in the war on drugs that law cnforcement
repeatedly tried to limit what research is undertaken by denying permits to possess and use drugs
for studics, and by vilitying and threatening the professional lives of those courageous rescarchers
who do the necessary work despite the obstacles. What research is accomplished is manipulated
and spun by various governmental agencics to suit predetermined national drug policy.

The LaGuardia Commission

A classic and well documented cxample of law enforcement misinformation and shameless
bullying of politicians, doctors, and scientists is the story of NY Mayor Fiorello LaGuardia and
his 1939 blue-ribbon commission which was established under the auspices of the NY Academy
of Medicine to examine the absurd claims of Narcotics Bureau Commissioner Anslinger
cxpressed in hysterical press suggestions that New York City children were on the brink of
launching "marijuana-induced orgies of theft, sex, and murder." [Anslinger, as quoted in [King.

1972d]]

The Academy did excellent work documenting the physiological and psychological cffects of
marijuana including careful tests of 1Q, memory, and leaming which failed to reveal any
significant pathological pattemn. Further, the Mayor's investigators found virtually no use of
marijuana in high schools or junior high schools, and no observable association between juvenile
delinquency and such marijuana usc as they did find.

Alas, the LaGuardia Report was to be a case of winning the battle and losing the war. Anslinger
did not challenge the findings but rather attacked the rescarchers for publishing them. "From |the
enforcement] point of view it is very unfortunate that Doctors Allentuck and Bowman should
have stated so unqualiticdly that the usc of marijuana docs not lcad to physical, mental or moral
deterioration." [Anslinger in a 1942 letter published in the American Journal of Psychiatry, as

quoted in |King, 1972d]]

The Narcotics Bureau's attack on the final release of the LaGuardia Report was far more
insidious and damaging. Consider the following excerpt from an editorial in JAMA:

|A] book called "Marijuana Problems” by the Mayor's Committce on Marijuana
submits an analysis [which] minimizes the harmfulness of marijuana. Already the
book has donc harm. One investigator has described some tearful parents who
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brought their 16 year old son to a physician after he had been detected in the act
of smoking marijuana. A noticcablc mental deterioration had been cvident for
some time... The boy said he had read an account of the La Guardia Committee
report and that this was his justification for using marijuana. |Excerpt from
AMA editorial, as quoted in [King, 19724d]]

King reminds us that "this nonscnsical frothing, which could not conccivably have come from
anywhere but the Bureau," was published under the prestigious AMA masthead. The message to
doctors and to rescarchers was clear. Expect to be attacked by federal law enforcement and
abandoned by vour peers in the powerful AMA for your professional efforts and honesty.

The ultimate outcome of this brouhaha was devastating. Few reputable doctors and scientists
would risk their profcssional lives in this sort of cnvironment and law enforcement officials in the
Bureau unhesitatingly denounced even the facilities of major hospitals and leading universities as
inadequate for the conducting of responsible experiments. and hence unworthy of a Treasury
license required for studying controlled substances. [King, 1972d] Treasury-approved research
projects dropped from 87 m 1948, to 18 in 1953, to 6 in 1958.

The Dissembling DEA and the Myth of the " Chilling Effect"

A 2003 Drug Enforccment Agency DEA press relcasc entitled "The Myth of the Chilling Etfect”
[DEA, 2003] is a very interesting document. It is brief, a mere 182 words in seven sentences
formed into four paragraphs, and contains a tablc and six pic charts. Every sentence is entirely
true, and the text as a whole is odd only in that the content of the first three paragraphs make no
particular point regarding the "chilling cffeet” the document purports to debunk. The overall
message is: "DEA only brings actions against a miniscule proportion of doctors, therefore actions
against doctors for violations of the Controlled Substances Act (CSA) cannot be causing other
doctors to seek to avoid such actions by failing to use opioid analgesics appropriately or by
refusing to prescribe them at all.”

Let's start with the title. What is a "chilling effect"? The phrase does not exist in most dictionaries
as such. "Chilling" is an adjective meaning 'so scary as to cause chills and shudders,' and as a
verb "chill" can mean 'to depress or discourage.’ Let me propose the following working definition
of a "chilling effect” that is consistent with what the DEA is addressing in its press release:

The "chilling effect"” is the withdrawal, for fear of litigation, by physicians from the
appropriate treatment of pain.

It is important to note that much of the public health damage here 1s caused not by the doctors
accused of wrongdoing, rather it is caused by doctors-in-good-standing who, faced with a patient
in pain and therefore at risk of being targeted by the DEA, modify their treatment in an attempt to
avoid regulatory attention. This distortion of the doctor-patient relationship is complex and can
be gross or subtle. Examples include a blanket refusal to prescribe controlled substances even
when clearly indicated, or selecting less effective and more toxic non-controlled medications
when a trial of opioid analgesics would be in the best interests of a particular patient. At the very
least, some degree of suspicion and mistrust will surely arise in any medical relationship
involving controlled substances.

There is very little a well-intentioned physician can do to mitigate this risk, to correet these
distortions in medical values, ethics, and in the doctor-patient relationship that always arise in the
course of treatment for pain and/or substance abusc problems. Even cxpertts in the medical
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treatment of addiction and pain cannot make the crucial distinction, the identification of the
'legitimatc pain paticnt,' with confidence. [PAIN_CHEM_DEP listServ, 2003] Quitc simply, the
core presumption, that the states-of-being: 'legitimate pain patient,' 'drug abuser,' 'diverter,'
'frequent flyer, cte., arc mutually exclusive and dichotomous is. medically, falsc.

The Iegal punishment for mistaking a drug abuscr for a pain patient can be extremely severe:
doctors are being threatened with 28-year prison terms (Dr. Hasman), have been likened to "crack
dealers” (Dr. Hurwitz) and tricd as "drug kingpins" (Dr. Bordcaux). [Qrient, 2003 |;[White &
Kaufman, 2003] On the other hand, mistaking a pain patient for a drug addict, and thereby
committing the crror of failurce to appropriatcly treat pain, is highly unlikely to have any legal
consequences at all. This set of legal and psychological imperatives with their attendant severe
punishments has created a near ideal environment for manifestation of a "chilling cffcct,” which
inexorably leads to the under-treatment and non-treatment of pain in America.

The Controlled Substances Act (CSA) of 1972, which supersedes and replaces the Harrison Act
and all intcrvening federal drug legislation, makes it a federal oftence to prescribe controlled
substances to a drug addict for the purposes of treating or maintaining their addiction, except
where the physician holds a separate DEA license to provide methadone maintenance. This is
what dcfines the "bounds of accepted medical practice” referred to in the subtitle of the DEA
press release under consideration. Defining the medical treatment of addiction as 'outside the
bounds of accepted medical practice' is a legacy of the Harrison Narcotics Tax Act of 1914 as
discussed carlicr in this papcr.

The one table contains the only comprehensible data in the DEA press release and makes,
somewhat obliquely, the poiut as stated in the beginning of this analysis. Here is the table which
presents partial Fiscal Year (FY) 2003 data:

. _ noz Y H istr
Total registrants = 963 385 Number % Total Registrants
Investigations Initiated: 557 0.06
Actions Against MDs: 441 0.05
Arrests of MDs: 34 0.01

The table is presented without caption or discussion except what is contained in paragraph four:

Since FY 1999 the DEA registrant populatiou has coutinually increased reaching
almost 1 million doctors (as of Junc 30, 2003). Duning this samc time, DEA has
pursued sanctions ou less than oue tenth of oue percent of the registered

doctors..." [DEA, 2003]

We are talking about risk here and the appropriate statistic is a rate. The Numbers in the table
above can correctly be used as numerators to compute this statistic, however, Total registrants is
nor the appropriate denomiuator because the deuominator used must iuclude ouly physicians who
could possibly come to DEA attention. I call this misleading use of an incorrectly computed rate
Denominator Abuse.

Having a DEA license is necessary but not sufficient to put a physician at risk of investigation,
loss of license and arrest. The other requirement for being a physician-at-risk, thereby eaming a
rightful place in the denominator. is prescribing controlled substances in regimens that DEA finds
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questionable, and this number is far, far smaller. It should be noted in this regard, that DEA
licensure is commonly required for hospital cmployment or privileges regardless of whether a
physician ever intends to prescribe controlled substances or even possesses the special
prescription pad necessary to do so.

Exactly how much smallcr is the appropriatc denominator? The answer is open to interpretation
and affected by assumptions; only the DEA could provide the precise number and they do not
publish this datum. For cxample, using the full year's numbers from the same 2002 data sct, 622
physicians were investigated, charges were brought against 586, and in 426 cases medical
licenses were revoked "for cause.” [Hochman, 2803] Dr. Hochman, a pain specialist and the
Executive Director of the National Foundation of the Treatment of Pain, estimates that the
numbcr of physicians practicing "chronic opioid therapy” was 5000 in 2002. This cstimatc is
somewhat close to the "3000 pain specialists” estimated by Eric Chevlen. [Chevien, 2001] If we
usc Hochman's "5000 doctors practicing chronic opioid therapy" number to compute the rate
statistic (and assuming that all in the numerator are also members of the denominator): 622/5000
=(.1244 = a DEA invcstigation-or-action ratc of 12.44 pereent, orders of magnitude higher than
the incorrectly computed DEA rate statistic of "less than one tenth of one percent of the
registered doctors." The comparable rate using Chevlen's "3000 pain specialists in the U.S." is
20.73 percent of at-risk physicians had DEA action initiated against them in 2002.

I do not know exactly how either Hochman or Chevlen arrived at that their estimates. If
reasonably derived, cither estimate could be a statistically appropriate denominator to computc a
rate statistic. On the other hand, the DEA's choice for the denominator is most certainly wrong. 1
am trying here to give a sense of how important it is to be explicit about one's assumptions in
these matters and of how difficult it is, given the available DEA data, to construct even simple
rates that are more enlightening than misleading. Regardless of how the rate statistic is computed,
a "chilling effect,” as operationally defined in this paper, is not a solely a function of risk as
dcfined by an appropriate rate; scverity of risk, highly publicized trials of prominent physicians,
and the perceived rationality or irrationality of the DEA criteria used to set the "bounds of
accepted medical practice” also play a significant role in how physicians react to the fear of
litigation.

Finally, as Dr. William Hurwitz pointed out in a December 7, 2003 message to the

PAIN CHEM DEP listServ, the DEA presents statistics relating only to their actions against
doctors and not the conscquent distortion of medical practice that is the 'chilling ctfect' they are
claiming to examine. "The same purportedly low rate of disciplinary action cannot logically serve
as an index of both causc and cffect. How can onc determine if there has been a chilling cffect
without looking at what doctors really do? There has been no attempt by the DEA to do so."
[Hurwitz, 2003] [ call this mislcading confusion of outcome for index cvent, V'Quicome
Obfuscation." (See Appendix Two)

One can only conclude that "The Myth of the Chilling Fffect” DEA press release is grossly and
purposefully misleading, and statistically childish.

Before we turn to a consideration of the nature and relative severity of the "drug problem" which
is the justification for the regulation of opioid analgesic medications by federal law enforcement,
let me point out that the above examples of the triumph of big lies and bullies over medical and
social rationalism arc morc than just amusing historical ancedotes. It is beyond the scope of this
paper to thoroughly consider the "Findings of Congress" that are written into the Drug-Free
Workplace Act of 1998 |Brug-free Workplace Act, 1998] and intcrested readers arc referred to
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"A critical asscssment of the impact of drug westing programs on the American

workplace " [Deluca, 2002] Let it suffice 1o say here the magor "Finding,” that "emplovees who
us¢ and abuse addictive drugs and aleohol inerease costs for busingss” was publicly debunked by
rescarch sponsored by the govemments” own National Institute of Drug Abuse and published in
1994 in a book entitled "Linder the fnfluence ? Druegs and the Ameriean Workforee" by Normand
et al. [Normand et al.. 1994] Regarding the minor "Finding”™ that "health benefit uwtilization is
300 percent higher among drug users™ these same authors found studies on this question
equivocal a1 best,

It is particularly dismaying to find this same old tired litany of discredited mformation written,
without attnbution, directly mto magor US, drug policy legislation.

Drugs are Bad. Compared to Whai?

America does have a large substance-related public health problem, but it 13 very difficult o make
a senous case that the substances we should be most concemed about are the illicit drugs and licit
prescription controlled substances, Figure | compares deaths related to the "recreational” use of
tobacco, alcohol, illicit drugs, and cannabis to deaths related to fatal adverse drug reactions
(ADRs) which are captioned "PharmCo.” Note that deaths related 1o illicit drugs are an order of
magnitude lower than deaths related 1o the legal recrcational substances tobacco and alcohol

MNote also that deaths related to cannabis use are zero.

Figure 1 [From: http:(bbmews net'drug-deaths himl|

US Recreational Drugs Deaths
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America’s problem with ADRs is truly stantling in that it is a far more common cause of
morbidity and mortality than illicit drugs and occurs under dinect medical auspices. Lazarou et
al., in their 1998 meta-analysis of prospective studies, published in JAMA, caleulated the overall
incidence of senous ADRS to be 6.7 percent, and fatal ADRs to be 0,32 percent, of hospitalized
paticnts in the U5, |Lazarow et. al, 1998] Focusing on analgesic medication, m 20060
approximately 16,000 Amercans died from direct complications of NSAIDs (non-steroadal anti-
inflammatory medications like Motnn and Maprosyn). In that vear only some 200 died from
OxvContin, usually in combination with alcohol or other drug. [Chevlen, 2001)

Figure 2 was composed from National Houschold Survey data, obtained from the Office of
MNational Dirug Control Policy (ONDCP), to show drug use trends since 1979, While the
govemment is cormect that "since 1979 current drug use 1s down substantiallv,” the data also

clearly show that the percentage of Americans who used illicit dregs in the past month s
cssentially unchanged since 1985,

Figure 2 [Scherlen & Robinson, 2003

Since 1972, current drug use is down substantially.
Past Month Users (in Millions)
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While the war on drugs [ war on doctors has not resulied in decreased regular drug use, it is
making that use increasingly deadly, The goal of mimmizing the hamm to addicts, frequently
proclaimed by the ONDCP, appears to be a dismal failure. These figures lend suppont to the
argument of the drug reformers that drug prohibition docs significantly more harm than good
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Figure 3 shows that over the same pertod of time that current drug use is essentially unchanged,

deaths related to illicit drug use climbed continuously and dramatically, This s the opposite of a
sang public health policy of harm reduction; our national policy creates conditions under which

more and more drug users get sick and die

Figure 3 |Scherlen & Robinson, 2003
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Source: Sourcebook on Criminal Justice Statistics (2003)

The Pain Crisis in Ameri

On October 2, 2003, the Association of Amencan Physicians and Surgeons (AAPS) issved a
statement entitled, "Doctors say U S drug policy forces pain patients to extreme measures, tums
doctors into criminals." [Serkes. 2003] In a country where there is no shortage of physicians
qualified to prescnbe opiate analgesics, which are relatively safer than altemative classes of
medications commonly used in the treatment of chronie pain (antidepressants, NSAIDs, and
anticonvulsants), they noted that the 48 million odd people suffening from chronic pain in the
U5, were having difficulty finding doctors to treat them, and that this was the result of a
tragically misgumided, politically drven national drug policy, defacto law enforcement regulation
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of medical practice, and overzealous federal prosecutors. "The 'war on drugs' has turned into a
war on doctors and |on] the legal drugs they preseribe and the suffering paticnts who need the
drugs to attempt anything approaching a normal life," said Kathrvn Serkes, public affairs counsel
for the AAPS. Referring to an revicw of thirty recent cascs of prosccutions against

physicians [AAPS, 2004] involving physician loss of livelihood, loss of license, and
imprisonment and the abandonment of literally thousands of their patients, Scrkes issucd this
stark and frightening statement to AAPS members:

If you're thinking about getting into pain management using opioids as
appropriate -- DON'T. Forget what you learned in medical school -- drug agents
now set medical standards. [Serkes, 2003

Magnitude and Nature of the Problem

How big a problem is pain in America? Stewart et. al., in a 2003 cross-sectional study using 2001
- 2002 data from the American Productivity Audit on 28,902 workmg adults, revealed that
thirteen percent experienced a loss in productive time during a 2-week period due to a common
pain condition. (Most, 76.6 pcrcent, of the lost productive time was cxplained by reduced
performance while at work and not work absence). Lost productive time was estimated to cost
$61.2 billion per year. They concluded that pain "is an inordinatcly common and disabling
condition in the US workforce..." [Stewart et. al, 2003]

Reports and statements from govermment, regulatory and academic bodics attesting to a massive
problem of untreated and undertreated pain abound. In 2004 Robert Meyer, Director of the
FDA's Center for Drug Evaluation and Rescarch, in testimony to the House Subcommittee on
Criminal Justice, Drug Policy and Human Resources reminded legislators of a Consensus
Statement from the National Cancer Institute Workshop on Cancer Pain over a decade earlier
(1990) which indicated that the "undertreatment of pain... is a serious and neglected public health
problem." [Mever, 2884] The Agency for Healthcare Rescarch and Quality reported in 1992 that,
"half of all patients given conveutional therapy for their pain...do not get adequate relief." [Carr,
1992] In 1999 the Joint Commission on Accreditation of Healthcare Organizations (JCAHO)
issued a press release noting that unrelieved pain had huge physical and psychological effects on
patients and increased health care costs. JCAHO at that time officially declared pain to be the
"fifth vital sign," henceforth regarding the evaluation of pain a routine requirement of proper
paticnt care as important and basic as the asscssment and management of temperature, blood
pressure, respiratory rate, and pulse rate. [JCAHO, 1999]

Roadblocks to Relief

What is the impact of chronic pain on quality of life? Arc there barriers and stigma related to pain
treatment and especially to mainstay opioid medications? Most importantly, do those afflicted
with chronic pain in fact have their pain under control? Does treatment goes far enough
particularly in more difficult cases where first line therapies have failed? These questions about
the effect of chronic pain on individual suffercrs and about their experieneces secking relicf were
ivestigated in a study commissioned by the American Pain Society (APS), the American
Academy of Pain Mcdicinc (AAPM) and Jansscn Pharmaccutical and conducted by Roper Starch
Worldwide, which was published in 1999 as, "Chronic Pain in America: Roadblocks to

Relief" [Roper Starch Worldwide, 1399] Of a mail panel of over 500,000 households
representative of all households in the U.S., a total of 35,000 screening questionnaires were sent
to a random cross-scction and 805 individuals with modcrate to scvere non-cancer pain were
interviewed. The findings are thus representative of all such suffers in the U .S
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e An estimated 9% of the U.S. adult population suffers from moderate to severe non-
cancer related pain.

s Approximately one third describe their pain as being almost the worst pain one
could possibly imagine and two thirds have been living with it for over five years.

e Just over onc-half say their pain is pretty much under control, however, the majority
with the most severe pain do not have it under control and of those who do, it took
most over a year to reach that state.

e Uncontrolled pain has a significant impact on quality of life, affecting the ability to
concentrate, work, socialize, sleep, exercise, and engage in sexual activity.

¢ Controlled pain is associated with significant improvement in function and mood,
however, those with severe pain still have a significantly lower quality of life and
emotional well being compared to moderate pain suffers.

¢ Overall 40 percent are not currently seeing a physician for pain relief believing that
there is nothing more a doctor can do and that they can deal with it. Of severe
chronic pain suffers, 70 percent are under current medical treatment and are
significantly more likely to require emergency room visits, hospitalization, and
psychological therapy in pursuit of adequate pain relict.

« Difficulty finding a doctor willing and competent to treat pain is the rule and not the
exception. Approximately one half of the entire sample have changed physicians
since the onset of the pain condition and over on fourth have made at least three
changes because doctors did not take their pain seriously enough, or were unwilling
to trcat it aggressively, or seemed to lack knowledge about pain.

s Among the subset with severe pain, the level of frustration with the availability of
adequate medical care was truly disturbing. The majority had changed doctors and
almost one third had made three or more changes primarily because of persistent
intolerable pain despite treatment.

o Opiate analgesics are rated significantly more effective than non-opiate pain
relievers among those who had ever tried them, though fears about addiction and
side cffects limited wider usage. A small percentage had tumed to alcohol at onc
time or another for relief, and this was most common in those middle aged and in
men.

Etiology of the Undertreatment of Chronic Pain in America

In 1929 Alexander Fleming published his discovery of penicillin, the first antibiotic. Prior to
this time, all the way back to ancient Greece, physicians could be relied on for little else
beyond the skillful administration of opium preparations and later morphine, which was
isolated by German pharmacists at the turn of the century, towards the effective relief of
pain. Just as there is no historical record of a national drug abuse problem in the first decade
of the 20" century, a pervasive problem of the undertreatment of pain was likewise unheard
of. Indeed, especially after the invention of a practical hypodermic syringe by Alexander
Wood in 1845, mmpant undertreatment of pain such are we are experiencing in the early 21*
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century would probably have been unimaginable to medical practitioners in the early
decadcs of the Twenticth Century.

Recognizing the efficacy of opioids in relieving pain and in improving the mood and functioning
of the majority of chronic pain patients many experts have urged that such medications not be
denied to sufferers. Portenoy, among others, has thoroughly studied and reviewed chronic opioid
therapy and the consensus is clearly that long-term opioid treatment is safe, cfficacious, and 1s
widely perceived to improve functioning and quality of life. [Porteney, 1996];[Portenoy &
Foley, 1986]

How then can we explain the shortage of American physicians willing to prescribe appropriately
potent opioids in appropriate doses on an ongoing basis to achieve such results? One reason is a
persistent belict in the medical community that opioids arc dangerous and difficulty to use and
that in high doses commonly cause respiratory depression and death. In fact, respiratory
depression is often seen in studies when opiate-naive subjects who are not in pain are given acute
doses in the range commonly used to treat pain. The same doses given to opiate-naive patients in
pain do not causc respiratory depression. An cxplanation is that paintul stimuli affect the
respiratory center of the brain counteracting the respiratory depressant potential of the opioid.
This is why opioids can and should be titrated to cffcct against pain. [McQuav, 1999] Further,
respiratory depression and death from overdose are so rarely seen in pain populations receiving
chronic opioid therapy because while tolerance to the analgesic effect of the drugs develops very
slowly if at all, tolerance to the respiratory depressant and euphoric effects develops relatively
rapidly.

A second persistent erroneous belief is that addiction is a common outcome of chronic opioid
therapy. There is no research evidence of any quality that chronic opioid therapy is associated
with any significant level of addiction outcomes. This is consistent finding over decades.

e In 1981, Medina and Diamond reviewed their experience with 2,369 patients treated in
the 1970's at the Diamond Headache Clinic in Chicago for a NIDA Research Monograph:
only two of 2,369 patients showed signs of psychological dependence (addiction)
consequent to their receiving opioid or other pharmacotherapy. [Medina & Diamond,
1981];[Medina & Diamond, 1977]

e Moulin et. al. (1996) employed a randomized double-blind crossover study design to
investigate whether oral morphine effectively relieved pain and improved quality of life
in a group of chronic pain patients who had failed other therapies. Their findings: "[The]
morphinc group showed a reduction in pain intensity relative to placebo in period 1
(p=0.01) and this group also fared better in a crossover analysis of the sum of pain
intensity differences from baseline (p=0.02). No other significant differences f[including
psychological symptoms, fiunctional status, and cognition] were detected." [Moulin et.
al., 1996] (cmphasis minc)

o Ina2003 review article in the New England Journal of Medicine, Ballantync and Mao
thoroughly examined the literature on opioid therapy. In none of the 37 articles reviewed
by these authors was addiction as a consequence of opioid therapy found to be a major, or
even significant, problem. [Ballantyne & Mag, 2003]

A corollary of the belicf that opioid therapy commonly causcs addiction is that modem potent
opioid formulations favored by expert practitioners, for example sufentanil and Oxycontin, are
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especially dangerous in this regard. This is entirely incorrect and suggests a failure to understand
the basic pharmacology of opioids and of substance abusc. Sufentanil is 1000 times more potent
than morphine but it's therapeutic index, the ratio of the dose necessary stop breathing to the dose
necessary to stop pain, is similar to that of morphine. The addictivencss of a substance, morc
accurately how neurophysiologically reinforcing a substance is, depends on the interaction of
host, substance, dosc, rapidity of onsct of action, duration of cftective blood levels after ingestion,
and pattern of ingestion (daily regimen). Transdermal fentanyl and Oxycontin were designed in
part to decrcasc abusc liability by producing a gradual onsct of cffects and prolonged steady state
blood levels. This is distinctly different from the "drugs of choice" of substance users and abusers
which arc uniformly rapid in onsct and of short duration, for cxample, caftcine, alcohol,
amphetamine, methylphenidate, cocaine, short and intermediate acting barbiturates, alprazolam
(Xanax), heroin, morphine, and short-acting oxycodonc.

The third persistent erroneous belief widely held by the American medical community is that
opioid drugs should be avoided because increasing medical use will lead to a corresponding rise
in diversion to illicit recreational use. It is this "problem" that is the "drug crisis" that is the target
of America's peculiarly intense regulation of controlled substances. Joranson et. al., in an
important 2000 J4AA article, measured the proportion of opioid abuse (as opposed to mere non-
medical usc or cmergency room "mentions” of opioid usc) as well as overall trends in the medical
use and abuse as a result of medicinal opioid therapy for severe pain. The results:

Conventional wisdom suggests that the abuse potential of opioid analgesics is
such that increascs in medical usc of these drugs will lead incevitably to increascs
in their abuse. The data from this study with respect to the opioids in the class of
morphine provide no support for this hypothesis. The present trend of increasing
medical use of opioid analgesics to treat pain does not appear to be contributing
to increascs in the health conscquences of opioid analgesic abuse. [Joranson,
2080]

The Distortion of Medical Practice

The persistence and power of these beliefs, which are quite simply wrong, over the medical
community is remarkable. This, I believe, is a consequence of basing national drug policy on the
given that opioids are bad because the policeman says they are and are therefore dangerous for
physicians who would prescribe them - but that is an uncomfortable thing for the medical
community to admit. So we hold on to half truths and false beliefs which more acceptably bolster
the legislatively encouraged behavior which is the avoidance, fear and loathing of opioid therapy.
Jacob Sullum refers to this as opiophobia:

Torture, despair, agony, and death are the symptoms of "opiophobia," a well-
documented medical syndrome fed by fear, superstition, and the war on drugs.
Doctors suffer the syndrome. Patients suffer the consequences. [Sullum, 1997]

Socicty sanctions these belicfs and doctors arc punished for acting otherwisc by regulatory
structure and function. The authority lies in state health practice acts and in the federal CSA and
at both of these levels the war on drugs, war on doctors is unquestioned policy. 1t is this authority
so directed that informs "the standard of medical practice" by which physicians are then judged,
at least as much as the current state of medical understanding does. The various guidelines
produced by clinicians in negotiation with various state and federal the boards and agencies also
incorporatc these crroncous belicfs and in fact reinforce and legitimize them. Often referred to as
embodying the "principle of balance," in fact such activities are examples of the pitfalls and
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consequences of negotiating with people whose mission and values rest on a belief that addicts
arc criminals who belong in jail. and in drugs with the power to render citizens sonlless, amoral,
ghouls.

Even authors who ably explain the power relationships nnderlying the pain crisis in America
conclude by calling for more physician education or for the inclusion of more clinical expertise in
conscnsns bnilding with law cnforcement. They arc wrong.

If the problem were one of physician knowledge or of the dissemination of clinical expertise, and
not state and federal regulatory behavior guided by a war on drugs policy and mentality, then we
would expect that medical knowledge and the current state of the practice of pain management
wonld be snbstantially the same in conntries where the regnlatory balance struck is far less
dctermined by anti-diversionary law enforcement. Let us consider two recent studics of doctors'
medical knowledge and attitudes about basic aspects of pain management and about the
deficiencies in the treatment of patients suffering from chronic non-malignant pain.

Rothstein et. al. 1998, nsing a questionnaire to investigate a sample of Germany physicians, found
that the "|trcatment| of pain with strong opioid analgesics was scen as beneficial for the patients
[and the] use of strong opioids for long-term treatment was recommended, and psychological
addiction was rcgarded as non-cxistent." |Rothstein et. al., 1998] The results of a similar survey
administered to a group of Texas physicians in 2000 by Weinstein et. al. are starkly different.
"Overall, a significant number of physicians in this survey revealed opiophobia (prejndice against
the use of opioid analgesics), displayed lack of knowledge abont pain and its treatment, and had
negative views about paticnts with chronic pain." [Weinstein et. al, 2000]

Conclusion

In 1918, a mere four years after initial passage of the Harrison Tax/Prohibition Act, a high level
commission was appointed by the Secretary of the Treasnry to examine the drug problem. It
reported that an illegal black market approximately equal to the legitimate medical trade in these
substances had come into existence. It also noted that some twenty cities including San Francisco
and New York were reporting increasing addict populations, snggesting migration and the
beginnings of a drug subenlture. [Brecher, 1972b] And so in 1918 the Treasury Department
documented the birth of "the drug problem" in Amcrica. The committee noted that "the wrongful
use of narcotic drugs had increased" since Harrison, but it is also simply and tragically true that
the Narcotics Division of the Treasury Department in their Iegal challenging of Harrison and
highly aggressive police actions directly brought these problems into being. Before prohibition
there were no "wrongful uscrs,” no "illegal black market," no migration of addicts to form an
incipient drug snbculture and black market in major cities. We made these problems.

The committee's recommendation? Stricter law enforcement and the passage of State legislation
patterned on the Harrison Act to stem the apparently rising tide of drug abuse. [Brecher, 1972b]
And so the pattern was sct. The perpetual drug crisis was brought into existence between 1914
and 1918. We have compounded the problem with decades of criminalization and imprisonment
of drug users, collateral damage to geuerations of pain patients, and over eighty years of ongoing
harassment of caring physicians and distortion of medical ethics and practice, and of the
constitutional right reserved to the States to regulate medicine. The emperor has no clothes.
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The Solution...

Is Not More Education of Physicians

As we have noted, calls for more and better education for physicians have been frequently offered
as the solution to the pain crisis, and at one level, who could be against education? Educational
campaigns regarding modem techniques of optimizing chronic opioid therapy in the treatment of
non-cancer chronic pain, are in fact highly successful in countries where the chilling effect does
not hold sway, but they arc not ctfective in addressing the chilling cffect itsclf, which is the
problem in the United States. The point of the comparison between physician education in
Gemany vs. the U.S. (above) is not that German physicians better leamed chronic opioid
therapy. but that the U.S. doctors have also been taught an opiophobic worldview that places
them squarcly in a therapeutic double bind.

Is Not More '"Research" in Thrall to Governmental Policy

The American taxpayer deserves a lot more for the money they spend on supposedly "scientific”
federally supported rescarch from the likes of the Substance Abusc and Mcental Health
Administration, the Centers for Substance Abuse Treatment and indeed from the Congress of the
Unitcd Statcs. What we get is the endless spinning of data to suit drug war policy objcctives and,
as we have discussed in this paper, the knowing incorporation of nonsense and bad science into
Congressional legislation such as the Drug Free Workplace Act of 1998. [DeLuca, 2062] If there
is a real drug problem in this country let physicians and public health researchers rigorously
defime it and proposc rational solutions instcad of decade after decade of crisis declaration,
denominator abuse, flash trash and shock schlock (see Appendix Two).

Is Not More Negotiation with Law Enforcement

Appeasement is a strategy that groups of clinicians and policy-makers have used in an attempt to
work with the DEA to agrce on common guidclines for preseribing for pain paticents, for cxample.
Appeasement is also a strategy or understanding emploved by individual clinicians and policy
makers as they justify their actions to themsclves and others. For example, the clinician who
declines to treat a patient for pain because that patient might be considered an "addict" by
regulatory and law enforcement bodies is practicing appeasement.

What is common and what defines appeasement is a tacit agreement with the DEA core belief in
magic substances that turn some users into criminal addicts requiring long term incarceration to
be distinguished from deserving pain patients who may morph into criminal drug addicts at any
moment. This is gibberish and nonsense, of course, promulgated by the very same police forces
that invented and that perpetuate the real drug problem in America.

Law enforcement does not deserve a place at the table where scientists and clinicians and
politicians of good faith should mect to honestly asscss the harm that has been donc to
criminalized drug users, pain patients and physicians and earnestly seek ways to undue the public
health crisis stemming from our disastrous drug war juggemaut.

Is to Let Doctors Treat Pain, Let Doctors Treat Substance Use Disorders

The solution to this awful societal dilemma is to once again allow doctors treat patients
respectfully, as whole and complex human beings. Some of these patients have simple medical
problems; others complex conditions involving overlapping emotional problems and substance
use disorders. Let doctors freely treat pain and addiction just as they do the other chronic public
health problems of major importance and conscquence in our socicty, such as alcoholism, asthma
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and chronic obstructive pulmonary disease, HIV, chronic liver disease, and hepatitis C. These are
medical and public health matters, and are treated primarily as such by all Westem nations cxeept
the U.S.

Dr. Jerome H. Jaffe, a psychiatrist who became head of President Nixon's drug programs and
established a network of methadone treatment centers for heroin addicts, remarked in the 1965
cdition of Goodman and Gilman's textbook, The Basis of Therapeutics:

Much of the ill health, crime, degeneracy, and low standard of living are the
result not of drug effects, but of the social structure that makes it a criminal act to
obtain or to use opiates for their subjective effects... It seems reasonable to
wonder if providing addicts with a legitimate source of drugs might not be
worthwhilc, cven if it did not make them our most productive citizens and did not
completely eliminate the illicit market but resulted merely in a marked reduction
in crime, disease, social degradation, and human misery. [Jaffee, 1965]

The Real Enemy is the Big Lie

In 1962 the United States Supreme Court described the addict as "one of the walking dead,” and
one could no doubt find isolated persons superficially fitting this description among addicts living
under modem prohibition-causcd conditions ot high opiate prices, vigorous law enforcement,
draconian penalties, and ostracism. The court erred, both in presenting its ghoulish description as
the norm and by attributing this "addict” statc of being to the drugs themsclves rather than to the
laws and to the social conditions which largely determine the how modem addicts live.

The US tries, through its drug policy, to keep drugs out of the hands of addicts; most countries,
like the UK, Denmark, and the Netherlands, put their resources into trying to keep drugs out of
the hands of the as-of-yet unaddicted. Addicts are treated, with various forms of opiate
maintcnance including methadone, heroin. and buprenorphine. by community physicians,
individually. In the European model, addicts don't ‘clump up,' and a drug subculture is less likely
to form and less likely to be strong. In the American model, we interfere with the community
treatment of addiction, instead segregating suffers into 'treatment centers' including drug-free
inpatient, drug-free outpatient, methadone maintenance, and jail. Under conditions of prohibition
this breeds subculture and crime-culture which is then misleadingly called "a drug problem."
Accurately, these are drug prohibition problems.

Tt is argued here that prescription drug abuse is a trivial problem compared to under-treated
chronic pain in this socicty, and onc that would largely disappear were doctors permitted to frecly
treat addiction and pain. Instead, American physicians daily face the demoralizing and futile task
of distinguishing between chronic pain and addiction. to the satistaction not of the paticnt or
medical peers, but of federal policemen who have the power to crush their livelihoods and jail
them as drug dealers or murderers.

The myths of the criminal addict, of the perpetual drug crisis, and of a significant prescription
drug problem caused by venal pill-pushing physicians in the guisc of pain doctors arc decply
intertwined in our national law, social values, prejudices about pain, poverty. and race, and have
severely distorted our public health research systems and medical practice. This genie will not be
put back in the bottle in anything like the four years (1914 - 1918) it took to unlcash it.
Administration after administration, Congress after Congress, generation after generation of
physicians, and an entrenched and often reactionary substance abuse research and treatment
industry, have all bought into and amplified the Big Lie.
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We can start by looking to Western Europe and Australia where a policy of harm reduction has
gonc a long way in mitigating the worst abuscs of the war on drugs. including supporting vastly
more enlightened medical attitudes and of modem pain management practices. And we can stop
negotiating with and attempting to appeasc law cnforcement who brought this scourge upon us
toward the accumulation and maintenance of their ever increasing power over the citizenry.

Let honest public health rescarch and enlightenced citizens groups and political Icaders finally lcad
the way towards championing expert pain management for all, compassionate medical care for
the sick and disabled among us. and universal respecet for cvery individual as a human being who
potentially suffers.

Appendix One

Fooling most of the people all of the time

Declare a perpetual crisis...

The historical existence of a "drug abuse crisis" that justifies the extreme financial and social
expenditures of a decades long "war on drugs." and the bizarre result that the practice of medicine
is defacto regulated by federal law enforcement, is an article of faith among the drug warriors and
onc that has been so often repeated that it shocks many to hear that evidence for the cxistence of a
problem for which the war on drugs is the solution is very scarce while evidence of the awful cost
of the war itself abounds.

History aside, it is extremely difficult, I think, to make a rational argument that there exists a
continuing drug abusc crisis complete with periodically declared "epidemics.”" Nonctheless, the
relentless dirge and dire wamings of the drug warriors continues into the present. [Leshoer,
2601];|Vastag, 2081] It is crucial that onc thoroughly grasp the most robust trend in addiction
epidemiology: drug use has dramatically declined over thirty years. Past month use rates are
literally half of what thev were in the 1970's, and there has been virtually no change in past-
month drug use for over a decade. The declining trend was clearly established for a decade before
workplace drug testing became routine. [Maltby, 1999] In 2000, Quest Diagnostics reported that
positive uring drug tests were at historic lows, down some 66 percent in eleven vears. [Quest,
1999] In that report, 62% of the positives were for marijuana - a group particularly unlikely to
cause workplace problems. [BeLuca, 2002]

Tt's Orwellian: thirty years of steady decline in national drug use but drug abuse somehow
remains a "crisis" and an "epidemic" justifying a brutal war on doctors and pain patients.
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Appendix Two
Statistical Tricks of the Drug Warriors

Outcome Obfuscation

A sort of statistical sleight of hand, Qutcome Obfuscation is a misleading confusion of outcome
and index event. For example, in their 2003 press release "The Myth of the 'Chilling Effect™ the
DEA (sec "The Dissembling DEA and the 'Chilling Effect™ above) the index event is the rate
of actions against physicians, which they incorrectly calculate. The outcome would be some
mcasure of cffect on physician behavior resulting from the index prosccutions, which the DEA
ignores.

Outcome Obfiscation commonly turns up in statements like the following, in which drug use is
correctly identiticd as an index cvent, but is also incorrectly identificd as the (problem) outcome.

. "In 2001 it is estimated that 94 million people had used an illegal drug at some point in
their lives. Today, some 16 million people arc using illicit drugs at Icast once a month --
about seven percent of the population.”

. "The National Household Survey on Drug Abuse reports a significant increase in "past
month, non-medical use" of pain relievers among those age 18-25 when comparing 2001
data with that for 2000."

The mislcading message is: use = abusc = problem = national crisis demanding federal action.
More accurately and honestly we might say, for example, that a teenage alcohol use rate of X
(index event) resulted in Y motor vehicle accidents (outcome).

Denominator Abuse
Denominator Abuse is the misleading use of an incorrectly computed rate statistic.
(See "The Dissembling DEA and the 'Chilling Effect’" above.)

Flash Trash
The use of suggestive of provocative numbers or statistics, usually presented as true prima facie.
which when analyzed using algebra, do not in fact support the implied conclusion.

A famous cxample of #lash Trash is contained in the Behrman casc discussed in the "Historical
Antecedents” section of this paper. Behrman was arrested for prescribing at one time 150 grains
of heroin, 360 grains of morphinc and 210 grains of cocainc. These amounts arc not as outragcous
as they might seem. Just to put the dosing in perspective, and considering for the moment only
the morphine component of the medication regimen, 360 grains represents near ideal outpatient
maintenance dosing for an opiate dependent person based on a modern understanding of
mcthadonce dosc-cffectivencss rescarch.

e | grain = 64.8 milligrams (mg).
e Outcomes for MMTP (mcthadonc is cquipotent with morphine) are best in the dose range

of 100-200 mg a day; chronic pain patients sometimes require doses in the grams /day
range.
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s 360 grains X 64.8 mg / grain = 19,440 mg / 150 mg/day = 129.6 days = approximately 4
months supply = a script for onc month with 3 refills with a little left over = medically
appropriate ambulatory treatment of opiate dependence.

T have no knowledge of Dr. Behrman other than what is written about him in the document by
Rufus King in his "The Narcotics Bureau and the Harrison Act: Jailing the Healers and the Sick"
article [King, 1953] and 1972 book, The Drug Hang-Up, America's Fifty Year Folly |King,
1972b] and in Brecher's 1972 Licit and Hlicit Drugs, [Brecher, 1972¢] and I do not know what
his intentions were. Assuming for the sake of argument that he was acting as a legitimate
physician, we could hypothesize that the morphine / heroin / cocaine regimen was part of a
detoxification-to-abstinence regimen starting with morphine at, say, 200 mg /day decreasing the
dose on a weekly basis, faster at first slower towards the end, switching at some point to heroin
(belicved at the time to be an cffective 'cure' for morphine dependence) and ultimately tapering to
abstinence using the cocaine, in the accepted manner of the day, to mitigate the depression and
ennui known to accompany detoxification from opiates. This detoxification regimen could be
accomplished, given the amounts of the medications involved, in six to twelve months depending
of the patients' progress.

For another cxample of Flash {rash, consider the following sentence from a DEA document
entitled, "A Closer Look At State Prescription Monitoring Programs" in the "Scope of the
Problem" section by Susan Peine, DEA Program Analyst: "In the last five years of her life, Renee
obtained at least 469 prescriptions—11,684 doses of pills—from 43 Treasure Valley pharmacies
under the names of 110 doctors." |Peine, 2003] (Presumable there were many forgerics or did she
see two docs a month for 5 yrs?)

e 5years X 365 days = 1825 days

o 11,684 "doscs of pills" / 1825 days = 6.4 doscs / day as in the very commonly written,
"Take 1 dose every 4-6 hours as needed for pain." This would be a pharmacologically
correct script for the low potency, combination-opiate formulations such as Tylenol #3,
Vicodin 7.3/325, Percocet, etc, etc.

If the patient were taking such most commonly prescribed opiates, the number of pills she had to
work incredibly hard to obtain is the amount of medication, daily, commonly prescribed for
toothache.

Shock Schlock
Shock Schiock is the presentation of lurid or otherwise shocking anecdotes in lieu of meaningful
data and sobcr statistical analysis.

Consider again the "Scope of the Problem" section of the DEA's "A Closer Look At State
Prescription Monitoring Programs” [Peine, 2083] which, after all, was written by a DEA
'"Program Analyst:'

Kentucky is a hotbed of prescription drug abuse. The reasons are many—drug
seeking patients, pill-pushing doctors, no-questions-asked pharmacists. and lax
oversight and enforcement.”" Two examples cited: During a 15-month period, a
woman visited 10 doctors a total ot 45 times, went to three hospitals' cmergency
rooms at total of 43 times, visited four dentists, had 30 prescribers of medicine,
filled 159 prescriptions in 103 visits to cight drugstorces. Cost to the statc
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14,508, after she was restricted, her treatment for one year dropped to 83,091,
Dunng a 13-month penod, a man visited five doctors a total of 56 times, went to
two hospitals’ emergency rooms & total of 18 times, had 224 prescriptions filled
in 114 visits to 13 drugstores, Cost 1o the state $32,130; after he was restricted,
his care for one vear dropped 1o $5.604." |Peine, 2003

One might expeet 1o find data and analysis demonstrating, minimally, a mastery of the real

situation and a reasonable plan of action and a plausible connection between the two. Instead, the
taxpayer is treated to anecdotes worthy of tabloid journalism.
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PREPARED STATEMENT OF MARTIN E. WAUGH, D.O.

From the time I was little, I had always dreamed of becoming a doctor. Though
I grew up on a farm, my folks always encouraged me to pursue my dream, even
%ough that meant not following in my father’s footsteps as a farmer in western

ansas.

I had always pictured myself in the healing profession, sharing the forgiveness
and healing power of Christ to those who were hurting in body, mind, and spirit.

In 1982, I graduated from Oral Roberts University in Tulsa, Oklahoma, a body,
mind, and spirit university. I met my wife, April, there, and in May of 1982, we
were married. I subsequently attended Oklahoma State University in Tulsa, where
I received my D.O. degree. I was well on my way to living out my dream as a physi-
cian. While living in Tulsa I entered the Army Reserve, and with that took an oath
to uphold and defend the Constitution of the United States against all enemies. This
was a very proud moment for me, as my father had served in the Marines in the
Korean Conflict.

In the late 80’s and early 90’s, I was very concerned about the spread of HIV,
and I pursued an opportunity at Yale University after graduating from medical
school. I managed an outpatient clinic whereby heroin addicts received detoxifica-
tion on an outpatient basis that I helped to develop. This population was, of course,
at risk for the spread of AIDS.

After a two year substance abuse fellowship, our clinic’s published success rate
won several million dollars of federal grant monies. At that time, my mentors en-
couraged me to pursue a specialty in Psychiatry at Yale. So, I entered and com-
pleted the Yale Psychiatry Residency program in 1995, which added another three
years to my postdoctoral studies.

During my time at Yale, I became aware of the use of brain scans and its applica-
tion in diagnosing impulses that addicts and other patients had. Studying brain
scans in the university setting was difficult, mostly due to the fact that we had only
one functional brain scan machine, and many others competed for time on that ma-
chine. So, when the opportunity presented itself in 1996 of joining a
Neuropsychiatric private practice in Northern California with 3,000 brain scans on
file with the latest brain scan machine available, I accepted a position there. I was
also able to continue to publish studies on substance abuse and brain scans.

After a year of working for Dr. Daniel Amen in Fairfield, California, I opened up
my own practice in Davis, California, while continuing to collaborate with him on
using his excellent brain scan machine for my patients. My practice grew very
quickly, mostly from referrals from other physicians due to my substance abuse fel-
lowship and Psychiatric training. Many patients who had been problematic to others
were also given to me by the clinic.

My patients were typically people whose diagnoses were lost in the chasm be-
tween Neurology and Psychiatry, proper. This can occur when a temporal lobe sei-
zure disorder creates a constellation of symptoms that resemble ADHD, but must
be treated primarily with anticonvulsants, before considering a stimulant for any re-
sidual ADHD. Many of them had tremendously complex medical needs and some of
‘(cjhAem needed daily supervision. These were the ones that moved to houses in Davis,

I would typically make rounds early in the morning, sometime dispensing medica-
tions to those who had been unable to manage their medications on their own. This
dramatically cut down the abuse potential of a medication like Ritalin, and since
this was similar to making house calls in New Haven, CT, as I did throughout my
Substance Abuse Fellowship, and Psychiatric residency, I thought that it was or
should be the standard of care. It certainly was the standard of care when I was
at Yale, so I thought this should be acceptable in Davis, CA. I did not realize that
without the protective arms of Yale around me, however, this behavior, which was
helpful to my patients, became suspect to the town authorities.

Throughout our married life, my wife and I had always shared extra rooms in our
home with others. Some were patients, some fellow physicians. Now that we were
in California, when the needy presented themselves for treatment, and we found
that they had neither safe housing nor ability to afford medications, sometimes we
would intervene by offering them a room at the boys house, or even a temporary
respite in our house.

I have been deeply ingrained with the oath I took, the Osteopathic version of the
Hippocratic Oath, which states that we will treat our patients as friends, and the
religious command I had to care for how I treated the least of these, in matters of
hunger or medicine. They had been put in my path; I could not turn them away.

While at Yale, the treatment and medications were given free to the patients, paid
for by grants. While training at Walter Reed on active duty in the Army, medica-
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tions were paid for by the Army. In California, this was the first time I had ever
encountered patients who needed life saving medicine, who sometimes could not af-
ford to buy it. So, since my practice was successful, I used up to $5,000 a month
to buy medicines for patients, while we were getting them on State services. In ret-
rospect, in the town of Davis CA, this was not a wise move.

As T was used to the rigorous, thorough practice of medicine at Yale, I was
shocked to encounter a substandard practice of it in California. We began to sense
that what had been praised and well-funded on the East Coast, with in-house treat-
ment and outpatient detoxes, was now scorned, mocked and put under surveillance
in California. The authorities could not accept that I was a Christian doctor, treat-
ing some of my live-in patients for free. They thought otherwise and after spending
quite a bit of time and money investigating me, they finally resorted to actions
below the law. I was always fully cooperative with any questions they or the State
had about the care I was giving.

Fully mindful of the penalties of perjury to Congress, I shall now describe what
happened on the day that my world turned upside down. I will only state facts that
can be independently verified.

On the morning of May 29, 1999, I was arrested for the unlawful distribution of
a controlled substance.

At 7:15 a.m., our home was raided by a SWAT team. My wife awoke to five police-
men breaking open our bedroom door, guns drawn, screaming at her to get out of
bed and down on the floor. They handcuffed her for several hours—saying that she
was not being arrested but being “detained” for questioning. I had already left the
house to make my morning rounds. When my wife asked to see a search warrant,
she was told that one would be forthcoming, (since they didn’t have one until the
courts opened at 9 a.m.). The three other people who were staying with us had their
seizure disorder medication taken from them, their pain medicine (one patient had
a few Vicoden for her Fibromyalgia) and their stimulant medications taken. They
also took all of the empty bottles that my wife had saved in the garage of all of
the people we had bought medication for that she was saving for tax purposes. Most
of these prescriptions were antidepressant or anticonvulsant medications, not con-
trolled substances.

At the same time across town, my office was being broken into. Many patients
charts were taken, including all of my back copies of triplicate prescriptions that
I was required by State law to save, and most importantly my computer system that
had a custom program to keep track of all patients’ medications, serial numbers of
the triplicate prescriptions, and dates that they were prescribed. When the prosecu-
tor’s office gave me back this computer 1% years later, they said that there was
no medical data on it. It had been erased while in their custody, but since I had
a back-up copy of the data on a disk that they didn’t find, I was able to bring the
computer back with all of its lost data.

The worst thing they did that day was to take my triplicate prescriptions which
had just been issued for that month. Even though the DEA were also present at
the time of my arrest, and at my house raid, they told me and the town police that
they had no problem with my triplicate prescriptions, the town of Davis police force
said they did have a problem with them and were still taking them from me, in di-
rect violation of State law that mandates a hearing must be conducted before trip-
licate prescriptions are confiscated.

So, I now had 100 patients that I had to refer immediately, with no court hearing
and no recourse. These patients were children entering into summer school, needing
their Ritalin, and some were patients with chronic pain. Thankfully, all the physi-
cians to whom I referred these 100 patients kept them on the same doses as had
worked for them in the past.

All—except for one patient who was on a higher dose of stimulant, and other doc-
tors initially didn’t want to take on his care due to his complex medical needs. These
higher doses of stimulant medications had literally brought him back from a serious
depression in which he had made a serious attempt at suicide before I took him as
a patient.

With his parent’s desperate pleas and the fact that I had treated him for three
years, I felt responsible to make sure he had a smooth transition to another doctor’s
care. Since I still had legal authority to issue white prescriptions, I gave him a
white prescription and told him that until we could find another doctor to take him,
he could fill it in Nevada as they had no requirement for a triplicate form for con-
trolled substances. This action earned me a second arrest, and my bail was set at
$500,000 dollars, clearly an attempt to financially deplete me. The judge even said
that “we couldn’t even hold you for a day, so money doesn’t appear to be a problem.”

In desperation, we hired a San Jose attorney, who told me that he taught at Stan-
ford. With $25,000 given just for the preliminary hearing, and $50,000 given to him
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up front to prepare to fight a trial, he dragged out my case for 1Y% years, ultimately
calling my parents in Kansas without my permission or knowledge, and told them
that he thought I could get up to 27 years in jail. This prompted them to drive 24
hours straight to Davis, to plead with me to take a no contest plea to one count
of improper distribution of a controlled substance, and to get out of California. They
said they might die and I would not be able to be with them at that crucial time.
They also reminded me that without my computer records, and the files that had
not been given to my defense lawyer, how could I expect to get a fair trial on my
memory and word of proper diagnoses and treatment of my patients. So, I plead no
contest to a felony count of an unlawful prescription. I did not want to do this, but
my wife and my parents did not want to risk a trial with a potential outcome of
state prison time for the maximum sentence of 27 years. So, I gave in. In exchange
for pleading no contest to something I did not do, I spent 4 months in county jail
and worst of all, accepted a felony on my record. I was devastated.

When the Osteopathic medical board investigated this, they refused to accept my
backup copies of computer records for all my triplicates for the past three years,
stating that since the police said that they were not there in my computer at the
time of the arrest. They stated that I must have made these records up from mem-
ory. There is no way that I could remember all the data including serial numbers
of three years of triplicate prescriptions. When I asked them if I could just go back
to the Army, their reply was no, because they did not trust the Army to properly
supervise me. They ultimately revoked my CA license. I never got past the adminis-
trative section of the CA medical board to the doctors on the board. I felt that if
they could just see what had been done, and hear on a case by case basis the tre-
mendous gains that patients had made under my care, that they would rule dif-
ferently.

During my earlier years of training, I had previously been licensed in New York
where I had moonlighted in various ER’s. When the State of New York reviewed
my case, they had a three doctor panel. They listened for hours and reviewed all
of my back copies of my recovered records from the computer, and most notably said
that they thought I should be able to have my license renewed, since I had suffered
“legal malfeasance,” in California. Their carefully considered ruling was overturned
by an administrative lawyer from the New York Department of Health, and it has
been stated that until CA says that I can practice again, they will take no further
action, other than to suspend my New York license. The thought of me going back
to CA puts my family into such fear and depression, that I cannot bring myself to
put them through further trauma.

My hope now resides with my expired license in Connecticut or even Oklahoma
where I have had good records of training. Once I get a state to license me, I will
go straight to the Army, where I served honorably for 10 years; the Army has al-
ready said that they could use me here at Walter Reed. I would even prefer a tour
overseas, so that the returning wounded could see that I have a combat patch and
would relate to me better. I believe I know something personally about how to re-
build your life after great trauma. I simply want to discharge the skills that I have
spent so many years getting and desire to be in an institution where the Constitu-
tion of the United States is still revered and followed.

Since there are two cases that highlight the type of patient care that I gave in
Davis, and these folks don’t have the honor of having their voices heard by Con-
gress, I feel that I should briefly describe their stories:

Suzanne was a 57 year old woman who was known in Davis as the town’s worst
drunk. She had lost her housing years before when she lost her disability due to
her alcoholism. Her case was made more complicated by a Temporal Lobe Seizure
disorder and Fibromyalgia. I sent her to the town’s local ER, when she showed up
in my office one day with early signs of potentially life threatening alcohol with-
drawal seizures. The hospital accepted her referral from me over the phone, but
when they saw it was Suzanne, whom they knew had no way to pay for her care,
they did no treatments other than to give her cab fare, with instructions to get out
of the county. No other treatment facility would take her, either. So, I took her into
my home where she successfully completed her alcohol detox.

Over the next 6 months, she cleared up all her many public court cases for public
drunkenness, and the court even ordered her as a part of her probation to continue
treatment with me. She was also on a low dose of opioids for her Fibromyalgia and
anticonvulsants for her seizure disorder. She progressed from barely being able to
think straight, to six months later being able to play the piano again and recite the
Night before Christmas from memory. She was also reconciled with her daughter.
When I asked the police how they could explain her progress on the day I was ar-
rested, they said that they could not.
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Judy was a 37 year old heroin addict from the next town over in Woodward, CA.
I had been treating her daughter for ADHD and when I asked her grandparents
where the mother was, they shook their heads and said she was a heroin addict and
prostitute, and that they could not even acknowledge her when they saw her on the
street. I told them that we could find her and detox her because I felt that this
would go a long way in helping her daughter with her anger and ADHD. We found
her and since there was no treatment facility that would take her either, she also
moved into our house while she was working on reintegrating with her parents and
daughter. She was on parole and when she was approached after my arrest, she was
given a choice by the police—to either say that I had been sexually inappropriate
with her or had given her medications for sale. If she chose neither, she faced going
back to prison to serve out her time. She chose the latter and served 11 months
in a CA state prison. She told them and us that she could not lie just to make it
easy for herself.

My office secretary was also a recovering alcoholic whose children I was treating
for ADHD. Court records of her divorce showed that the police came to her after
she sent her children to school with an afternoon dose of Ritalin in their pocket.
They told her that unless she said that I gave them Ritalin without even properly
diagnosing them, they would file child endangerment charges. Since she was afraid
they would be returned to their father’s custody, she agreed to lie. Her divorce
records in Suisun, CA, record these facts about what choices the police had offered
her. This was the charge that I plead no contest to—since their records had been
confiscated, and I had only my word as proof. I do understand and forgive why she
buckled under such tactics by the Davis police.

While the DEA did not object to my practice, they did nothing to stop the town
police from illegally seizing my triplicates. The fact that one county over they had
one month before employed similar tactics in the prosecution and arrest of Dr Frank
Fisher, from which he was eventually exonerated, is something that the town police
could have taken a page from the same playbook. I am afraid that the war on drugs
has been turned into a war on doctors and patients.

My seventh great grandfather, John Waugh, came to Virginia to serve as a
Church of England parson in 1660. During that time, he got into trouble with an
English court, controlled by powerful few for such offenses as taking in pregnant,
unwed girls cast out from their homes from Maryland and performing marriage
ceremonies for young couples who were in love without parental consent. He was
even thrown in jail in Jamestown.

When he was elected from Stafford County to the House of Burgesses in 1699,
they denied him his seat, saying that a member of the clergy could not serve in the
House due to having two masters, the King and the people he would represent. His
wife was Elizabeth Madison. His progeny helped to craft this government of a more
perfect union, with a Constitution and Bill of Rights.

It is a terrible irony that the Bill of Rights has been turned into a “Bill of Wish-
es”—only for those wealthy enough to prosecute when it is violated. I hope that this
House Judiciary Subcommittee on Crime, Terrorism and Homeland Security, which
has oversight supervision of the DEA, will consider my testimony when thinking
about how the tactics used in the war on drugs in spilling over into local town cops’
attitudes about dealing with doctors with whom they disagree.

I don’t seek revenge, because that will cripple me. I don’t even seek justice, be-
cause no amount of money could compensate me for the pain I saw my patients and
family put through. I only seek remembrance, so that this won’t continue to happen
to others, and that the practice of medicine be freed from fear of intimidation for
treating patients in good faith. Thank you for your time and attention. I will be
happy to respond to any questions you might have about my testimony.

————
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STATE ATTORNEYS GENERAL

A Communication From the Chief L.egal Officers
of the Following States:

Arizona e Arkansas » California » Connecticnt # District of Columbia e Georgia
Illinois @ Towa » Kentircky @ Louisiana ® Maine » Maryland o Massachusetts
Minnesota ® Mississippi ® Missouri ® Montana ¢ Nevada ¢ New Mexico ® North Dakota
Northern Marianna Islands ¢ Ohio ® Oklahoma ® Oregon ¢ Pennsylvania e Puerto Rico
Rhode Island » Sonth Carolina ® Vermont » Washington » Wisconsin * Wyoming

March 21, 2005

Decputy Administrator

Drug Enforcement Administration

Washington, DC 20537

Attention: DEA Federal Register Representative/CCD

RE: Docket No. DEA-261 -
Commenl on Dispensing of Controlled Substances for the Treatment ol Pain

Decar Ms. Leonhart,

We, the undersigned Attomneys General, write to comment on “Dispensing of Controlled
Substances for the Treatment of Pain™, pursuant to the Solicitation of Comments published on
January 18, 2005. As the chief legal officers of our respective states, many Attomeys General
investigate and prosecute drug-related offenses ranging from diversion and trafficking of
prescription drugs to Mcdicaid frand and abuse. Tn our consumer protection rolc, working to
remove barriers to quality care for citizcns of our states at the end of life, we have learncd that
adequate pain management is often difficult to obtain. One key contributor te.this problem is
that many physicians fear investigations and enforcement actions if they prescribe adequate
levels of opioids or have many patients with prescriptions for pain medications. We arc
working to address these concerns while ensuring that individuals who do divert or abuse drugs
are prosecuted. There are many nuances of the interactions of medical practice, end of life
coiicerns, definitions of abuse and addiction, policy-inaking and enforccment considerations that
make balance difficult in practice. However, we believe this balancc is very important to our
citizens, who deserve the best pain relief available to alleviate suffering, particularly at the end of
life.

This comment acknowledges the past cfforts of the Drug Enforcement Administration
(DEA) to support the dual goals of preventing drug abuse and diversion and ensuring the
availability of prescription pain medications to those who are legitimately in need of them. The
undersigned have strived to maintain the delicate balance between these two zoals in carrying
out our own legal mandates. We are concerned that recent DEA actions send mixed messages
to the medical community and are likely to discourage appropriate prescribing for the
management of pain. Those actions also put DEA at odds with advances in state policies



110

Docket Number DEA 261 2
March 21, 2005

regarding prescription pain medication. The undersigned are committed to working with the
DEA to-develop a balanced policy that supports both goals and hope that the following
comments will assist in the realization of such policy.

‘This comment also addresses several specific issues raised in the November 16 Interim
Policy Statement on Dispensing of Controlled Substances for the Ireatment of Pain.' Thesc
include commencement of investigations, preparation of multiple prescriptions.on the same day
with instructions to fill on different dates, concems of family members, and the issue of how to
treat pain in former or current addicts. Iinally, we addrcss changes in the realities of liealih care
and prevalence of pain over the past 80 years that suggest a reconsideration of how law from §0
years ago should be applied today.

Our recommmendations include the following:

1. We urge DEA to clearly restaie its commitment to the balance policy released in 2001
and commit to balance in all public communications. We also recommend that DEA .
consider appointing an Advisory Commiticc both to rcassure all major groups (health
care professionals, consumers, state and federal law enforcement officers) that are
affected by DEA’s actions and to assist DEA in translating balance policy into
practicc;

In comniencing investigations, focus on factors that distinguish the criminal

trafficking and diversion of pain medications from the legitimate and responsible

practice of medicine and other health professions;

3. Develop 4 clear statement of policy that the preparation of multiple prescriptions on
the same day with instructions to fill on different datcs can be a legitimate practice;

4. Allow health care professionals to determine how to interpret communications by
family members consistent with the requirements ol their professions and licensing
boards;

5. Develop an Advisory Committee or commission an Instititte of Medicine study to
consider in depth the medical, ethical, law enforcement and policy issues involved in
prescribing pain medications to former and current addicts for the treatment of pain
and to repott recommendations;

6. Consider the changing realities of health care and the patient population in the United
States, in addition to changes in the nature of drug abuse, as policy regarding
prescription pain medication is developed.

(]

1. DEA’s Commitment to Balancing the Importance of Ensuring Patient Access to
Prescription Pain Medications with Preventing Abuse of Those Medications.

Subsequent to DEA endorsement of the 2001 Joint Statement from the DEA and 42
Health Organizations® supporting balance between the treatment of pain and enforcement against
diversion and abuse of prescription pain medications, the National Association of Attorneys
General (NAAG) in 2003 adopted a Resolution Calling for a Balanced Approach to Promoting

! Dispensing of Controlled Substances for the Treatment of Pain, 69 Fed. Reg. 67,170 (November 16, 2004}.
? Promoting Pain Relief and Preventing Abuse of Pain Medications: A Critical Balancing Act — A Joint Stateinent
[rom the DEA and 42 ITealth Organizations, avaifuble at hilp:/iwww.ampainsvc.org/advocacy/pdiconsensis_1.pdl
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Pain Relief and Preventing Abuse of Pain Medications.” Both these documents reflected a
consensus among law enforcement agencies, health care practitioners, and paticnt advocates that
the prevention of drug abuse is an important societal goal that can and should be pursued without
hindering proper patient care.

In an October 23, 2001 press release,’ DEA Administrator Asa Hutchinson urged a policy
that protects the appropriate use of opioid pain relievers for patients who need them, while also
preventing abuse and diversion of drugs. “We don’t want to cause patients who have legitimate
needs for these medications, to be discouraged or afraid {o use them. And we don’t want to
restrict doctors or pharmacists from providing these medications when appropriate,” Hutchinson
said. “At the same time, we must take all reasonahle steps to ensure that these powerfiil
medications don’t end up in the wrong hands.and lead to abuse. We wanil a balanced approach
that addressses the abuse problem without keeping patients from getting the care they need and
deserve.”

On March 14, 2002, DEA Administrator Asa Hutchinson presented a speech to the
annual scientific conference of the Amcrican Pain Socicty entitled “DEA and Doctors:
_Cooperation for the Public Good.”® He said, “It was critical that we Iet the public know [that]
law enforcement and the health of the community are working together. We are not at odds. We
have a shared goal of making sure that controlled substances are used only for the health and
welfare of the American public. We made a commitment at that press conference to
-achieving a balanced approach to the prescribing and regulating of opioids. My message io
you tonight is that we stand by that commitment.” (emphasis added).

More recent DEA Statements.

The Frequently Asked Questions {FAQ)? document, which we understand to be an effort
to educate law cnforcement and health care personnel about advances in knowledge concerning
the medical treatment of pain and the meaning of “halance,” was released on August 11, 2004
following development with DEA involvement. In an August 11 Frequently Asked Questions
(FAQ) Press Release by DEA, Administrator Karen Tandy said, “The medical and law
enforcement communitics continue to work together to carefully balance the needs of legitimatc
patients for pain medications against the equally compelling need to protect the public from the
risk of addiction and even possible death from these medications.” ’

* Resolution Calling for a Balanced Approach to Promoting Pain Relief and Preventing Abuse of Pain Medicatians,

National Association of Attorneys General (March 17-20, 2003).

* Press Release, DEA, 21 Health Groups Call for Balanced Policy on Prescription Pain Medications like OxyContin

EOc{ober 23, 2001), http://www.usdoj.gov/dea/pubs/pressrel/pr102301 html.

" 1d.

 DEA Administrator Asa Hutchinson, DEA and Doctors: Cooperation for the Public Good, Address Before the

,;chrican Pain Sovicty (March 14, 2002), http://ww.usdoj. gov/dea/speeches/s03 1402 htnil (preparcd remurks).
Td. ’ :

® Drug Enforcement Administration, Last Acts Partnership & University of Wisconsin Pain and Policy Studies

Group, Prescription Pain Medications: Frequently Asked Questions and Answers for Health Carc Professionals and

Law Enforcement Personnel, August, 2004.

? Press Release, DEA, DEA and Major Pain Groups Release Consensus Document on the Usc and Abuse of

Prescription Pain Medications (August 11, 2004), hitpy/sollaires net/mnpress_release.dea.guides.pdf.
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There was a period of over a month between the October withdrawal of the FAQ from the

DEA and other websites'® and the November 16, 2004 publication in the Federal Register of the
DEA Interim Policy Statement.'’ During and after that time, we and the health organizations
originally involved in the 2001 Joint Statement with DEA wondered what this withdrawal meant
about carrent DEA policy with respect to dispensing pain medications and the practice of

" medicine. The Interim Policy Statement addressed “a few of the significant misstatcments”
contained in the FAQ), leaving the interested community wondering what other aspects of the
FAQ were likely to be considered “misstatements” later. This type of uncertainty alone is
detnmental to the practice of medicine because physicians tend €o practice conservatively to
avoid even the possibility of legal involvement, Such practice is not primarily concerned with
the best interests of patients, but is instead concerned with protecting physicians from liability.
Whenever possible, physicians and other health care providers should not be put in the position
of having to choose between protecting themselves and providing the best possible care for the
patients who need their services.

The November 16 Interim Policy Statement did state that “It is crucial that physicians
who arc-cngaged in legitimate pain treatment not be discouraged from providing proper
medication to patients as medically justified. DEA recognizes that the overwhelming majority of
physicians dispense controlled substances lawfully for legitimate medical reasons, including the
treatment of pain.” "> However, physicians and others did not find this document rcassuring. Tt
is likely (hat this is in pait because the document, citing 1.8 v. Morton Salt Co.", also stated that
“It is a longstanding legal principle that the Government ‘can investigate merely on suspicion
that the law is being violated or even just because it wants assurances that it is not.””"* While the
FAQ was an cftort to provide cxplanations of how to implement balance policy in practice, to
provide some guidance on how to practice pain management responsibly and to avoid
investigation and prosecution of legitimate and responsible practitioners, the Interim Policy
-Statement made il clear that DEA now felt it necessary to state that any physician (or other
health care provider} could be investigated at any time for any rcason.

If DEA is serious about promoting a balanced approach to enforcement without hindering
the availability and use of prescription pain medications for those who need them for legitimate
medical purposes, we recommend that the DEA begin by clearly restating its commitment to the

_balance policy released in 2001 and also commit to balance in every public communication.
That would mean describing what constitutes legitimate use and what advantages accrue to such
use in addition to identifying the dangers assaciated with abusc, rather than focusing solely on
the dangers. Our understanding is that the FAQ were intended in part to make such
communication easier, but in view of the uncertainty since the withdrawal of the FAQ, this
should ke a consideration in all public DEA communications. We also recommend that DEA
consider devcloping an Advisory Commiitce comprised ol physicians, pain experls, consumers

10 Letter from William J. Walker, Deputy Assistant Administrator, Office of Diversion Control, DEA, to David I.
Joranson, Director, Pain and Policy Studies Group, University of Wisconsin Comprehensive Cancer Center,

=i/ www.medsch.wisc.edu/painpolicy/DEA/Mr.%20David%20Joranson. PDF).

' Dispensing of Cuntrolled Substances for the Treatment of Puin, 69 Fed. Reg. 67, 170.

2 Jd. at 67,170.

12 United States v. Morton Salt Corp., 338 U.S. 632, 642-643 (1950).

" Dispensing of Controlled Substances for the Treatment of Pain, 69 Fed, Reg. at 67, 171,
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(pain patients), and state and federal prosecutors to evaluate potential consequences of DEA
actions on the various communities and to reassure prescribing professionals, law enforcerment
officials and consumers of prescription pain medications that their needs are being taken
seriously.

2. Commencement of Investigations,

The November 16 Interim Policy Statement identified the following statement from the
FAQ as a “misstatement”:

The number of patients in a practice who receive opioids, the number of tablets
prescribed for each patient, and the duration of therapy with these drugs do not,
by themselves indicate a problem, and they should nol be used as the sole basis
for an investigation by regulators or law enforcement, ’

DEA stated, “In fact, each of the foregoing factors — though not necessarily determinative— may
indeed be indicative of diversion.” The Interim Policy Statement goes on to cite factors from
United States v. Rosen'® as support for that position.

While we do not question the legal authority [or such an investigation, this position
presents a problem for consumets, particularly at the end of lifc. It discourages physicians from -
treating those with severe pain or those who might need high doses, multiple medications, or
lonig term palliative care with opioids. Those physicians who are willing to treat such vulnerable
patients are likely to see many because their colleagues are often afraid to do so'” (or treat the
paticnts, but trcat the pain inadequately, resulting in many cases of unrelieved pain and
concomitant suffering). The undertreatment of pain is a significant problem and led the
Federation of State Medical Boards (FSMB), in 2004, to promulgate new model policy to
emphasize that undertreatment of pain, likc overtreatment, constitutes poor pra(:tic:e.18 Several
states have already adopted all or part of the FSMB Model Policy." Because good practice may
involve precisely the factors that DEA believes might be indicative of diversion, DEA is creating
a climate that puts legitimate medical practitioners in danger of investigation and discourages
good practice.

We do not believe that either the Controlled Substances Act or Rosen must be read to
require this result. A number of previous communications from DEA have stated thal quantity of

¥ Dispensing of Controlted Substances for the Treatment of Pain, 69 Fed. Reg. at 67, 171.

' United States v. Rosen, 582 F.2d 1032, 1035-1036 (5 Cir. 1978}.

17 For more information on the relationship between the fear of regulatory serutiny and the undertreatment of pam
see New York Public Health Council, Breaking down the barriers fo effective pain g : vec 7.
to improve the assessment and treatment of pain in New York State, New York State Dcparlm&,nt of Health (1998);
Federation of State Medical Boards of the United States Inc., Model guidelines for the use of controlled substances
for the treatment of pain (1998); Prescriptions for Terminally 11l Puticnts, Cal Healh & Safewy § 11159.2; Pain &
Policy Studies Group, Achieving balance in federal and state pain policy: A guide to evaluasion, Second Edition,
University of Wisconsin Comprehensive Cancer Center (2003).

18 ESMB, Model Palicy for the Usc of Controlled Substances for the Treatment of Pain {May, 2004),
http:{/www.fsub.org/Policy%s20Documents%20and%20White%2(Papers/2004_model pain_policy.dsp.

1 According w the FSMB, as of March 8, 2005, Colorade, Nevada, Massachusetts, Missouri, Minnesota, Virginia,
West Virginia, and Wisconsin have all adopted or endorsed the 2004 FSMB Model Policy.




114

Docket Number DEA 261 ' 6
March 21, 2005

drugs prescribed and frequency of prescriptions filled alone are not indicators of fraud or
improper prescribing.”® The facts of Rosen itself make clear that it was not a single factor, but a
host of factors inconsistent with good medical practice that resulted in the affirmation of Dr.
Rosen’s conviction. The Rosen court derived the list of behaviors presented in the Interim Policy
Statement from a number of cases, most if not all of which involved multiple behaviors. At least
some ol those behaviors were more indicative of acting outside a legitimatc medical purpose
than are the number of patients, number of tablets or duration of treatment. Tn addition, the
population of patients and practice of medicine have changed considerably since Rosen was
decided in 1978 {and sincc some ol the cases cited therein, which date back as far as 1919 and
1922).%! This is reflected in the updating of the FSMB policies and should also be reflected in
DEA policy.

Diversion is a serious problem and we must be serious about stopping it. As law
cnforcement agents, we should concentrate on drugs that are illegally on the streets and work
back to see how they got there. An undue focus on potentially misleading factors like the
number of prescriptions written or number of patients seen in a practice would serve neither the
goals of law enforcement nor the needs of suffering patients. We need indicators that distinguish
the small number of physicians and other DEA registrants engaging in criminal behavior from
responsible practitioners of legitimate health professions. Perhaps research is needed to better
identily those indicators. In the meantime, wc cannot cast a broad net over all health care

- practitioncrs hoping that a few eriminals will be caught while the other cascs are thrown out. It
is precisely this approach that leads to the problem of inadequate availability of prescription pain
medications to consumers who need them.

DEA could assist in ensuring the responsible practice of medicine and pain management.
Physicians need fo be confident that good practices will not be investigated by DEA. Good
patient workups, good record-keeping, following practice guidelines, seeking and documenting
consultations for necessary departurcs from such guidelines, and other aspects of the responsible
practice of medicine as required by state medical boards should be sufficient.

3, Preparation of Multiple Prescriptions on the Same Dav with Instructions to Fill on
Different Dates.

The Interim Policy Statement states:

For a physician to prepare multiple prescriptions on the same day
with instructiens to fill on different dates is tantamount to writing a
prescription authorizing refills of a schedule II centrolled
substance. To do so conflicts with one of the fundamental purposes
of section 829(a). [ W]riting multiple prescriptions on the same day
with instructions to fill on different dates is a recurring tactic

* See e.g. DEA Administrator Asa Hutchinson, DEA and Doctors: Cooperation for the Public Good, Address
Before the American Pain Society (March 14, 2002), hitp://www.usdoj, gov/dea/speeches/s031402.btml (prepared
remarks); Pharmacist's Manual: An Information Outline of the Controlled Substances Act of 1970, DEA Office of
Diversion Control, Apr. 2004, at 55, hitp://www.deadiversion.usdoj.pov/pubsimanuals/pharm?2/2pharm_manual.pdf.
! This will be described further in section six infra. .
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among physicians who seek to avoid detection when dispensing
controlled substunces for unlawful (nonmedical) purposcs.”

This appears to be a change of DEA position”® and is already causing hardships for physicians,
pharmacists and consumers in the states.”* The preparation of multiple prescriptions on the same
day with instructions to fitl on diflerent dates is a way of making it uimecessary for paticnts with
chrenic conditions to have to schedule, travel to, and pay for physician appointments for the sole
purpose of renewing prescriptions. This is particularly important for patients in severe pain ot
near the end of life, for whom travel may be very difficult, and for patients in rural areas who
may live hours away from an appropriatc physician.

The preparation of multiple prescriptions on the same day with instructions to fill on
different days is an area in which DEA’s current position, as expressed in the Interim Policy
slatement, is at odds with practices permittcd by state licensing boards.® As described above,
we do not believe that single aspects of the responsible practice of medicine or pharmacy should
be used to commence investigations and do not believe that Roser is dispositive on this issue.
The currcnt DEA position is not consistent with the responsible practice of medicine and does
not seem to be a necessary or useful position with respect to drug abuse and diversion control.
We believe the risk of drug abuse and diversion is greater if physicians are forced to prescribe
more medication at onc timc in order to balance DEA’s new requirement with the nceds of their
patients than if they are allowed to writc multiple prescriptions with instructions to pharmacists
to fill on different dates.

If DEA now intends to prohibit writing predated prescriptions, it should promulgate new
rcguiations, allowing for appropriate public comment. However, we urge DEA to conumnunicate
a balanced policy on this issue by clearly stating a position consistent with DEA’s
communications prior to the lnterim Policy Statement.

4. Potential Significance of Concerns of a Family Member or Friend.

Question # 11 of the August, 2005 FAQ document was “What kinds of problems might
patients encounter when obtaining opioid prescriptions, in having them filled, or in taking ihe
medications properly?” The last bulleted item under that heading was:

Family and friends, or hcalth carc providers who are not directly
involved in the therapy, may express concemns about the use of
opioids. These concerns may result from a poor understanding of
the role of this therapy in pain management or from an unfounded

prcnsmg of Cantrolled Substances for the ‘Iteatment of Pain, 69 Fed. Reg. at 67, 171.
 See Howard A. Heit, Edward Covington & Patricia M. Good, Deer DEA, Pain Medicine, Sept. 2004 at 303; Letter
from G. Thomas Gitchel, Chief Liaison and Policy Section, Office of Diversion Control, DEA to Patrick Gavin, R.
PhD che Premdent, Pharmacy Operatlons, Meijer, Inc. (June 8, 1995)
¥ 060893.pdf.

# See e.g. Letter from William T. Winsley, Executive Director, Ohio Stale Board of Pharmacy to Karen P, Tandy,
Administrative Director, Drug Enforcement Administration (Dec. 16, 2004),
hitp:/‘pharmacy.ohio.gowBOP_to_DEA_121604.pdf).

+ See Id.
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fear of addiction; they may be exacerbated by widespread,
somelimes inaccurate, media coverage of opioid pain medications.

DEA, in the Interim Policy Statement, states that the FAQ “incorrectly minimized the
potential significance of a family member or friend expressing concern to the physician that the
paticnt may be abusing the medication™ and went on to say that the FAQ “stalement is incorrect
to the extent that it implies that physicians may simply disregard such concerns expressed to
them by family members or friends.”*

This appears to us to be a misunderstanding by IDEA of what was statcd in the FAQ, Ttis
true that many potential patients, families and practitioners are afraid of opioids because they
have heard targely aboul the abuse potential and less about the medical use and benefits of such
drugs. If not addressed, this can resull in non-compliance problems — patients trying not to use
the opioids or to use less of them. Such deviation from physicians® or pharmacists” instructions
can lead to undertreated pain or even to opioid abuse as the pain continues when the drugs are
taken improperly.

A later section of the FAQ, Question #20 is “What behaviors are potential indicators of
problems for patients on long-term opioid therapy?”* “Deterioration in functioning at work, in
the lamily, or socially” is listed as the first point in a list of behaviors that are “sgregious” and
arc more probably indicafors of abuse, addiction, or diversion than a list of other possibly
problematic behaviors listed on an earlier page.

Hcalth carc professionals are oflen called upon to make judgments about the extent o
which family involvement is beneficial or detrimental to paticnt carc - this is an. important aspect
of professional practice. It would be difficult for DEA to direct appropriate doctor/patient/family
communication without unintended consequences because so many variables are involved. We
do not believe the Interim Policy Statement strikcs the correct balanee on {his issue.

5. Prescribing Pain Medications to Former or Current Addicts for the Treatment of

Pain.

This is perhaps the most difficult area in which to balance law enforcement and medical
considerations because the stakes are high and perhaps not enough is known.

We agree with the Interim Policy Statement that if a physician is aware that a pain patient
is a drug addict or has re-sold prescription narcotics, the physician has a responsibility to
exercise a much greater degree of oversight than with other patients in order to protect society
and 10 lake appropriate precautions with respeet to carc ol the patient.

In practice, prescribing pain medications to former or current addicts for the treatment of
pain is 4 very difficult area. An important perspective is reflected in the lollowing slatement,
which is paraphrased from testimony to thc Health, Education, Labor and Pensions Conumittee
by Maine Attorney General G. Steven Rowe.

* Dispensing of Controlted Substances for the Treatment of Pain, 69 Ted. Reg. at 67, 171.
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People with chronic pain are no different from the general population. Some are
more susceptible than others to addiction and substance abuse. When pain paticnts
become dependent upon prescribed drugs, sometimes their doctors don’t react
appropriately. Some physicians suddenly cut patients from narcotic medications
without appropriate referral to substance abuse treatment or to medical
detoxification and without an adequate pain management plan. These patients
may try 1o secure drugs illegally. These patients are different from those who
abuse narcotic drugs because they are secking to get high. They are patients
whose dependency is the product of an area of medical treatment that is still, in
many ways, in its infancy. Such addictions are preventable, but not in an
environment where doctors are scared to treat pain because of fear and threat of
prosecution. The answer to preventing this type of addiction is an environment
where doclors are comfortable and knowledgeable irealing pain and have
adequate resources for rcferrals to substance abuse prevention and treatment
programs. When doctors are confident in their knowledge and ability to actively
manage their patient’s pain, we will see fewer medical problems transformed into
law enflorcement problems?’.

It is essential that we seek to develop workable guidelines and policy in this area, which
is where the most difficult questions reside. Drug-addicted pcoplc in pain represent the toughest
case in which to put the general principles of balance into practice. Ilow will we, as law
enforcement officers, regulators and policy-makers, balance the need for alleviation of the
suffering of people in severe pain with the need to protect individuals and society from the

~devastating effccts of drug abuse and irafficking? Ilow can wc simultaneously respect the
important ethical and professional decisions health carc professionals must make on behalf of
individual patients?

We recommend that DEA convene an advisory commiltee or ask the Institute of
Medicine to develop a study committee to consider these issues in depth and to develop
recommendations for policy and for the practice of law enforcement, medicine, pharmacy and
other health care professions. We would be happy to participate in such an endeavor.

6. Changes in the realities of health care and the prevalence of pain.

The Intertm Policy Statement concludes that none of the principles summarized in it are
new, but that they have been incorporated for more than 80 years into federal laws and
regulations governing drugs of abuse. Whether or not we agree with that characterization, what
has changed during the past century and is expected to continue to change in the future, is that
improvements in health sciences and healih care have not only aliowed peoplc to live longer, but
have also prolonged the process of dying for most people in the United Statcs.2® Not only are

% Paraphrased from Testimony of Attomey General G. Steven Rowe before the Iealth, Liducation, Labor &
Pensions Committee, United States Senate, September 20, 2001,

% See National Institute of Nursing Research, NIH & Office of Medical Applications of Research, NIH, National
Institutes of Health Statc-of-the-Science Conference Statement {2004),

http:#/consensus.nih.gov:ta/024/Eol final011805pdf.pdf; Joan Teno, Measuring Outcomes Retrospectively, NIH
State-ol-the-Science Conference on Improving End-of-Life Care at 39-41,

Ittp:/iconsensus.nih. ¢oviTa/024/ IrnprovingEndoQ [LifeProgramand AbstractBook, pdf,
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more people suffering from chronic diseases than in the past, when death was earlier and
quicker, but many are dying following prolonged suffering in pain®®. Mecdical practice and pain
management have changed and will probably continue to change as a result. These realities make
it imperative that DEA consider the impact of its policies on the legitimate treatment of pain.

CONCLUSION

The undersigned Attorneys General respectfully submit these comments and offer our

assislance in analyzing and resolving these issues. We urge the Drug Enforcement
.Administration to (1) clearly restate its commitment Lo the balance policy released in 2001,
commit to balance in all public communications, and to consider creation of an Advisory
Committee composed of state and federal law enforcement officers, health professionals
(including specialists in pain management) and legitimate consumers of prescription pain
medications; (2} in commencing investigations, focus on [actors that distinguish (he criminal
trafficking and diversion of pain medications from the legitimate and responsible practice of
medicine and other health professions; (3) develop a clear statement of policy that the
preparation of multiplc prescriptions on the same day with instructions to fill on diffcrent dates
can be a legitimate practice; (4) allow health care professionals to determine how to interpret
communications by family members consistent with the requirements of their professions and
licensing boards; (5} develop an Advisory Commitiee or commission an Institute of Medicine
study lo consider in deptl the medical, ethical, law cnforcement and policy issues involved in
prescribing pain medications to former and current addicts for the treatment of pain and to report
recommendations; (6) consider the changing realities of health care and the patient population in
the United States, in addition to changes in the nature ol drug abuse, as policy regardmg
prescription pain medications is developed.

Thank you for considering our views.

Sinccerely,
Attomney General W.A. Drew Edmondson Attomney General G. Steven Rowe
Attorney General of Oklahoma Attorney General of Maine

» Joan Teno, The Prevalence and Treatment of Pain in U.S. Nursing Homes, Brown University Center for
Gerontology and Health Care Research, www.cher.brown.edw/dying/factsondying htm.
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Alexander DeLuca, M.D., MPH
320 Central Park West
New York, NY 10025

212-787-4464
doctordeluca@gmail.com

2007-03-05
Dear Doctors Lester and Reese,

As I think both of you know, I am a friend of James Fernandez Retired USMC. James
was initially injured in a series of helicopter accidents in the first gulf war. He has
received continuous medical care from the VA until he became a patient of yours, Dr.
Reese, earlier this year. From what I can tell, Mr., Fernandez’s pain was never adequately
controlled by his VA clinic doctors, nor did he ever get a simple titration to effect of
chronic opioid therapy, nor were the basic principles of chronic opioid therapy including
the concept of and proper use of breakthrough meds ever explained to him. Mr,
Fernandez, like most patients, believed and trusted his doctors; he trusted that if they
could being doing more for his pain, they would be.

Finally Mr. Fernandez was referred to Dr. Lester at the ? Pain Clinic. Noting that he was
taking all of what was supposed to be breakthrough medication, and was still in
significant pain, Dr. Lester did the completely correct medical thing and increased the
long acting component of the treatment. With his MSContin now QID instead of TID,
and still taking the full complement of shorting meds, the patient experience a wonderful
decrease in his pain and increase in functioning and significant weight loss, James and I
were very happy. We thought this was the first step of a proper titraticn to effect.
Unfortunately the VA clinic Failed to continue James on Dr. Lester’s new regimen,
instead cutting the short acting component of his therapy, negating the positive changes
Dr. Lester had made. So in the end, there was no net gain — Mr. Fernandez is still in
chronic pain severe enough to make his life mostly miserable most of the time. It was at
this point that James lost faith in his providers at the VA clinic; we are both extremely
grateful to Dr. Reese for stepping up at this point to take on James as a private medical
patient.

Currently Mr. Femandez is on MSContin 130mg QID plus oxycodone 2ml = 40mg TID.
On this regimen he is in unacceptable pain all day long EXCEPT for 60-90 minutes of
good pain relief after he takes the oxycodone. Clearly this calls for an increase in the
long-acting component of the therapy with close Follow-up toward the ultimate goal that
the patient require an average of zero to one dose of short-acting to remain functional and
mostly comfortable all day long. This is always the goal of simple opioid titration to
effect for chronic severe pain.

James and I are frustrated, We seemed to be se close to ending this nightmare of entirely
preventable daily severe pain only to experience that the process seems to never be
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continued to completion. I can not imagine, literally, a more appropriate candidate to get
this most basic pain treatment than a disabled combat vet with continuous medicat care
from the VA, with ZERO drug related aberrant behaviors (like doctor shopping or forged
scripts or taking meds other than as prescribed), ZERO history of symptoms of alcohol or
substance abuse, and complete compliance with all requirements placed upon him by his
providers. James Fernandez, USMC Retired is clearly a legitimate and deserving chronic
pain patient. He is one of the lowest risk patients (from the doctors perspective) that I can
imagine.

My understanding is that Dr. Reese is willing to provide general medical care including
writing the routine pain medication prescriptions once a satisfactory regimen is achieved
by Dr. Lester and the Pain Clinic, and with periodic follow up by Dr. Lester for any
minor regimen adjustments and to continue the therapy. This sounds to me like an
excellent team approach to the case, with an internist and a pain specialist both
monitoring the patient’s progress and able to consult with each other in an ongoing
manner.

So, as I see it, all we need now is for Dr. Lester and the Pain Clinic to complete the
titration to effect procedure. For example, raise his MSContin from 130mg to 160mg
QID, continue the short acting oxy, and then see the patient again in about 2 weeks. If his
need for short acting is reduced — that is, if an adjustment like this resulted in good round
the clock pain relief without the need to take every single dose of short acting, then we
are making progress! Some docs aim for the patient to require zero to one breakthrough
dose a day, most are satisfied if the patient requires on average one to two doses of
breakthrough a day; both of these outcomes are correct and acceptable and would be a
significant improvement over the cuzrent state of affairs.

James experienced much improved pain relief after the changes made by Dr. Lester in her
first visit with him and this confirms that this man responds well to adequate doses of
opioids without significant side effects, and that significant improvement in his health
and quality of life can be easily accomplished with minor adjustments these medications.
We have the ongoing care in place. We have an internist and pain specialist in
communication and both monitoring progress. We have a near ideal patient. Can we
finally finish this simple medical job and get this man out of pain and on with his life?

Dr. Lester, I honestly believe that James’ titration could be completed in 2 — 3 visits over
1-2 months. As you both know, Mr. Fernandez is exceedingly nice, honest, and compliant
with medical orders — this is not a difficult patient, but a rather pleasant one, it seems to
me. Once his pain is adequately and properly controlled it will be a pleasure for all of us
to look forward to improved exercise tolerance and weight loss, improved general quality
of life, improved mood, and less stress and strain on his wife who has had to live for so
many, many years with a man in chronic pair that can easily be medically treated.

Again let me sincerely thank you both, Dr. Lester and Dr. Reese. James and I both feel so
much less isolated and abandoned having doctors we trust and can talk to in charge of his
case. If we can just achieve and maintain an adequate dosing regimen, and fully
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coordinate his team care, then I think James can look forward to many years of virtually
pain free life - something he has not experienced in over 30 years.

Together we can do this. T urge both of you to work together to make this happen as soon
as possible. Mr. Fernandez has suffered enough; he has proven his trustworthiness,
honesty, and willingness to comply with medica! instructions. He is an ideal candidate for
optimal chronic opioid therapy. Please help us achieve our goals of a reasonably pain free
and productive life,

Thank you for hearing me out. Sincerely and respectfully,

Alexander DeLuca, M.D., MPH
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The Treatment of Chronic Pain in Veterans - a Brief Review

Testimony Submitted to the House Subcommittee on Crime
Alexander DeLuca, M.D., MPH; Senior Consultant, Pain Relief Netwaork: 2007-07-12.

Two very similar articles were published in the first full week of June, 2007. On Junce 4, the cover
story in Newsweek was, “The Changing Science of Pain” by Mary Carmichael." Three days later
on Junc 7, the Associated Press (AP) published, “Doctors Urge Betier Pain Care for Troops ™ by
Lauran Neegaard.” Both articles seem prompted by Lt. Col. Trip Buckenmaier, M.D., an
anesthesiologist described in Newsweek as “sort of a pain czar for the Army™ who is doing
exciting research on battlefield placement of peripheral nerve blocking devices and on whether
blocking acute pain carly and continuously might decrease the incidence of the development of
chronic pain later on. Hundreds of soldiers have so far received the battlefield block treatment,
and preliminary results are expected over the next few vears.

Both articles usc a focus on this novel application of nerve block technology to quite aptly
explaim the modem understanding of the etiology of chronic pain, which truly represents a
paradigm shift in pain management that is changing the medical standard of care (see: “4 Modern
Understanding of Chronic Pain,” below). Newsweek does an especially good job at this,
cmploying well produced graphics to cxplain the medical-technical details clearly.

Medical and Lay Opiophobia and Opioignorance *

Unfortunately both Carmichacl and Necgaard perpetuate the popularly held opiophobic, war-on-
drugs, worldview aggressively promoted by federal law enforcement for ninety years and
currently enshrined in federal drug control policy bascd on the legislative foundation of the
Controlled Substances Act," as promulgated and disseminated by the Office of National Drug

' Carmichacl, M. The Changing Scicnce of Pain. Newsweck; p 40; 2007-06-04. Availablc:
htip://www snbe nsn con/id/ 1888 1802/site/mewsweely/: accessed: 2007-07-08.

*Neegaard, L. Doctors Urge Better Pain Care for Troops. Associated Press; 2007-07-07. Available
(excerpts): http://doctordeluca. com/wordpress/index phy/archive/pain-care-for-troops/122/: accessed: 2007-
07-08.

® Brennan F., Carr D.B., and, Cousins, M. Medical and Lay Opiophobia and Opioignorance. Anesth
Analg:105:205-221; 2007. Available: http://www anesthesia-
analgesia.org/cgi/content/Arll/105/1/205%ifkev=ccdDd3492 131b3b9927¢1 31 3¢9040108add48ch: accessed:
2007-07-08. “Principal among (he atlitudinal barriers of health care prolessionals o pain reliel are
misconceplions [colleclively known as opiophobia] about [opioid] medications... [There exists]
considcrable [plysician anxicly and] concern about opioid addiction, tolcrance and hyperalgesia, including
dosc cscalation and dependence [and] with side cffccts [and] about precipitating adverse side cffects...
There is also an unfounded assumption among physicians and paticnts that chronic opioid treatment
necessarily impairs quality of life [and] belief that at least some pain is inevitable, and that opioid doses
should be related to the severity of the disease rather than the intensity of the pain. These attitudes |do not
reflect the standard of care and] recur in surveys of clinicians and patients about analgesia... Opiophobia
among health care providers is compounded by opioignorance. Repeatedly. survey respondents
acknowledge that they have received insufficient training in, or exposure to, pain management.”

*Food and Drug Administration (FDA). Controlled Substances Act: Title 21 - Food and Drugs, Chapter 13
- Drug Abuse Prevention and Control, Subchapter I - Control And Enforcement. FDA; 1970. Available:
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Control Policy (ONDCP),” also known as the Office of the Drug Czar. These errors, especially
when reinforced by experienced and prominent journalist like Carmichacl and Necgaard, arc
important to examine as they underlie extensively documented barriers to pain relief faced daily
by the majority of chronic pain sufferers.”

The real life consequences of opiophobia and opicignorance to pain sufferers are horrific; studies
have repeatedly shown the pain management cnstoms and practice of physicians, even in cases of
end-stage cancer, is extremely conservative and below the medical standard of care.” ® This
disturbing rcality in which the medical community standard of carc (what most reputable doctors
do) is dramatically and widely below the medical standard of care (what the textbook say doctors
shonld do) is the primary manifestation of the distortion of medical ethics and practice in
response to defacto regulation of Pain Medicine by advcersarial federal law enforcement.

I will nse Ms. Carmichael’s Newsweek article for two examples of common opioid myths and
misconceptions.

“Morphine, [used] in the Civil War, is still the Army’s most commonly used painkilling
drug. It works, bnt comparcd with morc-modern options, it's onc step above chloroform
and two above biting the bullet.”

Yes, opioids have been used by mankind, mostly to good effect, since recorded history. But the
implication that they are crude or primitive is entirely false. Morphine, plain morphine, delivered
according to modem, commonly taught medical principles, remains the most widely applicable
and best treatment for a large majority of pain types, far more than any other class of medication
or any interventional procedure. Opioids are the gold standard therapy. “Although there is
currently no ideal analgesic for chronic pain, medications that act on p-opioid receptors are the
closest thing that we have.” ” It is interesting that later in the article Ms. Carmichagl describes at
length a paticnt with fibromyalgia doing very well on a combination of powerful opioids where
all other treatments had failed. She also describes recent altematives to opioid therapy for chronic
pain in these terms:

“Some of the most promising pain treatments of the past decade have turned out to be
disappointments. Studics of some radiofrequency therapics show they work no better than
placebos. Spinal-fusion snrgery, a recent review fonnd, has ‘no acceptable evidence’ to
support it. And if a trcatment docs work, says Edward Covington, a pain specialist at the
Cleveland Clinic, ‘for most people, the effect is temporary.”™

* Regarding legislative authority for ONDCP, see also: Office of National Drug Control Policy
Reauthorization Act of 1998. Available:

hitp:/www whitchouscedrugpolicy sov/about/leegisliation%SE e bl accessed: 2007-07-08.

“Rich, B.A. An Ethical Analysis of the Barricrs to Effcctive Pain Management; Cambridge Quarterly of
Hcalthcare Ethics; 9: 27-39; 2005; p. 66. Discusscs 3 major impcdiments to pain relicf: 1. The failure of
clinicians to identify pain relief as a priority; 2. Insufficient knowledge among clinicians; 3. Fear of
regulatory scrutiny: 4. Failure to hold clinicians accountable for pain relief; 5.Irrational beliefs and fears
about addiction, tolerance, dependence, and adverse side effects.

" SUPPORT Principle Investigators. A Controlled Trial to Tmprove Care for Seriously TIl Patients.; JAMA;
274: 1591-1598; 1995,

¥ Marks,R.M., Sachar,E.J. Undertreatment of medical inpatients with narcotic analgesics; Archives of
Internal Medicine; 78:173-181; 1997.

? Brookoll D. Clironic Pain: Part 2. The Case [or Opiates, [fospital Practice. 2000,
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This next example from the Newsweek article is more subtle, but no less wrong and no less
damaging;:

“The military is pioneering its own new approaches. Since 2003, a small but growing
number of soldiers in Iraq have been treated at the front with high-tech nerve-blocking
devices that arc effective but not addictive.”

First, there are many types of pain not susceptible to local, peripheral nerve blockade; the
military’s experimental treatment will never replace opioids as the mainstay treatment for pain.
The implication here, that opioids administered for severe traumatic pain under battlefield or
MASH conditions are inherently ‘addictive’ is nonsense. This is the error of conflating the
phenomenon of physical dependence on an opioid analgesic prescribed for pain with that of ‘drug
addiction.” Soldicrs cxposed to opioids under these conditions who become addicts™ because of
such exposure are very, very rare. Even in non-veteran, non-cancer related, chronic pain
populations exposed to high dosages of opioid analgesics continuously for many vears,
unexpected dose escalation and the development of substance use disorders by DSM-1V criteria is
uncommon.'' '* ¥ Pain paticnts responsive to opioid therapy need those medications every day in
order to function in the world with any degree of comfort and efficacy. If they suddenly
discontinuc the medication the underlying pain returns, in some cascs worsened by withdrawal
symptoms; this is physical dependence. Most chronic pain patients on adequate, stable daily
opioid therapy are not groggy or otherwise cognitively impaired, not sedated, are more alert,
more active, more engaged in the world around them, are able to drive automobiles without
impairment, and appear and feel well.

A Modern Understanding of the Etiology of Chronic Pain

Research into pathophysiology and natural history of chronic pain have dramatically altered our
understanding of what chronic pain is, what causes it, and the changes in spinal cord and brain
structurc and function that mediate the discase process of chronic pain, which is generally
progressive and neurodegenerative. " Simply put, a continuous flow of pain signals into the pain
mediating pathways of the dorsal hom of the spinal cord alters those pathways through
physiological processes described as central sensitization, and neuroplasticity.’> ' 7

The end result is the disease of chronic pain in which a damaged nervous system becomes the
pain source generator dissociated from whatever the initial pain source was. This understanding

1% Addiction, for the purposes of this paper, is contimued, compulsive drug usc despite dircet negative
impact on more than one major life-area: physical / psychological health, relationships, work-life, social-
life; globally, quality of life decreases with persisting use.

! Savage SR. Long-term opioid therapy: assessinent of consequences and risks. ) Pain Symptom
Manage;11:274-286; 1996.

2 Portenoy RK, Foley KM. Chronic use ol opioid analgesics in non-malignant pain: report of 38 cases.
Pain. 1986;25:171-186.

'* Portcnoy RK, Dolc V, Herman J, ct al; Pain Management and Chemical Dependency Working Group.
Commentary: pain management and chemical dependency: evolving perspectives. JAMA;278:592-593;
1997.

1 Argoff C.E. Managing Neuropathic Pain: New Approaches for Today’s Clnical Practice; Medscape.
(Available at: ittp://www. medscape. conyviewarticle/453496 1)

'* Gudin J. Expanding Our Understanding of Central Sensitization. Medscape Neurology & Neurosurgery;
Pharmacologic Management of Pain Expert Column; 2004. (Available at:
http://www.medscape.com/viewarticle/481798)

'% Brookoll D. Chronic Pain: Part 1. A New Disease?; Hospital Practice. 2000.

' BrookolT; The Case for Opiates; 2000.
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explains many clinical observations in chronic pain patients, such as phantom limb syndrome,
that the pain spreads to new arcas of the body not involved in the initiating injury, and that it
generally worsens if not aggressively treated. The progressive, neurodegenerational nature of
chronic pain was recently demonstrated in scveral imaging studics showing significant losses of
neocortical grey matter in the prefrontal lobes and thalamus.'* '

The implications for how acute and early chronic pain should be treated, the medical standard of
care, arc very scrious. The analgesic cffects of opioids arc primarily mediated in the dorsal hom
of spinal cord where they bind with receptors blocking pain transmission and thereby protecting
the dorsal hom from being bombarded with pain signals which is believed to be the
pathophysiological mechanism underlying the development of chronic pain, as just discussed. Dr.
Buckenmaier’s experimental technique would protect the dorsal hom by another mechanism, but
preliminary results are a year or two away and controlled studies of efficacy and outcome against
an appropriate “gold standard” regimen of opioid therapy will probably be scveral years in
coming. Non-steroidal anti-inflammatory drugs (NSAIDs — for example: aspirin, ibuprofen,
Vioxx), antidepressants, anticonvulsants and other commonly used non-opioid analgesics do not
have this protective property, and treatment of persistent acute pain with these non-opioid classes
of medications would not be expected to prevent the central nervous system damage understood
to underlie the development of chronic pain.

Based on a modern, scientific understanding of the pathophysiology of chronic pain, delaying
aggressive opioid therapy in favor of trying everything else first is not rational and is therefore
not the standard of care. Delaying opioid therapy resulting in continuous pain signals
overwhelming the dorsal hom, would be expected to promote the development of chronic pain
and making the patient’s illness progressively more difficult to treat. This is why opioid
analgesics are the cornerstone, and the gold standard against which all other analgesic
medications are measured, in the treatment of chronic pain.®

Evidence Regarding the Risk of Addiction in Chronic Opioid Therapy
Overwhelmingly, research has failed to show that chronic opioid therapy is associated with any
significant level of addiction outcomes. This is consistent finding over decadcs.

L. In 1981, Medina and Diamond reviewed their experience with 2,369 patients treated in
the 1970's at the Diamond Headache Clinic in Chicago for a NIDA Rescarch Monograph:
only two of 2,369 patients showed signs of psychological dependence (addiction)
consequent to their receiving opioid or other pharmacotherapy.”' *

2. Moulin et. al. (1996) employed a randomized double-blind crossover study design to
investigate whether oral morphine effectively relieved pain and improved quality of life
in a group of chronic pain patients who had failed other therapies. Their findings: "[The]
morphine group showed a reduction in pain intensity relative to placebo in period I

'¥ Apkarian,A. ct al. Chronic Back Pain Is Associated with Decreased Prefrontal and Thalamic Gray Matter
Density; The Joumal of Neuroscience; 24(46):10410-10415; 2004,

“Schmidt-Wilcke.T. et al. Affective components and intensity of pain correlate with structural differences
in gray matter in chronic back pain patients. Pain; 125(1-2):89-97; 2006.

% Brookoff; The Case for Opiates; 2000.

2 Medina JL, Diamond S. Drug dependency in patients with chronic headaches. Headache; 17(1):12-14;
1977

* Medina JL, Diamond S. A headache clinic's experience: Diamond Headache Clinic, Lid. NTDA Res
Monogr; 36:130-136; 1981.
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(p=0.01) and this group also fared better in a crossover analysis of the sum of pain
intensity differences from bascline (p=0.02). No other significant differences [including
psychological sympioms. functional status, and cognilion] were deiecied." > (emphasis
minc)

3. Tna2003 review article in the New FEngland Journal of Medicine, Ballantyne and Mao
thoroughly examined the literature on opioid therapy. In none of the 37 articles reviewed
by these authors was addiction as a conscquence of opioid therapy a significant
outcome. ™

Treatment and Qutcomes of Veterans with Chronic Pain

What about the rank and file? What about the thousands and thousands of injured veterans with
painful conditions who don’t get the expenmental nerve block? What treatment are they
receiving?

Consider “Long-term Oxyvcodone/Acetaminophen Prescriptions in Veteran Patients” by Gagnon
ct al., published in 2004 in the Archives of Internal Medicine. It is an interesting article. The
authors went looking for prescnption drug abuse in a large sample of chronic pain patients, but
found dosc-stability rathcr than dosc-cscalation, and acknowlcdge, “the apparcnt long-term dose
stability that we have demonstrated supports previous observations from both VA and non-V 4
settings™ citing six references that together are overwhelming evidence that dose-stability is the
mle in opioid therapy for chronic pain, and prescription drug addiction is uncommon in this
population.

But along the way, this study of did turn up this highly revealing datum:

“In aggregate, 2195 patients (31% with cancer diagnoses) received
oxycodonc/acctaminophen for morc than 9 months at a mean prescribed daily dose of
3.9 tablets per day (range. 0.5-13.0 tablets per day) with minimal changes in daily
prescribed mean dose over time.” (emphasis added)

This is quite remarkable. Veterans in chronic pain are prescribed an average of four
oxycodonc/acctaminophen pills, for cxample, Percocet, daily from VA medical providers; and 31
percent of this sample had cancer-related pain. “Oxycodone/acetaminophen™ means low potency
opioid compounded with acctaminophen (Tylenol). Assuming 7.5mg of oxycodonc per tablet (the
larger commonly available formulation of this medication), four pills daily = 30mg oxycodone
daily, which is the analgesic cquivalent of approximately 45mg of morphine, a day. Paticnts with
chronic severe pain commonly require dosages 25 times as high - over a 1000mg morphine
cquivalent daily, and some require and tolerate three to four grams a day.

Low potency compound opioids are properly prescribed for mild to moderate acute pain. They
are not very useful in severe pain because the total daily dose is limited by the liver toxicity of the
acetaminophen part of the compound, to about 10 pills a day (less in drinkers and patients with
liver discasc), which in total contain 753mg of oxycodone, the analgesic cquivalent of

Z Moulin DE, Amireh R, Sharpe WKJ, Boyd D, Merskey H, Tezzi A. Randomized trial of oral morphine
for chronic non-cancer pain. The Lancet; 347(8995):143-146; 1996.

* Ballantyne JC, Mao J. Medical Progress: Opioid Therapy for Chronic Pain. New England Journal of
Medicine 2003; 349[20], 1943-1953. (Available:
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approximately 112 mg of morphine daily, meaning the maximum analgesia achievable is some 10
times lower than that commonly required by patients in moderate to severe chronic pain. Low
potency compounded opioids are likewise a poor choice for chronic moderate pain, again due to
acctaminophen toxicity.

Four pills a day of oxycodone/acetaminophen is a low, not moderate, not adequate, dosage.
Oxycodone is a short acting opioid in this preparation, with an effective duration of action of
about three hours. One pill every six hours of oxycodone/acetaminophen for chronic pain
guarantces that the patient will be in unacceptable pain 50 percent of the time, af best. That™s not
treatment, its mis-treatment; it could not possibly be adequate.

How are our injured veterans with chronic pain faring under medical VA auspices? Not too well
if vou ask them. From a 2005 study of 348 paticnts cntitled, “Prevalence And Characteristics Of
Chronic Pain in Veterans with Spinal Cord Injury” we learn that 75 percent of this population
reports pain, 83 percent of which is round-the-clock daily, of average intensity of 6.7 out of
10, and two thirds of which interfered with daily activities. The pain was most commonly
described as “aching,” “sharp,” “hot-buming,” and ““tiring-cxhausting.” The authors” conclusion
is darkly humorous: “More research is needed to identify better ways to prevent, assess, and treat
chronic pain in the veteran SCI population.” | suggest we start by rescarching whether the
veterans would have less pain and higher quality of life if their pain medication were simply
titrated to analgesic cffect, which is the standard of care for the treatment of chronic pain.

2 <

A 2007 article from the Journal of Rehabilitation Research and Development, published by the
Department of Veteran Affairs, cntitled "A Closer Look at Pain and Hepatitis C: Preliminary
Data from a Veteran Population” reviews the literature on the relationship between HCV and
pain, and presents preliminary findings from a survey conducted at two Department of Veterans
Affairs facilities to assess the scope and impact of pain on functioning in veterans with HCV.*

The prevalence of hepatitis C virus (HCV), a leading cause of cirrhosis and hepatocellular
carcinoma and death from liver disease, among veterans who use Veterans Health Administration
(VHA) facilities are more than double that of the general population, and affect 5.4 to 6.6 percent
of veterans. *° Treatment for HCV is a rigorous 6-month to 1-year regimen of pegylated
interferon and ribavirin which, unfortunately, is expensive, often poorly tolerated and painful in
its own right, and is only successful in 54 to 61 percent of patients. Symptoms of HCV include
weakness, fatigue and general malaise, muscle, joint and abdominal pain, and anorexia. HCV
infection is associated with immunological manifestations, psychiatric disorders, and negative
changes in self-perception that have pronounced implications for quality of life, psychological
health, and mortality.

“Preliminary results from this study demonstrate that 82.7 percent reported pain
symptoms... Even on their "good" pain days, patients with HCV and pain symptoms
reported pain intensity levels that met VHA criteria for comprehensive pain
assessment and intervention. Paticits with HCV rcported that their pain symptoms
interfered with their daily activities and relationships. [These] preliminary data strongly

* Silberbogen, A K., Janke, E.A., Hebenstreit, C. A closer look at pain and hepatitis C: Preliminary data
from a veleran population. Journal of Rehabilitation Research and Development; 44(2): 231-244; 2007.
* Silberbogen; Pain and HCV in Vets; 2007,
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suggest that pain is highly prevalent and significantly affects patients' functioning and
cxperience of HCV.” 7 (cmphasis minc)

Moving from spinal cord injury and hepatitis C, conditions known to be commonly associated
with chronic pain, to a general medical population, consider a 2006 study undertaken to
determine the prevalence, morbidity, and pervasiveness, of pain in a random sample of veterans
registered at a VA primary care clinic, entitled “Survey of Pain among Veterans in Western New
York.” The results in this population are startling:

“... T1% reported having pain. The average number of body parts affected was 4.4 of a
possible 11. The average intensity of pain was moderate; 35% reported constant
pain, and 85% reported the pain to be occurring for years. Seventy-nine respondents
|53%)] described their pain to be interfering with their life and well-being. Medication
was the primary treatment approach and was reported as ineffective by 48%.” **

The finding that pain medication was reported ineffective by 48 percent of those in the NY
primary care study does not surprise me. Opioid analgesics work well if prescribed in proper
dosages at proper intervals and titrated to analgesic cffect, as discussed above, otherwisce not so
well. More importantly, the percentage of patients in chronic moderate to severe pain in these
three very different VA populations ranges from 71 to 82.7 percent. This is very high. In
normative healthcare-seeking populations, directly comparable to the NY general-medical VA
sample, persistent pain is among the most commonly reported health problems with an estimated
prevalence of 22 percent.”

Rampant Undertreatment of Pain is a National Scourge

Four surveys of various VA population samples, two of them quite small, are conclusive of
nothing. However, these four studies, taken together with an awareness that pain management
cxists in a cultural and political environment of opiophobia and opioignorance, sirongly suggest
that such unnecessarily poor treatment and unnecessarily bad outcomes might very well be
endemic in the VA. Unfortunately, this should not surprise us. Rampant undertreatment of pain is
a national scourge exacting a terrific toll on both the public health and on our national financial
health:

1. Stewartet. al., in a 2003 cross-sectional study using 2001 - 2002 data from the American
Productivity Audit on 28,902 working adults, revealed that thirtcen percent cxpericnced a
loss in productive time during a 2-week period due to a common pain condition. (Most,
76.6 pereent, of the lost productive time was explained by reduced performance while at
work and not work absence). Lost productive time was estimated to cost $61.2 billion per
vear. They concluded that pain "is an mordinately conmmon and disabling condition in the
US workforce..."

Silberbogen; Pain and HCV in Vets; 2007.

Crosby.F.E.; Colestro,J.; Ventura,M.R.: Graham K. Survey of Pain Among Veterans in Western New
York; Pain Manag.Nurs.; 7(1): 12-22; 2006.

# Gureje O, Von Korff M, Simon GE, Gater R. Persistent pain and well-being: A World Health
Organization Study in Primary Care. JAMA; 280(2):147-51; 1998. Erratun in: JAMA;280(13):1142; 1998.
* Stewart WF, Ricci JA, Chee E, Morganstein D, Lipton R. Lost productive time and cost due to common
pain conditions in the US workforce. JAMA; 290(18):2443-2454; 2003. (Available:

27
2
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2. Reports and statements from government, regulatory and academic bodies attesting to a
massive problem of untreated and undertreated pain abound. In 2004 Robert Meyer,
Director of the FDA's Center for Drug Evaluation and Research, in testimony to the
House Subcommittce on Criminal Justice, Drug Policy and Human Resources reminded
legislators of a Consensus Statement from the National Cancer Institute Workshop on
Cancer Pain over a decade earlier (1990) which indicated that the "undertreatment of
pain... is a serious and neglected public health problem " *!

3. The Agency for Healthcare Research and Quality (AHRQ) reported in 1992 that, "half of
all paticnts given conventional therapy for their pain |arc not getting| adequate relief.” *

4. In 1999 the Joint Commission on Accreditation of Healthcare Organizations (ICAHO)
issued a press release noting that unrelieved pain had huge physical and psychological
cffects on paticnts and increased health care costs. JCAHO at that time officially declared
pain to be the "fifth vital sign" henceforth regarding the evaluation of pain a routine
requirement of proper patient care as important and basic as the assessment and
management of temperature, blood pressure, respiratory rate, and heart rate. ™

Disturbing as these academic findings arc, at the level of the doctor-patient relationship
opiophobia leads to unnecessary personal suffering and family tragedy for men and women who
served their government and gave everything when called upon. Mr. James Fernandez. a marine
helicopter door-gunner in the first Gulf War, involved in two helicopter crashes. resulting in well
documented disabling back injuries and chronic severe pain, has submitted testimony to this
committee. Mr. Fernandez, under continuous medical care of the VA, has been utterly compliant
with that care, has exhibited no “ref-flag™ or aberrant drug-related behaviors suggesting substance
abuse and has no history of alcohol or drug problems. Yet Mr, Fernandez, an uncomplicated case
of chronic pain, has been allow to remain in agony, for decades, physically deteriorating from
immobility duc to pain. all under the watchful eycs of his VA providers. He belicved VA doctors
could do nothing more to help him, when the documented truth is that even fractional dosage
increases make a significant positive difference in his life.

Mr. Fernandez was abandoned to his pain by his physicians and his government because they
were more concerned about a prescription drug abusc problem, that had NOTHING to do with
him or his combat acquired medical conditions, than they were about the obvious suffering and
deterioration of the obviously descrving paticnt before them. This is medically very wrong, and a
national disgrace.

Mr. Fermandez, and thousands of veterans like him, and millions of their fellow citizens, have
their lives destroyed for lack of a couple of hundred milligrams of morphine-equivalent analgesic
medication because federal drug control regulations and DEA enforcement imperatives have
changed pain management physicians into deputy lawmen whose primary obligation is to catch

! Meyer RJ. The Need for Effective Pain Relief - Statement by Robert J. Meyer, Director, Center for Drug
Evaluation and Research, Food And Drug Administration. Before the U.S. House of Representatives
Committee on Government Reform, Subcommittee on Criminal Justice, Drug Policy and Human
Resources; 2004, (Available: htip:/fwww fda. gov/ola/2004/oxveontind209. htal).

2 Carr DB, Jacox A. Acute Pain Management: Operative or Medical Procedures and Trauma - a Clinical
Practice Guideline. Report of the Agency of Healthcare Quality and Research, Washington DC, 1992.

* JCAHO. Joint Commission Focuses on Pain Management. Report of the Joint Commission on
Accredilation of Healthcare Organizations, Washington DC, 1999,
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vaguely defined “addicts,” and whose concept of pain treatment is to prescribe the weakest
opioids in the lowest possible dosages so as not to incur the wrath of federal law enforcement.

If Mr. Fernandez is denied basic compassionate medical care, what chance is there for the rest of
us when our time of need comes? Mr. Fernandez was at least inadequately medicated. How much
worse would his life have been if he had not been a marine, if his injuries were due to an auto
crash instead of a military helicopter crash, if he didn’t have access to VA medical resources?
What if he were alone, and poor and uninsured; or black, or a 20 vear old recent immigrant whose
English was poor?

Congress has the power to get DEA, a police agency of the Executive branch of government, out
of the medical decision-making process. The authority to license and regulate medical practice is
constitutionally reserved to the states who maintain the standard of care through state medical
boards and whose enforcement powers rest with the state Attorney General. That system is in
place. I urge vou to return this authority and this power back to these more democratic institutions
which are responsive to the will of the people. and which could function as laboratories of
progress and change if freed to do so. Until this is donc, the pain crisis in America will worsen.

I want to thank the House Subcommittee on Crime, and its staffers, for considering my testimony.

Respectfully submitted,

Lalex...
Alexandcr DeLuca, M.D.. MPH
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Certain People are Cooking Methamphetamine
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EXHIBIT
2

% TEETREF LEX L1

UNITED STATES DEPARTMENT OF JUSTICE

DRUG ENFORCEMENT ADMINISTRATION

BHR * Aok ook kR ok
In the Matter of : Dacket No. 05-43

Gregg & Son Distributors :  Administrative Law Judge Gail A. Randalt

AFFIDAVIT OF DENISE GREGG

kA o R

STATE OF TENNESSEE
COUNTY OF_Xwvux 5% 409-78- 820t

Denise Gregg, being first duly sworn, affirms and states as follows:

1. Iam over 18 years of age and otherwise competent te testify as to the matters in
this affidavit.

2. The following statements are based upon my personal knowledge.

3. 1 am the bookkeeper and records custodian for Gregg & Son Distributors (“Gregg
& Son™).

4. On March 15, 2005, Drug Enforcernent Administration (“DEA”) investigators
perforrmed an inspection at Gregg & Son’s registered premises located at 8329 Sharp Road,
Powecll, Tennessee, 37849.

S. As part of the DEA’s inspection, it performed an audit of Gregg & Son’s
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purchases and sales of pseudoephedrine and combination ephedrine products from Deecember 27,
2003, through March 15, 2005. As part of that audit, the DEA investigators seized virtually all
ol Gregg & Son’s packing slips and sales mvoices from Decernber 27, 2003, through March 15,
2005.

6. The DEA seized Greg, & Son’s only copies of these documents.

7. The documents seized by the DEA at the time of the March 15, 2005,
investigation and audit were only recently retumed, and received by our attorneys on March 31,
2006.

8. Our attorneys placed Bates Numbers 00103G&S through $1089G&S on these
documents, and mailed them to us on April 3, 2006.

9. Greg & Son received the documents at approximately 11:40 a.m. on April 7,
2006.

10.  Upon receipt, | began to review these documents.

11 During my initial review, I observed that customer sales invoices from December
27, 2003 through March 15, 2005, for approximately 21 of Gregg & Sons customers, which the
DEA seized on March 15, 2005, were missing from the DEA’s March 31, 2006, document
production.

12. I also noted that there were additional sales invoices and packing slips missing for
other Gregg & Son customers.

13. I estimatc that approximately 800-1000 pages of sales invoices that were seized
on March 15, 2005, were not returned or produced as part of the DEA’s March 31, 2006,

document production.
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14,  Since DEA scized the originals of virtually all of Gregg & Son’s packing slips
and sales invoices, we have no way of knowing the total number of documents seized by the

DEA at the time of the March 15, 2005, investigation and audit.

wa ‘@MOQ
Denise Gregg 7
Sworn to and subscribed in my presence this !H'Hlay of @Y\S & . 20086.

Quark Caniolaan
Noiar&'k’ublic O \G_\Q_QQ\

Further affiant sayeth naught.

Hi\Cases\CGregaf SonDisNDEA-USAW i fiduvit-denise-grege.doe
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Mr. Chairman and Memhers of the Subcommittee, my name is Dennis Gregg, and [ am
the owner of Gregg & Son Distributors. Gregg & Son is a wholesaler distributor which
primarily services convenience stores and other similar entities in the Knoxville, Tennessee area.
Gregg & Son also services a limited number of customers in the bordering areas of North
Carolina and Virginia.

1 have been involved in the distributing business since 1973, Gregg & Son is a family
run business which employs four individuals: myself, my wife Denise Gregg, my son Jeremy
Gregg, and a family friend. This business is our sole source of income. Gregg & Son sells items
such as automobile equipment, fishing tackle, gloves, soft drinks, cigarette lighters and other
novelty items to its customers. Gregg & Son also sells List I medications such as two-pack
dosage of pseudoephedrine products, and multi-count over-the-counter (“OTC™) combination
ephedrine-medications' to its customers.

Gregg & Son has distributed List I O'TC products to its customers since it first becaine
licensed with the DEA in 1998. None of Gregg & Son’s customers purchase solely List 1 OTC
products. It is authorized under its DEA Registration to distribute pseudoephedrine and
ephedrine OTC products. It is important to the continued operation of Gregg & Son’s business
to maintain its DEA certificate of registration because it allows Gregg & Son to serve as our
customer’s one-stop supplier in those circumnstances. If Gregg & Son does not retain its DEA
Registration, competitors able to distribute List I O'1TC products will have a competitive
advantage over Gregg & Son, which will be difficult for Gregg & Son to overcome and remain
competitive. Gregg & Son’s DEA registration was rencwed annually by the DEA through 1998

through 2005.

! These ephedrine-based OTC products also contain guaifenesin.
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From 1998 through 2005, Gregg & Son carried two-pack dosages of pseudoephedrine
products and multi-count combination O'YC ephedrine products in table form. The packaging
count was determined primarily by the manufacturer for distribution and sale to retail customers.
Since enactment of the Tennessee Free Meth Act in 2005, Gregg & Son has carried List | OTC
ephedrine-gel capsulc products for sale and distribution to its Tennessee customers, Gregg &
Son also distributes List I OTC ephedrine-gel capsule products in bordering stales to comply
with their methamphetamine precursor legislation as well. In order to comply with the 2005
Combat Methamphetamine Epidemic Act (“CMEA™), Gregg & Son also limits sale of List I
OTC ephedrine-gel capsules to those packaged in blister packs. Gregg & Son supplies its
customers with log books required under the CMEA and instructs its customers to comply with
the sales limitations and restrictions of the CMEA. Gregg & Son only distributes List | product
to those custorners who “self certify” with the DEA under the CMEA. Gregg & Son has also
advised its customers of the sales limitations irpposed by the CMEA and instructed them to
comply. with those limitations. Gregg & Son also stamped this limitation on each customer’s
sales invoices, and placed small signs in each of the acrylic cases to remind the retail clerk of
these limitations.

In 1999, and again in 2003, the DEA investigators performed administrative inspections
of Gregg & Son’s registered premises and reviewed Gregg & Son’s sale information. From 1998
through present, Gregg & Son’s business has not changed significantly. Gregg & Son was never
notified of any problems or DEA regulatory violations, Gregg & Son has never received a
“warning letter” from the DEA indicating that any of the List I OTC products sold by Gregg &
Son have ever been discovered in the methamphetamine mmanufacturing process or dump sites, or

traced back via lot number to a distribution by Gregg & Son. There have been no allegations
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that any customer of Gregg & Son has been convicted of a crime relating to the manufacture or
distribution of methamphetamine. No employee of Gregg & Son has ever been convicted of a
crime relating to a controlled substance or Listed Chemical.

Throughout its time as a List I Distributor, Giregg & Son has shared concemns over the
reported methamphetamine problem in Tennessee, and has undertaken steps to help make
customers aware of the potential for methamphetamine abuse, and to guard against the thefi and
diversion of List I OTC product sold by Gregg & Son to its customers. Over the past four years,
Gregg & Son has voluntarily provided its customers with posters for display in their facilities
from an organization called “Tennessee Free Meth.™ The posters provide a list of
methamphetamine precursor materials, which can be purchased in most retail establishments and
combined to produce methamphetamine. The posters also contain a “law enforcement hotline™
for retailers to call if they believe the products in their establishment are being diverted into
methamphetamine production. I have placed these posters for display in many of Gregg &
Son’s customers’ facilities.

For the past 10 to 12 years, Gregg & Son has been providing its customers selling List I
OTC products with actylic display cases to sell and display their List I product from. The acrylic
case is closed in the front and prevents the customers from obtaining the product out of the case
without the assistance of the retail clerk. The case is typically placed behind the counter or
somewhere else out of the reach of the customer. The purpose of these cases is to help guard
against theft of the product and diversion into illegitimate channels. This is a form of “behind-
the-counter placement” which is required under the CMEA. Gregg & Son put this procedure in
place to assist its customers and guard against diversion well before it was required under the

CMEA. For those tew customers who, due to the recent changes in packaging size, do not place

* Copies of these posters are attached hereto as Exhibit 1.
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the product in these acrylic cases, I have verified that they place and store the OTC product in a
means and manners sufficient to comply with the behind-the-counter placement requirements of
the CMEA. Thave not been told by any of my customers that there are repeat customers
purchasing List I OTC products on a daily basis. I believe the List 1 OTC products sold by
Gregg & Son are not being diverted into illegitimate channels.

On March 15, 2005, the DEA performed an administrative inspection at Gregg & Son’s
registered premises. DEA investigators questioned me about Gregg & Son sales of List I OTC
products. At that time, I did not know the percentage of sales that List I OTC products
comprised of Gregg & Son’s total annual sales. I later reviewed Gregg & Son’s sales records
and determined sales of List T OTC products comprised approximately 20% of Gregg & Son’s
overall sales. I never indicated to DEA that sales of List I OTC products comprised 50% of
Gregg & Son’s annual sales. However, DEA Diversion Investigators later claimed that [ stated
sakes of List ] OTC products comprised 50% of Gregg & Son’s annual sales. This was a lie.

Also, as part of the DEA’s March 15, 2003, investigation, the DEA investigators
allegedly performed an “audit™ of Gregg & Son’s List I chemicals. At that time, the
investipators seized the originals of all of my List I OTC sales and recciving invoices to my
customers. These seized copics were Gregg & Son’s only copies of these documents. The audit
was performed oft site of Gregg & Son’s premises, and Gregg & Son was not advised of the
results of this andit. DEA investigators also did not leave or return copies of these documents to
me following the inspection. DEA later issued a Show Cause Order to Gregg & Son after

performing its March 15, 2005 inspection.
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In the Show Cause Order, the DEA alleged the results of the “audit” of Gregg & Son’s
List T OTC product revealed “substantial underages and overages” of List I products. The DEA
alleped these results were indicative of diversion.

During the prehearing process in Gregg & Son’s administrative DEA license revocation
proceedings, my attorncy demanded that the DEA return the invoices seized at the time of the
March 15, 2005 audit investigation so that I could attempt to recreate the DEA’s audit. However
DEA was reluctant to turn these documents over to me. Finally, on or about March 30, 2006,
DEA produced a stack of invoices which it had seized at the time of the March 15, 2005
administrative inspection.

DEA initially claimed it produced all of the documents seized at the time of the March
15, 2005 inspection. However, my wife Denise observed that there were hundreds of pages of
invoices missing from production which were taken by the DEA on March 15, 2005. During my
wife’s review of the documents produced by the DEA, she noticed there were sales invoices for
approximately 21 of Gregg &Son’s customers missing from the DEA’s document production.
She also observed that there were additional invoices missing for other Gregg &Son customers.
She estimated that approximately 800 (o 1,000 pages of invoices which were seized on March
15, 2005 by the DEA were not returned or produced to Gregg & Son.> As such, there was no
possible way for us to reconstruct the DEA’s allegations of alleged substantial overages and
underages in its Show Cause Order. Gregg & Son is confident in its recordkeeping processes
and maintains that any audit of its List ] OTC product would in fact reveal no overages or
underages. I believe that the DEA had reached a predetermined result of the audit of Gregg &

Son’s List T OTC product before even beginning its review of the invoices.

* See Affidavit of Denise Gregg attached hereto as Bx. 2.
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Moreover, during Gregg & Son’s administrative hearing, DEA Diversion Investigator
David Graham, who was the lead investigator performing the March 15, 2005 inspection o’
Gregg & Son, admitted the DEA has adopted a policy that the sale of List [ generic OTC
combination-ephedrine products (such as thosc sold by Gregg & Son) to convenient stores and
related entities [which the DEA has coined “gray market entities™] is sufficient grounds for the
DEA to revoke a DEA registrant’s registration. Diversion Investigator Graham testified it is the
DEA policy and practice that regardless of whether or not the registrant complies with all other
DEA rules and regulations, the act of selling to these “gray market entities™ automatically
subjects the registrant to license revocation. This testimony was echoed by DEA Diversion
Investigator Darryl Meador as well. Investigator Graham testified that it was DEA’s intentions
to revoke Gregg & Son’s DEA registration based upon Gregg & Son’s sale of generic-
combination ephedrine OTC product to its customers.

Gregg & Son has always conducted business with integrity and committed to maintaining
compliance with the changes in state and (ederal regulations relating to the handling of List T
chemicals. I believe that our business was wrongfully targeted by the DEA for license
revocation because we arc a small business and do not have significant resources to oppose the
DEA. The unfounded allegations in the Show Cause Order, and the administrative process in
general, have been a difficult and overwhelming process for my wife and I to deal with. Gregg
& Son has been forced to incur significant legal fees in defending its DEA registration. I have
done so while also battling a bout of kidney cancer. But because we do not believe that we have
done anything wrong, we continue to maiutain that Gregg &Son is entitled to maintain its DEA

registration.
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It is my hope that by sharing our circumstances with this Committee, detailing
discriminatory and abusive treatment of Gregg & Son at the hands of the DEA, that the
Committee will take necessary action to ensure that no other small business will be subjugated to

similar treatment by the DEA.

ITCases\G ST A-USAN i -jah doc
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Tuly 11, 2607

Tue Honorakle Robert C. Scott, Chairnan

Subzornittes on Crime, Terrorsm, and Homeland Security
Coramiitee on the Judiciary

B-370 Rayburn House Office Building

Washington, DC 20515

Duar Chatrman Scott:
Enclosed herein is my client’s, Buddy Foole, oo wrketing, statement for the record
for your July 32, 2007, hearing entitled “The Dru forcement Administration’s Reguls

ave,”

T would appreciate it if the statement could be included in the record of the hearing.

Sine

Enclosure
cc: Mr. Buddy Poole
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Statement of Buddy Poole, Poole Marketing
Before the
Subcommittee on Crime, Terrorism, and Homeland Security
Committee on the Judiciary
Chairman Robert C. Scott
on
Oversight Hearing on the Drug Enforcement Administration

July 12, 2007
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Mr. Chairman and Members of the Subcommitiee, my name is Buddy Poole, and I am the
owner of Poole Marketing, which is located at 458 Peggy Drive, Fort Valley, Georgia 31030.
Poole Marketing is a small wholesaler distributer which distributes novelty products and
merchandise, including snacks, candies, lighters, to a customer base which is made up of
convenieni stores and similar entities. Poole Marketing services convenience stores and other
similar entities in the state of Georgia. Poole Marketing also distributes generic brands of List T
combination-ephedrine, ever-the counter medications to its customers.

Poole Marketing obtained the necessary DEA repistration which permits it to distribute
List [ combination-ephedrine products. Poole Marketing is authorized under its DEA
registration to distribute ephedrine and pseudoephedrine based combination products. Poole

farketing no longer distributes pseudoephedrine products, such as single packaged dosages of

cnld medications, because it is not permitted to do so under Georgia’s recent enactment of its
methamphetamine precursor legislation

Poole Marketing first received its DEA Certificate of Registration in 1999. lts
registration was renewed by the DEA annually through March 31, 2006. Poole Marketing has
never been advised by DEA that it is operating in violation of DEA regulations, Te my
knowledge, no employees of Poole Marketing have been convicted of a crime involving the
manufacture of distribution of Controlled Substances or Listed Chemicals. I also have pot been
advised by the DEA that any of Poole Marketing’s customers have been convicted of crimes
relating to the manufacture or distribution of methamphetamme.

On February 19, 2006, Poole Marketing submitted its application to renew its DEA
registration. Poole Marketing’s DEA registration was set to expire on March 31, 2007, Aftera

few weeks, I began to contact the DEA office in Arlington, Virginia to check on the status of
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Poole Marketing’s registration. Each time, I was told by the DEA rcpresentative 1 spoke to that
the Poole Marketing’s renewal application had not yet been processed.

On April 20, 2006, I then contacted the Atlanta DEA Regional Office and was told that
the office had no record of my applying for Poole Marketing’s registration renewal. The person
I spoke with advised me to reapply online, and to retain confirmation number. I followed these
insiructions.

A few weeks later, I called back to the Atlania DEA Regional Office to follow-up on the
status of Poole Marketing’s registration renewal. I was connected to someone whom 1 was tokd
to be the office supervisor, “Mr. Shortas.” Mr. Shortas’ first question to me was, “Who are your
customers?” 1 told him that I service convenience stores. Mr. Shortas then stated my DEA
license would not be renewed. He said, “Convenience storez don’t need to sell cphedrine
products.“ If'a person needs ephedrine products, they shouid go to the drug store.”

On May 18, 2006, Investigators Linder and Jones came to my facility to perform an
administrative investigation. After the investigation, they visited several of Poole Marketing’s
customers. At that time, I not told that any problems existed with Poole Marketing’s operations.
It was my understanding that no problems existed with Poole Marketing’s operations. No hard
copy of Poole Marketing’s DEA license was issued, but I received several extension letters’,
indicating that Poole Marketing’s registration would continue to be valid until March 31, 2067.
During that time, [ received no written confirmation that my DEA license had expired or had
been revoked. No Show Cause Order was issued to Poole Marketing.

The latest extension letter I received indicated that Poole Marketing’s license expired on
March 31, 2007. At that time, I called Investigator Linder (o {ind out what action I should take.

He did not return my phone calls. On March 12, 2007, I called the Washinglon DEA office and

! Copies of these letters are atfached hereto collectively as Ex. .
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was informed that my license had “been retired” on October 31, 2006 and that I nceded to
contact Atlanta. 1called Atlanta DEA Regional Office that day. [ was informed that Investigator
Linder was no longer assigned to my case.

DEA Investigator) Green contacted me on Tuesday, March 13, 2007. e stated Y was
selling “non-traditional products to a non-traditional outlet.” He indicated that based on this,
Washingion would likely not renew Poole Marketing’s DEA Registration. Investigaior Green
said thai the DEA had met its obligation to Poole Marketing and that no further letters of
extension would be issued. Itold Investigator Green that there were several companies operating
in the wholesale distributor business that distributed OTC combination-ephedrine medication,
Investigator Green stated that DEA had simply not gotten to them yet.

When [ asked Investigator Green what to do about my inventory of combination-
ephedrine redication, he told me that I needed to have it destroyed or that | needed to send it
back to the people that I bought it from “before the license expires.” Investigator Green asked if
1 would surrender my ticense. 11old him no. I then also timely filed for the renewal of my DEA
registraticn in advance of the alleged March 31, 2007 registration termination date.

After speaking with Diversion Investigator Green, I retained Attorney Jason A. Hill of
the law firm ol Connelly, Jackson & Collier LLP to represent Poole Marketing with respect to its
DEA registration renewal matters with the DCA. M. Hill prepared a letter dated March 19,
2007, copies of which were sent to Investigator Green by facsimile and ordinary mail. In that
letter, Mr. Hill indicated that since Poole Marketing had timely sought renewal of its DEA
registration, and no final decision had been rendered approving or denying that registration

renewal request, the DEA was obligated by law to permit Poole Marketing to continue
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distributing combination-ephedrine products.” Mr. Hill sought written and/or ozal confirmation
that Poole Marketing would be entitled to continue operating under its existing DEA registration
unti such time as a final decision was made with respect Poole Marketing’s registration-renewal
request. Investigator Green never responded to this letter. I was also advised that Investigator
Green failed to return several phone calls from my atlorney.

My aitorney was advised by another member of the DEA Atlanta Regional Office to
contact Linden Barber, Esquire, Office of DEA’s Chief Counsel’s Office. My attorney provided
Mr. Barber a copy of the March 19, 2007 correspondence sent to Investigator Green. After
reviewing the March 19, 2007 correspondenec, Mr. Barber advised that pursuant to the DEA
Deputy Administrator’s decision in Jn Re: Wild West Wholesale, Fed.R. Vol. 72, No. 18, 4042,
4043-44, because Poole Marketing had timely submitted its registration-renewal request, it was
permitted to continue distributing combination-ephedrine products until such time that a final
order (after issuance of & Show Cause Order) from the DEA Deputy Administrator was issued
revoking Poole Marketing’s registration.

Afler my attorney spoke with Mr. Barber, I then spoke to my distributor of List
combination-ephedrine products, C.B. Distributors, and provided C.B. with a copy ol the Wild
West Wholesale decision. 1told my C.B. that Mr. Barber advised (hat Poole Marketing was
permilted lo conlinue operating under its existing DEA registration. C.B. then contacted
Investigators Green and Jones to confirm that Poole Markcting was permitted to continue
operating under its existing DEA registralion. Investigators Green and Jones advised C.B. that it
was 1ot permitted to ship combination-ephedrine products to Poole Marketing because its

registration “allegedly expired” or “been revoked.” CB advised Poole Marketing that any

2 A copy of this letter is attached hereto as Exhibit 2.
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distributions of combination-ephedrine products to Poole Marketing would have to be approved
by Investigator Green before shipment.

As aresult of this conversation, on or about April 10, 2007, my attorney Mr, Hili again
wrote Investigators Green and Jones requesting that the DEA provide written confirmation with
respect 1o its position that Poole Marketing was not permitted to operate under its existing
registration. Mr. Hill also advised the investigators that he spoken with Mr. Barber, and
provided investigators with a copy of the decision 7n Re: Wild West Wholesale, which expressly
stated that because Poole Marketing had timely submitted its registration-renewal request, it was
permitted to continuc operating under its existing DEA registration. Mr. Hill also advised that if
the DEA did not respond to this request, that he would advise Poole Marketing to file suit and
sue for injunctive relief.’

The DEA did not respand to Mr. Hill’s April 10, 2007 request and hence forth, Poole
Merketing has been unable to obtain additional combination-cphedrine products from C.B.
Distributor, even though it retains an cxisting DEA registration. This has caused both financial
and irreparable harm to Poole Markeling’s good will and its customer base. 1 find the DEA’s
rcfusal to respond to any of Poole Marketing’s requests that the DEA advise Poole Marketing in
writing of its position with respect to Poole Marketing’s DEA registration to be disingenuous and
deceitful.

Dug to the damage to my business, financial and otherwise, Poole Marketing does not
have the funds to file suit o enjoin DEA’s wrongful actions. The DEA has maliciously and

intentionally violated my due process, and that of Poole Marketing, and continues to do so.

HiCases\Poole Marketing Pleadingstatement-jah.doc

‘A copy of this April 10, 2007 letter is attached hereto as Ex. 3.
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: FAX NO. Mar, 13 2007 @1:47PM PS

FROM..: ) ‘ ’

91/31/2997 15:67 4848937895 REGISTRATION PAGE 21/81
i~ U. S. Department of Justice

. Drug Baforcement Administration
qoj o Adantd Divfsion
R 75 S’umgstree(. §W
: . - Sutre §00
Atlan, GA 30303

www, i&a.;;uv H
H

o Budd by 7L
FAX; 47? YZY ’33/ ';: "

77
455 Prssy , W 3w
This Jexter cor_fm thar vou: s 'Enforcemcm Admuma.‘mn (DEA) r-gt.snuon oumber

Q 43 Zgﬂz TEmaing current md valid bcyund its ax . pending 25 7
p:ooessm.g of your ranewsl application. This notioe is w}ad il

b
This lm will serve as proafm your rea;m—anon statrg 'untd vour apyueaum‘s processed,

Dear St/ Madam:

I{ you require fwrther a.ssmdx‘zne please call toll "-ce 8885 991‘) A direotory of DEA.
offices | is-avaiiable on the ioternet ot the Diversion Caitndt ngran site at’

wnaey d.ad;vigsqongsiq S0%, v

f

Date;, 3/ Zw 7 |
Intuialg; f é é‘) .

DRUG ENFDRGEMEN‘I' ADMIN : .
ATTH: REGISTRATION FOR GA,~ - 4 -k
75 SFRING ST SW, ROOM §00- .
T ATLANTA, GA 38303 .
FN (EEE) sss-ssss
' EXHIBIT
1
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Mar. 13 22@7l RL:47PM  PE

FROM. : Fevt NO. 2
- . 5. Departweot of Justice
= - Drug Enforcement Aduummatlon
Adamabmmon
. 75 Suring &trest, SW
e ' Suite 800

Atlanta, GA 30303

ww.dea. gov

TO: _Eaaz.a..m:kaum_

Fax: ngwag-sa

feintae N

Dear Sie/ Madam:

This letier confirma that yva} Drig Exforcement Adeinistration (DEA) registrati m.unber

-~ PO43208A% ______ reming qusrent and valld beyord it expiration date, pending tho
PrOcessng of your refewal upplioﬂwn Thig motice is valig unnl l‘ebruarz N 2007

Tlus len‘u wil] serve a3 pmof of yaur regisarution siatus wnt! your apphcatmn i5 procesaed,
If you require fmﬂ-a wsistance, please call toll fee (3§8-869-9935), ‘A dmry of DEA

afficesis svailabie on the intemat a1 the Diversson Control Frogram site at
By ;(ggj;vemg,g;udn] sov.

Datew 30 2006

Injtimds: g’g
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FROM ¢ FAX NO. ) Mar. 13 2007 D1i4BFM P7
116 | 4848937935 " DIVERSION PASE 22
Ny U. S. Department of Justice .
1] Dirug Euforcement Administration
Atlanta Division
75 Spring Strest, SW
Suite 200 .
Atlanta, GA 30303
WM, ded. 2oy
TO_poole Maxkating

FAX: A7n 8286387

bezr_sfr/ Mada‘?’l.: ) prevtes
This le&a. confircas thud y?l-‘n‘ Driig Enfo'zpmnm Administeation (DEA) régim';ion number,
DO&BEG#A! ) re.lm_ains curre;n &nd valid Beyond it ﬁpitaﬁon.date,vpen.diu.g the
processing oi your renewel application. This notice ia valid wntil pegember 1 . 2006 .
This letror will serve asp.roﬁf of your registegtion status untif ynmf éppllcadgﬁm Is processed.
Y you tequire fusther assis_:m;cc, pleass call toll froe (838-869-9935). A direstory of DEA,

offices is available on the intemet at the Diversion Control Progrem site at

www.deadiversion yadol.eov.

Dete: ppronker ‘19, 2006

Tnitials: Lz
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FROM FAX ND. : Mar. 13 2087 DL:48PM P3
4p4BS27THSE ) DILERSION ' PAGE 02
- TU. 8. Department of Justice
Drug Enforcement Administration
Atlagta Division
75 Spring Street, SW
Suite 300

. Atlants, G 30303
Wity dea. gov

g7/28/2006_ 14:27
o

Q

TC: Pogle Marketing

"FAX 4

22BaB25.5381

pmsﬁ/mm: e
This leﬁm‘ con.ﬁ.rms Lhat vmu' Drug E:.-fumement Ad:mmmuon (DEA) mg;m:mhon number
0043 z'ng aw remaing cussent and valid beyond its expiration date, pending the
pmcessmg ufyour Isnew:xl applieation, This hotice & i valid unt __Sembambay 20, 2008
'n:us lamr will serve as pronf of your registration status wos] your application is proccsscd

Ifyou Tequire f'mher assistauce, please call tol] free: (883~869-9935) A directory of DEA
offjces is avs.ﬂable on. the internat at the Diversion Control Program site st

Date_al“l)LZ,Q. 2008

Inma.ls' 5 o AN
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FROM ) o ) FAX NO. : ) Mar. 13 2087 B1:45Ft P9
| 85/23/2695 16:86-  4B4893TR9E DILERSIGN PAGE 62
sy, :
S & . ' U. S. Department of Justice
. Drug Enforcement Administration

-Atlanta Division

S
75 Spring Street, SW
Suite 800
Atlantz, GA 30303
www.dza.goy

Dear Sir/ Madam:

Thie lee cofrms s your Diog Enforeement A duaiisiation (DEA) registration number
: rezmadts current and valid heyand s expization date, pending the
processing of your renewal apphcauun. This notice is valid ol Uh_}-z;m
'ﬂus leuur will serve as. proof of }ourmg*stmnm statug until your apphcs:mn 2 prnﬂsaad_
Ifyuu rcq'.urb ﬁ.\rther assistance, please call toll free (B88-869-59535). A ditectary of DEA

offiees is available on the intevnst at the Diversion Control ngmn slte at
www desdiversicnyedof gov.
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CONNELLY, JACKSON & COLLIER LLP
ATTORNEYS AT LAW
408 MADISON AVENUE. SUITE 1600
TOLEDO, OHIO 43604

WILLIAM M. CONNELLY" 191 243- 2100 .YJ::SI: - ):I:\II.ALETTE
EVEN R.
STEVEN P. CQLLIER® WWW.CJC-LAW.COM KATHERINE E. KING
MICHAEL A. BONFIGLIO
JANINE T. AVILA : CERTIFIED BY NATIONAL BOARD
March 19, 2007 GF TRIAL ADVGCACY AS A

ANTHONY E. TURLEY
CIVIL TRIAL ADYOGATE

ViIA FACSIMILE NO. 404-853-7096
AND ORDINARY MAIL

Diversion Investigator Green

U.S. Department of Justice

Drug Enforcement Administration
Atlanta Division

Office of Diversion Control

75 Spring St., SW, Suite 800
Atlanta, GA 30302

Re:  Poole Marketing -- D.E.A. Registration Mo, 084320PAY
Dear Diversion Investigator Green:

Please be advised that our office has been reained to represent Poole Marketing with
respect to the DEA’s processing of Poole Marketing's DEA registration-renewal réquest. Please
direct all future cominunication and correspondence concerning this matter to my attention. As
you know, Poole Marketing is registered with, and authorized by, the DEA to distribute List I
chemicals. Our client distributes generic combination-ephedrine products to its customer base,
which includes convenient-store type entities.

Poole Marketing’s DEA registration was set to expire on March 31, 2006. Poole
Marketing timely submitted its 2006 registration renswal. Prior to that time the DEA renewcd
Poole Marketing’s registation annually, since inception in 1999. The DEA did not issue a
decision denying or approving Poole Markéting’s registration-renewal request prior to the
expiration of this deadline. Instead, the DEA issued a series of letters confirming that Poole
Marketing’s registration would remain valid until such time that the DEA issued a decision
approving or denying Poole Marketing’s registration. These letters purported to extend Poole
Marketing’s regxsua.non by a period of 60 days. The most recent of these letters is set to expire
March 31, 2007. To date, the DEA has not issued a decision either approvmg or denying Poole .
Marketing’s 2006 registration-renewal request.

! Copies of these letters are attached hereto as Ex. 1.
EXHIBIT
2
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CONNELLY, JACKSON & COLLIER LLP
Diversion Investigator Green
March 19, 2007
Page 2

It is my understanding that you spoke with Mr. Poole on March 13, 2007, and advised
him that while the DEA had not yet reached a decision approving or denying Poole Marketing’s
pending-registration renewal, the DEA would not be issuing any additional letters confirming
that Poole Marketing would be entitled to continue operating under its existing registration until
such time that a decision is reached approving or denying Poole Marketing’s registration
renewal. This represents a significant variance from past DEA policy and practice. You
apparently indicated o Mr. Poole that this decision was based upon Poole Marketing’s sales of
generic combinmioh-ephedn’ne products to jts customcer base, which the DEA has termed *non-
traditional” or “gray market” entities. .

Poole Marketing operates.its distribution and sales practices within the applicable law.
While Poole Markcting distributes List T chernicals, it does so within the parameters of the 2005
Combat Methamphetamine Epidemic Act. Poole Marketing has also proactively sought to
ensure its ongoing compliance with the changes in Federal and State law. .

Morzover, based upon Mr. Poole’s conversations with you and other DEA Diversion
Lavestigators, Mr. Poole was left with the distinct impression that DEA as an agency is
agtemysting to abolish sales of generic List I combination-ephedrine products to the “gray market”
by revoking the DEA registrations of all similarly-situated distributors who distribute generic
List { combination~-ephedrine products to convenient stores and related entities. It isour
understanding that the DEA is taking a position-that the sale of List T generic combination-
ephedrine products to “gray market entities” in ariything other than minimal quantities
automatically subjects a registrant to registration revocation. Such a policy and enforcement
practice amounts to a violation of the Admiinistrative Procedures Act. .

The DEA has renewéd Poole Markeling’s DEA registration annually since the time it
becams registered. Neither its customer base, nor its business practices have changed
significantly during this time. The DEA’s policy and practice of abolishing the “gray market”
and revoking List I registrants’ registration for sales of generi¢ combination-ephedrine products
to “gray market” customers, is as a practical tatter a “rule” within the meaning of 5 U.S.C.. §
551{4). However, this “rule” by the DEA has not been subjected to the notice and comment rule
making requirements of 5 U.S.C. § 553(b). Thus, any agency enforcement practice in this regard
constitutes a violation of the Administrative Procedures Act and Poole Marketing’s due process
rights under the Fifth Amendment.

Poole Marketing has a record of ongoing commitment to complying with its obligations
under Statc and Federal law. It has a history of DEA regulatory compliance as exhibited by
DEA’s continued registration renewals. We believe that there is no direct evidence that Poole
Mearketing’s List I products are actively being diverted into illegitimate diversion.
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CONNELLY, JACKSON & COLLIER LLP
Diversion Investigator Green
March 19, 2007
Page 3

Based upon the foregoing, we would request that the DEA confirm that Poole Marketing
will be entitled to continue operating under its existing DEA registration until such time as a
decision is issued with respect to its request for registration renewal. Given DEA’s impending
March 31, 2007 deadline, I would appreciate you providing us with the DEA’s position with
respect to this issue as soon as possible. As always, Poole Marketing will continue to cooperate
with any ongoing DEA investigation. If you have any questions, please feel free to contact me at
the above number. .

JAH/clm
cc:  Mr. Buddy Poole
Enclosure

H:\Cases\PAMISCELLA\peale-D.I. Green-jah.doc
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. B1:47PM PG
FAX ND. Mar. 13 2a@7

0t o U. §. Departiment of Justice
= - Drug Enforcement Administeation
%}I . Adanta Division '
. 75 Spring Buwest, SW

Sutts 300
Atlants, GA 30303

www.dea, gov

TU:JRQJ.ELM;:JSS‘M&E__;_._.

FAX: 478.838-5301. - _

o

Dear Sif/ Madatn:

This letter sonfirma that your Drug Enforcement Aduilnistratioq (DEA) registration rumber
— A0A3208AY ___reimins cument s valid beyord its expiration dato, pending e
processing of your repewal application, This motice ia vaiid vati] Fahruary 1, 2007

This letter ‘5‘411 sorve #s proof of your registration status unti! your spplication ia processed,
I you require fimther assistanse, please call tall free (986-869-5935). " A ditcctory of DEA

offices is evailable on the niernat ot the Diversion Control Pragre:mn gite at
wa deadiversion Ledoi.gov.

Dﬁte: m.b _g-gg;n.:gm: 50, '2606

" mstinds: gg .

EXHIBIT 1
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FAX NO. : Mar. 13 2897 BL148PM P7
’ T CL eaEE @
g "' U.S8.Department of Justice .
i . . Drug Enforeepment Administration
Atlanta Division

75 Spring Street, SW
Sufte 800
"Adaata, G4, 30303
whw.dea. gov
TO: g;,‘ cle MIQIJS: ating

FAX: 478_825_6381

Presia..

Dsa:_Slf/ Madan_n': )

This letter confisms that your Driig Eﬁfogc_ament Administretion (DEA) regisiration mumber
004320PAY ) remains aurreat and valid beyond is.cxpixﬁﬁonidate, pending the
processing of yout repewel application, This notioe is vaiid il December 1, 2006 .

This Jetrez will serve asproof of your, reg’s_t:gt.iﬁn statos unti] ynuf application is pracessed,

£ you require further dssistanes, plasse call tall Giee (888-869-9935)." & dirsctory of DEA
offices is available en the intermet at the Diversion Control Pragram site st

Dete’ Raptenkax 19, 2008

Initiels: g7
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FaxX NO. Mar. 13 2887 @1:48PM P8
L . o
B7/26/2086 14127 4B4SS.. 35 DILERSION PagE B2
- Y . U. S. Department of Justice
@ Drug Enforcenient Administration
T Atlanta Division
75. Spiing Street, W
Suite 300
Atlanta, GA 30303
www.dea. ga-v
TG Egglg marketing

FAX: 478528 um

Dmsiﬁmm: ‘ — ’.""f‘""

This lemsr eonﬁrm.s d:a’: ycm Drug E..furcemem A.dmuusmt.um CDEA) mgistrauon number

004320D2% remains current atd ‘lEJ.ld beyond jts expiration datc, pending the
p:ocessing of your ranerw:;l appleation, This hotice is valid wnti] __Septemhar 20, 2006

‘n:us lettar wﬂl serve 2 proof of your registration stamis wtil your Bppluum is pronossed

If' you require fm-th:r assistance, plcase ca.ll toll free (888-969.9935), A directory of DEA
offices js ava:.lable on the internst at the Diversion Cantro) Program site at
. E.'SIDU_ AN

Date_.:nlx.zn, ‘2006

Ininﬂs,iL.;
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FROM : FAx MO. | Mar 13 2087 B1:49PN PD
€5/23/2006 1B:25  4B49../09% DILERSION PAGE B2
pro— . . . N
S U. 8. Department of Jastice
Drug Enforcement Administration
-Atlantn Division -
75 Spring Street, W
Sure 800 )
Atlanta, GA 30303

www,de‘zr.gqv

fD_Dm_EIﬂAE{,EE..J.é\_

Diear Sir/ Madamn: fretee
- 'Thig lem:r_ donﬁﬁnéﬂim'ysur Drug Enforosment Administration (DEA) registeation pupsber
-_remaing exrrent and valid beyond its expiration date, pending the
processing of vour tenewal applicarion. This netice is valld no] Y u_;_q_z;‘_zcbg.
This letter will serve as.proaf of your registration stetus umil your application is processed.

fyou ieqtﬂré frther :ssismn;:e, plesse ¢all toll free (388-8G9-9935). A ditectory of DEA
oifices is available on the internet at the Diversion Control Program site at

www.deadiversiopusdof gov.

Im?als: %ﬂz
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FRoOM =
B1/31/20897 16187 4846. @95

Mar. 13 ZBB? B1:47PM  P3
REGISTRATION PAGE  1/01
U, 8. Department of Justice

-Drug Enfdrpmmt Administration

Atlanti Tivision

75 S’mng Stet, SW
Suite 300

Atlanta, GA 30203

wwwdsagov ’

wo._Buth @a/;

rax 47? %25 3“38/'

Dear Sit/ Madari:

i

,44 30030

ﬁ%;fy

‘This Jester confirms that vour Dr { Enforceméntt Adnmxmatmn (DEA) rg:sn—auon mmber

{Z 432ﬂ££ Z remains current and valid bcyond ity Ex 1g207
pmcesging of your renewn] application. This notiee is ¥ af:ui il

'I‘.us le1:r will serva as proaf of your re;zs&anon mias u:nﬂ volr npphcanv:\n.s processcd.

I you require frther gssisarice; pleese sall toll fres (885 §ﬁ9 -9935). A direstory of DEA

offiess is ovafishle an the intethet at the Diversion G

wew. deadiversion.ugdol 20V

Date j"/ M 7
tetva, 5.7,
HRUG ENFDRCEMENT ADMIN
ATTN: REGISTRATION FOR €A,
75 SPRING ST, Sw, RODM §60-

ATLANTA, BA30303
PH @g boa%es

il Program siie at

i
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CONNELLY, JACKSON & COLLIER LLP 3
ATTORNEYS AT LAW
408 MADRISON AVENUE, SUITE 1800
TOLEDQ, QHIO 43604
WILLIAM M. CONNELLY® 1419 243-2100 JASON A. HILL
- TAMMY G. LAVALETTE
GINALD 5. JACKSDN, JR.
SrEvEN R, SHITH FAX 1419) 243-7112 TIMOTHY P. NACKOWICZ
STEVEN P. COLLIER™ WWW.CJC-LAW.COM KATHERINE E. KING
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April 10, 2007

VIA FACSIMILE AND OVERNIGHT MAIL
Diversion Investigators Green and Jones

U.S. Department of Justice

Drug Enforcement Administration

Atlanta Division

Office of Diversion Control

75 Spring Street, SW

Suite 800

Atlanta, GA 30303

Re:  Poole Marketing
DEA Registration No. 004320PAY

Dear Diversior Investigator Green and Jones:

T am writing in response to my March 19, 2007 letter to Diversion Investigator Green, as
well the various voice messages to him that have gone unreturned, Thave contacted Diversion
Investigator Green on multiple occasions on behalf of my client Poole Marketing over the past
three weeks, to which he has provided no response. I am told that Diversion Investigator Green
is the investigator handling my client Poole Marketing’s registration matters.

Today, my clicnt Poole Marketing was informed by CB Distributors that according to
Diversion Investigator Jones, CB Distributors was not permitted to ship List I combination-
ephedrine products to my client Poole Marketing because its registration had allegedly “expired”
or been “revoked.” CB Distributors reported to Poolc Marketing that any distributions to Poole
Marketing would have to be approved by Diversion Investigator Green.

Demand is hereby made that the DEA cease its wrongful interference with Poole
Marketing’s right to continue to lawfully distribute List I combination-ephedrine products as a
DEA registrant. My client timely submitted its DEA renewal application in 2006; DEA still has
not issued a decision approving or revoking its DEA registration. There has been no show cause
order issued revoking its right to distribute List I combination-ephedrine products. Diversion
Investigator Green has nstructed my client verbally on multiple occasions that Poole Marketing
is not to continue distributing List I products beyond March 31, 2007. However, DEA has
refused to provide any written confirmation indicating the grounds or basis for its position.
Thus, I underscore the fact that while-my client has inquired in good faith with Diversion
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Investigator Green, he and DEA have refused or otherwise failed to provide written explanation
or confirmation of DEA’s position with respect to Poole Marketing’s continued registration.

That being the case, I was instructed to contact DEA Chief Counsel Lyndon Barber to
diseuss this matter. During the course of our discussions, we discussed the recent case of I Re
Wild West Wholesale, Federal Register Volume 72, Number 18, Page 404-405, which expressiy
recognized that pursuant to 21 CFR 1309.51 (b), as long as a registrant submiits a renewal
application in advance of its registration expiration, that DEA registration remains valid and in

Sl effect until a final revocation order is issued by the DEA deputy administrator. I have
attached a copy of this decision for your review. Thus, there having been no final order of
revocation issued in this matter, Poole Marketing’s regisiration renewal was timely and it retains
a valid and existing DEA registration until such time that a final order revoking that registration
is issued by the deputy administrator.

Therefore, DEA’s continued instruction to CB Distributors not to sell List I product to
Poole Marketing is groundless, outside the scope of DEA’s authority, and continues to deprive
Poole Marketing of its due process. As a result, we are demanding DEA provide written
confirmation to both myself and CB Distributors that Poole Marketing retains a valid and
existing DEA registration.

Upon DEA”s failure to do so within 48 hours, I will instruct my client to take all
necessary action including, but not limited to, filing suit in federal court to enjoin DEA’s
wrongful activities, and for monetary damages and attorneys fees incurred as a result of DEA’s
wrongful actions. IF DEA is insistent upon failing to comply with Poole Marketing’s request, 1
would ask that you please provide a copy of this letter to the civil division of your local United
States Attorneys branch so that I may discuss this matter further with them, and if need be, have
a contact in the office to provide and serve courtesy copies of any injunctive relief papers that
need be filed.

Thank you for your anticipated prompt attention to this matter. I look forward to hearing
from you.

IAH/jks

Enclosure

cc: Mr. Lydon Barber
Mr. Buddy Poole
Mr. Jeff Pifer, CB Distributors, Inc.

HiCases\Poole Markeling\CorrespolDiCirsen-02ah.doc
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worth of 48-count bottles and §2837.53 worth of six-count packets between January 31, 2005,
and June 9, 2005. The two invoices for July 2005 showed that Respondent had purchased
$§1712.96 worth of 48-count blister pack boxes. Relatedly, at the time of the inspection,
Respondent had on hand 543 botties {48-count), which were to be retuned following the:
change in Colorado law.

Based on the ratail price information provided to the Dis, Respondent distributed combination
ephedrine products with a retaii sales value of $40,916.76,12\ over the approximately six-rmonth
period ar $6819.46 per month, On a per store basis, the estimated average monthly retall sale
of the products was $151.54.

\2\ This figwe was calcuialed based on the invoice amounts'minus the inventory that was baing
retumed.

In numerous cases, DEA has astablished through expert testimany the monthly expected sales
of combination ephedrine products by non- traditional retailers such as convenience stores and
gas stations to meet legitimate dermand, i.a., the purchasa of ths products for their medically
approved use as a bronchodilator to treat asthima. See, e.g., T. Young Associales, Inc., 71 FR
60567, 60567 n.2 & 50568 (2006); Tri- County Bait Distributors, 71 FR 52160, 52161-62
(2006): D & S Sales, 71 FR 37607, 37608-09 (2006). In these cases, DEA has proved by
substantial evidence that the menthly expected retail sales range for combination ephedrine
products by non-traditional retailers is between $0 and $25, with an average of $12.58. See T.
Young, 71 FR at 60568; Tri-County Ba, 71 FR at 52162; D& S, 71 FR at 37500, DEA has
alsc establishad that a monthly retail sale of $60 of ephedrine products "would bccur about
once in & million times in random sampling.” T. Young, 71 FR at 60568 (int. quotatians and
citations amitted).

Respondent's owner also provided the Dis with a customer list. Using the customer Rst, a DI
visited twenty-one of the atores and intarviewsd thelr managers regarding whether they sold
list I products and, if so, the volume sold. At fifteen of the stores, the managers estimated that
they were seliing $60 or more per month of comhination ephedrine products. indasd, at ten of
the stores, the managers estimated that they were selling $100 or mare per month of the
products, and at eight of the stores, the managers estimated that they were selling $300 or
more per month.

Discussion

As an initial maﬂer the scope of this proceeding must be determined. According o the
expired on May 31, 2005. On April 28, 2005,
hewever, Respnndems owner submitted a renewal application. DEA received the application
on May 5, 2005, and chargad the application fee to its owner's credit card.

Under the Administrative Procedure Act (APA), "[w]hen [a] licensee has made timely and
sufficient application for a renewal or a new license in accardance with agency rules, a license
with reference to an activity of a contmumg nature does not expire until the application has
been finally determined by the agency.” 5 U.5.C. 558(c). DEA's regulation which acirasses
renewal applications marely

[[Page 4044]]

states that “[a]ny person who is registerad may apply to ba reregisterad not more than 60 days
bafure the expiration date of [her] registration.” 21 CFR 1308.31(b). This regulation does not
specify a date by which DEA must received a renewal application in arder for an existing
registration to be continued in accordance with the APA.

Another DEA regulation addresses the renewal of an exisling registration when Show Cause
Proceadings are panding. See 24 CFR 1309.45 ('Extension of ragistration pending final
order"). This regulation provides that:

[iln the event that an applicant fot reregistration (who is doing businass under  registration
previously granted and not revaked ar has applied for 1 at least 45
days before the dete an which the existing registration is due to expire, and the Administrator
has issued no order on the application on the date on which the existing registration is due to
expire, the existing registration of the applicant shall automatically be extended and continue in
effect until the date on which the Administrator issues his order. The Administrator may extend

http:/fwww.deadiversion.usdoj.gov/fed_regs/actions/2007/fr01294. htm 4/10/2007
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any other existing registration under the ci in this section evan
though the registrant failed to apply for reregistration at least 45 days before expiration of the
existing reglstmtlun with or without request by the registrant, if the Administrator. finds that
such extension is not inconsistent with the public health and safety,

Id.

As demanstrated by its text, this regulation clearly contemplatas that a Show Cause
proceeding must be ongaing in order to trigger the requirement that a registrant submit a
rsnswa[ at laast 45 days in advance of the registration's expiration date in order to continue the

lere, however, 's renewal was submilted four monthe before the
Show Causs Ordar was issued and thus  this regulation is not appiicable. Instead, the
renewal is govemed by 1309.34, which impages no

deadlme by wmcr\ the application must be filed. Therefore, | conclude that Respondent.
submitted a timely renewal epplicetion, and that under the APA, her registration has remained
in effect pending the final order in this proceeding.

The Public Interest Analysis

Section 304(a) of the Confroiled Substances Act provides that a registration to distribute a list{
chemical "may be suspended or revoked ** * upon a finding that the registrant * * ~ has
committed such acts as would render his registration under section 823 of this titfe inconsistent
with the public interest as determined under such section.” 21 U.S.C. 82aj(4). In making this
determination, Congress directed that | consider the following factors:

(1) Maintenanca by tha applicant of effective cantrais against diversion of listed
chemicals into ather lhan legmmate channels;

(2) compiiance by the applicant with applicable Federal, State, and local faw;

(3) any prior convietion racard of the applicant under Federal or State laws
relating to contrelled substances or to chemicels controlled under Federal or
State law;

(4) any past experisnce of the applicant in the manufacture and distribution of
chemicals; and

(5) such other factors as are relevant to and consistent with the public heaith
and sal

d. section 823(h}.

"These factors are considered in the disjunctive." Joy's ideas, 70 FR 33195, 33197 (2005). 1
may rely on any oneora comb!natmn oflactors and may glve each factor the waight | deem
ing whether ion should be revoked of an epplication for a

madlﬁcalmn ola registration shuuld bs danied. Ses, 8.g., David M. Starr, 71 FR 39367, 39368
{2006); Energy Outlet, 4 FR 14289 (1999). Mareover, | am "not required to make findings as
to all of the factors.” Hoxie v. DEA, 419 F.3d 477, 482 (6th Cir. 2005); Morall v. DEA, 412 F.3d
165, 173-74 (D.C. Cir. 2005). In tms case, | conclude that Factnrs Four and Five aubllsh that

continued would be "i with the pubiic interest,” 21 U.S.C.
823(h), and that Respondent's registration should be revoked and its pending application for
renewal should be denied.

Factars Four and Five—The i i
Chemicals and Other Factors Relevant to and Consistent WIth Public Heaim and Safety

As found above, the illicit manufacture and abuse of methamphetamine have had pemiclous.
effects on families and communities throughout the nation. Cutting off the supply SourGe of
mathamphatamine traffickars is of critical importanca in protacting the public from the
devastation wreaked by this drug.

‘While combingtion ephedrine products have a legitimate medical use as a bronchodilator to
treat aslhma, DEA orders have established that convenience stores and gas sations constitute
the non-traditional retail market for legitimate consumers of products containing ephedrine.
See, e.g., Tri-County Bait Distributors, 71 FR at 52161; D & S Sales, 71 FR at 37608; Branex,
Inc., 69 FR 8682, B690-92 (2004). DEA has further found that thera is a substantial risk of
diversion of list } chemicats into the illicit manufacture of methamphetamine when these
products are sold by non-traditional retailers. Ses, e.g., Joy's ideas, 70 FR at 33199 {finding

http:/fwww.deadiversion.usdoj.gov/fed_regs/actions/2007/fr01294 . htm 4/10/2007
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that tha risk of diversion was "real, ); Jay i 70 FR 24620,
24821 (2005) (noting “heightened risk ufdlvers\on" should app\lcalmn be granied)

DEA orders thus establish that the sale of certain list | chemical products by non-traditional
refailers is an area of particular concemn in preventing diversion of these products into the llicil
manufacture of methamphetamine. See, e.g., Joey Enterprises, 70 FR 76366, 76867 (2005).
As Joey Enterprises explains, "jwlhile there are no specific prohibitions under the Controiled
Substances Act regarding the sale of listed chemical products to [gas stations and

i stores], DEA has found that these entities] constitute sources for
the diversion of listed chemical products." Id. See also TNT Distributors, 70 FR 12729, 12730
{2005) (special agent testified that "80 to 50 percent of ephedrine and pseudoephedrlne being
used [in Tennessee] to manufacture methamphetamine was being obtained from convenience
stores”); OTC Distribution Co., 68 FR. 70538, 70541 (2003) (noting "over 20 different seizures
of [gray market distributor's] product at sites" and that in eight
month period distributor's product "was seized at clandestine labaratories in eight states, with
over 2 million dosage units seized in Oklahoma alone.”); MDI Pharmacautticals, 68 FR 4233,
4236 (2003) {finding !hat "pseudoephedrine producs distributed by [gray market dlsmbulm]
have been settings
United States and/or In the ion of Invelved in (he llicit
manufacture of methamphetamine').

Here, nearly all of i stores and gas stations, which
are non-lradmnnal retailers of Ilst 1 chem!:al praduds Mlslgmﬁc:nw, the investigative file
that the pro were ot being
sold to meet legitimate consumer demand but ratherwete being dlva‘ied to supply the illicit
manulaclurers of methamphetamine. As found above, the average monthly retail sales value of
the i ine products distri by was 5151.54 per store. This

[Page 4045]]

figure grossly exceeds the monthly expected sales range of $0 to $25 {with an average of
$§12.58) by convenience stores to meet legitimate demand for these products as an asthma
treatment. See T. Young, 71 FR at 60568, D & S Sales, 71 FR at 37608,

Indeed, a monthly retail sale of $80 of ephedrine products at a convenience store Should
“occur about once in a million imes i random sampiing.” T. Young, 71 FR at 60566. The
$151.54 average retail sale value of Respondent's products is 2.5 times this amount.
Marecver, this figure is an averags for ail forty-five stores serviced by Respondent over a
seven-month pericd. It is thus even more improbable than a one in a million probability that
Respondent’s praducts were being purchased to meet legitimate demand.

1therefore conclude that a subslant‘al portion of Respondent’s products ware diverted into the
ilficit of SeeT. Young, 71 FR at 80572; D & S Sales, 71 FR at
37611 (finding diversion accurrad Tg]iven the near impossibility that * * * sales were the result
of legitimate demana"); Joy's Ideas, 70 FR at 33194 (finding diversion occurred in the absence
of "a plausible explanation in the record for this deviation from the expected norm)3
Moreaver, "the diversian of list | ch s into the illicit

poses the same threat to public health and safety whethera reglstranl sels| the products
knawing they wilt be diverted, sells them with a reckless disregard for the diversicn, or sells
them being totally unaware mat the products ware baing diverted.” T. Young, 71 FR at 60572
(citing D & S Sales, 71 FR at 37610-12, & Joy's Ideas, 70 FR at 33196). In shart, the statutory
text does not require that the Government prove that a registrant acted with any particular
mens raa to sustain a public interest revocation. T. Young, 71 FR at 60572. Accordingly,
adverse findings are warranted under these factors even if Respondent's owner was unaware
that its products were being diverted.

A0\ This finding |s alea supported by the austomer verfications. At nearly half of tha twanty-ona
stores visited, the managers loid the Dis they were selling quanilties of combinalion ephedrine
products that would sell for $100 or mare per manth: &t elght of the stores, the managers
estimated thal lhey were selling quaniitics of $300 or more per month,

Here, while Respondent (and its owner lacks a criminal record) and the file does not establish
that Respondent has failed to comply with applicable laws or lacks effective cantrols M\ |
nonetheless canciude that Factors Four and Five compel the conclusion that Respondent's
continued registration would ba inconsistent with the public intarest.

hitp:/iwww.deadiversion.usdoj.gov/fed_rcgs/actions/2007/fr01294.htm 4/10/2007
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W\ The Government bears the burden of proof on each facter even when a reglstrant waives its
right to a hearing. In this case, ihe investigaiive Re cantains na evidance ko suppart a finding
that Respondant does nol maintain effective confrols because it was aware of diversion
oscuming at the retall level and fatied fo adl.

Order

Accordingly, pursuant to the authority vested in me by 21 U.8.C, 823(h) & section B24(a), as
well as 28 CFR 0.100{b) & 0.104, [ order that DEA Certificate of Registration, G05516WWY,

issued to Wld Wes( Whalesale be, and it hereby is, revoked. | further order that Wild West
andior renewal of its registration be, and
they hereby are, demed This order i |s effective February 28, 2007.

Dated: January 20, 2007.

Michele M. Leonhart,
Deputy Administrator.

[FR Doc. E7-1316 Fited 1-26-07; 8:45 am)
BILLING CODE 4410-09-P
NOTICE: This Is an unofficial version. An official version of these

publications may be obtained directly from the Government
Printing Office (GPO).
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hitp://www.deadiversion.usdoj.gov/fed regs/actions/2007/fr01294.htm 4/10/2007
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FAX TRANSMISSION

CONNELLY, JACKSON & COLLIER LLP
405 Madison Avenue, Suite 1600
Toledo, Ohio 43604
Telephone: (419) 243-2100
FAX: (419) 243-7119

To: Diversion Investigators Date:  April 10,2007
Green and Jones
U.S. Department of Justice
Drug Enforcement Administration

G
Fax #: 404-893-7096 Pages: L including this cover sheet.

From; Jason A. Hill, Esquire

Subject: Poole Marketing

MESSAGE:

IF YOU DO NOT RECEIVE ALL PAGES, PLEASE CALL US BACK AS SOON A5
POSSIBLE AT (419) 243-2100. ASK FOR OPERATOR: JILL

* * * CONFIDENTIALITY NOTICE * * *

The information contained in this facsimile message is intcnded only for the personal and confidential use of the
designated recipients named above. The message may be an attorney-client communication and, as such, is
privileged and confidential. If the reader of this message i3 not the intended recipient or an agent responsible for
delivering it to the infended recipient, you are hereby notified that you have received this document in error, and that
any review, dissemination, distribution or copying of this message is strictly prohibited. If you have received this
eammunieation in error, please notify us immediately hy telephone and return the original message to us by mail at
aur expenge. Thank you for your assistance.
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CONNELLY, JACKSON & COLLIER LLP
405 Madison Avenue, Suite 1600
Toledo, Ohio 43604
Telephone: (419) 243-2100
FAX: (419)243-7119

To: Diversion Investigators Date:  April 10, 2007
Green and Jones
U.8. Department of Justice
Drug Enforcement Administration

U
Fax #: 404-893-7096 Pages: _{ , including this cover sheet.
From:  Jason A Hill, Esquire
Subject: Poole Marketing

MESSAGE:

IF YOU DO NOT RECEIVE ALIL PAGES, PLEASE CALL US BACK AS SOON AS
POSSIBLE AT (419) 243-2100. ASK FOR OPERATOR: JILL
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FAX TRANSMISSION

CONNELLY, JACKSON & COLLIER LLP
405 Madison Avenue, Suite 1600
Toledo, Ohio 43604
Telephone: (419) 243-2100
FAX: (419) 243-7119

To: Mr. Jeff Pifer Date:  April 10,2007
CB Distributors, Inc.

Fax#:  608-368-9919 Pages: i including this cover sheet.

From: Jason A. Hill, Esquire

Subject: Poole Marketing

MESSAGE:

IF YOU DO NOT RECEIVE ALL PAGES, PLEASE CALL US BACK AS SOON AS
POSSIBLE AT (419) 243-2100. ASK FOR OPERATOR: JILL

* % * CONFIDENTIALITY NOTICE * * *

The information contained in this facsimile message is intended only for the personal and confidential use of the
designated recipients named sbove. The message may be an attorney-client communication and, as such, is
privileged and confidential. If the reader of this message is not the intended recipient or an agent responsible for
delivering it to the intended recipient, you are hereby notified that you have received this document in crror, and that
any review, dissemination, distribution or copying of this message is strictly prohibited. If you have received this
communication in error, please notify us immediately by telephone and return the original message to us by mail at
our expense. Thank you for your assistance.
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CONNELLY, JACKSON & COLLIER LLP
405 Madison Avenue, Suite 1600
Toledo, Ohio 43604
Telephone: (419) 243-2100
FAX: (419)243-7119

To: Mr. Jeff Pifer Date:  April 10, 2007
CB Distributors, Inc.

Fax #: 608-368-9919 Pages: ﬁv, including this cover sheet.
From: Jason A. Hill, Esquire

Subjeet: Poole Marketing

MESSAGE:

IF YOU DO NOT RECEIVE ALL PAGES, PLEASE CALL US BACK AS SOON AS
POSSIBLE AT (419) 243-2100. ASK FOR OPERATOR: JILL

** * CONFIDENTIALITY NOTICE * * *
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FAX TRANSMISSION

CONNELLY, JACKSON & COLLIER LLP
405 Madison Avenue, Suite 1600
Toledo, Ohio 43604
Telephone: (419) 243-2100
FAX: (419) 243-7119

To: Mr. Lyndon Barber Date:  April 10,2007

Fax#:  202-307-4946 Pages: 9, including this cover sheet.
From: Jason A. Hill, Esquire
Subject: Poole Marketing

MESSAGE:

IF YOU DO NOT RECEIVE ALL PAGES, PLEASE CALL US BACK AS SOON AS
POSSIBLE AT (419) 243-2100. ASK FOR OPERATOR: JILL

** * CONFIDENTIALITY NOTICE * * *

The inft i ined in this facsimile message is intended only for the personal and confidential use of the
designated recipients named above. The message may be an attorney~client communication and, as such, is
privileged and confidential. If the reader of this message is not the intended recipicnt or an agent respansible for
delivering it to the intended recipient, you are hereby notified that you have received this document in error, and that
any review, dissemination, distribution or copying of this message is strictty prohibited. If you bave received this
communication in error, please notify us immediately by telephone and return the original message to us by mail at
our expense. Thank you for your assistance.
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CONNELLY, JACKSON & COLLIER LLP
405 Madison Avenue, Suite 1600
Toledo, Ohio 43604
Telephone: (419) 243-2100
FAX: (419) 243-7119

Te: Mr. Lyndon Barber Date:  April 10,2007

Fax#  202-307-4946 Pages: 9, including this cover sheet.
From: Jason A. Hill, Esquire
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CONNELLY, JACKSON & COLLIER LLP
405 Madison Avenue, Suite 1600

Toledo, Ohio 43604
Telephone: (419) 243-2100
FAX: (419) 243-7119
To: Mr. Buddy Poole Date:  April 10, 2007
Poole Marketing
Fax#:  478-825-5381 Pages: EL_, including this cover shect.

From:  Jason A. Hill, Esquire

Subject: Poole Marketing
DEA Registration No: 004320PAY

MESSAGE:

Following is a copy of the letter that has been sent to Diversion Investigators Green and
Jones.

Thank you.

IF YOU DO NOT RECEIVE ALL PAGES, PLEASE CALL US BACK AS SOON AS
POSSIBLE AT (419) 243-2100. ASK FOR OPERATOR: JILL

* % * CONFIDENTIALITY NOTICE * * *

The information contained in this facsimile message is intended only for the persenal and confidential use of the
designated recipients named above. The message may be an attomey-client communication and, as suck, is
privileged and confidential. If the reader of this message is not the intended recipient or an agent responsible for
delivering it to the intended recipient, you are hereby notified that you have received this document in error, and that
any review, dissemination, distribution or copying of this message is strictly prohibited. If you have received this
communication in error, please notify us immediately by telephone and return the original message to us by mail at
our expense. Thank you for your assistance.
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PAIN *standing up for patients in pain,
RELIEF and the physicians who treat them”
NETWORK

Karen Tandy

Administrator

Drug Enforcement Administration

Mail Stop AXS

2400 Jefferson Davis Highway

Alexandria, VA 22301 Movember 26, 2004

Dear Ms. Tandy,

As US v Hurwitz draws to a close, 1 call upon you to rethink your approach to this
important matter and to weigh the implications for the American people, should vour
agency secure a conviction.

Our system for regulating medical practice was set up 5o that medical conduct would be
evaluated by phvsicians, in the context of state medical boards. Instead, the Controlled
Substances Act (CSA), combined with your ageney's interpretation of this legislation has
produced a different result. What began as an effort to address those rare instances where
a physician departed the practice of medicine and instead dealt drugs, has evolved into a
travesty of justice. Over the years, case law has moved the issue argued in court so far
from what was originally intended, that a physician’s allegedly negligent errors in
medical judgment have become admissible as circumstantial evidence of criminal intent.
Ag a practical matter, the practice of pain management is currently regulated by US
attorneys, under the threat of federal criminal prosecution, a troubling cutcome that
lawmakers who enacted the CSA could not have foreseen,

Evidence presented by the government has revealed beyond a shadow of a doubt that Dr
Hurwitz was set upon, and victimized by a gang of criminal predators whom he treated in
good faith for their well-documented complaints of chronic pain. What the government
has not produced is even a shred of direct evidence that Dr. Hurwitz intended to deal
drugs

In essence, the government's charges, as they now stand, accuse Dr. Hurwitz of doing a
poor job of policing his practice against the criminal diversion of drugs. Effectively, the
charges state that he was a bad law enforcement officer who failed to detect the ciminal
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activity of a ring of career criminals acting entirely without his knowledge or consent.
How this set of facts could ever be construed as criminal conduct on his part sheds light
on the fundamental unfaimess of the proceedings against him, particularly in view of the
fact that your agency was aware of the criminal activities of a sub segment of his patient
population, and could have put a stop 1o it at any time.

Mevertheless, Dr. Hurwite 15 now foreed to prove his innocence concerning complex and
socially controversial medical judgments, before a lay jury, a jury which has been privy
to the most prejudicial kinds of evidence imaginable. Whether a jury of lay people can
process all of this inappropriate testimony and still keep their minds open to the legal
question at hand remains to be seen. The situation represents a dilemma for all concerned

Primary care physicians play an essential role in the management of chronic pain. As you
are aware there are not nearly enough experts 1o deal even with the challenging patients
for whom specialist referral is appropriate. As a result of vour agency™s recent
enforcement efforts, prescribing by primary care physicians is already substantially
impeded, In many pants of the country, pain care is unobtainable. How are the primary
care physicians, practicing on the front lines of medical care to approach this
humanitarian, and public health disaster?

My concern is this, Should you achieve a conviction against Dr, Hurwitz, a distinguished
physician whom the medical community holds in high regard, you will have established
beyond a shadow of a doubt, your agency's power to characterize as ciminal, a
physician’s well-intended, and compassionate care of suffering patiemts, and you will
have done so entirely on the basis of evidence that should only have been brought before
a state medical board, if there, Should your agency succeed in burning Dr. Hurwitz at the
stake, | am gravely concermned that the entire field of pain management will shut down
forthwith. Certainly no primary care physician in his right mind will be willing to risk the
chance that your agents might arrest some of his patients, and then proceed to influence
them to testify against him in federal court.

Ms. Tandy, the entire pain community has recently become aware of the methods through
which vour agency secures the convicions of well-intentioned primary care physicians.
These include the beggaring of providers, the polluting of jury pools through prejudicial
media stories characterizing well-intentioned physicians as “crack dealers in white
coats”, and most alarmingly, the purchasing of corrupt and misleading expert testimony,
offered by anti-opioid zealots, who lurk at the fringes of the discipline of pain
management.

If under these circumstances you succeed in convicting this compassionate and skilled
physician, you will have succeeded only in condemning our nation’s most vulnerable
population, those who suffer from severe chronic pain, to vastly shortened lives, without
care, and without hope. If Dr. Hurwitz is acquitted, the result will be only slightly better,
as the medical profession will still remain in a state of panic. Meither outcome is even
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close o acceptable, and surely not what you, or anyone else wishes.

The time has come to end this madness. We at Pain Relief Network implore vou to
pursue the only sensible and humane course of action. Withdraw the charges against Dr.
Hurwitz, and join with us in our call for a Commission on Pain, which will look for
solutions 1o the terrible problem of under treated chronic pain in the United States, It is
our fervent hope that in evaluating this request, that vou will place a priority on the needs
of suffering Americans.

Sincerely,

Siobhan Reynolds
President
Pain Relief Network

PO Box 231054
Mew York, NY 10023
(212) 873-584%8
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JAMES D, FERNANDEZ - 24 791 03
11801 Highlamd (sl Drive
Frederieksburg Va. ZH07

LSO TBS-43

| 3 adriphia s
Tuly 11, 20076

Mike Phaup, Director Hunter Holmes MeGulre WA Modical Center
MetGuire Satellite Clinic Fredericksburg

1201 Beoad Rock Blwd

Richmond Virginia 23249

Diear Mr. Phaup,

Tam & retired 1.5, Marine with combal injuries resihting in service connecied disability and chronic pain. [ have been
under continoous medical cane from the Veteras's Administration (VA) since the Summer of 1997, [ izitially suffered an
LA-L5 disc hermia ion in a helicopter sccident in 1977, These injurics wete exacerbated in another hellcopier sccident in
1988, During the Gulf War | flew 54 combat hours and logged over 3,500 wtal hours in my military career. In 2005, My
Primary Care, Dr. Abdullab, referred me to the McGaire pain clink:. My pain had become anmanageabie oa that
medication regimen, which remained unchanged as my condition worsemed. My quality of life had become dismal, all
under the watchiisl eyes of my V.A. primary care clinicians. At the McGuire Pain Clinic, after a thorough evalustion and
examination by Dr. Denlse Lester, the frequency of my long-acting pain medication dose was incressed. fromm three times
a day b four times a day. [ had so much relief, it was astonishing. [ was bathing every day, dressing. poieg 1o the mail
box ¥ simple daily sctivities | had long been urable 1o do regularly or with confidence, T lost twenty-five Ibs ia six
maomthes, 1 am, to this day, mech better.

In February 2006 | was returned to my primary care physician with o leter seating | was consideved stable on the sdjusted
medication regimen, and that po furiher erearment was required from the pain clisic. This should have been the end of the
sory. And if the siory ended here it would be just another exampleof s cheonke pain patient suffering needlessly for
years fof lack of o simple dose adjustment, one of the most basic and obvious medical interventions concehable.

1 did mot receive my 30 day supply for February 2006 through the Fredericksbarg Clisde for 35 days. When | ordered my
pain medication in March 2006, | was told jt was processed. It was nos! My prescriptions were simply ignored asd ped
filled. Assuming clerical error, | called the clinic and re-submitted the prescriptions for March 2006, On abous Masch
ITth, I was contscted by a nurse identified a3 Linda 1o come into the clinic 5o kave blood drawn.* 1 was happy 1o
imnmedistely go to the clinic and told the murses on arrival that T welcomsed blood sests because | had been fecling il
ately and that T thought I might have s fever, Whea asked what | tought it mighe be, [ respanded I was concerned | might
have an acute infection that lab eests might detocs. My medical complaints and stated concerns were completely ignored by
the modical staff. T was told that the blood tests were only 1o determing =if there was amything in yoor sysiem that i sat
permitted

12 veks Surther demanded that | shgn 8 “nascoties agreement” ar my medications would be reduced of stopped. 1 was
informed that this "zgreement” would include weight-loss trgets in sddition 10 & plodge “not to wie amy other drugs.” 1
protested. I rensinded the: marse that [ had always done my best 1o comply with medical recommendations, that | had been
in the first smoking cessation group offered by the clinic and was currently irs only continuousty smoke-free member. [
also informed ber that | had alresdy Jost 25 Ibs on my cwn, partially & result of the incressed exercise tolerance 1 had
schieved subsequent io the dose adjustment and stabilization accomplished by Dr. Lester at the MoGuire pain clinic,
whom Dv. Abdullah had ordered me 10 soe due 1o my very high pain leved, | agreed 1o sign a lester o not use “other disgs™
because | had never taken medication other than exsctly as prescribed, but | felt the weight stipulations were 1)
theeatening, ) undair in failing bo acknowdedpe my lack of any substance abuse history and my progress i@ losimg weight
on my cwn, and 3) disingenuous [f pot bypocritical i that it was this clink's uesder-treatment of my pais that mest likely
exacerbated my weight problem in the first place. [n response to this the nurse again informed me, in po unoenain terms,
that | would sign the "agreement” presented or else my pain medications woald be reduced, period.

By this tzme | was fecling very ersharrassed becanse the entire encoanter had oocurred in the presence of several other
patients who were watching and hearing everything, and I returned home feeling shaky and sick to swait the Blood test
results that would shed no light o my current iliness. My medical complaints kad been neither scknowled ged ar
addressed, mry confidentialicy rights snder HIFPA trampled, and my expectation of common decency asd professions]
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medical behavics dashed,

Several days later 1 was called back 1o the clinic w sign the "agreement.” When Pharmacist Stankey put the agreement in
front of me, 1 began 1o sign my name. She said, “You have to resd it" 1 esked, “Why? Didn't yoo say i | don't sign it you
wuould reduce the medications | aeed T She acknowledped that was true. 1 said, “Then | have mo cholce!™ 1 signed the
agreement,

1 nskeed why they were using medications to threaten me! She said the clinis had faibed seme o of administrative
SAYCLY lsspection and not to take it personally. | objected that medical decizions not in my best interest were being made
without my sdvice and consent, by & physician I'd never met and whi was not my doctor (hey said a D, George” was the
physician responsible for my case), Ms, Stanley remarked in an offhand manner that my breakibrough medications were
being. summartly, reduced by half effective immediately.

1 protesied again, agaln reménding this Ms. Stanley that VA pain specialist Dr. Lester, in consultation with my VA primary
cars physician, Dy, Abdullab, had esiablished my ooment medication regimen and asked on what medical authority my
medications were being altered. 1 received no answer to this questian. 1 stated that it was unfair and medically anethical 1o
punish me just becase the clinic had regulatory problers that kad nothing 1o do with my behavior or the partioalars of my
case. My protest fell on deaf cars. Still, | reminded this Fredericksburg Satelfite clinacian, to no avail, that my medications
bad been prescribed for me by Dv. Abdullah 2t this clinic in stable doses. and that this regimen had been evaluated and
confirmed and re-recommendsd as proper therapy by VA Pain Specialist Dr. Lester, whom 1 had been ordered 1o consalt
by D, Abdullah.

1 asked whiy, singe | had signed the “agreement,” were my medications being reduced? Ms. Standey wld me the reason for
the abrnapt dose decrease was that | didn't bave & recent MRI in the chen. 1 told her | was claastrophobic and that Dr.
Abcballah hsd discussed this with me snd that Dy, Abdullab felt that more MR stedies were nol noeded. | further reminded
s, Standey that the MoGiuire pain clinic, whose consultation I bad s necently received, had also not seen any medical
point in performing MRI stodies af this time.

Ms. Standey todd me that my pew docior was “Dir. Oeosge”™ who "did ool see bow [ peeded o many dnsgs.” 1, b0 this day,
have never met this physician, nor has she called me or invited me i for an appointment & review my medical history. To
thas day no eaplanation of Dr. Abdullab's nemoval as my physician been offered me by anyone. Since ary retun from the
McCuire pain consultation, no physician at the Fredericksburg Satellite elimic has examined me, of feviewad the necords
il recommendations from the McoGuire Pain elinic evaliation with me, despite medical complaints and concerms clearly
expressed by me to clinical staff ossite. Yet my medical regineen, sdjusted so recently by VA specialists and finally
adequate, was abnspily changed by a physician with whom I do not have a begitimane dociar-patient relationship,

This feels 10 me more like sssaalt than medscal care. 1 no konger fecl my well belng bs Emportant at the Frodericksburg
Sasellite, rather 1 believe the treatment 1 am recelving is substandard and uncthical medical care that has divectly harmed
me and threatens ko enfinely nain me,

After March 17th embarrasssnent at the clinbe and e alieration of my medication regimen, | decided 1o ry and po back 1o
the military fior my peimary cane necds, bocsase | was not belng remed professionally or with respect by my VA prinary
cane climic. 1 scheduled an appointment for arownd the first woek in Apeil with & military physician, Dr, Golden, a1 the
Quantico Medical Clinke. When e saw my medication regimen, 1 coald tell by the look on his fece be did not want
anything ba dio with me. He sabd, "1 do not wanl 1o weite & presceiption fof the pain medicatbons vou seed each month, 1f 1
did the DEA would ‘red flag' me each month.™

Dx. Golden recommended 1 have a “morphine pump”™ surgically implanied. I 1 did 5o, he said, then [ would pot "face
hardship” getting my meds each month. T understood that if 1 got & morphine pump, pot for medical reasons as 1 was stable
ard doing well on oral medications after Dy. Lester's dose adjustment, and despite the small bt real nargical risks (fora
device | did pot medically need) - that if 1 got "the pump” for the reason that it made the doctor feel less vulnersble o
DEA scrwtiny - then, and only then, would be take oa the role of my primary care physician.

Dv. Godden affered a refiermal for the morphine pusip procedure. He then ssked If there was smything else he might do 1o
Beelp me. | mentdoned that [ felt il as though 1 might have s infection and could he do some tesis and chock, He asked me
0 gubmnit blood and erine for besting. which 1 did. | never heard back from Dr. Golden. 1 kave yet 1o discuss this encounter
with Stale medical licensing authocmies, but 1 deubt they will find this acoeptable or etivical medical practice, or that it
meets the tandard of care for management of chronic pain adequately treated by aral doses of medication without side
effects or complications in a well known and stable patient.
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Oiver the next several days | felt progressively weak and ill, developed a of 104 degy and went w0 the Mary
wmwgmxmdwmammmmmmmnymm
inproved slightly on the astibiotics prescribed, but then worsened again. | returned to the ER on April 25, 2006, with
fever and remendoes pain, and was deagnosis with a kidney infection (pyelonephritic). Curmently, | sm bome, bedridden
and in worse pain than usual, trying 1o recuperate. Almost certainly these complications of the lack of medical care 1
received from the WA could have been avoided if the Fredericksburg climic had, on March 17th, treated me with
professional respect and paid astention 10 my medical complaings and examined me instead of threatening me 1o cover for
their awn clinical and administrative insdequacies aed regulasory problens,

In Conchusion:

1 have become & victim of unethical, substandard, frankly sbusive ‘medical” care  the hands of the Vieleran
Administration’s Fredericksburg Satellite Clinic where | have received my primary care, uncomplicated by substance
abuse or any medical non-compliasce,

1) Myr. Phaup, [ formally request you investigate the events [ have related to you. T formally request
that you review my entire VA medical recoed, including the reconds from the McGuire pain clinic
consulimbons. T expoct o detnibed explasarion of how such medically iresponsible and humiliating
ereasment of mysell, comphete with Magrant disregard to my confidentiality, cocurred under WA
auspices. And T want to know what sdministrative changes yoiu will be making io ensure this sort of
thing ceases immediately. And 1 specifically want i know what measures will be taken regarding Dr.

Georpe. And [ expodt an apalogy,

) I need comsprehensive medical care now! The medical nogligence | have experienced has
rendered me sowiely il on op of my loagstanding, well dicumented, chronie medical cosditiona. |
Insist that you immedistely ascign me a new physician ai the Fredericksbarg Smellite clinic; one who
will pay moee attention to my medical problems than o yoer internal sdminisirative problems, one who
will reinstate the medication regimen oa which I was stabilized by VA physicians Dv. Lester and Dr.
Abdullsh, and one who is competent o manage uncomplicased chroale oplokd therapy and who will
treat me in a medically professional and ethical manner and with the respect [ deserve and have camed
i service of this counry,

3) It seems to me, in light of my experience ai MoGuire, that ey coarse of reatment by WA physicians
in respoose i worsening pain and declining function was grossly neglipent. Was it really medically
necessary for me, a stable patient well kncwn to you physicians, 1o wail years for a specially pain clinic
appointment in order to get o simple opiold Hiration-o-effect manewver for chroalc painT Perhaps your
physicians need s refresher course on the basic masagement of chronle pale. Most Americans might
expect the VA o be capable of rendering adequate if not expert medical management to disabled
cambat veterans in chromic pain. They might be shocked o learn the goversment is not capable of
treating even the mos uncomplicated cases of chroaic pain,

4) What [ have experierced cam only be described as “abardonment of the patient.” | understand bow

very, very sericus a charge this is, and therefiore 1 am informing you that 1 feel [ have mo cholco bt to

glmq:ﬂ' with the State medical licensing autharities against the physicisns responsible for my
ical care.

5) 1 am mot 1005 sure that 8 JCAHD sodit inpired the medically unsct e and bizamely
wmquumﬁmﬂmﬂmmumqm

but I do know that JCAHO exiass 1o help hospiaal organizations improve the quality of patiest care.
And | am presty sune that they woubd be displeased if mot borrified to Jearm that such draconian abese a5
1 experienced is being vished upon patients who ane 1dd the reason is "we filed a JCAHO sudit®
Please keovw ihat T will be discassbng this estire eprsode with JCAHO if it turns oot that they were in
any way involved with the medical abase that 1 experienced.

6) Sir, 1 did shsolutely nothing 1o deserve this sbandonment and negligent medical care, Through no
fault of my own | seddendy fied my entire medical wappon system {8 a shambles. T have some 20 days
of medications keft. [ do not know who my doctor i, [ do pot know where else 1o fum.

M. Phusp, you have the power and suthority 1o rectify this siution, to make me whole, | beseach you 1o please ook into
this kn a timely manner, | am terrified that if you do not prompdly intervene I will find myself incapacicased in 20 days
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when | run out of the medications I need to Hve. This insanity is happesing under your wasch, Mr. Fhaup,

Please help me.

As Goud &5 my witness, | have spoken the truth; Semper Fidelis.

Sincerely,

- Jarmes D. Fernandez

Copy
»  Mike Phaup, Hospital Adminsstratar: Hunter Holmes MeGuise VA Medical Center / McGuire Satellise Clinie,
Predericksburg, Virgini

*  The Honorable Joann Davis, Congresswoman, 1* Diserict Virginia.

*  The Hororshle Steve Buyer, Congressmarn, 4* District Indians, and Chairman of the House Commities on
Veterans Aflain,

»  The Hooorable B. James Nicholson, Secretary of Veterars Affair.
+  Daniel F, Hoffeann, VA Network Director,
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DAVE HABBE
4-FRONT DISTRIBUTING

e AT A F

L

March 9, 2006 j/z%/aé

e Fng 117858 TUM C:.?é é‘pf.:?_

Congressman Jahn Shimkus T BRI SR als
j - PP S5 T

Dear Congressman Shimkus: Mﬁ'

My name [s David Habbe, | am a-lifelong Republican, & Life Member of the HRA, an
Elder tn my church and sale cwner of a home based wholesale distribution compary, 4-
Front Distributing.

| began my-comparny in 1593, growing It fram 2 small part-time scurce of Income to s
current level of sobe suppert of my family. Imﬂpﬂ!rﬁlnlr comvanience stones and
trusch stops throughout Central and Seuthern [linols with & varisty of products.

| wm eurrently-licensed by the Drug Enforcement Administration as a distributor of the
Uit 1 chemical, Ephedrine.

The growth of my business quickly necessitated the purchase of & [arger hame. In
Hevember of 2009, we moved my family and business to a new address approximately
Y mile from our previous address. When | atternpted 1o ranew my DEA list 1 Chembcal
ticense for 2004 for my now business address, | was informed by the DEA that even
though | had cooperated with them lully in all imestigations and feld sudits, and had
nat recebved even one written warming i all the years that |'had been licensed that
they would not renew my Boense for the new address.

| was tobd that the license would only be issued for the old address or that | would
have to build or rent storefront property. The purchase or lease of additional business
property would have been financially impossible, and atso would have directly
conflicted with my home based business structure, In addition, since we have no
direct retafl sales or walk-in custorners, & 'storefront location is paintiess and
UNNECESSATY.

Fortunately, we had not yet sold our previous home. | was able to reneve my Heenae
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for that address until such tdme that it sold in the summer of 2005,

mmmmmmm;mﬂmmmmmmm. | advised the
DEA field agents that having sold the property at the old address, that iy busiriess was
currencly Iocated at my rew address. They told that | should have infarmed them that
the old property sold and requested that | submit a change of address reguest which |
typed and submitted directly to them to them at that time.

me:mdmmwthmﬁlMWHhmmﬂ
ey business and also recefved as requested all records of List 1-sales to my customers
and invoices from my suppbiers for amy List 1 purchases.

mamwﬂdﬂhmtmmmwnwmunﬂdmy
sales and purchase records, The nexct morning the agents requrmed and noted
peocedures which needed to beimplemented for futune sales records. They alsa
reguested that a lock be placed on the door to the room where we inventory List 1
product. We immedistety complied with all DEA requests. Both agents assured. us that
these were not major violations although the eventual status of my List 1 DEA
certification was entirely out of their hands.

They further advised me that the DEA was actively trying to reduce tha number of
licenses which had been issusd and stated that they ware required by their superiors
to a5k every single license holder to voluntarily surrender thelr licenses.

| explained that surrendering my licesne would not enly directly impact my company's
sales, bist that it would also place me 2t an extreme competitive disadvantage with
other distributors. | declined the offer to surrender my Hoense.

Approximately two weeks ago, | ondersd List 1 product frem one of my-supalbiers.
Apparently, ow normal UPS driver was ill or off work that day, because tha delivary
wis made at the otd business address. Tha home owner calied the supplier and the
supplier safd to ship the product back to them.

| lewrmed of this when | called my supplier to inguire why | had not recetved my onder,
They told me-that they could not ship product to my current business address until
they had received written authorization 1o do so from the DEA, | immediately called
DEA Agent Brian G, McClune (who slong with Agent Mark E. Schilli had conducted the
Dec. 2005 audit) and asked that he plaase doeverything pessible to expedile my
change of addness request,

Seversl days later he returned my call and advised that he and Agent Schilll would be
in the Effingham area this week and would Like to stop by, | received another call from
Agent McChae Wenesday evening, March 8% advising that he and Agent Schilll would
Iike to mest with me at 9:00 A.M the Tollewing morning at my business.
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Immediately wpen entering my office this morning, March 9%, Agent McClune advised
MMWBPHMWWMMMHMMWMWWW
my Hoense, He advised that he +was unabile to state his feelings in this matter,
hawever that beth he and Agent Schilll did not Like having to do this but that they had
mmmmmw-'WMmmu,Lmdmdruﬁummum.

Tmrunmsmduunwnmbdmdmﬁminmmmmmmm
goal, o3 part of this new directive, wat 10 revoior licenses of all distributaes who
serviced “gray markets” (convenience stores, truck steps, etc.).

| stated the chvious, which was that this it a legal product, being seid legally a
wnmnwlmlmmam.mmwuﬂmw
objective to eliminate all such sales and to socomplish that by mass revocation of
distributor Hoanses.

Congressman Shimius, this action by the DEA will have a profound impact on my
buziness and the businestas of hundreds of legal law abiding distributors and retaflers.
I8t wiill likady result {n the Tailure and bankruptcy of my company and hundreds mare,

it seerms that the DEA chocses to bypess the Legislative Brarch of our Government and
wmummmmm entrapment, deny distribution and
sales of @ LEGAL product.

While | applaud their efforts bn the ongaing war an illegal drugs, | sm fearful of anyone
or anything that uses such tactics to accomplish & goal. Call me old Tashioned, bt |
still belbeve in The Constitution and The Bill of Rights.

Congressman Shimias, | respectfully request that you asstst me in this matter, These

DEA tactics nat only threaten the futtre of my busingss and home, but | feel they are

2 frightaning indication of how easily the rights of law abiding citizens everywhere in

this eauntry can be trampled. Apparently, the DEA feels that the Legislative Branch af
our Gavernment, in which you honorably preside, is easily bypassed.

| respectfully and ardously await your reply.
Simcerety,

o DA
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Thank you for contacting me sbout the problem you ane having with the Drug

" Enforeenent Administration (DEA).

1 will be glad 1o assist you in everyoway ] can. 1have contscted the sppropriste officials
2t DEA 1o express my keterest on your behalf, and 1 will beback i touch with you &s soon s |

recelve & respanye.

In the meantime, please feel free to contact me if] can be of further assistance.

Sincerely,

of Congress
IMSudr
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Doctor or Drug Pusher
By TINA ROSENBERG

Ronald Mclver is a prisoner in a medium-security federal compound
in Butner, N.C. He is 63 years old, of medium height and
overweight, with a white Santa Claus beard, white hair and a calm,
direct and intelligent manner. He is serving 30 years for drug
trafficking, and so will likely live there the rest of his life. Mclver
{pronounced mi-KEE-ver) has not been convicted of drug trafficking
in the classic sense. He is a doctor who for years treated patients
suffering from chronic pain. At the Pain Therapy Center, his small
storefront office not far from Main Street in Greenwood, 5.C., he
cracked backs, gave trigger-point injections and put patients
through physical therapy. He administered ultrasound and gravity-
inversion therapy and devised exercise regimens. And he wrote
prescriptions for high doses of opioid drugs like OxyContin.

Mclver was a particularly aggressive pain doctor. Pain can be
measured only by how patients say they feel: on a scale from 0 to
10, a report of 0 signifies the absence of pain; 10 is unbearable
pain. Many pain doctors will try to reduce a patient's pain to the
level of 5. Mclver tried for a 2. He prescribed more, and sooner,
than most doctors,

Some of his patients sold their pills. Some abused them. One man,
Larry Shealy, died with high doses of opicids that Mclver had
prescribed him in his bloodstream. In April 2005, Mclver was
convicted in federal court of one count of conspiracy to distribute
controlled substances and eight counts of distribution. {He was also
acquitted of six counts of distribution.) The jury also found that
Shealy was killed by the drugs Mclver prescribed. Mclver is serving
concurrent sentences of 20 years for distribution and 30 years for
dispensing drugs that resulted in Shealy's death. His appeals to the
.5, Court of Appeals for the Fourth Circuit and the Supreme Court
were rejected.

Mclver's case is not simply the story of a narcotics conviction. It has
enormous relevance to the lives of the one in five adult Americans
who, according to a 2005 survey by Stanford University Medical
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Center, ABC News and USA Today, reported they suffered from
chronic pain — pain lasting for several months or longer. According
to a 2003 study in The Journal of the American Medical Association,
pain costs American workers more than 361 billion a year in lost
productive time — and that doesn't include medical bills.

Contrary to the old saw, pain kills. A body in pain produces high
levels of hormones that cause stress to the heart and lungs. Pain
can cause blood pressure to spike, leading to heart attacks and
strokes. Pain can also consume so much of the body's energy that
the immune system degrades. Severe chronic pain sometimes leads
to suicide. There are, of course, many ways to treat pain: some pain
sufferers respond well to surgery, physical therapy, ultrasound,
acupuncture, trigger-point injections, meditation or over-the-
counter painkillers like Advil (ibuprofen) or Tylenol
{acetaminophen). But for many people in severe chronic pain, an
opioid (an opiumlike compound) like OxyContin, Dilaudid, Vicodin,
Percocet, oxycodone, methadone or morphine is the only thing that
allows them to get out of bed. Yet most doctors prescribe opioids
conservatively, and many patients and their families are just as
cautious as their doctors. Men, especially, will simply tough it out,
reasoning that pain is better than addiction.

It's a false choice. Virtually everyone who takes opioids will become
physically dependent on them, which means that withdrawal
symptoms like nausea and sweats can occur if usage ends abruptly.
But tapering off gradually allows most people to avoid those
symptoms, and physical dependence is not the same thing as
addiction. Addiction — which is defined by cravings, loss of control
and a psychological compulsion to take a drug even when it is
harmful — occurs in patients with a predisposition (biological or
otherwise) to become addicted. At the very least, these include just
below 10 percent of Americans, the number estimated by the
United States Department of Health and Human Services to have
active substance-abuse problems. Even a predisposition to
addiction, however, doesn't mean a patient will become addicted to
opioids. Vast numbers do not. Pain patients without prior abuse
problems most likely run little risk. “Someone who has never
abused alcohol or other drugs would be extremely unlikely to
become addicted to opioid pain medicines, particularly if he or she
is older,” says Russell K. Portenoy, chairman of pain medicine and
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palliative care at Beth Israel Medical Center in New York and a
leading authority on the treatment of pain.

The other popular misconception is that a high dose of opioids is
always a dangerous dose. Even many doctors assume it; but they
are nonetheless incorrect. It is true that high doses can cause
respiratory failure in people who are not already taking the drugs.
But that same high dose will not cause respiratory failure in
someone whose drug levels have been increased gradually over
time, a process called titration. For individuals who are properly
titrated and monitored, there is no ceiling on opioid dosage. In this
sense, high-dose prescription opioids can be safer than taking high
doses of aspirin, Tylenal or Advil, which cause organ damage in
high doses, regardless of how those doses are administered. (Every
year, an estimated 5,000 to 6,000 Americans die from
gastrointestinal bleeding associated with drugs like ibuprofen or
aspirin, according to a paper published in The American Journal of
Castroenterology.)

Still, doctors who put patients on long-term high-dose opioids
must be very careful. They must monitor the patients often to
ensure that the drugs are being used correctly and that side effects
like constipation and mental cloudiness are not too severe. Doctors
should also not automatically assume that if small doses aren’t
working, that high doses will — opioids don’t help everyone. And
research indicates that in some cases, high doses of opioids can
lose their effectiveness and that some patients are better off if they
take drug “holidays” or alternate between different medicines. Pain
doctors also concede that more studies are needed to determine
the safety of long-term opioid use.

But with careful treatment, many patients whose opioid levels are
increased gradually can function well on high doses for years. "Dose
alone says nothing about proper medical practice,” Portenoy says.
“Very few patients require doses that exceed even 200 milligrams of
OxyContin on a daily basis. Having said this, pain specialists are
very familiar with a subpopulation of patients who require higher
doses to gain effect. | myself have several patients who take more
than 1,000 milligrams of OxyContin or its equivalent every day. One
is a high-functioning executive who is pain-free most of the time,
and the others have a level of pain control that allows a reasonable
quality of life.”
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All modern pain-management textbooks advocate “titration to
effect” — in other words, in cases where opioids are helping,
gradually increasing the dosage until either the pain is acceptably
controlled or the side effects begin to outweigh the pain-relief
benefits. But the vast majority of doctors don't practice what the
textbooks counsel. In part, this is because of the stigma associated
with high-dose opioids, the fear that patients will become addicted
and the fact that careful monitoring is very time-consuming. And
most doctors have received virtually no training in medical school
about managing pain: many hold the same misconceptions about
addiction and dosage as the general public.

And even pain specialists can be conservative. Sean E. Greenwood
died in August at age 50 of a cerebral hemorrhage that his wife,
Siobhan Reynolds, attributes to untreated pain. Greenwood was
seeing various pain specialists. What makes his undertreatment
especially remarkable is that he and his wife founded the Pain Relief
Network, an advocacy group that has been the most vocal opponent
of prosecutions of doctors and financed part of the legal defense of
many pain doctors. “Here | am — | know everyone, and even |
couldn’t get him care that didn’t first regard him as a potential
criminal,” Reynolds said.

According to the pharmaceutical research company IMS Health,
prescriptions for opioids have risen over the past few years. They
are used now more than ever before. Yet study after study has
concluded that pain is still radically undertreated. The Stanford
University Medical Center survey found that only 50 percent of
chronic-pain sufferers who had spoken to a doctor about their pain
got sufficient relief. According to the American Pain Society, an
advocacy group, fewer than half of cancer patients in pain get
adequate pain relief.

Several states are now preparing new opioid-dosing guidelines that
may inadvertently worsen undertreatment. This year, the state of
Washington advised nonspecialist doctors that daily opioid doses
should not exceed the equivalent of 120 milligrams of oral
morphine daily — for oxycodone or OxyContin, that's just 80
milligrams per day — without the patient’s also consulting a pain
specialist. Along with the guidelines, officials published a statewide
directory of such specialists. It contains 12 names. “There are just
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not enough pain specialists,” says Scott M. Fishman, chief of pain
medicine at the University of California at Davis and a past
president of the American Academy of Pain Medicine. And the
guidelines may keep nonspecialists from prescribing higher doses.
“Many doctors will assume that if the state of Washington suggests
this level of care, then it is unacceptable to proceed otherwise,”
Fishman says.

In addition to medical considerations real or imagined, there is
another deterrent to opioid use: fear. According to the D.EA., 71
doctors were arrested last year for crimes related to “diversion” —
the leakage of prescription medicine into illegal drug markets. The
D.E.A. also opened 735 investigations of doctors, and an
investigation alone can be enough to put a doctor out of business,
as doctors can lose their licenses and practices and have their
homes, offices and cars seized even if no federal criminal charges
are ever filed, Both figures — arrests and investigations — have
risen steadily over the last few years.

Opioid drugs have been used to treat pain for decades, mostly for
acute postsurgical pain or the pain of cancer patients. But in January
1996, Purdue Pharma helped increase the use of these drugs by
introducing OxyContin — oxycodone with a time-release
mechanism. Oncologists and pain doctors were the principal
prescribers of opioids. But Purdue introduced the drug with an
aggressive marketing campaign promoting OxyContin to general
practitioners and the idea of opioid pain relief to doctors and
consumers, The product's time-release mechanism, Purdue
claimed, allowed steadier pain relief and deterred abuse.

Many pain sufferers found that OxyContin gave them better relief
than they ever had before. But Purdue misrepresented the drug's
potential for abuse. Last month, the company and three of its
executives pleaded guilty to federal charges that they misled
doctors and patients. The company agreed to pay 3600 million in
fines; and the executives, a total of $34.5 million. The pill's time-
release mechanism turned out to be easily circumvented by
crushing the pill and snorting or injecting the resulting powder. By
the late 1990s, OxyContin abuse was devastating small towns
throughout Appalachia and rural New England. Pharmaceuticals,
mainly opioids, are still widely abused — now more so than any
illegal drug except marijuana. In 2005, according to the
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government’s National Survey on Drug Use and Health, 6.4 million
Americans, many of them teenagers, had abused pharmaceuticals
recently. Most got the drug from friends or family — often, in the
case of teenagers, from their parents’ medicine cabinets,

At the time the OxyContin epidemic emerged, the D.E.A. had far
mare experience seizing illegal drugs like cocaine and heroin.
According to Mark Caverly, the head of the liaison and policy
section for the D.E.A."s Office of Diversion Control, the OxyContin
epidemic, however, required the agency to step up its antidiversion
efforts. In 2001 the D.E.A. established the OxyContin Action Plan.
The D.E.A. dispatched investigators to the most troubled states and
trained local law-enforcement officials.

The basis of the physician-patient relationship is trust. Trust is
especially valued by pain patients, who often have long experience
of being treated like criminals or hysterics. But when prescribing
opioids, a physician's trust is easily abused. Pain doctors dispense
drugs with a high street value that are attractive to addicts. All pain
doctors encounter scammers; some doctors estimate that as many
as 20 percent of their patients are selling their medicine or are
addicted to opioids or other drugs. Experts are virtually unanimous
in agreeing that even addicts who are suffering pain can be
successfully treated with opioids. Indeed, opioids can be lifesaving
for addicts — witness the methadone maintenance therapy given to
heroin addicts. But treating addicts requires extra care.

Identifying the scammers is especially tricky because there is no
objective test for pain — it doesn't show up on an X-ray. In one
British study, half the respondents who complained of lower-back
pain had normal M.R.1.'s. Conversely, a third of those with no pain
showed disk degeneration on their M.R.l."'s. The study suggested
there could be a profound disconnection between what an M.R.I.
sees and what a patient feels,

There are red flags that indicate possible abuse or diversion:
patients who drive long distances to see the doctor, or ask for
specific drugs by name, or claim to need more and more of them.
But people with real pain also occasionally do these things. The
doctor's dilemma is how to stop the diverters without condemning
other patients to suffer unnecessarily, since a drug diverter and a
legitimate patient can look very much alike. The dishonest



201

prescriber and the honest one can also look alike. Society has a
parallel dilemma: how to stop drug-dealing doctors without
discouraging real ones and worsening America's undertreatment of
pain.

In July 2002, an insurance agent was sifting through records in
Columbia, 5.C., and paused at the file of one Larry Shealy. Shealy
was getting OxyContin from a doctor named Ronald Mclver — a lot
of it. “The amounts were incredible; it jumped out in my face,” the
agent, who spoke on condition of anonymity, told me. “He was
either selling them or taking so much he couldn't live.” The agent
did two things. He recommended to Shealy's employers that they
exclude OxyContin coverage from their health insurance plan —
which they did. And he called the D.E.A. Two days later, a D.E.A.
agent showed up in the insurance agent's office with an
administrative subpoena to collect Shealy's file.

Mclver wanted to be a doctor all his life, two of his daughters told
me. But he taught and traveled for years before he finally enrolled
at Michigan State University to become a D.0., or doctor of
osteopathy, a more holistic alternative to a traditional medical
education. (Osteopaths can do everything that traditional M.D.'s can
do, including prescribe opioids.) He began practicing pain medicine
in the late 1980s. He had a practice in Florence, 5.C., which ended
when he declared bankruptcy in 2000. He moved to Greenwood to
start over, establishing his new office in a storefront next to a
chiropractor,

Mclver was, by the account of his patients, an unusual doctor in the
age of the 10-minute managed-care visit. He usually saw about &
to 12 patients each day. One patient | spoke with — who never got
high-dose opioids — said that his first visit with Mclver lasted four
hours, and in subsequent visits he spent an hour or more doing
various therapies. Many patients said their visits lasted an hour.
Patients taking opioids had to sign a pain contract and bring their
pills in at each visit to be counted.

Many doctors take little interest in the administrative side of their
practices, but Mclver's neglect was epic. To save money, he
employed mostly family. His wife, Carolyn, whose only medical
training was from her husband, served as his assistant, giving shots
and administering therapies. “His doctor's office did not resemble
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my family's doctor's office,” said Sgt. Bobby Grogan, who was the
investigator on the case for the Greenwood County Sheriff. While
Mclver’s treatment rooms were normal, his and his wife's offices —
off limits to patients — were a mess, according to pictures
presented at Mclver's trial by Adam Roberson, the D.E.A.'s principal
investigator. Used syringes, for example, overflowed their storage
box. “His patient records were manila envelopes stuffed with
receipts,” Grogan told me.

When | interviewed him in prison recently, Mclver told me that his
records were complete but scattered. He said that he and his wife,
distracted by a series of family tragedies, had employed a series of
temporary receptionists who had botched the filing. He and his wife
were trying to piece them together. “The records were probably half
in the office and half at home for me to work on at night,” he said.
“| kept a box in the back of the car | worked on while Carolyn
drove.”

Leslie Smith first came to see Mclver in the fall of 2001. Smith was
in his mid-40s and lived in Chapin, a small town near Columbia, a
60-mile drive from Greenwood. He filled out a medical-history form
and told Mclver that his wrists hurt so badly that he was getting
only three or four hours’ sleep a night. He also said that a previous
doctor helped him by prescribing OxyContin, and he mentioned the
name of a doctor he said referred him. Mclver examined Smith's
wrists. Smith walked out with an opioid prescription and an
appointment to come back the next week.

Smith's wrists did not hurt him, as he testified at Mclver's trial. He
was addicted to OxyContin and Dilaudid, which he injected. He
complained of wrist pain because it was plausible: he had injured
one wrist previously, requiring an operation that left scars, and he
had arthritis in the other. Until June 2002, Smith kept getting
prescriptions.

Smith saw Mclver every few weeks. He testified that he had track
marks on his arm at the time but always wore long sleeves to cover
them. He said Mclver never saw them. Mclver put him on an electric
nerve stimulator every visit for 15 or 30 minutes on each hand and
did osteopathic manipulations. He prescribed exercises. Smith
bought a nerve-stimulator machine to use at home and told Mclver
it was helping. At Mclver's request he filled out a pain chart and
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reported that his pain rated a 5 or 6 upon awakening, reached 7
during the day and occasionally hit 9, “| answered all the guestions
exactly like | thought he'd want to hear them answered,” Smith
testified. At one point Mclver found a syringe in Smith's pocket.
Smith told Mclver that he was going fishing later that day and that
he used the syringe as part of his fishing equipment. That
apparently satisfied Mclver, who testified that his grandfather kept
syringes in his tackle box to pump air into his bait.

Smith filled some of his prescriptions at the Hawthorne Pharmacy in
West Columbia. There, Addison Livingston, the pharmacist, got
suspicious. He noticed that Smith sometimes came in with other
patients of Mclver's, despite the fact that Mclver worked nearly two
hours' drive away. The patients obviously knew each other and
would pick up large opioid prescriptions, paying cash and asking
for brand-name drugs. Livingston called Mclver, who confirmed he
had written the prescriptions. At one point, Mclver told Livingston
that he, too, was suspicious, and that he had sent a letter about
Smith to the state's Bureau of Drug Control.

In February 2002, Mclver wrote to Larry McElrath, a B.D.C.
inspector, who read the letter at the trial. “Dear Larry,” it read,
“There are several people out of the Columbia/Chapin area who
have aroused my curiosity about their use and possible misuse of
medications. Some are referred by [another doctor] and seem
legitimate. . . . They all pay cash despite some of them having
insurance with prescription cards. . . . When they are in the office,
they sometimes make a show of not knowing each other. . . . The
situation is made complicated by the fact that each has some real
pathology with objective findings that would justify the use of
opiates if their pains are as bad as they say. | have given them the
benefit of the doubt, but I'm becoming less inclined to do so. |
would appreciate it if you could make some discrete inquiries and
let me know whether my concerns are justified. . . . | certainly don't
want to refuse help to someone who needs it. On the other hand, |
want even less to be implicated in diversion or other improprieties.”
He listed their names and Social Security numbers,

McElrath did nothing with the letter. “It's incumbent upon the
physician to have a trust with his patients,” McElrath testified at the
trial. “Here there was nothing that | could assume or conclude that
any crimes had been committed.”
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Smith was the most damning of the several patients who testified
against Mclver. (Smith and the other patients mentioned here did
not agree to be interviewed for this article, as they are suing Mclver
for alleged overprescription of addictive drugs. Such suits often
prosper after successful criminal convictions, as civil suits are easier
to win.) Smith had a confederate in Seth Boyer, who lived in Chapin
and followed a similar pattern in his dealings with Mclver: he
exaggerated pains in his foot, never provided records from a
previous doctor and had needle tracks that he later testified Mclver
never saw. At one point, Boyer told Mclver that he had spilled a
bottle of liquid OxyFast, another opioid. (In reality, Boyer had
injected it.) Mclver wrote him a prescription for a replacement —
apparently a violation of his standard pain-medication contract,
which had a “no early refills” stipulation.

But Mclver ended up discharging Boyer in June 2002, when Boyer
altered a prescription so he could fill it three days early. He wrote
Mclver three pleading letters of protest, to no avail. “l was looking
for an excuse to discharge them, and with Seth | found it,” Mclver
told me. I needed more than suspicion. With Les, he never actually
did anything that allowed me to say, ‘0.K., here's that concrete
piece of evidence." "

Mclver may have felt he needed more proof, but medically he
probably had enough. Pain specialists told me that doctors can stop
prescribing a drug whenever the risks outweigh the benefits, which
includes the risk of abuse.

Another drug-dealing patient of Mclver's was Kyle Barnes. She
testified that she suffered from fibromvyalgia, a chronic-pain
syndrome, but exaggerated her pain to get higher levels of
OxyContin and Roxicodone, She was addicted to those drugs before
she began seeing Mclver in July 2001. She also brought no medical
records and drove three hours to each appointment. She got
prescriptions on her second visit, during which Mclver also did
osteopathic manipulations and massage.

Barnes was in real pain. Mclver did several different therapies at
each visit. He set up an appointment for her at a sleep clinic, sent
her for X-rays and put a cast on her wrist. He knew she had trouble
paying for her medicines, and he contacted Purdue Pharma to see if
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she qualified for reduced-price drugs. She kept claiming the drugs
were not helping enough and was soon taking 16 times the dose of
OxyContin she took when she first saw him. One tip-off in her case
should have been that she paid thousands of dollars a month in
cash for her prescriptions, even though she was on Medicaid. She
told Mclver that her father and boyfriend were helping her buy
them, which she later testified was partly true. But most of her
income came from selling some of the drugs he prescribed, she
testified. In December 2003, Mclver told her that he would stop
treating her unless she took a drug screen. She did nothing. Three
weelks later he told her again. She never returned.

Another patient whose story was particularly troubling was Barbee
Brown. Brown was not a drug seeker but a genuine pain patient
seeking relief from Reflex Sympathetic Dystrophy. Mclver gave her
very high doses of OxyContin right away, before she produced any
records from other doctors. This was especially disturbing, because
she had been addicted to crack cocaine for three months in the year
before she came to him.

Brown saw Mclver at least twice a week for six weeks. He did a
thorough physical exam and took a complete history. He used many
different kinds of therapies. But he also started her — someone who
had never taken opiocids — on 40-milligram pills of OxyContin and
allowed her to control her own dosing schedule. “As long as you are
not having side effects, do not be afraid to take the doses you need
to get out of pain,” he wrote to her. It was the same advice he gave
many patients. “The number of milligrams does not matter. What
matters is the number on the 0-to-10 scale.”

The medicine helped. Brown testified that she ranked her pain at 9
or 10 when she first got to Mclver. After seeing him, it dropped to a
4, Her pain diary, which appears to be sincere, had various
passages giving thanks that she met Mclver. Brown did not become
addicted. But allowing an opioid-naive recovering crack addict to
start on high-dose pills and control her own dosage, and telling her
that her dosage didn't matter, seems reckless,

Mclver's 30-year sentence was the result of the death of Larry
Shealy, a 56-year-old man who suffered intense back and knee
pain, in addition to many other health problems. He first came to
see Mclver in February 2002, with full referrals and records. He was
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on OxyContin before seeing Mclver but complained that his pain
was still terrible, so Mclver doubled his dose. This allowed Shealy to
go back to work in an auto body shop.

Shealy was not a careful patient. A month after he started with
Mclver, he took 15 OxyContin tablets in one day instead of the 6 he
was prescribed. He was not harmed, but Mclver testified that he
asked Shealy to bring his family in so he could explain the dosing to
them. At one point, Mclver tried to taper down the OxyContin and
replace it with methadone, but Shealy complained that the
methadone made him drowsy. Shealy's son, David, an auto
mechanic, testified that the OxyContin pain relief also came at a
price. He said he felt his father was overmedicated — often sleepy.
Once, his father backed his truck into a tree.

Shealy died in his sleep early on the morning of May 29, 2003. He
had OxyContin pills in his stomach, and his bloodstream contained
alprazolam — Xanax — as well. The pathologist at Mclver's trial
testified that the levels of drugs were consistent with the
prescriptions Mclver had been writing — the high levels that so
alarmed the insurance agent. Shealy was taking five 80-milligram
tablets of OxyContin every 12 hours, plus up to six 30-milligram
tablets of Roxicodone every 4 hours for breakthrough pain, plus as
much as 2 milligrams of alprazolam every 8 hours. The
prosecution’s toxicologist, Demi Garvin, concluded that the
OxyContin and Roxicodone caused Shealy's death by respiratory
depression. The pathologist testified that she looked up this dosage
and found it to be a fatal level.

But there is reason for doubt. According to Shealy's prescriptions,
he had been taking the same dosage for at least two months, and
possibly much longer. Pain specialists say that respiratory
depression is extremely unlikely when dosage is consistent. In her
testimaony, Garvin agreed that what would be a toxic level in an
opicid-naive patient would be safe for someone titrated up
properly. But she said she could not conclude he had been properly
titrated, in part because she had not seen his medical records.
Garvin declined to talk about the Shealy case with me because she
is a witness for the Shealy family in their planned civil suit against
Mclver. But in a deposition for that lawsuit, she appeared to back
away from blaming the OxyContin, She described her view as: “Hey,
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there's a red flag here. This can certainly be your cause of death,
but you need to go further in exploring whether or not it is.”

There was something else that might have caused Shealy's death:
he suffered from advanced congestive heart failure. The pathologist
testified that he had 90 percent blockage in one coronary artery and
50 percent in another, and a greatly enlarged heart and other
organs. He had a scar on the back wall of his heart that indicated he
at one time suffered a heart attack. Opioids do not worsen heart
disease and would likely have helped, because pain causes stress to
the heart.

The testimonies of the patients Smith, Boyer and Barnes were the
parts of the trial that most directly addressed the question of
whether Mclver intentionally wrote prescriptions for a nonmedical
purpose. This is the relevant legal test for the statute under which
he was prosecuted. Several Supreme Court and district court cases
have made it clear that under the Controlled Substances Act, a
doctor is guilty of a crime if he intentionally acts as a drug pusher.

The judge in the Mclver case, Henry F. Floyd, told the jurors that
bad prescribing is the standard for malpractice, a civil matter, “That
is not what we are talking about,” he said. “We're not talking about
this physician acting better or worse than other physicians.” If
Mclver was a bad doctor — but still a doctor, with intent to treat
patients — he was innocent. “If you find that a defendant acted in
good faith in dispensing the drugs charged in this indictment, then
you must find that defendant not guilty,” Floyd said. But Floyd also
told the jury to take bad doctoring into account in deciding Mclver's
intent.

This instruction — that bad doctoring does not prove intent but
could be considered when weighing his intent — is subtle and
potentially extremely confusing. It apparently confused the jurors. |
spoke to two jurors, who told me their own views and characterized
the jury discussion. The overwhelming factor, they said, was that
Mclver prescribed too much — the very red flag that alerted the
insurance agent and set the case in motion.

The jurors | spoke with said that by far the most important
testimony came from Steven Storick, a pain-management doctor in
Columbia and the government's expert witness. Reviewing the
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records of patient after patient, Storick consistently testified that
there were too many drugs. “This amount of medication is just
extremely high in a situation like this,” he said of one patient. This
is "excessive,” he said of another. “That's just an extremely high
dose of drug,” he said of a third. Storick, who declined to be
interviewed for this article, testified that if he had a patient who
exhibited no objective evidence of pain, he would not prescribe
opioids. He would not have titrated patients as rapidly as Mclver did
or given them discretion. He disagreed with Mclver's position that a
doctor should try to bring a patient's chronic pain down to a level of
2. He would stop titrating when a patient reached 5 out of 10.

The jurors took Storick’s caution to heart, in part, they told me,
because it resonated with their own experience with opioids and
fears of addiction. | asked Jo Handy, a tall, elegant woman who is
now 39 and a real estate agent outside Greenville, why Mclver was
convicted. “It was the excessive prescriptions,” she said in an
interview in her office. “Excessive, and the number of them. I've
been on some pain medication. But along with some other jurors we
were, like, ‘No — it's too much.””

Handy said she knew Mclver's treatment was excessive because
Storick said so, and because of her own experience. “Thirty counts
is normal,” she said. “He was giving 60 or 90. A few of us had been
on prescribed medicine. | had female issues. You as a person know
not to take so much of that medication. If you were, you had a
motive, Me, | still have a whole bottle left.”

Christopher Poore, another juror, agreed that what swayed the jury
was the volume of drugs prescribed. “The jury kept going back to
the expert testimony of the prosecution's expert,” he told me when
I met him in Anderson, a town 40 minutes from Greenwood. “It was
beyond. It was too much.” What should Mclver have done, | asked, if
he wanted to avoid jail? "He should have followed the convention
more of what people are doing with pain medicine — not giving so
much,” Poore said.

Poore, who is 40 and runs his family's heating and coaling
business, described himself as the juror most skeptical of the
prosecution’s case. “There was another guy on the jury who said his
sister-in-law had been taking pain pills and she had gotten
addicted,” Poore said. “He said | was taking up for Mclver. | said, No,
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I'm taking up for you and me and anyone else who's on trial. |
wanted to see rules, that this guy broke the rule. | never saw a rule
he broke.”

In the end Poore voted to convict. As is always the case, the jurors
were dismissed before Mclver was sentenced. Poore told me he
supposed Mclver was in prison. When | said Mclver was serving 30
years, he looked shocked.

Interviews with jurors and the judge's sentencing decision indicated
that photos of the messy conditions in Mclver’s and Carolyn's
private offices also contributed to the impression that he was not a
real doctor. Surprisingly, Mclver's contacts with law enforcement —
the letter about Smith and the others was one of several — helped
the prosecution’s case. "He called an officer about a patient,” John
P. Flannery Il, Mclver's appellate lawyer, explained to me. “There is
no response. He gets zero. He took their silence as a sign
everything was O.K. They take that as knowledge of drug dealing.”
It mattered: the Fourth Circuit's opinion rejecting Mclver's appeal
said, “That Appellant knew or suspected his patients of drug abuse
is reflected by the fact that he wrote to state authorities to express
concern that his patients might be selling their medication.”

| asked Grogan, the local diversion investigator on the case, why he
didn't follow up on Mclver's suspicions. “I'm a cop, not a doctor,”
Grogan said. "l can't say to prescribe medication or not. How do |
know he's not trying to fish me for information?”

“He doesn't have to call us to cut someone off,” Mike Frederick, the
chief deputy at the sheriff's office, told me. “This is no different
than when regular illegal drug dealers will very often call us about
other drug dealers. He did it most likely because he thought that
person was a risk.”

| had assumed that Mclver's use of many different types of
therapies would help his case, by showing he was not running a
classic pill mill. But it may have hurt. During the appeal, the
prosecutor William Lucius argued that the other treatments
represented the profits of drug diversion. He addicted patients with
high doses of opioids, Lucius contended, “so they would continue
to come back to him" and “he could charge them for the treatments
he gave.”
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How typical is Mclver's case? On the D.E.A.'s Web site the agency
lists some of the doctors who have been prosecuted, and their
crimes, There are some strikingly obvious and egregious cases of
shady dealings: a doctor who wrote prescriptions in a gas station
for a person who wasn't present; one who sold blank prescription
forms; one who dispensed drugs to people who then shared them
with him.

But not every doctor's intent to deal drugs is as clear. Mclver was a
crusader for high-dose opioids, credulous with patients and sloppy
with documentation — a combination unwise in the extreme. But
some of his patients said he was the only doctor who ever brought
them relief. Prosecutors never brought any evidence that he
intended to write prescriptions to be abused or sold. They never
accused him of profiting from his patients’ diversion except in
collecting office fees. His patients who diverted or abused their
opioids all testified they got their prescriptions by consistently lying
to him. Nor is it convincing that his prescriptions killed Larry Shealy.

Mo one has analyzed the various prosecutions of pain doctors, so it
is hard to determine how many of them look like Mclver's. The
D.E.A.'s list is incomplete. There have been many cases like
Mclver's, and most of these cases are not listed on the D.E.A."s Web
site. (One possible reason for this omission is that some of these
cases are still being appealed.) And many cases that do appear on
the list detail only vague crimes: convictions for prescribing
“beyond the bounds of acceptable medical practice” or “dispensing
controlled substances . . . with no legitimate medical purpose” —
which is how the agency will most likely describe the Mclver case if
it ever includes the case on the list.

The D.E.A. claims that it is not criminalizing bad medical decisions.
For a prosecutable case, Caverly, the D.E.A. officer, told me: "l need
there to be no connection of the drug with a legitimate medical
condition. | need the doctor to have prescribed the drug in
exchange for an illegal drug, or sex, or just sold the prescription or
wrote prescriptions for patients they have never seen, or made up a
name.”

| read this statement to Jennifer Bolen, a former federal prosecutor
in drug-diversion cases who trained other prosecutors and now
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advises doctors on the law. "That's a good goal,” she said. "l don't
think they have yet reached that goal.” Mclver's case had no such
broken connection, and in many cases the government has not
produced testimony of intent to push drugs, providing evidence
only of negligence or recklessness. In 2002, Bolen was one of the
authors of a Justice Department document intended as part of a
basic guide to prosecuting drug-diversion cases. The document, in
the form of a reference card, dispenses with any need for a broken
connection. It suggests that prosecutors need not prove a doctor
had bad motives, that to be within the law a doctor had to prescribe
“in strict compliance with generally accepted medical guidelines”
and that doing an abbreviated medical history or physical
examination is “probative” of lack of a legitimate medical purpose.
The reference card was on the Justice Department’s Web site but
was pulled, according to the Pain Relief Network, which provided
the card to me. Bolen told me: "l have no problem saying that if the
card was all there was, it was not acceptable. But it isn't all there
was.” She described the card as one piece of a more thorough
training, but added that many prosecutors followed its theories.

Prosecutors are in essence pressing jurors to decide whether an
extra 40 milligrams every four hours or a failure to X-ray is enough
to send a doctor to prison for the rest of his life. One doctor, Frank
Fisher, was arrested on charges that included the death of a patient
taking opioids — who died as a passenger in a car accident. A
Florida doctor, James Graves, is serving 63 years for charges
including manslaughter after four patients overdosed on OxyContin
he prescribed — all either crushed and injected their OxyContin or
mixed it with alcohol or other drugs. “A lot of doctors are looking
for safe harbor,” Caverly said. “They want to know as long as they
do A, B, C, D or E, they're O.K."

The D.E.A. once thought that this was not an unreasonable desire, A
few years ago, it worked with pain doctors to develop a set of
frequently asked guestions that set out what doctors needed to do
to stay within the law. The FAQ recommended, for example, that
doctors should do urine tests and discuss a patient’s treatment with
family and friends. In October 2004, the FAQ were erased from the
agency’s Web site. One reason was that one of their authors, who is
a doctor, was about to use the list to testify on behalf of William
Hurwitz, a pain doctor in McLean, Va. (Hurwitz was convicted on 50
counts of drug trafficking in 2004. His conviction was overturned,
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and he was recently retried and convicted on 16 lesser counts. He is
awaiting sentencing.)

Caverly acknowledged the Hurwitz trial was one reason the FAQ
were pulled, but said there were other reasons. He said such a
checkoff list could tie the D.E.A.'s hands. "Some doctor's going to
pull that list of dos or don'ts out and say: ‘See, I'm 0.K. | did these
10." But there's a new wrinkle there — an 11th one the doctor
didn't do," he said. Most important, he went on to say, the FAQ had
stepped over the line to insert the D.EA. into issues of medical
practice. “We have to stay in our lane,” he said. “Those definitions
are the professional community’s — not the D.E.A.'s."

In a perfect world, such reasoning would make sense. But the
agency is defining issues of medical practice in dramatic fashion —
by jailing doctors who step over the line. It would not seem to be
bothering, however, to draw the line first.

The dilemma of preventing diversion without discouraging pain care
is part of a larger problem: pain is discussed amid a swirl of
ignorance and myth. Howard Heit, a pain and addiction specialist in
Fairfax, Va., told me: “If we take the fact that 10 percent of the
population has the disease of addiction, and if we say that pain is
the most common presentation to a doctor's office, please tell me
why the interface of pain and addiction is not part of the core
curriculum of health care training in the United States?” Will Rowe,
the executive director of the American Pain Foundation, notes that
“pain education is still barely on the radar in most medical schools.”

The public also needs education. Misconception reigns: that
addiction is inevitable, that pain is harmless, that suffering has
redemptive power, that pain medicine is for sissies, that sufferers
are just faking. Many law-enforcement officers are as in the dark as
the general public. Very few cities and only one state police force
have officers who specialize in prescription-drug cases. Charles
Cichon, executive director of the National Association of Drug
Diversion Investigators (Naddi), says that Maddi offers just about
the only training on prescription drugs and reaches only a small
percentage of those who end up investigating diversion. | asked if,
absent Naddi training, officers would understand such basics as the
whether there is a ceiling dose for opioids. "Probably not,” he said.
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There is another factor that might encourage overzealous
prosecution: Local police can use these cases to finance further
investigations. A doctor’s possessions can be seized as drug
profits, and as much as 80 percent can go back to the local police.

There are ways to prevent diversion without imprisoning doctors
who have shown no illegal intent. They are increasingly used — but
state authorities and doctors need to push even harder. The
majority of states, South Carolina among them, do not yet have
prescription monitoring — a central registry of prescriptions, which
could help catch people getting opioids from several different
doctors and pharmacies. Doctors should use more urine and blood
tests, including screens that can tell quantities of drug present.

Last year, state medical boards took 473 actions against doctors for
misdeeds involving prescribing controlled substances. In many
cases, their licenses were pulled. Physicians can also lose their
D.E.A. registration, and with it the right to prescribe controlled
substances. A few dozen do every year, although there is
considerable overlap with medical-board actions. Washington is the
first state to recommend that only pain specialists handle high-
dose opioids; other states are likely to follow.

But such guidelines are futile while there is one pain specialist for,
at the very least, every several thousand chronic-pain sufferers
nationwide. And even though pain is an exciting new specialty,
doctors are not flocking to it. The Federation of State Medical
Boards calls “fear among physicians that they will be investigated,
or even arrested, for prescribing controlled substances for pain”
one of the two most important barriers to pain treatment, alongside
lack of understanding. Various surveys of physicians have shown
that this fear is widespread. “The bottom line is, doctors say they
don't need this,” said Heit. “They're in a health care system that
wants them to see a patient every 10 to 15 minutes. They don't
have time to take a complete history about whether the patient has
been addicted. The fear is very real and palpable that if they
prescribe Schedule Il opioids they will come under the scrutiny of
the D.E.A., and they don't need this aggravation.”

Proper pain management will always take time, but the D.E.A. can at
least ensure that honest doctors need not fear prison. It should use
the standard it claims to follow: for a criminal prosecution to occur,
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a doctor must have broken the link between the opioid and the
medical condition. If the evidence is of recklessness alone, then it
should be a case for a state medical board, the D.E.A.'s registration
examiners or a civil malpractice jury.

Undoubtedly, such a limit will allow a small group of pill-mill
doctors to escape prison. But America lives with freeing suspects
whose possible crimes are discovered through warrantless searches
or torture — and unlike other suspects, doctors who lose their
licenses are as incapacitated as those behind bars. For cases
without the broken connection, prosecution is too blunt an
instrument. It runs too high a risk of condemning innocent
physicians to prison and discourages the practice of a medical
specialty desperately needed by millions of Americans.

Pain patients are the collateral victims here. It is worth
remembering that the vast majority of Mclver's patients were not
people who abused or sold their medicines. One of those who
didn't was a man named Ben, a tall, heavy man in his 50s who lives
about 45 minutes from Creenwood. (He asked that his last name
not be used because of the stigma still attached to taking opioid
drugs.) Ben was once a mail carrier and a farmer and cattle rancher.
But years of pushing 800-pound bales of hay wore out his back. In
2001 he had an operation to fuse the bottom three vertebrae. The
few Vicodin his neurosurgeon prescribed did not control his pain. "l
never had enough to get me through the night,” he said. "He wasn't
going to go any further than Vicodin — and he was doing me a
favor by doing that, because his other partners wouldn't have done
as much as he did.” His neurosurgeon recommended he find a pain
doctor, He started seeing Mclver, The first examination, Ben said
over coffee in a local Waffle House, was “extremely thorough — he
had me crying. | hardly ever got out of there in less than two hours
— he would be on top of me popping my back.”

And he got opioids. With his typical imprudence, Mclver told Ben:
“You don't worry about it, take whatever you need to be pain-free,
if it takes 2 pills or 10 pills. If you're taking too much and slurring
your words, you know to back off. Use some commaon sense.” At
Mclver's request, Ben kept a diary of what he took and how much.
He reached a top dosage of five 80-milligram pills of OxyContin
four times a day — more opioids than Shealy was taking at the time
of his death. "I never felt high,” he said. “They helped my pain. |
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could get out and work, use the bulldozer. | was working a 250-
head cattle herd. | was doing everything relatively pain-free
because of the drugs. They gave me my life back.”

When Mclver was closed down, Ben was lucky enough to have a
family physician he knew well who took over his case. But the new
doctor took a very different approach. Ben now gets three 80-
milligram pills of OxyContin a day, plus some breakthrough
Roxicodone and 800 milligrams of Advil every four to six hours.
“That's it and I'm very, very lucky to have it," he said. "My doctor is
afraid they will say it's over the limit. | now get about three hours'
sleep a night. | can stand for 30 minutes, maybe.” He can no longer
handle ranching and has sold his cattle. He considers himself
retired.

With Ben's permission | talked to his current doctor, who said Ben
was a good patient but had been taking way too much. "l thought
Ben made an error,” he said. "He had been taking five or six times
the recommended dosage. There are well-recognized levels, and
you don't step across the line. You may have to live with some
pain.”

Opioids have immense power — both to harm and to heal. They can
be life-destroying, but high doses allowed Ben to work, to be with
his family, to be who he is. In its prosecutions of pain doctors, the
government fails to recognize the duality of these drugs. Ben's wife
told me: “When Ben first went to Dr. Mclver and filled out the form
on what he used to be able to do and what he could do now, he
cried, Mclver said to him, *I'm going to get you back to doing what
you used to do." And he did.”

Tina Rosenberg is a contributing writer for the magazine.
Copyright 2007 The New York Times Company
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U.S. Department of Justice

Office of Legislative Affairs

Office of the Assistant Attorney General Washington, D.C. 20530

March 7, 2008

The Honorable John Conyers, Jr.
Chairman

Committee on the Judiciary

United States House of Representatives
Washington, DC 20515

Dear Mr. Chairman:

Please find enclosed a response to questions arising from the appearance of Drug
Enforcement Administration Deputy Assistant Administrator Joseph Rannazzisi before the
Committee on July 12, 2007, at a hearing entitled “The Drug Enforcement Administration’s
Regulation of Medicine”.

We hope that this information is of assistance to the Committee. Please do not hesitate to
call upon us if we may be of additional assistance. The Office of Management and Budget has
advised us that from the perspective of the Administration's program, there is no objection to
submission of this letter.

Sincerely,

Lo

Brian A. Benczkowski
Principal Deputy Assistant Attorney General

Cc:  The Honorable Lamar S. Smith
Ranking Member
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“The Drug Enforcement Administration’s Regulation of Medicine”
July 12, 2007

Questions for the Hearing Record
for
Joseph T. Rannazzisi
Deputy Assistant Administrator
Office of Diversion Control
Drug Enforcement Administration

1. The Drug Enforcement Administration and the Food and Drug Administration are
both involved in the approval of cannabis research (and researchers) prior to the
issuance by DEA of a Schedule I registration. There seemed to be some confusion
as to what this process is. Please describe in detail the process a would-be
researcher must go through before DEA issues the registration and explain at each
step what would prohibit the process from continuing.

RESPONSE:

The Controlled Substances Act (CSA) allows for bona fide research to be conducted on any
schedule I controlled substance provided the researcher has obtained a registration from DEA
authorizing such activity. The statutory criteria for obtaining a registration, including the role of
the Secretary of Health and Human Services (HHS), are set forth in 21 U.S.C. § 823 (f). Among
other things, the statute requires the researcher to submit a research protocol. The required
contents of the research protocol are specified in the DEA regulations (21 C.F.R. § 1301.18). A
detailed description of the process by which DEA acts on applications for registration with
schedule I controlled substances is also set forth in the DEA regulations (21 C.F.R. § 1301.32).
In sum, the Secretary of HHS is responsible for evaluating the qualifications and competency of
the researcher and the merits of the research protocol, and DEA is responsible for ensuring that
the researcher will provide adequate controls against diversion and otherwise comply with the
CSA and DEA regulations. An application may be denied if: the applicant fails to meet any of
the foregoing requirements; the Secretary for HHS finds the qualifications and competency of
the researcher, or the merits of the research protocol, to be lacking; or DEA determines that the
researcher has failed to demonstrate that he/she will maintain effective control against diversion.
If DEA seeks to deny the application for any reason, it must serve the applicant with an Order to
Show Cause, affording the applicant the opportunity for a hearing in accordance with the
Administrative Procedure Act, 21 U.S.C. § 824(c).

2. During the hearing, testimony was offered that indicated investigations of pain
management doctors and other doctors by DEA have caused concern that
physicians who practice in this area of medicine are being targeted despite the
service they provide to a number of pain sufferers. Does DEA believe this
characterization is correct, and what is the process DEA uses to identify and
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investigate doctors whose practices dispense large quantities of opioids and other
pain relievers?

RESPONSE:

The characterization that the DEA “targets” physicians simply because they practice pain
management is false and does disservice to those doctors acting professionally. The
overwhelming majority of prescribing done by physicians in America is conducted responsibly.
Often it is these doctors and pharmacists who dispense the medication who are the first to alert
law enforcement to potential prescription problems. However, the small number of physicians
who over prescribe controlled substances—carelessly at best, knowingly at worst—help supply
America's second most widespread drug addiction problem. Although the problem exists, the
number of physicians and pharmacists responsible for this problem is a very small fraction of
those registered with DEA to prescribe and dispense controlled substances in the United States.

DEA's obligation under the law and to the public is to ensure that pharmaceutical controlled
substances are prescribed and dispensed only for legitimate medical purposes. By carrying out
this obligation, DEA strives to minimize the diversion of pharmaceutical controlled substances
for abuse while ensuring that such medications are fully available to patients in accordance with
the sound medical judgments of their physicians. In this manner, DEA is committed to
balancing the need for prevention, education, and enforcement with the need for legitimate
access to these drugs. .

DEA investigates complaints against registrants for potential criminal and administrative
violations. Sources of those complaints include state medical boards, patients, pharmacists, or
employees of the doctor. If an investigation reveals possible criminal or civil violations of the

" CSA, DEA refers the matter to the United States Attorney’s Office for further review and
whatever action that office deems appropriate. In addition, if DEA determines that there is a
statutory basis under the CSA to revoke a practitioner’s registration, the agency has the
discretion to initiate such proceedings. If DEA seeks to revoke a practitioner’s registration for
any reason, it must serve him/her with an Order to Show Cause, affording the applicant the
opportunity for a hearing in accordance with the Administrative Procedure Act, 21 U.S.C.
824(c).

DEA is also charged with registering companies, pharmacies, and physicians who handle or
dispense controlled substances. Those who are registered to conduct this activity must meet and
continue to meet various regulations that are set forth in the Code of Federal Regulations.

DEA continues to work closely with the state medical boards and their affiliated
organizations to alleviate any possible remaining misconceptions about how DEA carries out its
administrative duties under the CSA. As stated in the 2006 Synthetic Drug Control Strategy, the
Administration is committed to balancing the need for prevention, education, and enforcement
with the need for legitimate access to pharmaceutical controlled substances.

3. During the hearing, statements were made that it was inappropriate for DEA to
investigate doctors, and that doing so was the equivalent of ‘regulating medicine.’
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Why does the DEA investigate and engage in the prosecution of pain management
practitioners and others in the medical profession, when established state medical
boards exist to monitor and punish ethical violations of medical practice?

RESPONSE:

Please note that DEA addressed this issue in its September 6, 2006, Policy Statement
published in the Federal Register. As stated therein:

DEA is the agency within the Department of Justice responsible for
carrying out the functions assigned to the Attorney General under the CSA.
These functions include enforcing and administering the CSA provisions
governing the prescribing, administering, and dispensing of controlled
substances. Thus, the scope of DEA’s authority is delineated by the extent
to which Congress itself regulated controlled substances through the
enactment of the CSA and assigned certain functions under the Act to the
Attorney General.

‘While the CSA is one component of the overall regulation of the practice of
medicine in the United States, it bears emphasis that the CSA does not regulate
the practice of medicine as a whole. Therefore, although DEA is the agency
responsible for administering the CSA, DEA does not act as the federal
equivalent of a state medical board overseeing the general practice of medicine.
State laws and State licensing bodies (such as medical licensing boards)
collectively regulate the practice of medicine. In contrast, the scope of the CSA
(and therefore role of DEA) is much narrower. The CSA regulates only the
segment of medical practice involving the use of controlled substances, and DEA
is correspondingly responsible for ensuring that controlled substances are used in
compliance with federal law. ’

In particular, DEA’s role under the CSA is to ensure that conirolled substances
are prescribed, administered, and dispensed only for legitimate medical purposes
by DEA-registered practitioners acting in the usual course of professional
practice and otherwise in accordance with the CSA and DEA regulations. Each
state also has its own laws (administered by state agencies) requiring that a
prescription for a controlled substance be issued only for a legitimate medical
purpose by state-licensed practitioners acting in the usual course of professional
practice.

There is nothing new in this arrangement of responsibilities between the federal
and state governments. For more than 90 years (starting with the Harrison
Narcotic Act of 1914, which was superseded by the CSA in 1970) federal law
has placed certain restrictions on the medical use of federally controlled
substances while, at the same time, the states have regulated the practice of
medicine generally. In this respect, there has long been a certain amount of
overlap between the federal and state oversight of controlled substances.
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Beginning in the 1930s and through to the present, states have adopted uniform
controlled substance laws that were designed to promote standards that are
consistent from state to state and in harmony with federal law. One such
standard that has always been a fundamental part of these uniform state laws is
the requirement that controlled substances be dispensed only for legitimate
medical purpose by a practitioner acting in the usual course of professional
practice — a requirement first articulated in the Harrison Narcotic Act.
Accordingly, it has been the case for more than 70 years that a practitioner, who
dispenses controlled substauces for other than a legitimate medical purpose, or
outside the usual course of professional practice, is subject to legal liability under
both state and federal law.

4, On May 15, DEA Administrative Law Judge Mary Ellen Bittner formally
transmitted her recommendation to DEA Depnty Administrator Michele Leonhart
in which she found that it is “in the public interest” to end the federal monopoly on
the supply of marijuana that can be used in FDA-approved research, held by the
National Institute on Drug Abuse (NIDA). Following nine days of hearings,
testimony, and evidence from both sides, including from researchers who reported
that the government denied their reqnests for marijuana for use in FDA-approved
research protocols, Judge Bittner concluded that, “NIDA’s system for evaluating
requests for marijuana has resulted in some researchers who hold DEA
registrations and requisite approval from [HHS and FDA] being unable to conduct
their research because NIDA has refused to provide them with marijuana. I,
therefore, find that the existing supply is not adequate.” She added, “Respondent’s
registration to cultivate marijuana would be in the public interest.”

Despite this endorsement by the one neutral arbiter assigned to examine the
case and despite the fact that it has been more than six years since the University
of Massachusetts initially filed its application, the DEA has yet to grant the license
in accordance with the recommendation. With these facts in mind, I would like to
know how long it usually takes the DEA to act on a recommendation from an
administrative law judge. Could you please provide me with a list of all
recommendations made by administrative law judges in the DEA since January
20, 2001, along with the dates on which they were transmitted to final decision-
makers at the DEA and the dates on which the recommendations were officially
either followed or rejected through a final decision on the matter?

Also, when can we anticipate a decision in this case? If the decision can be
anticipated to require more time than the average time required in the reply to the
first question, please state the reason. In addition, can you give us a commitment
that the decision will be made during this Administration?

RESPONSE:

Please see attached chart.
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5, In his written testimony of Joseph T. Rannazzisi, DEA Deputy Assistant
Administrator, Office of Diversion Control, stated, “Nineteen researchers are
currently approved to conduct research with smoked marijuana on human
subjects.” Could you please provide the name and affiliation of each of these
researchers, along with a short description of the research they are currently
conducting?

Please note that the information requested in this question includes personally identifiable
records maintained by DEA, which are protected by the Privacy Act. DEA is releasing this
information to the subcommittee in response to this question under the exception for disclosures
to Congress set forth in 5 U.S.C. § 552a (b)(9).

® & 0 & 0 0 ° o 0 0o 0 0 0 0 o

Donald Abrams, M.D. (University of California -San Francisco; CMCR*)
Mark Agius, M.D. (University of California-Davis; CMCR*)

Robert Block, Ph.D. (University of Iowa)

Louis Cantilena, M.D., Ph.D. (Uniformed Services University of Health
Services)

Jody Corey-Bloom, M.D., Ph.D. (University of California-San Diego; CMCR*)
Ronald Ellis, M.D., Ph.D. (University of California-San Diego; CMCR¥)
Richard Foltin, Ph.D. (Columbia University)

Alan Gevins, Ph.D. (SAM Technology Inc.)

Mark Greenwald, Ph.D. (Wayne State University)

Kent Hutchison, Ph.D. (University of Colorado)

Thomas Kelly, Ph.D. (University of Kentucky)

Scott Lane, Ph.D. (University of Texas-Houston)

Anthony Liguori, Ph.D. (Wake Forest School of Medicine)

Scott Lukas, Ph.D. (McLean Hospital)

Jane Metrick, Ph.D. (Brown University)

Godfrey Pearlson, M.D. (Institute of Living)

Donald Tashkin, M.D. (University of California Los Angeles)

Mark Wallace, M.D. (University of California -San Diego; CMCR*)
Barth Wilsey, M.D. (Department of Veteran Affairs; CMCR*)

Of the 19 researchers listed above, 13 are conducting NIDA-funded drug abuse research.
An additional 6 are affiliated with the *Center for Medicinal Cannabis Research (CMCR) from
the University of California and are investigating the use of smoked marijuana in six approved

studies.

The CMCR studies are evaluating the use of cannabis for the treatment of: HIV-related
peripheral neuropathy; cancer pain; spasticity/tremor in MS patients; and chemotherapy-induced
delayed nausea. These studies represent the breadth and scope of research using marijuana to
study the potential therapeutic effectiveness of marijuana’s active ingredients.
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Policy on Letters of Non-Objection

The committee has heard from a number of companies that DEA has virtually stopped
issuing Letters of Non-Objection, or LONOs — since February of 2006. 1 would greatly
appreciate it if you could help me understand the current LONO policy in greater detail, as well
as DEA’s rationale behind the decision to implement this policy.

6. How many LONO requests did DEA approve and deny in 2004, 2005, and in 2006
until February 28, and what were the reasons for denial in cases where DEA
rejected a LONO application?

RESPONSE:

During the time period in question, the DEA received approximately 1,069 requests for
LONOs. Of that total, 41 (4%) were withdrawn by the importer after being notified that the
LONO would not be issued. The breakdown by year is as follows: 2004, 519 LONO requests, 6
(2%) withdrawn; 2005, 483 LONO requests, 32 (7%) withdrawn; 2006 (through Feb. 28), 67
LONO requests, 3 (4.5%) withdrawn. LONOs not being issued were based on the reasonable
belief that the products wilt be diverted for use in the clandestine production of illicit drugs.

If there is reason to believe that the chemicals will be diverted into illicit channels, DEA
sends the importer a 3-Option letter. This letter explains that a particular shipment may be
diverted (21 U.S.C. § 971) and then gives the importer three options. The first option for the
importer is to voluntarily withdraw the DEA-486; the second is to do nothing and in 30 days, it
will automatically be withdrawn or the last option is to request a hearing. The letter further
explains the regulatory process and indicates that if the third option is chosen, then the shipment
will be suspended and the importer has a right to a hearing. All importers are afforded the
opportunity to participate in the regulatory system.

7. How many LONO requests are currently pending before DEA? 1 would
appreciate knowing when the LONO requests were submitted. How many of these
LONO requests have been pending for more than 6 months without a response
from DEA?

RESPONSE:

As of August 24, 2007, there were eight (8) pending DEA 486 (LONO) requests. There are
no DEA 4865 pending for more than six months. When a request is received from the importer,
the request is usually processed within approximately two weeks. This time is dependent upon
how quickly the down stream customers reply to DEA’s requests for information in order to
conduct the verification process. The number of pending LONO requests changes daily as new
ones arrive and are processed.
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8. Are there any companies who have submitted a LONO application for whom a
LONO has been approved? It is my understanding that Wyeth and Bayer have
both received such approvals.

RESPONSE:

Please refer to the numbers provided in the previous responses. Companies do not submit a
“LONO application”. Companies do, however, submit a form DEA-486, which is an
Import/Export declaration form sent in to DEA by the importer. That form constitutes a request
for the issuance of a LONO if the export is from a country that will not release shipments of
ephedrine and pseudoephedrine unless the United State Government issues a LONO. Generally
speaking, imports are approved unless cancelled by the importer or there is reasonable cause to
believe the imported chemical will be diverted to the clandestine production of drugs. LONO
requests from any importer of ephedrine and pseudoephedrine would have been approved unless
there was reasonable cause to believe that the chemicals would be diverted to the clandestine
manufacture of methamphetamine. Unless a LONO request is cancelled by the importer, all
LONOs have either been approved or DEA has issued an order to suspend the shipment.
Importers whose shipments are suspended are entitled to a hearing. However, LONOs are issued
only to registered importers. Wyeth and Bayer are not registered with the DEA as importers of
List I chemicals.

9. Has DEA received and approved any LONO applications from companies who
seek to import ephedrine or other List 1 chemicals used for prescription or related
pharmaceutical uses?

RESPONSE:

DEA has received form DEA-486s for List I chemicals where the ultimate end-use is for the
manufacture of legitimate prescription drug products and they go through the same downstream
customer verification process as the OTC manufacturers.

10. What criteria does DEA currently employ to approve or reject a LONO request?
RESPONSE:

Title 21 U.S.C. § 971(c) states that the Attorney General may order the suspension of any
importation of a listed chemical on the ground that the chemical may be diverted to the
clandestine manufacture of a controlled substance. Upon the receipt of a LONO request, the
DEA conducts an investigation of the downstream distribution chain. If a determination is made
that the product may be diverted, the LONO isnot issued. If the request to import the List I
chemical is not withdrawn by the importer, DEA issues an order suspending the proposed
importation.

11. We have heard that DEA does not intend to approve any LONO requests until the
agency determines the “medical and scientific” necessity for List 1 chemicals,
particularly ephedrine and pseudoephedrine? If so, why would the U.S. Food and
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Drug Administration’s (FDA) determination of the medical necessity of ephedrine
and other List 1 pharmaceuticals — as a condition of allowing them onto the
market — not serve as sufficient evidence for DEA — especially in light of the
apparent injury caused to responsible and law-abiding companies by the delay?

RESPONSE:

“Medical and scientific necessity” was not the terminology utilized by Congress in enacting
21 U.S.C. § 971(c). Therefore, such terminology is not utilized by DEA in implementing this
provision. DEA is mandated by 21 U.S.C. § 952(a)(1) to authorize the importation of ephedrine
and pseudoephedrine only in such amounts as are necessary to provide for medical, scientific, or
other legitimate needs of the United States. Furthermore, this is also in accordance with a United
Nations resolution that urges the calculation of valid licit use estimates for ephedrine and
pseudoephedrine and allows for monitoring by the U.N. International Narcotics Control Board
(INCB) to help keep imports and exports within these licit use estimates. Although a product
may be approved as “safe and effective” by the FDA for a medical use, only the amount
necessary to provide for the legitimate needs of the United States may be imported. DEA
processes requests to import all controlled substances and listed chemicals thoroughly prior to
deciding whether to send a LONO or deny the importation. DEA does not concede that any
company has been injured by any alleged delay in this process.

The Assessment of Annual Needs represents those quantities of ephedrine, pseudoephedrine,
and phenylpropanolamine which may be manufactured domestically and/or imported into the
United States to provide adequate supplies of each chemical for: the estimated medical,
scientific, research, and industrial needs of the United States; lawful export requirements; and the
establishment and maintenance of reserve stocks. DEA obtained assistance from a private
independent contractor, IMS Health Government Solutions, to develop estimates of the medical
needs of the United States for both ephedrine and pseudoephedrine.

12. What is DEA’s statutory authority and substantive expertise to make medically-
based determinations such as “medical and scientific” determinations of List 1
chemicals? Does DEA coordinate with other agencies such as the FDA or HHS in
making those determinations?

RESPONSE:

DEA’s statutory authority rests in 21 U.S.C. §952. This statute prohibits the importation of
controlled substances or ephedrine, pseudoephedrine, and phenylpropanolamine except in
amounts “as the Attorney General finds to be necessary to provide for medical, scientific, or
legitimate purposes”. When making a scheduling recommendation, DEA coordinates with
FDA/HHS for their expertise in evaluating a particular drug.

Since this question is similar in content to question 6, the response must by necessity repeat
some of the answer to that question. The Assessment of Annual Needs represents those
quantities of ephedrine, pseudoephedrine, and phenylpropanolamine which may be manufactured
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domestically and/or imported into the United States to provide adequate supplies of each
chemical for: the estimated medical, scientific, research, and industrial needs of the United
States; lawful export requirements; and the establishment and maintenance of reserve stocks.
DEA obtained assistance from a private independent contractor, IMS Health Government
Solutions, to develop estimates of the medical needs of the United States for both ephedrine and
pseudoephedrine.

13. If DEA has, in fact, adopted a policy of deferring decisions on LONO
applications until a medical and scientific necessity of List 1 chemicals is
determined, what provisions are being extended to lawful importers and
distributors whose business and livelihood depend on the continued importation of
raw materials?

RESPONSE:

DEA does not have a policy of deferring decisions on LONO requests based on medical and
scientific necessity.

14. How many incidents have there been where Over-The-Counter (OTC) ephedrine
combination products such as Primatene or Bronkaid have been found to be used
in the manufacture of methamphetamine, and what percentage of the total
methamphetamine supply in the U.S. does DEA believe comes from illicit diversion
of these specific types of combination products?

RESPONSE:

An exact number of incidents where OTC pseudoephedrine and/or ephedrine combination
products have been found in clandestine laboratories is not possible to ascertain. Clandestine
laboratories are often found in various stages of production with the precursor chemicals in
solution or finished product. Both combination and single entity OTC ephedrine and
pseudoephedrine products are found at clandestine methamphetamine labs. It should be noted
that traces of antihistamines or other residual ingredients are frequently encountered in
methamphetamine samples taken at clandestine labs, indicating the diversion of OTC
combination products.

As provided in testimony on July 12, 2007, brands found in 87 labs in 2006, included BDI,
Blue Label, Mini Thins, Brochis, Mini Ephedrine, Double Action Ephedrine, Rapid Ephedrine,
Fred’s Private Label, Ephedrine Extra, Biotech, AM, BC Powder and Ultra Max Strength. Those
are all off-brand, gray market, crypto-generic products.

Ephedrine Import Policy

The committee is concerned over the uncertainty of how import quotas pertaining to List 1
chemicals will be allocated amongst small importers. This lack of information and uncertainty
about the supply of essential List 1 chemicals for their health products has disrupted short- and
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long-term business operations. Importers and distributors are anxious to plan for their future
distribution of product to potential customers, including chain drug stores.

In light of this uncertainty, please respond to the following questions:
15. What criteria will DEA use in making import quota allocations?
RESPONSE:

Registrants are required to submit a completed DEA Form 488, Application for Import
Quota for Ephedrine, Pseudoephedrine, and Phenylpropanolamine, in order for DEA to establish
an individual import quota. DEA will evaluate the information submitted on the application
including data relating to purchases, sales, and inventory for the current and preceding two years.
However, certain import quota requests might require additional information such as product
development requirements or other requirements necessary to complete bona fide scientific
research/clinical trials. DEA has expertise in processing these types of quota applications for
manufacturers of controlled substances in Schedules I and II and will work with quota applicants
to obtain the information necessary to process these types of quota requests.

16. When will proposed imi)ort allocations be made by DEA?
RESPONSE:

On July 10, 2007, the DEA published in the Federal Register, an Interim Final Rule with
Request for Comment which implements the quota provisions envisioned by Congress when it
passed the Combat Methamphetamine Epidemic Act (CMEA) in March 2006. Although the rule
became effective immediately, DEA did not administer individual quotas to importers of these
List I substances for imports required in 2007. Instead, DEA has been obtaining 2008 import
applications which will be adjudicated after DEA publishes a final rule in the Federal Register
establishing the 2008 Assessment of Annual Needs for each of these List I chemicals. The 2008
Assessment of Annual Needs was published in the Federal Register on December 27, 2007 (72
FR 73361).

On December 27, 2007, DEA issued individual import, manufacturing and procurement
quotas to 38 applicants who had filed timely quota applications. DEA received exactly 100
comiplete applications in 2007 for 2008 quotas; approximately 40% were received in the month
of December and currently remain under review. Three (3) of the sixteen (16) import quotas
received in 2007 were issued on that day. Until a quota has been allocated to importers, it will
not be permitted to handle any subject materials. DEA is not currently aware of any delays in
this process. Looking forward, it is not anticipated that any delays, to the extent they become
reality, will cause extended waiting periods.

17. Once import allocations are proposed, will DEA provide importers with an
opportunity to submit comments and make recommendations for revisions in
the import formula?



227

RESPONSE:

The assessment of annual needs (AAN) represents the total quantity of ephedrine,
pseudoephedrine, and phenylpropanolamine determined to be necessary to be manufactured and
imported during the calendar year. The DEA shall publish in the Federal Register a general
notice of an assessment of annual needs for ephedrine, pseudoephedrine, and -
phenylpropanolamine. Any interested persons are permitted to file written comments on or
objections to the proposed AAN within the designated comment period. After consideration of
any comments or objections, the DEA shall issue and publish in the Federal Register the final
order determining the AAN for the chemicals.

18. Once import allocations are finalized, what process will DEA establish to allow
importers to request modifications to the allocations based on production and
sales data?

RESPONSE:

Any person to whom an import gnota has been issued may at any time request an adjustment
in their individual import quota.. Applications for adjustments to an individual import quota
which are received during the calendar year must be denied by DEA within 60 days of receiving
a completed request for such adjustment, otherwise the request is deemed approved 21 U.S.C §
952(d) (21 C.F.R. § 1315.36).

Any persons to whom an individual import quota has been issued may, at any time during
the calendar year, request an adjustment in their individual import quota by applying to the
Administrator with a statement that establishes the basis for the adjustment.

Harassment of Small Business

The Committee is aware of specific instances of DEA investigators threatening to issue
show cause letters simply for doing business with convenience stores, which the DEA has
defined as the “gray market.” Furthermore, and even more alarming, we are aware of small
businesses being asked to surrender their List 1 chemical licenses without any evidence of
wrongdoing.

An example of this policy and practice is contained in the transcript of an April 18, 2006
administrative hearing regarding a List 1 chemical distributor in Tennessee.

A DEA Investigator testified that it is DEA’s policy to seck the license revocation of any
List 1 chemical distributor who-conducts business with the so-called gray market, even in the
absence of any evidence of chemical diversion or violations of DEA regulations. During cross
examination by counsel at the administrative hearing, Investigator Graham responded to the
following questions:

Q. “...Is it your testimony that it's DEA policy to seek the revocation of any
person or entities that is registered and sells in the gray market?”
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A. “Yes, sir.”
Q. “Irrespective of whether they abide by the rules and regulations?”
A. “Yes, sir.”

Q. “My question is, is it DEA policy to revoke the registrations of persons who
are selling in the gray market, but comply with rules and regulations of the sale of
List 1 chemicals?”

A.“...T would like to respond to your question. Generally, the answer is yes, but [
must stress that the issue is what they are selling. Now when we talk about the
nontraditional products into gray market establishments, yes, we seek those
revocations.”

Q. “Even when those persons or businesses follow the Code of Federal
Regulations?”

A. “Yes, sir.”
Due to these concemns, please respond to the following questions:

19. What is DEA’s overall enforcement strategy in identifying and dismantling
small toxic laboratories (STLs) that produce Methamphetamine?

RESPONSE:

Firstly, DEA regrets the Committee’s use of the word “harassment’ in the title of this section
of questions. In seeking answers, use of the word inherently assumes the Committee has already
taken a position.

As a testament to the effectiveness of the Combat Methamphetamine Epidemic Act (CMEA)
passed by Congress and strong state legislation, DEA statistics show a 41% decrease in the
number of methamphetamine laboratories in 2006 from the previous year. This is 41% fewer
laboratories that will expose children to hazardous chemicals, 41% fewer laboratories that state
and local law enforcement officers will spend hours overseeing environmental clean-ups, and
41% fewer laboratories that state and local agencies will have to spend thousands of dollars in
hazardous waste clean-ups. It is also 41% fewer labs producing a toxic drug that ruins American
families and communities and weakens our productivity.

A logical means to eliminate the STLs is to choke off their sources for meth ingredients,
mainly ephedrine and pseudoephedrine of the kind found in OTC cold remedy products. The
recent significant reduction in the number of domestic small toxic labs and legislation restricting
access to methamphetamine precursor chemicals has allowed DEA’s Clan Lab Enforcement
Teams to expand their efforts beyond dismantling methamphetamine labs. These teams can now
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concentrate on identifying and targeting large-scale Mexican methamphetamine trafficking
organizations. These teams use their lab expertise to trace chemicals, finished
methamphetamine, and drug proceeds to drug trafficking organizations in the U.S. and Mexico.
These teams also work to identify and dismantle U.S.-based methamphetamine transportation
and distribution cells.

DEA is committed to keeping our communities safe from the dangers of methamphetamine
production and abuse. Preventing the use of chemicals from being diverted to clandestine labs
for use in the production of methamphetamine and enforcement of the CMEA are important
elements in that effort.

20. What is DEA’s current enforcement policy with regard to identifying
precursors used in clandestine laboratories for the production of illicit
methamphetamine?

RESPONSE:

DEA investigators are trained to pursue all leads, including backtracking of chemicals
heading to or found at a clandestine lab site, chemical cache, or dumpsite.

21. Did the DEA Investigator at question here accurately describe DEA’s
enforcement policy during his testimony at the April 18, 2006, hearing, that
DEA is seeking the revocation of any List 1 chemical registrant who is doing
business with the gray market?

RESPONSE:

The Diversion Investigator testified truthfully, but mistakenly, based on his understanding of
DEA’s policies and procedures. In fact, DEA does not have a policy to revoke the registration of
every distributor that sells scheduled listed chemical products to “gray market” outlets. The
investigator’s testimony would have been more precise if he testified that so-called gray market
ephedrine and pseudoephedrine products deemed to be obtained and diverted for use in the illicit
production of controlled substance are often found in gray market venues. This marketplace for
non-traditional products is a known source for domestic methamphetamine production.
Accordingly, distributors that sell gray market products to gray market outlets often present a
significant risk of diversion of scheduled listed chemical products.

22. If DEA does have a policy of seeking the revocation of List 1 registrants that
do business in the gray market, what is the policy specifically, and what is the
statutory or regulatory basis for such policy?

RESPONSE:

DEA does not have such a policy.

13
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23.  How does DEA define the so-called “gray market?”
RESPONSE:

DEA knows by experience that a “gray market” exists wherein certain pseudoephedrine and
cphedrine products are distributed only to non-traditional outlets for medications such as
convenience stores and gas stations and from where they have a high incidence of diversion with
little or no accountability as to their final uses. These “gray market” products are not sold in
large discount stores, retail pharmacies, or grocery chains, where legitimate sales of therapeutic
OTC drugs predominate. “Two-way” combination ephedrine and high strength single-entity
pseudoephedrine products, which are “crypto-generic” in that they are manufactured by firms
with no discernible market share or observable demand, are the primary products in this “gray
market” industry, These products are rarely found in any retail store serving the traditional
therapeutic market. ' Many distributors of these products distribute ephedrine to convenience
stores, gas stations, and other “gray market” retailers in amounts that far exceed legitimate
demand for therapeutic use.

Despite numerous public announcements and letters to distributors, DEA believes that many
of the “gray market” retailers of these products have not self-certified under the provisions of the
Combat Methamphetamine Epidemic Act and, therefore, have not come into compliance with the
Act.

In the recent past, several cases have been adjudicated which resulted in decisions favoring
the government. One such final rule, FR Doc 04-4127 [Federal Register: February 25, 2004
(Volume 69, Number 37)] [Notices] [Page 8682-8696], re: Branex — Final Order — 02/25/04,
demonstrates the gray market principle.

24.  Does DEA have any evidence that traditional convenience stores and small
retail establishments are intentionally diverting List 1 chemicals into STLs? If
so, what evidence exists?

RESPONSE:

According to DEA reports, convenience stores and gas stations in many states have, for
years, continued to be the primary source for precursors being diverted to illicit
methamphetamine laboratories.

During March 2001, DEA utilized an expert in the field of retail marketing and statistics to
analyze national sales data for OTC, non-prescription drugs. Using official government and
commercially available sales data, he was able to construct a model of the traditional market for
pseudoephedrine in the retail sector. His study showed that over 90% of all sales of non-
prescription drug products occurred in drug stores, grocery stores and large discount
merchandisers. A very small percentage of such sales occurred in convenience stores, and many
convenience stores do not sell any OTC drug products at all.

14
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This expert analyzed expected sales of non-prescription drugs by convenience stores that
sold such products and found that they constituted a very small portion of their total sales. The °
average small convenience store averages about $1;000,000 in gross sales. Health and beauty
aids category (HABA) averages about 2-3% of gross sales. Cough and cold products, a subset of
HABA, average about one-fourth of HABA sales. The expert calculated that single-entity
pseudoephedrine sales were about 5% to 10% of cough and cold sales. Accordingly, the average
small store could expect to sell monthly only about $0.00 to $40.00 worth of pseudoephedrine
products. At an average markup of 40% over wholesale prices, this would translate to about 3 to
12 packages a month. He calculated that the potential for sales of combination ephedrine
products was about only one-fourth of those psendoephedrine sales levels.

DEA has observed through investigations that a number of “gray market” convenience
stores and gas stations, to the extent that DEA even knows of them, have routinely demonstrated
areckless disregard of the spirit of the CMEA quantitative sales limits, by not monitoring sales
to individuals either in a single day or during the 30-day period. It has been observed that on a
regular basis, the same individual or individuals made multiple package purchases that exceeded
the single day sales and/or 30-day purchase limits, without denial by the outlet.

DEA has obtained anecdotal evidence in some investigations that the owners or employees
of convenience stores suspected that purchasers of List I products were diverting these products
to the clandestine manufacture of methamphetamine. Whether a retail seller or a distributor
intentionally diverts scheduled listed chemical products or unwittingly sells such products that
are ultimately diverted, DEA must take steps to protect the public from clandestinely
manufactured methamphetamine.

25. Does DEA have a long term strategy to eliminate all sources of List 1
chemicals from the marketplace?

RESPONSE:

No such strategy exists. Moreover, DEA would not deny the legitimate needs of these
chemicals from the public. It is, however, DEA’s Congressional mandate to protect the public
from those who would divert controlled substances and listed chemicals from legitimate channels
for non-legitimate purposes.

26. As a follow up to Dr. Heiden’s testimony that most products found in small
toxic laboratories were named brand products rather than off-brand products, Mr.
Rannazzisi responded by saying that off brand products were, in fact, being found in
large quantities. There seems to be a disparity in these two answers. The
Subcommittee would like to clear this up, and, for this reason, would like the DEA to
provide documentation showing that after the enactment of CMEA, there has been a
consistently greater presence of brands sold in small retail outlets versus name brand
or so-called “conventional” retail braud generics during clandestine lab seizures.
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RESPONSE:

The question mischaracterizes Mr. Rannazzisi’s testimony. At no point in his remarks did
Mr. Rannazzisi say that name brand products were not being found in methamphetamine
laboratories, nor did he characterize quantities of off-brand products as being large, he simply
identified by name those gray market products which were found in laboratories.

In responding to Mr. Heiden’s testimony on this issue, Mr. Rannazzisi said:

“Now, 1 noticed in Mr. Heiden’s testimony, he says the products
distributed by ACRC and other small distributors are off-brand
combination ephedrine asthma relieve products which are not found in
illicit labs as precursors to make methamphetamine. That is incorrect.

In 2006, we had 87 labs with brand names like BDI, Blue Label, Mini
Thins, Bronchis, Mini Ephedrine, Double Action Ephedrine, Rapid
Ephedrine, Fred’s Private Label, Ephedrine Extra, Biotech, AM BC
Powder, Ultra Max Strength. Those are all off-brand, gray market crypto-
generic products.”

Dr. Heiden suggests that he has data on all small toxic laboratories in support of his saying
that the name brand products are found more often than off-brand products. Often law
enforcement does not know the source of the products found in clandestine labs because the lab
operators have discarded or destroyed the packaging materials. Additionally, the quality of the
reporting of seized material labeling by various agencies is inconsistent. Mr. Rannazzisi simply
stated that off-brand products were found in large quantities. Off-brand manufacturer and
distributor data, particularly with respect to ephedrine products, suggests that off-brands would
likely be found in clandestine labs.

The attached charts show 92 clandestine meth lab seizures where it is known that ephedrine
products were being used in the manufacturing process. During the same time period, 7,345 labs
were seized. As in years prior to the enactment of the CMEA, traffickers continue to go to great
lengths to disguise the identity of the precursor products from law enforcement. However,
intelligence information from all law enforcement sources indicates that ephedrine products,
especially those products sold in small retail outlets, are favored by traffickers. (See attachments
below.)

27. Dr. Heiden devoted a considerable amount of his testimony challenging the
DEA’s use of outside data in formulating an annual needs assessment for the
importation of Ephedrine. The only response to Dx. Heiden’s testimony Mr.
Rannazzisi made was that the DEA is reviewing comments and would be out with
a revised assessment shortly. Before the DEA issues its final needs assessment, and
completes the Interim Final Rule that it issued two days before the hearing, the
Subcommittee would appreciate DEA providing the following:
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a, The amount of raw materials known to be diverted in prior years
versus the quautity of raw materials on approved LONOs for that
same year for all importers and manufacturers. (See footnote
below)

RESPONSE:

The amount of diverted List 1 raw materials is unknown. Therefore, a direct correlative
relationship is meaningless. Annually, the DEA receives an average of about 500 requests per
year for LONOs. A LONO was issued in approximately 95% of the cases. In the balance of the
cases, fewer than 5%, the request was withdrawn after DEA made notification to the importer
that a LONO would not be issued because of diversion concerns.

b. What is DEA’s justification for its initial quota policy causing
additional “auticipate[d] significant economic impact” on small
businesses when the CMEA has already effectuated a major decline in
diversion rates? (See pg.37445, FR DOC E7-13377)

RESPONSE!

Legitimate small businesses should not expect to experience such an impact. The Office of
Chief Counsel, Diversion & Regulatory Litigation Section (CCD) engaged the services of a
marketing expert. Since 2000, the Office of Diversion Control (OD) and CCD have used market
studies which support DEA’s position regarding these products. According to the expert, who
has testified in court and at show cause proceedings in which the government prevailed, these
products are being distributed in quantities far in excess of their expected market share. In other
words, they sell more than the nationally recognized brand, yet do not even register as a
competitor in the same marketplace as the nationally recognized brand leader. This can only be
because their products are aimed at the illicit market.

28. In his testimony, Mr. Rannazzisi made specific reference to the success of the
CMEA in reducing the diversion of over the counter products (OTC) to small toxic
laboratories to produce methamphetamine. He stated, however, that the agency
continues to be concerned with the contribution of products sold to convenience
stores tied to the meth problem. In light of these assertions, the Subcommittee
would like the agency to provide the subcommittee with specific evidence
demonstrating the extent to which reduction of diverted OTC products is
attributable to the CMEA compliance of the distributors and employees of what
DEA deems to be “conventional outlets”(drug stores, grocery stores, discount
department stores, superstores, and electronic mail order houses)? (See pg.37445,
FR DOC E7-13377). :

RESPONSE:

Even prior to the enactment of the CMEA, well before September 30, 2006, a number of
traditional (“conventional”) outlets engaged in voluntary measures to curtail potential diversion
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of pseudoephedrine and or/ephedrine-containing drug products by instituting point of purchase
sales limits, and placing ephedrine and pseudoephedrine-containing drug products behind the
counter.

Bayer Corporation and Wyeth, manufacturers of Bronchaid and Primatene, respectively, the
only two ephedrine-containing brand name products sold in the marketplace at traditional outlets,
have long considered these products as fading away, in that sales of these products continue to
decrease year by year. Other manufacturers have abandoned using ephedrine altogether and
reformulated products with phenylephrine. Phenylephrine cannot be used successfully in the
illicit manufacture of methamphetamine.

a. If the DEA dubbed, “non-conventional outlets” contributed to the
majority of diverted OTC products, then how can these same
businesses be denied recognition for the significant decline in the
seizures of Clandestine Methamphetamine Labs?

RESPONSE: I
|

The concern lies with the training of employees for the self certification process and the
greater oversight given to employees in conventional outlets versus non-conventional outlets.
DEA has sent individuals into convenience stores to gather information on the record keeping
process to determine if the log book requirements were being followed. On the whole, clerks in
the convenience stores did not check identification against what was written in the log books
while the larger more conventional outlets did in fact check the identification against what was
written in the log books.

Despite the logbook requirement, “smurfing” (going from store to store and purchasing the
maximum daily limit) continues because there is no apparatus for stores to compare logbooks.

b. In light of the dramatic and undeniable effects of the CMEA’s
regulations on the reduction of diverted OTC products containing
PSE and EPH; why is DEA policy s#ll contradicting the CMEA, by
effectively banning the convenience store industry and its
consumer’s access to these products?

RESPONSE:

DEA policy does not contradict the CMEA and it is not DEA’s intent to ban the
convenience store industry from access to these products.

* Footnote: CLSS (Clandestine Laboratory Seizure System @ EPIC) has the
statistics available that would reveal how many pounds of methamphetamine ‘were
illicitly manufactured in 2006* from products diverted via all retail outlets.**
That amount (number of pounds of methamphetamine) can then be converted into
the kilograms of raw materials required to produce that amount. Next, calculate
the kilograms of raw materials that were approved for import that year for the

18
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manufacture of ALL OTC products containing PSE and EPH. Subtract the
estimated diverted kilograms from the amount that was actually imported, and
you should end up with an importation level that reflects the amount of raw
materials that were not diverted, and that is the amount that should be approved
for the following year Not an amount based loosely on estimates of how many
cold, allergy and asthma suffers there are and where they shop.

* In 2006, when CMEA was enacted, not all retail regulations were in effect until
September.

**For 2004, CLSS reported that 3,156 Ibs of Methamphetamine was illicitly
manufactured from products diverted from all retail/wholesale outlets. (During
that year, lab seizures were approximately 700% greater than annualized data
currently available for 2007, and 230% greater than 2006 data.)

RESPONSE:
For the record, this footnote is incorrect to state that “For 2004, CLSS reported that 3,156

Ibs of Methamphetamine was illicitly manufactured from products diverted from all
-retail/wholesale outlets.” i

Tn 2004 there were 17,860 meth lab incidents (labs, dumpsites). In most, if not all these
incidents, ephedrine/pseudoephedrine tablets were used to manufacture methamphetamine. Just
because the brand cannot be determined, does not mean that these tablets were not used, and
therefore, no statement can be made that only 3,156 Ibs of methamphetamine was manufactured
from ALL retail/wholesale outlets.

In the vast majority of clandestine laboratories, it is difficult for law enforcement to
determine the name brand of ephedrine/pseudoephedrine tablets, gel-caps or liquids that have
been used. In most instances, the law enforcement officers may only find materials that have
already been removed from the packaging therefore making it impossible to determine the brand.
List 1 materials found in solutions obviously would make source determination improbable. Due
to these conditions, there may be inherent under-reporting or mis-reporting considerations.
Therefore, rio system exists for making a reliable empirical determination of the amount of
methamphetamine resulting from specific retail and wholesale products’ diversion.

Again, DEA has engaged an expert in the field of retail marketing and statistics who has
studied purchases of drug products containing ephedrine and pseudoephedrine at the
convenience store level. In his studies he has concluded that retailers purchase these products in
amounts that are far in excess of legitimate need when comparing the purchases to
demographics, census data, and statistical sales data obtained from the convenience store
industry.
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Ambassador of Colombia in Austria and Permanent Representative to the United Nations Office
in Vienna

DEA OVERSIGHT

House Committee on the Judiciary
Subcommitee on Crime, Terrorism, and Homeland Security

July 12th, 2007
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Honorable Representative Robert C. Scoft, Honorable Representative J. Randy Forbes,
Honorable Representatives, Members of the House Committee on the Judiciary Members of the
Subcommittee on Crime, Terrorism, and Homeland Security.

| seize this opportunity fo express my gratitude for the consfant and great support that the
Congress and the Government of the United States have given to the battle against drugs in all
its aspects, from the battle against trafficking to the control of precursor chemicals for the
production of the same.  Drug trafficking is a factor that destabilizes and threatens our
democratic instituticns and fuels tetrorism.

We, as Permanent Representatives at the United Nations in Vienna, are asking the International
community’s support and especially the European countries help to fight this scourge at the root.
The fight against drug trafficking needs the international solidarity expressed in cooperation and
assistance, an assistance which has been amply provided by the DEA all over the world.

Mr. Chairman:

During my professional life, I had the opportunity to work very closely with the Drug Enforcement
Administration {DEA) as Director of Anfi-Narcotics of Colombia, from 1988 to 1992, and as
Director General of the National Police of Colombia, from 1994 to 2000. | want to stress that in
the developments in the fight against drug trafficking in my country, the DEA has played a
fundamental role due to its professionalism, its knowledge and know-how and its dedication in
fighting against a scourge that has caused much harm not only to Colombia, but to the entire
international community.

In 1990 we jointly discovered the surge of illegal sowing of poppy and it was the DEA that taught
us about the pracessing of heroin and its ilicit commercialisation, directed especially towards the
United States of America. Since the Police did not have any knowledge of this process, we
tumed to the DEA and they were present with us when we discovered the first heroin processing
lab, and their company was vital in the initiation of the eradication of poppy via aerial fumigation,
as also in the first captures of persons that were infroducing our country to this new market of
drug trafficking.

The fraining of many officers in the DEA premises in Washingten, as also the constant
cooperation with the Office in Bogot, allowed for a conclusive neutralising of the heroin mafia
that was especially led by the organisations of the Cali Cartel and others.

Thanks to the cooperation of the DEA, we established an organised group that allowed for the
detention of the Cali Cartel in record time due fo the excellent coordination and professionalism of
both police.

In 1994-1995 important detentions were made in cooperation with the DEA, such as:

JORGE ELICIER RODIRGUE OREJUELA, alias CANENGO
GILBERTO RODRIGUEZ OREJEUELA, alias EL AJEDRESISTA
MIGUEL RODRIGUE OREJUELA, alias EL SENOR

JOSE “CHEPE" SANTACRUZ

NELSON URREGO

PACHO HERRERA

GARMENDIA

NGO W
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8. ALBERTO ORLANDO GAMBQOA, afias EL CARACOL
8. PASTOR PERAFAN

It is important to highlight the presence of the DEA in one of the most important operatives during
my tenure, called Operation Millennium, from 1989, in which 32 drug traffickers were captured
simultaneously and extradite to the United Status of America. Among them were important heads
that had participated in the actions of the Medellin Cartel, such as Fabio Ochoa and Alejandro
Bernal. The detentions included the following drug traffickers:

i EDWIN HERNAN ABERLADRO GOMEZ MORENC
i JAIRQ DE JESUS MESA SANIN

ii. RICARDO PASTCR OCHOA

iv. HECTOR MARIO LONDCNO VASQUES
V. FREDDY VA QCHO MEJIA

Vi, HERMES DE JESUS BETANCQURT RIOS
vii. LUSI CARLCS SULUOAGA

vii.  JUAN GUILLERMC ARBELAEZ DIAZ

iX. NESTOR ALBERTO GIRALDO PALACIO
X. HRACIO DE JESUS MORENO URIBE

Xi. OSCAR ALIONZC GOMEZ MORENC

Xii. CARLOS DAVID BARRERA

xii.  CARLOS MARIO LONDORO BOTERO

All of the above were condemned by a Miami Court.

At an international level, and as Representative of Colombia to the United Nations Office on
Drugs and Crime (UNODC), | wish to render testimony to the high prestige of the DEA in
international circles, where its cooperation activities are well known, not only those in Latin-
America, but also its cooperation with the police of Austria, Spain, Portugal, and Turkey, among
many other Eurcpean nations, which allows for a global network in the fight against drug
trafficking.

Having worked jointly with the DEA for ten {10} years, | wish to render homage of admiration and
Tespect, because this coaperation and efficiency allowed us fundamental developments in the
fight against drug trafficking, a scourge that has caused much damage to humanity. 1 wish to
underline the DEAs capacity, assiduousness, and good spirit of service, traits that were picked up
by the National Police of Colombia, creating two very strong institutions thanks to the cooperation
between the Directive levels and specialised Agents, as also by the American Government and
Congress, who with its accompaniment assisted in the technical and scientific development of the
National Police of Colombia, strengthening the knowledge and means to construct a world
withaut drugs.

Thank you very much.
General {r) ROSSO JOSE SERRANO CADENA

Ambassador of Colombia in Austria and Permanent Representative fo
the United Nations Office in Vienna
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PREPARED STATEMENT OF DON KUNZ, PRESIDENT, FOUR SEASONS DISTRIBUTORS

My name is Don Kunz, President, Four Seasons Distributors of Belleville, Illinois.

My first experience with the DEA was when they came to check our warehouse
and security system in December of 1998. The agent that did our inspection was less
versed in the type of pills we carried than we were. The agent asked some pretty
stupid questions just to try to trip us up. We keep records, I feel, as good as anyone
in our business and the agent just couldn’t understand why we did things the way
we did. The agent told us that our documentation on invoices and records at our
warehouse were as good as she had seen. We asked for documentation of her visit
and were told that they did not do that. It sure would be nice to receive something
from the DEA stating what you are doing right and wrong. It would also be nice
to be able to go the DEA for a written handbook or guidelines pertaining to List
1 Chemicals. They do not put anything in writing.

Our second experience was when the DEA St. Louis office requested our sales in-
voices for Missouri stores that we call on for pseudoephedrine sales in that state.
I told them the only pseudoephedrine we sold was 8 pills of 25 mg bottles. This did
not make any difference; they still wanted any invoices showing sales of List 1
Chemicals. This was delivered as requested in a timely manner and it was very dif-
ficult to get someone to sign that they had received these records.

Our third experience was in January 2006. The agents were very nice; but, again,
they were not familiar with the normal terms for products that all distributors
carry. They requested all of our records for 2004 and 2005 that had any List 1
Chemical sold. This request came two weeks after a 2-day inspection of our ware-
house, vehicles, and office. The records for those two years comes to approximately
6000 pages and 10 days of work just on this project. After we objected to releasing
our customers’ information without some sort of written request, they changed their
mind and requested only 2005 and Januaryl-5, 2006. Again, I asked for some writ-
ten documentation of what we were doing right or wrong; and I was told that they
never give any written inspection report.

We were verbally told that our facilities and records were in the best shape of
anyone they had inspected. They could find nothing wrong with anything we do.

The problems persist. On Tuesday, May 29, 2007, I received a letter from the
DEA stating that they wish to have a list of our customers that buy List 1 products.
This seems to be a form letter to all registrants; but our company and its address
were used.

First of all, the DEA has this information already from our last inspection. By
the way, the investigators who inspected us said our records were the best and the
cleanest they had seen. The DEA would also have this information from the self-
certification that each store must go through in order to sell these products.

There is only one conclusion that can be drawn from this letter and that is to con-
tact and harass and scare our customers into not selling these products. When we
place these products with our customers, we are very careful to make sure that each
one is self-certified and that each store has a log book (and uses it) and has trained
their employees. Each visit to the stores we talk to the manager or owner about
these products and how they are to be sold.

In the letter, it states “the DEA will in turn send a notice to these companies that
they are selling regulated products and what their obligations are under CMEA.”
The next sentence states “DEA will not use these lists for any other purpose other
than insuring compliance with the CMEA.” This is a pure scare tactic to scare our
customers. We have already lost a substantial number of customers due to the pro-
visions of this new law. This letter will only insure more lost customers.

In the DEA own web site it states that 85% of the illegal meth comes from Mex-
ico; yet they are still harassing my company and my customers.

My biggest concern is that you don’t know if you have done something wrong until
they come knocking on your door. As a legitimate businessman, I try to always be
proactive and take care of any records or questions before they become a problem.
The DEA calls convenience stores “gas stations” or “gray market”. I think the major
petroleum companies would find this offensive. There isn’t an agent anywhere in the
United States that doesn’t stop at a convenience store for gas, cigarettes, coffee, or
whatever every day they are working. And they consider this a “gray market”!!

I hope the committee takes a hard look at the DEA actions and intimidation of
small businesses and our customers.

Thank you.
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PREPARED STATEMENT OF BUDDY PoOL, POOL MARKETING

My name is Buddy Pool, and I am the owner of Pool Marketing, which is located
in Georgia.

In 1976, Georgia began requiring a State Pharmacy License for any wholesaler
engaging in the sale of pseudoepheedrine products. I applied for the License. After
the state licensing board received my application, I was instructed by the board to
contact the Drugs and Narcotics Agency to schedule an inspection of my facility.
When I made this request, I was told my company would not be granted a license.
The business has a residential address and the only way to get the license was for
the Licensing Board to grant an exemption. I visited the board office in Macon and
spoke with Ms. Ann Shockley. She advised me to call Mr. Rick Allan with the Drug
and Narcotics Agency. I spoke with Mr. Allen and he really overreacted even to tell-
ing me I could have been arrested for trespassing for visiting the office. He also stat-
ed I would not be receiving the state license and that he had been in touch with
the DEA and they were in the process of pulling my DEA License. My DEA License
expired on March 31, 2006. I submitted the application to renew on Feb. 19, 2006.
After a few weeks, I began calling the DEA in Arlington to check on the status of
the application. Each time I was told the application has not been processed yet.

On April 20th I contacted the Atlanta office and was informed by a lady named
Liz, that they had no record of my applying and Liz advised me to reapply on line
and to be sure to get a confirmation no. and run a copy of the application, which
I did. A couple of weeks later I called Liz back to follow up. She connected me with
her supervisor, Mr. Shortas. The first question Mr. Shortas asked was “Who are
your customers?”

I answered that I service Convenience Stores. Mr. Shortas replied that my DEA
License would not be renewed. He said convenience stores don’t need to sell ephed-
rine products. If a person needs ephedrine products, he should go to a drug store.
He also stated my company would be investigated and they would make a rec-
omm(andation to Washington about my renewal. But the license would not be re-
newed.
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Analysis

Mo, 545 June 16, 2005

Policy

Treating Doctors as Drug Dealers
The DEA’s War on Prescription Painkillers

by Ronald T. Libby
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cost American
business more
than $100 billion
in medical
expenses, lost
wages, and other
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Introduction
Unrreated pain is a serious problem in the
United States. Given the difficulties in measi-

ing a condition that's untreated, estimates vary,
but most experrs agree thar tens of millions of
Americans suffer from undertreared or untrear-
ed pain. The Sociery for Neurose
largest organivation of b
mares that 100 million Americans sutfer from
pain.’ The American Pain Foundation,
a professional erganization of pain specialists,
puts the number at 73 ion—-50 million
fiom pain {pain lasting six
months or more), and an additional 23 million
used by sccidents, surgeries,
and injuries. The societal costs associared with
untreated and undertreared pain are stibstan-
tial. lnn additon to the obvious cost of needless
suffering, damages include broken marriages,
alcoholism and family violence, absenteeism
and job loss, depression, and suic de? The
American Pain Sociery, another professional
mates that in 1995 untreated pain
an business more chan $100 billion
inmedical expenses, lost wages, and other costs,
inclucli Nion workdays® A 2003 arricle
in the Journal of the American Medical Association
puis the economic impact of common ailmerics
alone—such as archritis, back pain, and
readache—ar $61.2 billion per year.!

Chrer can be brought on by a wide
range of ilinesses, inchiding cancer, lower back

ence, the
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chron

serious chror

from acure pain cai
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disorders, rhewmaroid arthritis, shingles, post-
surgical pain, fibromyaigia, sickle cell anemia,
diabetes, HIV/AIDS, mig
headaches, pain from broken bones, sports
injuries, and other rratuma.

According to one 1999 survey, just one in
four pain patients received trearment ade-
quate to alleviate suffering.” Another smady of
children who died from cancer at two Boston
hospirals berween 1990 and 1997 found that
almost 90 percent of them had “substancial
suffering in che last month, and attempts to
conrre] their symproms were often unsuccess-
£l In a formal policy statement issted in
1999, the California medical board found “sys-
rematic undertreaunent of chronic pain”

aine and custer

which it attributed to “low pri
nagement in our health cal

ority of pain

incomplete integration of curtent knowledge

nto medical educarion and clinical pracrice,
k of knowledge ameng consuumers about
pain management, exaggerared fears of opioid
d addiction, and fear of legal

consequences when controlled substances are
7 The American Medical Associarion
stated in a 1997 news release that 40 milli
icans suffer from serious headache pa
36 million ackaches, 24 mi
] 18, and 20 miilion from

. An addidional 13 million suffer
intracrable, unrelenting pain not
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™ inten:

relared to cancer. Most of those patents, the
AMA wamed, receive inadequare care becatise
of barriers to pain treanment® A 2004 survey
of the medical literarure published in the
Annals of Health Law found documented wide-
spread undercreatment of pain among the cer-
minally ill, cancer patients, nursing home resi-
dents, the elderly, and chronic pain patients, as
well as in emergency rooms, postoperative
units, and intensive care units.”

One reason chronic pain remains under-
ticated is chat there are few docrors who spe-
cialize in che feld. Dr. J. David Haddox, the vice
president of healch affairs ar Purdue Pharma
LD, the manufacturer of long-acting opioid
ications OxyConan and MSContin, esti-
¢ thousand doc-
1 management treat

mares that berween four or

tors who specialize in pair

the 30 million chu

onic pain parients who seek
It
—about one

creatment in the United States
docror for every 6,000 patients. In Florida, just 1
percent or 574 of the stare’s 56926 docrors pre-
seribed the vast majority of narceric drugs paid
for by Medicaid in 2003."

The shortage of pain doctors can in part be
explained by the relarively new, dynamic
namre of pain medicine as well as sodlery’s
aversion to narcotics. Tt wasn’t until the 1980s
chat physicians who specialized in opioid
trearment for pain associa
cancer began to advocate the same treatment
for nonterminal chronic pain parients.” The
face thar the feld is so novel has ner only pre-
vented physicians from seeking it our as a spe-




cialty, it initially
within the n
any physic,

aused a great deal of debare
al community. Though

ans now approve of opicid thera-

py for nonterminal chrox
ial resistance, from both inside and
ourside the medical community. “There’s seill
a fear of opiares” University of California at
San Francisco pain expert Allan Basbaum told
the San Prancisco Chronicle, “The word ‘mor-
phine’ scares il out of pecple. To many
patients, morphine either means death or
addicrion”™ Tn an article for Ramif
newslerter for pain specialists, Dr. Karsten T,
Konerding of the Richmoend Academy of
Medicine compares the contemporary prac-
tice of pain medicine with the infane field of
radiology ar the murn of the 19th century. One
London newspaper at the time, Konerding
notes, called radiographs of bones and organs
“a revolring indecency™!

Tn addidion o a reluctance to enter an
er accepred field,
medicine can
also find rhemselves caught in a damned-if-
you-do, dammned-if-you-don’t conundrum
with some patients. This study deals primar-
ily with the governme )
the overprescribing of painkillers, buc several
physicians have also been sued for underpre-
cribing, including one California pl
who was sticcessfuily sued in 2001
million."

Bur a significant reason pain is und
ed—and increasingly so—is the government’s
decision to prosecure pain doctors who it says
O’x’crpx‘cscnbi Pl‘CSfﬂPﬁDD 137COLLCS, ACCOKCMHg

pain, there was

some

he 'l

i3

emerging and not altogeth
ng in pair

physicians special

nt's efforts te minimize

ertreat-

to the federal governmient, a small group of
doctors is prescribing umdreds of millions of
dollats of suich drugs, many of which are find-
ng their way to the black marker, contributing
to an epidemic of addiction, crime, and death.”
Over the last several years, federal and state
prosecutors have prosecuted licensed physi-
cians for drug distribution, fraud, mansiaugh-
cer, and even murder for the deaths of people
who misused and/or overdosed on prescription
pairkillers. If convicred, those pt
subject to the sarne mandarory diug sentencing
guidelines designed to punish convenitional

i

physicians are
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. Those highly publicized in
sectitions have frighrened many
out of the fiel
leaving ouly a few thousand d

drug dealer

physi of painma

nagemeant,

counery who are still willing to risk prosecurion
tuin in crder to treat patients suffering
from severe chronic pain.” One 1991 study in
Wisconsin, for example, found thar over half

a1x

the doctor

surveyed knowingly undertreated
pain in their patients our of fear of retaliation
from regulators.® Another 2001 study of
California docrors found that 40 percent of pri-
said fear of investigation
ecred how they treated chronic pain'® In
stal v bocies aggr
ly monitor physicians’ narcotics-prescribing
habits, there is even more reticence among doc-
rors 1 adequately treat pain®

“The medical ambiguity is being turned
into allegations of criminal behavior,” Dr.
Russell K. Portenoy rold the Washington 1
Portenoy is & pain specialist at Bech Tst
Medical v in New York, and is cons
credt one of the fathers of opioid pain therapy.
“We have to draw a line in the sand here, or
else the rreatment will be lost, and millions of
patients will suffer*!

an:

mary care physi

where state regulator ive-

A Brief History of
Painkillers and the Law

From the introduction of h
1880s uneil about
lated and widely available in the U

eroin from the

20, narcetics were unregu-
1920, s 2
2

nited Stares”

Diug addiction was largely accidental, due to
the public’s ignorance abour the habit-forming
propetties of morphine, the mest popular
highly addictive druug of the era. Though widely
used for medical operations and convalescenca,
morphine was also used in everyday potions
and elixirs. The drug was commonly regarded
as a universal panacea, used to treat as many as
54 diseases, including insanity, diarrhea, dysen-
tery, menstrual and mencpausal pain, and
nymphomania*
able in druig stores and grocery stores as aspirin,
serving many of the same functions thar aleo-
1wl, tranquilizers,

Qpiates were as readily av

1d antidepressants do

A 2001 study

of California
doctors found
that 40 percent
said their fear of
an investigation
affected how they
treated chronic
pain.



The DEA would
need to find a
new front for the
War on Drugs,
one that could
produce tangible,
measurable
results.
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today. That perception changed during the pro-
gressive era of the early 20th century, wher: the
government criminalized the common 1se of
opiun, #

The first federal law to

riminalize the non-
medical use of drugs was the Harison Act of
1914, which outlawed the nonmedical use of
opium, morphine, and coe: »
supported by advocates of Prohibirion

Section 2 of the Harrison Act madie itillegal
for any physician or druggist ro prescribe nar-
cotics to an addict, effectively curning a quar-
er-million drug-addiceed citizens and their
docrors into criminals™ By 1916, 124,000
physicians; 47,000 druggists; 37,000 dentisrs;
11,000 vererinarians; and 1,600 manufactur-
ers, wholesalers, and importers had registered

The law was

with the Treasury Department, as required by
the Harrison Ace.® Alimost as soor: as they |
regiscered, hundreds of doctors were arrested
and prosecuted for prescribing nareotics to
addicred patients.”® During the first 14 years
of the act, T.S. attomeys prosecuted more
than 77,000 people, mostly medical profes-
sionals, for viclating the act.” Berween 1914
and 1938, about 25,000 docrors were arrested
under the terms of the Harrison Act for giving
rootic prescriptions to addicts.” Many were
eventually put on trial, and most lost their rep-
utations, carcers, and/or life savings. By 1928,
the average sentence for violarion of the

Harrison Act was one year and 10 months in

prison.” More than 19 percent of all federal
prisoners were incarcerated for narcorics
losed down, and physi-
cians had lietle choice but to abandon thou-

- a ;
offenses™ Clinics

sands of addicted patients. A black marker for
natcotics S0omn arose.

With the endersement of powerful public
figures such as Secretary of Stare William
Jennings Bryan, Captain Richmond Pearson
Hobson (the “Great Destroyer” of alcohol
and narcotics addiction and the Anti-Saloon
League’s highest-paid publicist), and Ha
Anslinger {the first commissioner of na
an
ition), the U.S. govermnent inaugiu
sive, unprecedented pll‘:sL}it of

| former assistant commissiorier of

-

TIeTILS.

physicians and their addic

The Harrison Narcotics Act was repealed
in 1970, but was replaced by the Drug Abuse
Prevention and Control Act.” DAPCA, along
with the 1975 Supreme Court ruling

the

case U.5. ». Moore, veaffirmed the legality of
the Harrison Act’s eriminalization of docrors
whe trear addices by preseribing controlled
pharmaceuticals “ In Moo ne
Court confirmed that phy:
licensed by the Diug Enforcement Agency to
prescribe narcorics under Title T of DAPCA
(called che federal Controlled Substances
Act) “can be prosecuted when their activities
fall ousside the usual course of professional
practice”” A doctor could be criminally
charged with vnlawh g (or
“diverring”} highly addictive 1 ic drugs
char the DEA classifies as Schedule 1I “con-
crolled substances.” Even chough it was
passed during a period of general drug woler-
ance, DAPCA would prove to be a potent
weapon in later years as the War on Drugs

ns who are

o

dly prescr

A New Mission for the DEA

sy

Asthe federal government’s chie:
enforcement agency sinee 1973, ¢

drug law
¢ DEA's
migsion has beent to “bring to the eriminal
and civil justice system substances destined
for illicit tr: in the U5 Until the 1990s,
the DEA focused its resources primarily on
illegal black market drugs, such as heroin,

cocaine, crac caine, ecstasy, and marijua-
na, in urban areas

Bur in 1999 the DEA came under heavy
Congtess on the grounds that
there was no “meastrable proof™ thar ir had
reduced the illegal drug supply in the coun-
try”™ In 2000 and 2001 the Deparrment of
Justice, which administers the DEA, gave the
agency a highly cricical rebuke, and asserred
that the Drig Enforcement Agency’s goals
were not congsistent with the presidents fed-
eral National Drug Control Stravegy. ™ The
DEA would need to find a new frone for the
War on Drugs, ore that could produce tangi-
ble, measurable results.

criticism from




The Controlled Substances Act empow-
erec the DEA ro regulare all pharmaceutical
drugs. In 2002 Glen A. Fine, the inspecror
general of the Department of Justice, asked
why the DEA wasn't doing more to combat
prescriprion drug abuse when i was “a prob-
lem equal ro cocaine”™ Fine claimed that,
while 4.1 million Americans used cocai
2001, 5.4 million illegally used prescriprion
narcotic painkillers that same year. He also
claimed char the illicit use of pain medicarion
unted for 30 percent of all emergency
room drug-related deaths and injuries.

Tn 2001 the DEA had already announced a
major new anti<lrug campaign: the OxyContin
Action Plan® The agency underscored the
threat of prescription drug abuse by asserting
that the number of people who “sbuse con-
crolled pharmaceuticals eachs year equals the
number ¥
the U.S. popularion.”” The agency also claimed
that prescription drugs increased the number
of overdose deaths by 25 percent and account-

P
€

ne in

ed for 20 percent of all emergency room visits
for drug overdoses.” Criticism from Congress
and the Department of Justice the following
year reaffi
crack down on prescription drugs. The
OxyContin plan would elevate a legal, prescrip-
tion drug to the statiss of cocaine and other
Schedule T substanices. That shift put pain doe-
tors in the DE, airs, as susceptible to
investigation as rs. In
September of 2003, at the 69-coune indicement
of Virginia docror Willam Hurwicz, U.S
Attorney Mark Lyrle dlaimed thar the physician
was complicit in the deaths of three patient
and compared William Huwwitz to a “street-
corner crack dealer” Lyde further argued that
Dr. Hurwitz posed such a threar to the com-
munity that he should be denied bail.®

The OxyContin Action Plan bore a remark-
able resemblance to the Harrison Accin thatit
enabled the federal government o prosecute

s determinadon o

ned che agenc

nvenitional drug deal

phwsicians who prescribed an orherwise legal
narcotic drug, due to unfounded fears of a
“dope menace” sweeping the country. DEA
commuissioner Asa Hurchinson described the
nonmedical use of OxyContin as 2 deadly new

ho abuise cocaine—2 to 4 percent of
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drug epidemic begis Appalachia and
spreading to the Base Coast and Midwest,
infecting suburban, urban, and rural neigh-
borhox

ing i

across the country:

In the past, Americans viewed drug
abuse and addiction as an overwhelm-
ingly urban problem. As the drug prob-
lem escalared, drugs began to stream
into rural neighborhoods throughout
small town America. Resiclents began to
feel che impact of drugs such as mari-
juana. cocaine, methampheramine,
MDMA, heroin, and OxyContin, which
entered their cowns ar an alarniing rate.
Viclence associated with drug rraffic
ing also becane part of the lands
small cities and rural areas. ™

pe in

This was the first time thar the DEA h
grouped a legal, prescription: drug with illicic
wouldn't be the lase.
Governmer cials like Hutchinson have
gone on o ma quent public statements
putting OxyContin in close thetorical prox-
imity to cocaine, heroin, and other drugs
with a prove ord for generaring publi
During congressional testimony in April
2002, Hutchinson explained the necessity for
the War on Drugs, and
why the new front against prescription

uos. thougl
drugs, though

e

renewed vigilance

painkillers was necessary. He announced that
the DEA would reallocate many of its
millegal drugsin u
tion drugs in rural areas in

ources a1l areds to

order ro address the emerging opioid threat.
Hutchinson said that the DEA would work
with local and state law enforcement

ture Fund to help state and local offi-
cials finance the new initiative.”

The DEA's public relations effort linking
ain medication like OxyConrin ro cocaine,
heroin, and other prohibited substances was
amarked departure from its traditional mis-
sion. In fact, the DEA had created 2 new inis-
sion for irself—combating the i

al diver-
on. Where
eted black

sion of otherwise legal medic
the comventional drug war targ

Hutchinsen
announced that
the DEA would
reallocate many
of its resources
from illegal
drugs in urban
areas to illicit
prescription
drugs in rural
areas in order to
address the
emerging opioid
threat.



The new
mission offered
in practicing
physicians a pool
of registered,
licensed,
cooperative
targets who kept
records, paid
taxes, and filled
out a variety of
forms.
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markets and the unknown, hard-to-quantify
entities that come with them, the new mi

sion offered t sa pool of
i, licensed, cooperative rargets who

practicing physici

kept records, paid taxes, and filied our a vari-
ety of forms

Justifying the OxyContin
Campaign

Tn an effore to justify its natienal cam-
paign against OxyConcin, the DEA contacted
775 medical examiners from the National
Association of Medical Examiners in 2001
and instrucred them to repore “OxyContin-

relared deachs” for 2000 and 2001." On the

Dbasis of those reports, the DEA subsequently
announced 464 “OxyContin-related deachs”
over chose two years."”

But the conchisions the DEA drew from
chis data are significantly flawed.

Firse, the DEA's criteria for “OxyContin-
relared dearhs” are problemaric. There are 58
pain relief drugs that contain oxycedone.
OxyContin is simply one of three single-enti
i g, oxycodene d Th

are

Roxicet thar also contain nonnarcotic pa
or Tylenol. OxyConrin
is Purdue Pharma's brand name drug,. It's pop-
ular because it provides long-acting relief from
pain for up ro 12 hours, which enables pain sut-
t. Since cher

relievers such as asp

fevers to sleep through the nig]
ne chemical test to distinguish OxyConri
from the other oxycodone drugs, it is difficule
0 see how the DEA could definitively assert
thar a death arrtiburable ro oxyeedone is due to
OxyContin and not other short-acting oxy-
codone drigs. Nevertheless, the DEA counts as
OxyContin-related death” any death in
done is derected without the pres-
ence of aspirin or Tylenol. ™

Second, if an OxyContin rabler is found in
the gastroinrestinal tract of a deceased person,
the DEA labels it an “OxyContin-verified
> regardless of other circuunstances
more problematic, if investigators find

Ugs,

Xy

or

rime

ills or prescriprions

OxyConti

amily member or witness merely
mentions the presence of OxyContin, the

Obviously the mere presence of
OxyConzin in the system of the deceased, or
the mete mention of the drug by fifends or
family members is far from verificacdion chat
OxyContin—either alone or in conjunerion
with other factors—acrually caused a prema-
tore death.

Third, overclose vicrims tend to have nult-
ple drugs in their bodies.™ Approximately 40
percent of the autopsy reports of OxyContin-
relared dearhs showed the presence of Valium-
like druigs. Another 40 percent co
ond opiate such as Vi
in addition: to oxycodone. Thirty percent
showed an anridepressant such as Prozac, 15
percent showed cocaine, and 14 percent indi-
cated the presence of ow
tamines or cold medicarions. Deaths like
those could be the result of any of the drugs
ation, or
one or more drugs plus the effects of other
condlitions, such as illness or disease. Tndeed,
the March 2003 issue of the Jowrnal of
Analytical Toxicology found that of the 919
deaths related to oxycodone in 23 states overa
three-year period, only 12 showed confirmed

ained a sec-

ab, or Lorcet,

~the-counter antibis-

present, drugs working in combi

evidence of the presence of oxycodone alone in
About 70 percent
of the deaths were due ro “nniltiple drug poi-
soning” of other oxycodone-conrtainin
in combination with Val:
ets, alcohol,

the system of the deceased.”

ne, marfjuana, and/or other

narcotics and anti-depressants.
strong evidence thar many of the deaths
atrribued to OxyContin by governmenr offi-
cials are not the resulr of unknowing pain
patients who grew addicred and overdosed,
b of habitual drug users who may have used
the drug with any number of other sub-
stances, any one of which could have con-
tributed o overdose and deach.

In the absence of epioids like OxyContin,
tual users will, in all likelihood, merely
i to more available drugs However,
pain patients who rely on the drug for relief




dor’t have that opeion. "'my re far more like-
Iy to suffer from the scarcity caused by the
DEA’s crackdown than are the common drug
abusers the agency claims it is targert
A final problem with the DEA's Jamls ofan
OxyContin epidemic is the agency’s inflated
mare of risk of death. In 2000 physicizns
wrote 7.1 million prescriprions for oxycodone
produces withour aspirin or Tylenol, 88 mil-
Tion of them for OxyContin.™ According to the
DEA’s own autopsy dara, there were 146
“OxyContin-verified deaths” that year, anc
“OxyContin-likely deachs,” for a rotal of 464
“OxyContin-related deaths™® That amounts
1o avisk of just 0.00008 percent, or gight deaths
per 100,000 OxyConrin prescriprions—.
“verified,” and 5.5 “likely-related™ Bven those
figures are caleulared only after talung the
EA’s troubling conclusions abour
at face valu
By concrast, approximately 16,500 people
die each year from gastrointestinal bleeding
associared with nonsteroidal a
drugs (NSAIDs) like aspirin or *"nupm—
fen.” NSAIDS aren’t as effective as opicids at
CIeating sevi -hrenic pain. Both classes of
have benefici uses. One
s also found on the black marker and may
fead to deaths by overdose. The
other isi’t used recreationally, but causes 35

&

catisation

rimes more deaths per ye:

Given these numbers, all of the time, ener-
gy, tax dollars, and worry e »xpended on eracli-
cating the OxyContin
tion the menace to civil liberties—seems
unfounded

£’—not to men-

Another Bout of Drug Hysteria

In order to justify i kdown on pre-
scriprion painkillers, the federal government
would first need to persuade the public of the
threat posed by prescription opicids. Unfor-
runately, the media has been far too willing to
accept the DEA’s claims ar face "’Ll\h just as it
has with previous drug “epidemics =

To convinice the public that chere is an opi-
oid drug threar, the DEA compared OxyContin
to crack, cocaine, snd heroin, the most feared
drugs of the 1980s and *90s. Commissioner Asa
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Hutchinson testified before Cony”s.» in 2002
that OxyContin delivers a “heroin-li }ngn
d that the drug has led ro an “increase in
al activigy”” Many mainst
reports echoed these claims. N

am media

ewsweek, for
example, rana stoty in 2002 about “Oxybabies,”
the children of pregnant women on
OxyContin, who bore a stiking resemblance to
the rash of “crack babies” reported in the
1980s™ The J.rnrle cid point ouc that despite
stories that OxyContin abuse has “swept
through parts Cf Appalachia and rural New
England,” the number of documented cases of
:«dm\ ted newbors is small, “in the dozens,”
andt that “OxyContin, like other opiares, does-
't appear to cause birch defects.” After ciring a
few anecdotal cases of newborns with some
Liealch problems thar may or may not have been
relared o OxyContin,
Rosenberg still ended the article by questioning
whether Oxybabies are a “blip—or an epid i
in the w \mg " But the article’s evidence i
cates the former, so strongly in fact that one
wonders why an article on Oxybabies was nec-
essary in the first place.

Newspapers and magazines reporred on
the alleged rising death toll from QxyCentin,
and that the outbreak in opioid abuse posed a
greater threar to public bealth and welfare
than cocaine. Soon, arrest and overdose staris-
Juxt‘xpﬁsemnrh OxyContin sales fig-
wires, painting the grim picture of an American
p}mnna\emual company willing ro peddie
addicrion and death for a quick buck.

A few examples:

reporrer  Debra

ics were

® Time ran a story in January 2001, report-

mg that “OxyContin: may succeed crack
on the streer”™ In Pulaski,
. OxyContin had overraken co-
caine and marijuana, Time reported, and
pf(“PL‘i' ¥ "‘”\‘TL’ wias Up S0 })L‘MCCP[ L:/HL\
in three states reported robberies of phar-
macies, as well as the homes of people
known o rake OxyContin legitimarely
(how the burglrs knew who was taking
the drug isn't clear) Both of course are
means by which OxyCondn may have
found irs way to the screet that wouldn't

Pain patients are
far more likely

to suffer from the
scarcity caused
by the DEA’s
crackdown than
are the common
drug abusers the
agency claims it is
targeting,



The medical
evidence
overwhelmingly
indicates that
when adminis-
tered properly,
opioid therapy
rarely, if ever,
results in
“accidental
addiction” or
opioid abuse.
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require preseriprions from a diverting
<tor. Still, the article seermed to focus on
physicians. US. attorney Jay McCloskey
was described in1 the artic]
the doctors who write

e a3 a man “wag-
ing a war again
prescriptions.

®On February 3, 2001, US News and World
Leport publishied an arricle abour the dan-
ger of OxyContin under the headline
“The ‘Poor Mars Heroin™ The article
fearuwed. Dr. John F. Lilly, a 48-year-old
orthopedist and proprietor of a
ic whe was also under investigation for

iversion. Prosecutors claimed chag Dr.

Lilly ran a “pill mill” thar supplied illegal

narcotics to addiczs in the shuns of the

industrial city of Portsmouthy, Ohio. Local

law enforcement officials wold the m:

zine that OxyCont

near-epidemic levels in rural areas. Shor

after Dr. Lilly opened his clinic,

ed crimes apparently started to increase.
Burt police also claimed that burg
increased 20 percent in 2000, again sug-
gesting thar the drug was geting to the
street by means other than docrors’ pre-
scriptions.

®On February 8, 2001, the New York Times
reported a claim by US. attomey Joseph
Famularo that at least 59 people had died

rom OxyContin overdoses in Eastern

Kentucky in 2000 alone™ He said Oxy-

Conun had ser off a wave of pharmacy

burglaries, emergency room visits, and

physician arrests. Rick Moozer, an investi-

pain clin-

prise was reachi

rrelat-
drug-relat.

S

gator with the state medical examiner’s
office inn Roancke, Virginia, reported that
there were 16 deaths in southwestern
Vitginia due to OxyContin in combina-
tion with other drugs and alcohol.

Again, chere’s simply no test to deter
whether or not OxyCondn caused or con-
tributed to those overdose deaths. Andl even if
atest, i's just as likely the drugs
ne from Internet pharmacies, or home or

e

there were suc
G
drug store rob
The Times article also reported dara showing
hospital emergency room visits by people

fes as from diverdng doctors.

3,190 in
rticle doesn't
t when it reports that
“federal data” show an increase in ER visits
“involving oxycodone” Bur presumably, they
come from the Diug Abuse Warning Net-
work—or DAWN—report, published by the U S.
Department of es.

1996 t0 6,429 in 1999,
e

give 1 SOUICE O ¢

alth and Hu
That report’s findings seem to mirror the num-
bers in the Thnes.” But the DAWN report only
ires “mentions” of oxveodone-relarad drugs in
(’ﬂh’l'g(“ ‘y oom A“)PO S, “"ﬂ i1 fan ir Ud’\’

ases in which oxycodone medication had
nothing to do with why the patient came to the
emergency room. In fact, in more than 70 per-
cent of emergency oom visits involving oxy-
codone, patients mentioned the drug in con-
juncton with ar least one cther controlled
drug, Certainly, abuse of increasingly abundant
oxycodone medication will lead to some
riburable
s increasing

n
solely ta the drug But the drug
availability also means that it’s going to be pre-
senc in TIOrE pCOP]f’ i3le] ViSif t:‘ﬂ]{‘l'g(‘ﬂfy eoms
for other reasons. And that more people are
abusing the drug is also no reason o suspect
that corr the source of the
problem.

The most unfortunare effect of these kinds
of stories is that they reinforce existing qualms
abour opioids. Patients, their families, and
evert caretakers understandably get nervous
norphine,” or “opioid thera-

ASE I erNErgency room visits

hysicians are

wher they hear
py,” which naturally sounds a letlike “opium ”

In eouch, however, the medical evidence over-
whelmingly indicares that when administered
propely, opioid therapy rarely, if ever, results
in “accidenral addiction” or opioid abuse’
Most recently, a 2005 study by researchers at
the Minneapolis VA Medical Center conclud-
ed, “doubrs or concerns about opicid efficacy,
icity, tolerance, and abuse or addicdon
should not be used co justify the withholding
of opioids from parients who have pain.””
Temple pharmacology professor Robert
Raffa told Time magazine, “The idea that
your mom will go into a hospital, be exposed
ly become an

e

to morphine, and autoina
addict is just plain wrong ™



ion—which seems especiaily
ement officials and pol-

s between “phys

v law enfor
ers to
dependence
pacitaed by p
dent on any medi
Bur that's quire different from
Opioid therapy can give patienzs the freedom
to lead normal lives, whereas addict
tives. Tt's a confusion that can be tragic. One
docror cold Time he was trea ninatly
1 boy wi g SOT1 ON
ne because d the boy
would become an addict.” As the Time reporter
wrote, “Tn his grief over the imminent loss of
his sory, it seems, the facher failed o see the
absurdity of worrying abour long-term addic-
tion in a child who is dying in pain™*®

The odd thing is thar well before the
OxyConrin hysteria and ensuing DEA campaign,
s media outers were making those same
ts and providing balanced reporting on the
rdertreatment of pain. The Thne article notad
above came out in 1997. Also in 1997, U.S. Naws
and World Repors san a 4,400-word cover story on
the plight of pain parients. *Tn one Dpassage, the
magazine eloquently laid out the probl

ion” A patient inca-
1 will naturally become depen-
ation that gives him relie

o1l IUins

wose father didm'e we

he was ©

What is lacking is not the way to treat
pain effectively but the will to do it. For
a quarter of a century, pain specialists
haye been warning wich increasing stri-
dency chat pain is undercreated in
America. Bur a wide array of social forces
contnue to thwart effores o improve
treatment. Narcotics are tht: most PQ“"
erful painkillers available, bur docrors
are aftaid to preseribe them out of fear
they will be prosecured by overzealous
law enforcers, or that they will curn their
parienits into addicts . . . . “We are phar-
macological Calvinists,” says Dr. Steven
Hyman, direccor of rthe National
Institute of Mental Health™

The authers go on to state:

Bur at the hearr of the debate is confu-
sion abotr whar constitutes addicrion
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and what is simply physical depen-
dence. Most p: orphi
for more than a few days become phys-
ically depende = 7
withdrawal symproms—nausea, muscle
mps, chills—if they stop raking ic
abruprly, without tapering the dose
But few exhibiv the classic signs of
addicrion: 2 compulsh he
drug’s euphoric or calming effeces, and
continued abuse of the drug even when
to do 50 is obviously sel-destrucrive.

I involving nearly
25,000 cancer patients, [researcher
Russell] Pertenoy found that only
seven becarne addi
they were taking . . . “If we called this
drug by another name

ple who rake

at, sufl

[t

e Cr

ving for

ted to the narcotics

if morphine

didn't have a stgma, we wouldn'e b
fighting abour it,” says |researcher
g g !

Kathleen| Foley.

Even physicians can fall victim to the
“addicrion” versus “dependence” confusion—
giving rise to yet another cause of undertreac-
ment. Twenty-five percent of Texas phys
dians in one survey said they bel
patient given opioids is at risk of addiction.”
Thirry-five percent of physicians in a 2001
study said chey'd never prescribe opioids on a
shore-term basis, even after a thorough eval-
varion, a response the surveys researchers
artribured ro unfounded fears o &
Again, this despite overwk
thart p!‘OP(’
rarely, i eve

ieved any

addiction.”

ming evidence
escribed and used opioids
7, lead to addiction

&

“OxyContin under Fire”

One of the more egregious examples of
media-induced OxyContin hysteria was Doris
Bloodsworth’s five-part Orlando Sentinel series
from Ocrober 19-23, 2003, entitled “Oxy-
Contin under Fire”

The Sentinel series was heavily aclvertised
and promoted as an exposé of the OxyContin
epidemic sweeping the country, Incuding
Bloodewortly's pieces, the Seatimel ran 19
OxyConzin-related articles and editorials that
month, complete with photos of victims,

Thereisa
distinction—
which seems
especially
difficult for law
enforcement
officials and
policymakers to
make—between
“physical
dependence” and
“addicton.”



It would be
difficult to over-
state how much
the Sentinel series
contributed to
nationwide
OxyContin fears.
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flashy layours, and insert boxes designed to
. The series

bed as “acci

elicit maximum emotional impa
sporlighted several patient:
dencally addicred” ro OxyContin. Some of
them, Bloodsworth reported, e
painful withdrawal cffects. Some saw cheir
families fall apare. Some died of overdoses or
corumitted suicide. Bloodsworth alleged thar
whire males aged 30 ro 60 who experience
are particularly likely to become
ted to OxyContin, and ro eventually die
from that addicrion.”

One of the fearured victims was David
Rokisky, a 36-year-old former Army Airborne
soldier and police officer living in Tampa.
Florida. According to Bloodsworth, Rekisky
had a bodybuilders physique, a beauriful
young wife, a high-paying job as a compurer
company executive, and a beachfronr condo.

perienced

Rokisky's life was idyllic, Bloodsworth report
ed, uncl ror prescribed OxyContin
treat a minor backache. According o the
sky quickly became an innocent
icrim of drug addiction. He evenmually lost
is job and had t0 underge painful decoxifica-
tion.

The series also featured Gerry Cover, a 39-
year-old Kissimmee, Florida, handyman and
father of three. Bloodsworth reported that
Cover became an addice after a docror pre-
scribed OxyContin to relieve his pain from a
nild herniated disc in his back. Cover subse-
quently died from an accid

do

1tal overdose of

I
he drug.
Bloodsworth wrote thar although mem-

bers of Congress and the FDA were aware of

“the devastation {OxyContin} has carved
through Appalachia where the drug became
known as ‘hillbilly heroin,™ neither had done
anyching to slow down the epidemic. She
blamed Purdue Pharma for aggressively mar-
kering OxyContin to maive and unscrupulons
docrors, who likewise used the drug to “boost
their profits”” According to Bloodsworth,
chere were 573 deaths in Florida linked to oxy-
codone in 2001 and 2002. By comparison,
Bloodsworth seported that only 521 people
died of heroin overdoses during the same peri-
0d.” The 573 figure apparenty came from the

1

s review of thousands of documents,
1g 500 autopsy reports by Florida's
rers. The p at a
remarkable 83 percent of the 247 cases of
reported drug overdose deaths over that pe
od were directly arrriburable ro OxyContin.

It would be cult o overstate how much
the Seniinel series contibuted to nationwide

Sentine
includi

medical exami er claimed tf

OxyContin fears. It prompred an antd-opioid
grass-roots protest movement in Florida. The
ers for “doing
slative action

newspaper’s critique of lawma
nothing” stirred emotion and |

on the local, state, and national level. Tn
November 2003, one month after the series
appeared, protestors from all over the country

converged on Florida to picket Gov. Jeb Bush
and his wil
conference on youth drug abuse in Ordando.
Memibers of “Relatives against Purdue Pharma™
carried poster-sized phoros of family and
friends who allegedly died from OxyContin
v ’ tor Del Regno, a Rirode Tsland
business executive whose 20-year-old son died,
allegedly fi OxyContin, told the Sextinel,
“We feel there has to be a way to get the word
out about how deadly chis drug can be.”™
Governior Bush and state Jawinake
sympathetic, and prou
the “hemorrhaging of lost lives” allegediy
ption painkillers” During
congressional testimony inspired by the
Sentinel series and its aftermath, Florida di
cor of drig control James McDonough praised
Dortis Bloodsworth's series, and

who were actending a three-day

IS Were

sed to pur an end to

caused by

DresC

@

ted her esti-
mares of OxyContin overdose deaths. He said

that in response to the Semtinel and other

ressive action
against [diversion] criminal practices™
McDonough boasted that Florida law
enforcement had raken action since the Sentinel
series, including the prosecutions of Dr. James
Graves (a former Navy flight surgeon), convict-
ad on four counts of manslaughter for pre-
scribing oxycodone; Dr. Sarfraz Mirza, convicr-
ed of wafficking in OxyContin; and Dr.
Asuncion Luyao, who was prosecured for sever-

reports, Florida had raken “aggr

) . 8

al prescription overdose deaths™
Bloodsworth’s claims abour the OxyContin

epidemic were picked up and repeared in news-




papers and media ouclers all over the counrry.
They were even included in a General Account-
ing Office report on OxyContin abuse request-
ed by Congress. GAC cited the Sentir
and said that the newspaper’s investigation of
auwopsy reports involving oxycodene-relared
deaths found thar OxyConrin had been
involved in more than 200 overdose deaths in
Flotida since 2000

Thanks in large part to the Sen

series

el series
Florida roday is one of the most difficult
states in the country for pain patients to get
creaoment, and its legislatare only narrowly
voted down a bill establishing a statewide
darabase to track and monitor painkiller pre-
5C ptions.‘&:

or

The Sentinel Series Unravels

Iz February of 2004, the Orands Sentinel
series on OxyContin began to fall apart
ons by Purdue Pharma and advo-
T pain parients uncovered numercus
and grievous errors in Bloodsworth’s reports.
The Washington Post veported chat David
Rokisky had pled guilrty to drug conspiracy in
a cocaine case four years previcus to the

Lnvestiga

cares

series’ publication. Far from leading an idyl-
tie life wrecked by OxyContin, Rokisky in fact

had a long history of domestic-abuse allega-
tions and financial problems® “Accidental
addics” Gerry Cover
user t00, and had been hospitalized
for an overdose on other drigs three months
before he had been prescribed OxyCon i

Blocdsworth’'s mistepresentation of Oxy-
Contin overdose deaths was even more egre-

proved ro be a longrime

1
rug ¢

in.

gious than her mischaracrerizations of the
alleged vicms of the drug, The series com-
plecely disrorted the Florida medical examiners’
drug overdose dearhs data for 2000 and 2001.
Tnstead of more than 370 deaths linked to
OxyConin the Sentinel reported for those years,
the medical examiners’ reports reveal the actual
rotal for those years was 71—-35 in 2001, and 36
in 2002, The Sentind had included not ouly
deaths where oxycodone alone was present in
system of the deceased, bur also deaths in
which any oxycodene product was present in
combination with any number of other drugs.

the

11
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317 such deaths in 2001,and 220 in
giving the Sentinel its 573 deaths™ In
even those 71 overdose deaths over the

There
2002
truch
Senti
becanse Florida’s medical examiners
only 14 drug groups i auropsy repor
likely thar there were any number of unreport-
ed drugs in the systems of 71 people where only
oxycodone was found, not  mencion thar
number of them might have died for rease
completely unrelaged to drugs. Forexample, the
deceasecd may also have been taking ar
depressants, heart medicacion, and/or dizberic
medications, any of which could have poren-
tially contribured o the cause of death. Thar's
particularly likely where the deceased is over SO
years of age—true of about a third of the 71
Florida cases.”

After a barrage of criticism, the Orlando
Sentinel finally acknowledged its errors in the
sertes, and in February 2004 announced
Doris Bloodsworth’s resignation from the

s

-year period are suspect.

B
g

any

paper. The two editors who worked on the
series were also reassigned.”

In a fronepage correciion, the Sentine!
wrote the following:

An Orlando Sentingl sexries in October
about the drug OxyContin used a key
statistic incorrectly and overstated che
number of overdoses caused solely by
oxycodone, the ao
OuyContin and other prescription p
killers. ..

{n roughly chree our of four cases,

ve ingredient in

medical examiners concluded that ar
least one other drug also contribuced
to the victims’ deaths.

According to the Se
ration, blood samples in abour 38 per-

niinel's ve-exami-

cent of the oxycodenerelared deaths
showed the presence of heroin, cocaine,
methamphetamine and/or ma
Many other victims also had cor

ijuana.
suredd
Orie Or miore. COH“T]OH‘AY :'thS(":l PT@S:T{P*
tion drugs, such as Xanax or Vicedin,

In February, the Sentinel published a
story correcting factual errors abour
two men featured in the series. The

After a barrage
of criticisni,

the Orlando
Sentinel finally
acknowledged its
errors in the
series, and in
February 2004
announced Doris
Bloodsworth’s
resignation from
the paper.



The DEA’s
Diversion
Control Program
isalsoa
self-financing,
autonomous law
enforcement
agency that is
largely
unaccountable to
congressional
oversight.

263

newspaper had labeled one of them,
David Rokisky, an “accidental addice”
without doing background reporting

that would have shown he had a fedesr-

al drug convicdion. The other, the late

Gerry Cover, died from an overdose

catsed by a combination of drugs
ther than oxycodone alone.”

Despite the Sentinel's retraction, other
media outlers have continued to drum up the
OxyCon eat, many of them making the
same errors the Sentinel did. Here are a few
examples:

®In late Augusc of 2004, the Montreal
Gazetie teported thar “the prescription
painkiller nicknamed hillbilly heroin' in
the US., was a conwributing facor in at
least 26 overdose deaths in Guebece since
1599, Remarkably, the paper went on
ro draw the same conclusions about
autopsy reporting as the Seasinel. The
Gazerse reported thar “other narcotic
substances were alse detected, suggest-
ing rhat CxyContin alone might not
have causcd some dearhs,” a cavear chat
severely undermines the alarming lead.

#That same month, the Ottawws Citizen
reported ¢ s there
were 300 deaths in which oxycodone,

te found in OxyContin and the

at “in the past five ye:

the of

drug brand Percocet, was detecred in the
body.”” That number again means very

lictle when ner supported wich other
information, such as whar other drugs

were found in the bodies, what ilinesses
the deceased were suffering from, and
how many OxyContin prescripti

itren in comparison to

WErg W
dearhs.
® Also in August 2004, the Boston Globe ran
a story on federal grants coming to the
Boston area that would be used to rarget
OxyContin abuse” One local official
rold the Globe, “we are going to .. . bring
e danger of OxyContin right our there
s0 everyone is going to know how bad it
is,” and thar “CxyConrin use can lead to

I

heroin use,
QxyContin ©
sis in cidh

A local mayor called
“the number one health cri-

es and towns ar this time.””

Despite the Sentinel fiasco, media outlets
continued te perpetuare OxyContin fears by

reiteraring overdose statistics based on ques-
s

ism or any effort o

or

ble science and quoting public official:

withotr a bit of skepi
elicic rebutrals from drug war critics or pain
patient advocates.

Eradicating the Prescription
Painkiller “Threat”

he DEA's new mission to thwar the
diversion: of prescription pai
nificant underraking, one thar would require
power and resources. As part of its
Action. Plan, the agency cariied
out more than 400 investigations resulring in
the arrest of 600 individuals from May 2001 to
January 2004. Sixty percent of those cases
involved medical professionals, most of them
docr nd pharmagists (the remaining cases
could include manufacturers and whole-
salers).”
To implemenc its new program, the DEA
cipared in che Organived Crime Drug
Enforcement Task Force as

killers was a sig-

extra mar
OxyConu

par

1 worked coop

ra-

S.

rively with stare and local drug task fo
OQCDETF combines the resources of federal,
state, and local law enforcement wn

the
coordination of US. atrorneys. In 2001 the
DEA depurized 1,554 state and local officers
from large and small police dep
across the country to coordinare prescriprion
drug investigacions. In 2002, 1172 DEA
Special Agents worked alongside 1,916 state
and local police officers in 207 separate rask
forces.” This sharing of resources significant-
Iy expanded the OxyContin Plan’s reach. To
see how the task force plan gave the DEA more
reach, consider drug war staristics from 1999,
In that year, the DEA initiated 1,699 investiga-

TTITIEILS

ons on its own but was able to extend its
ir gative reach by working cooperatively
with state and local law enforcement officials



Table 1
DEA Registrant Popuiation
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Retail Level

Wholesale Level

Practitioners (doctors) 928,677
Nurse Practitioners &

Fhysician Assistants 71.169
Phq i 61,057
Hospitals/Clinics 14,462
Teaching Institutions 424
Importers 136

Researchers 6,843
Analytical Labs 1,591
Narcotic Programs 1,151
Distributor: 876
Manufacturers 433
Exportcrs 206

Source: DEA Undate, National Association of State Conteollad Subsrance Autherities, Myrtle Beach. South Carolina,

Ogctober 2002,

in more than 9,000 additional task force
cases.” The DEA also trained more than
64,000 state and local law enforcement per-
sonnel in 2001 ar its Training Academy in
Quantice, Virginia, as well asat the agency's 22
throughout the
forces accounted
ption nar-

for 40 percent of the DEA’s presc
cotizs seizure and forfeiture cases. ™

The DEA's Diversion Control Program is
also aself-financing, auronomous law enforce-
ment agency thac is largely tnaccountable to
rsight. It's mostly financed
requires all doctors, manu-
crurers, pharmacists and wholesalers w pur-
ndin partbyt es when it
raids the businesses and personal finances of

congressional oves

by the hicenses
fa

ch,

Sets it s

those same licensees. Table 1 shows the break-
bastar
license holders as of 2002, Physicians consti-
tured 928,677 of 1,087,045 registrants, or 85
petcent of all those approved by the DEA o
produce, distribure, and dispense narcotics
Because prescription narcotics are legal and
regulated, the DEA can easily monitor the way
physicians prescribe tirem. Unlike illicit drug
dealers, most physicians are law-abiding, legit-
ate professionals. That also makes them
easier targers.

The DEA sets annual production quoras
for the manufacturers of narcoric drugs, and
the agency atcempts to monitor the whole-
sale and retail distribudion of those drugs,

down of the DEA’s controlled

though with d;

idedly mixed resules. In fact,

arge quandtes of narcotics routinely go
larg; f t ly o

ers o
wholesalers and from wholesalers ro retailers.
The DEA irself acknowledges this problem.
The agency notes that there is an increase in
OnxyContin burglaries, thefts, and robberies
of hospitals and pharmacies chroughout the
country, including at Purdue Pharma, the
manufacturer of OxyContin.'™

I one recent case in Arizona, neatly
475,000 tablets of narcotic drugs disap-
peared. from Kine Community Hospital's
pharmacy between May 1, 2002, and April 30,
2004. Drug stores in rur:
been rargers for burglars seeking OxyContin,

missing en route from manufacou

al areas have 3

O

and the Internet has become a major under-
ground source for the diug' i
s, the Star-Ledger newspaper in
v actually ordered OxyContin over
, aleng with other prescriprion
natcotice. The paper reporred no contact
with a physician, and the drugs were deliv-
ered ro a rented mailbox within days of plac-
ing the order.'” Given the poor job the DEA
i’s
charged with overseeing, and the varicus

In an inves-

tigarive ser
New Jerses

the Interne

is doing of monitoring the narcotic

ways the drug apparently can move from
manufacturers and wholesalers to the black
marker, the D blame and pursuic of
physicians for the drug's streer availability
seemns all the more arbitrary, unjustified, and
capricious. “Pills are a problem in Southwest

The DEA’s
attempt to blame
physicians for the
drug’s street
availability seems
arbitrary,
unjustified, and
capricious.



If criminal
charges are never
filed, a police
department can
still bring a civil
action against a
suspected doctor
to recover the
cost of an
investigation,
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nd che enfy way you
is is to go to the doe-
clearly not the case

In 1993 Congress creared the self-financed
Diversion Conerol Fund, which was to be find-
od by narcoties licensing fees. The DEA is
authorized to increase the ake
1e Diversion Conrrol Program remains
o that of the
Control
docrors for alleged

CATI ger Prescriprion p

tor*'™ But that

cense fees to 11

1

suire
fully fanded. The secup is simil
Health Cave Fraud and Abuse
Program, which menitors
fraud and abuse with respect o Medicaid and
are, Tn 2003 the DEA doubled its license
fees 1o pay for the cost of the program. Under
DEA rules, doctors must buy licenses for three-
year periods at 5131, while phanmnaceurical
companies pay S1,60S per annum for licenses
to make drugs. These licensing fees bring in
abeur $118 million a year The Diversion
Conwral Program cwrendy costs abour 5154
million per year. The rest of the DCP's funding
comes from the annual co;
for the DEA, and from rhe DOJs Asset
Forfeiture Fund, which is financed by seizures
of assets from docrors and pharmacists under
investigarion for drug diversion, as well as from
icic drug dealers and users. In 2005 che DEA
requested an additional $245.4 million for drug
entorcement, including 832.6 million for diver-
sion control

According to the Controlled Substances
Acr, all monies or other things of value
nished by any ;
trolled substances are subje

gressional budger

erson in exchange for con-
109
to forfeinure

The money from these seizures ger splic
Lierween the law enforcement agencies mak-
ing the buet, and the remainder goes to the
DOJs Forfeiture Fund, where it's used to
coordinate more investigations. In 2002 drug
asser forfeitures rotaled $441 million. And in
2001 the DEA shared $179,264,498 of its
asset forfeitun 1 local and stare police
eparements.”™ The rotal forfeiture fund was
worth about $1.2 billion by 2002.'"* The vast
majority of asser forfeiture money is distrib-
ured by the DEA to stare and local law
enforcement agencies who work with the

agency on drug cases. It is a perverse syseem

that allows law enforcement officials to keep
the assets of suspected drug defendants for

cheir ow

local police departments.

Detective Dennis M. Luken, of the War

an-

Clinton Diug and Strategic Operations Task
of the

Force in Lebanon, Chio, and Treasurs
National Asseciation of Dive:
Investigators, laid our the financial nece:
rargeting physicians for investigatior
ving conference for drug diversion agents.’™
Luken, who worked on an asser forfeirare squacl
for chree and a half years, said chat in an “era of
budger cuts, forfeitures are an important way fo
ke up for the losses.”'™ Luken said that the
task force arrests five doctors a year in the

rrai

cinnati area alone. Seivdng a doctor’s assets
o supplement strained law enforcement budg-
ets was a recusing theme ar e NADDI train-
ing conference, held in Ft. Lauderdale, Florida.
Greg Aspinwail of the Miami Dade Diug Task
for example, stressed the imporrance of
taking a rask force approach to diversion inves-
dgations by using the theme “spreading the
love”"™" He instructed o
law enforcement agencics as possible involved in

ainees o get as many

investigations. The method reduces costs, he
said, and guarantees that “everybody gets their
fair cut from the forfeitures.™* He pointed out
that evenn if crintinal charges are never filed, a
poli
againsta

¢ department can still bring a civil action

cover the cost of

sspected doctor to

an investigation.

In his lecrure, Deective Luken also
” doctors and
seizing their
assets. He Lll'g(‘d im’cstigators O serve SE(‘,’:Ll‘A
k
accounss and to rake possession of their con-
rents. If the doctor does not have a sizable
bank account, Luken said, investigators
should look ar a physician’s home or
building, given thar both were likely paid for
ith the proceeds of drug distribution.
Luken implored agents to “remember th
asset forfeiture investigation should begin ar
the start of your criminal case.”" Detec

focused on “drug-divertin

stressed the importance of

warrants on doctors’ cffices and ban

W

Luken discussed the cases of several physi-
cians he bad overseen and noted thar investi-
gators seized money and property from them



before they were indicted or tried for any
crme.

Luken then cited a number of cases in
which physicians had had their assets seized
before eve ged. One case he
tioned, chat of Dr. Bli Schoeider, resulted in
the seizure of $220,000. OF ¢k oney, the
Ohio Medicaid Fraud Concrel Unit recedved
$3,752, the Ohic Deparmment of Health and
Human Services got $24,000, the Cincinnar
Police Department $29,000, che FBT $14,000,
and the US. Department of Health and
Human Services $50,000. Calls o local
authoriries and public records searches don’s
reveal whether or not Dr. Schneider was ulri-
mately convicted. Many times, however, such
Torfeiruires resulc

ants, giv

being ct

1en-

n plea bargains or civil sec-

vent that the cases can drag on for

e lea

no means to live, much less to pay attorney’s

years, and asset seizt wes the accused with

fees and court costs. The case of Kentucky
n Dr. Ghassan Haj-Hamed is a good
example. The DEA sued Dr. Haj-Hamed in
2002, accusing his clinic of diver.
d ion. After more than two years, the
docror agreed to settle, paying $17,000 and
handing over rwo automohbiles in exchange for
the federal governmenc dropping its sui
$133,000. Haj-Hamed's lawyer told
Kentzicky Post that the government’s practi
dng all of a doctor’s assets, then expecting

on ant drug

sel
him o fight the case, all while still paying
taxes and earnin

! f bly purs the
person in a position where they have to ser-

de”" Prosecurors haven’t yer decided

whether o not to puzsue criminal charges.

Becanse the Diversion Contre] Program is
self-financed, it is nearly immune from con-
gressional oversight. Its administrarors aren’t
required ro justify is existence, its tactics, or its
efficacy when it comes time for appropria-
tions.
whaerein doctors are required to finance inves-
tigations of their colleagues, copractitioners,
or even themselves, Should the docrors’ col-
leaguies be investigated, law enfo

The program also creates a scenario

rcement offi-
cials are encouraged to seive their colleagues’
assers, muich of the proceeds of which then go
toward financing more investigarion:
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From Ocrober 1999 through M
the DEA investigated 247 OxyContin dives
i i 8 arrests.™ In 2001
rotsl diversion investigarions,

ses leas

ing o 3

there were 3,09
including 861 investigations of doctors.™ (n
2003 che DEA investigared 732 docross, sanc-
tioned 584, and arrested S0."%” These numbers
do not include physicians invesrigared and
arrested by the 207 DEA-depurized state and
local task forces throughour the country.
Putting a rotal number on how
ists have been inves-
ged, or convic . The
A says it no longer keeps track of such sta-
tisrics. Some states account for physic

arrests; others don't. Virginia, for exampl
says it prosectites on average one health care
professional per week.”” Many doctors do as
Dr. Ghassan Haj-Hamed did and sectle before
charges are broughe e,
they generally have nio assers left to fight the

any cloc-

tors, nurses, and p

harmac

tigated, cha
D

because after foi

charges.

Investigating and Apprehending Pain
Patients and their Doctors

‘The DBA defines an “addice” as “any individ-
ual who habitually uses any narcoric drug so as
o endanger the public morals, health, safety, or
welfare, or who is so far addicted to the use of
nareotic drugs as to have losc the power of self

“ The

conrrol with reference to his addictior
DEA’s conception of an addict, then, inchides
what pain specialists call “psevdoaddicts™pa
pacients who require opiaces to lead a normal
lifee. Pain specialists make an imporranc distine-
don between patients who depend on opiates to
function normally—ro get our of bed, rend to
houselield chotes, and hold down jobs—and
addicts who take drugs for euphoria, and whose
lifestyles deteriorate as a result of raking opiates,
instead of improving. The DEA makes no such
distincrion. And by classifying pain patients as
addicts, the agency is able to pursue their doc-
tors as “distributors:
What's worse, due to unwavering drug laws
mandaring thar possession of any controlled
ubstanice over a specified amount constinutes
an intent to distribute, pa

dered “dealers” roo—even if (as is miost

in patients are often

Pain specialists
make an
important
distinction
between patients
who depend on
opiates to
function
normally and
addicts who take
drugs for
euphoria. The
DEA makes no
such distinction.



The DEA
continues to
lower its
evidentiary
standards,
making it nearly
impossible for
many doctors to
determine what
isand isn’t
permitted.
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often
tio

case) their entire supply of prescri

1 drugs are for their own use.

t's ppened to Flo
pain patient Richard Pacy.**
multiple scleresis, as well

ida

Paey suffers from

actly whar |

incurred in a car accident and a box
surgery. Given the anti-drug climare
iotida, Paey found it difficule to find a phys
cian who would prescribe
necicarion he neaded to It
So Pagy tur s old docror
who wrote Pagy undated prescriptions that
Pagy then photocopied and filled. Though he
conceded that Pagy’s medication was for his
own use, Fagy's prosecutor nonetheless
stribuce,”

charged him with “intent
because the amount of narco
his possession exceeded the limir needed to be
rged with distriburion. After two mistrials,
third tral. Mandatory
minimum sentencing guidelines gave a relue-
rant judge no choice but ro send Pagy 1o
son for 25 years and fine him $500,000.
Today, Paey sits in a Florida prison with a mor-
phine pump, paid for by Florida caxpayers.
More often, howx
threat of imprisonment to get pain patients to
turn in cheir doctors, who make beteer cargets.
And, of course, once pain pa
called “addicts” the government is free to go

Pagy was convicred at 3

tiencs can be

after the docrors who trear them as “conspira-
tors” in the i {rug crade. T che case of Dr.
Hurwitz, around 15 of his more than 500 pain
patients over three years were lying to him and
selling che druy
market. Investigators could hav
Hurwicz to his anlawful parients and asked
for his help in nabbing them—he had already
openly cooperated with law enforcement,
offering access to vast amouncs of patient
paperwork over the course of four years.
Tnstead, investigators continued o let
Hurwitz prescribe to known dealers, then laver
offered the lying patients lenient sentences in
exchange for restimony against Hurwicz.'**
In his speech ar the NADDI conference,
Detective Luken likened pain specialists to
legal drug d
docrors sell pain medicarion for money, sex,

s he prescribed on the black
alerted

T

ealers, and explained that pain

habits or those of fami-
iends—just as common
Docrors in pra
s and older doctors are often paint-

or to feed their dru
Iy members or

drug pushers do.

Eoe

ice by

themsel
ed by investigaters as rubes, easily duped by
addicts or unable o stop freely prescribing
warcotics in the manner they did during
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more pertissive fmes

To target doctors, investigators look for
“red flags
tially criminal behavi

leve are indicative of poten-
flags are
generally cir : nce found dur-
candard criminal investigative proce-
. The problem with red flags is that what
may appear 1o be evidence of criminal behav-
ior to an investigator withour medical training
is oftens [ y consistent wich legitimare
medical practice, pardeularly in a dynamic
field like pain management. Criminal inves:
gators withouwr medical training simply aren’t
qualified to rell the difference. Yet they rou-
tinely make such decisions, and such close

mniial evic

Judgment calls can cause the criminal prose-
cution of an otherwise legitimare physician.

According to the DEA, the prosecution of
any given docror is based on whether there isa
itimarte medical purpose” for a prescrip-
cion he has written or whether it is “beyond
the bounds of medical practice.” But prosecu-
rors concede that ch
lines or procechures to evaluare either of those
standards. At a Healtheare Fraud Prevention:
and Funds Recovery Summit in Wash
DC, in 2004, Greg Wood, a federal investigator
for the U.S. artarney’s office in Virginia, said
s aim s to preduce probable
cause that a docter (a) inrentionally wrote a
narcotics preseriprion for patients without
legirimate medical needs, (b) knew the
patients getring the prescriptions were
addicts, or {¢) knew the partients getring the
prescriptions were selling che drugs.”™ Any of
those is sufficient for an arrest.

But even those guideli
subject to change wirhour notice. The DEA
continues o lower irs evidentiary srandards,
making it nearly impossible for many docrors
to detenmine what is and isn’t permirred. In
October 2004, the DEA disavow

ere are no spacific guide-

ingron,

the governmen:

are apparently

d rhe con-




o pamphlet it ha
and pulled the digital ver
document dov m its website.
king collaboration with inpur from

d published for pai

WES A WY
leading physic
medicine that purported to give guidance to
pain specialists worried abour the DEA's crack-
down.'™ The reversal infiri ates for
pain physicians and patients, some of whom
had worked with the DEA for several
strike a balance” berween adequately treating
pain and preventing diversion.” The original
document included such conciliatory lan-
guage as, “any physician can be duped” and
pointed our that pagient behavior cor
thoughr o indicare criminal bebavior could
instead be “the possible effects of unrelieved

ns and researchers in pain

red advo

years o

monly

pain” It v

stereotypes of what an

abuser Jooks like’ can harin leg)

becatse people who abuse prescriprion medi-

imate patients
cine exhibit some of the same behaviors as
patients who have unrelieved pain”'™ The
pamphiler also made clear thar DBA red flags,
such as prescribing prescripri
patients with a history of dr
ing patients whom physicians suspect of
abusing pain medicarion, are sor in vielation of
federal law. Most notably, the pamphlet explic-
iy stated, “For a physician to be convicred of
illegal sale, the authorities must show that that
ey and inren

T NATCOTICS [0

1g abuse or not

TEPOT

the physi ko ionalty pre-

scribed or di

avowing the document, just as lawyers for
Dr. William Hurwitz, the pain specialisi on
trial for diversion in Virginia, attempted to
incroduce the pamphier as evidence ac his crial
Hurwitz's prosecurors objecred, and a federal
fudge decided in favor of the prosecurors, rul-
ing that the DEA guide did not carry the force
w, and therefore was not admissible.”

The DEA later explained thar it disavowed
the pamphler because of language ar odds
with the DEA’s insistence thar they are not
bound by any standard of evidentiary require-
IENE to Cominence an investigation, includ-
ing the well-established principle in federal
law that the enforcement of the Controlled
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fere the

Substances Act should in no way inter
ethical practice of medicine. The DE:
nation noted that “the Government ¢
tigate merely on suspicion thac the lawis being
violated, or even just becau

expla-

1inves-

e 1 Wants assur-

ances that it is not” ™ The statement want on
to repudiate whole passages from the original
pamphlet, and said the agency would con
e its red flag system of deciding which pain
docrors to investigare. Those red flags in the
ingerim policy statement include the number
of tablets a docror prescribes to his parie
the practice of writing more than cne p
scriprion for a patienc on the same day,
marked for later dispensing
slang” rather than medical terminology when
discussing pain medication with patients.™*
denraily, were dismissed by the DEA's
original pamphiet as reasons in and of ik
selves to launch: a criminal investigation.

The DEA's move fonal
associations of pain management specialists
to take the unusial step of sending a letter to
the DBA calling irs decision “an unfortunare
step backward” cthar encourages a retuin o
“an adversarial relationship berween |docrors]
and the DEA

The DEA’s disavowal of its pamphlet was
also enough to pust ate offi-
clals increasingly alarmed by the agency's
pursuic of pl ans. In January of 2005 che
National Associarion of Atrorneys General
sent a lerrer to the DEA expressing the orga-
nization’s
strident app:
Thirty state atcorneys general signed the lec-
ter, which said, in part,

and using

aused three profes:

10 action s

concern about the DEA's more

2rsion.

ach ro fighting d

Having consulted with your Agency
about our respective views, we were
surprised to learn that DEA has appar-
endy shifted its policy regarding the
balancing of legitimate prescription of
pain medication with enforcement to
on, withour consulting
b similar responsibilities

prevent diver
those of us w
in the states. . .

Frequently Asked Questions and
Answers for Health Care Professionsls

In January of
2005 the National
Association of
Attorneys
General senta
letter to the DEA
expressing the
organization’s
concern about
the DEA’s more
strident approach
to fighting

diversion.



The DEA’s
aggressive
investigative
procedures
poison the
doctor-patient
relationship from

both sides.
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and Law Enforcement Personnel issued
in 2004 app
these principles, so we were s

ared to be consistent with

iTp

¢ withdrawn. The Intetim

ec

when they we

Policy Statement, “Dispensing of Con-
wolled Substances for the Trearment of
Pain,” which was published in the
Federal Register on November 16, 2004,
es enforcement, and seemns
likely to have a chilling effect on physi-
clang engaged in the legitimare practice
of medicine. As Atcorneys General have
ked ro remove barriers to quality care
izens of our srates at the end of
we have learned thar adequate pain
managentent is often difficult to obtain
ause many physicians fear investiga-
dons and enforcement actions if they
prescribe adequare levels of opioids or
have many patienrs with prescriptions
for pain medications."

emphasi:

el

res is

The end result of these proced hat
investigators and prosecurors withour med-
raining are now in the position of ner-
precing whether or nota suspected physician’s
actions are consistent with traditional medical
vractice or worthy of an investigation. The red
flag system 1s meant to aid thew in that deci-
sion. Ar the July 2003 NADDIT conference,
ices—or red

ical

investigarors were told what prac
lags—might indicate criminal behavior. These
included

? Lo
rors

ng lines of parients waiting fo see doc-

® Patients who are poorly dressed.

*® Our-of-state automobile licenses in doc-
tors’ parking lots.

@ Parients who arrive and are taken with-
our appointments.

@ Pagient visits lasting less than 25 min-
ues

® Doc
more than one scate.

*® Doctors who dispense large amounts of
narcotics from one office.™”

One of the many problems with the red

flag syster is that investigarive bodies use

ors who are licensed to practice in

invasive procedures to uncover red flags. The
ricnal Association of Drug Dive
Tnvestigators, for exampl
conduct video surveillance of docrors’ offices

jon

INSTAUCTS COPSs O
. o138, N
e “crack houses.”"" Invesi
have also picked through trash ar doctors’
offices and private residences. Employees of
suspected dectors have been inrerviewed at

as if they wi

sgrun-
ninate

e relationship between a docror and his
patientis crucial to the proper mentand
reatment of the patient’s condition. The
aggressive investigarive procediires pe
son that relationship fom both sides. Pain
patienits have been asked to restify against
their doctors. Pain patient advocacy groups
report patients being accosted in the parking
lots of their physicians’ offices. These kinds of
procedures threaten to make sore docrors
suspicious of every patient they see—even
longgime pariente—a situation further compli-
cated by the DEAs disavowing its guidelines
amphler. Docrors and pacients are then
atients must negotiate
between indicaring enough pain to their dog-
tors to warrant more medicarion, bur to avoid
appearing desperare—one sign doctors are
suppesed to look for in idencifying diverting
patients. Some patients stmply stop reporting
pain and suffer silencly, for fear of be
burdensome.™ One study published in the
Journal of Clinical Oncology found thac when
asked o macch their patients’ pain intensity
on z scale of 1 to 10, 35 percent of physicians

cead to play
forced to play a gan

O

ng

failed o march their patients’ descriprions
within two points.'" Irs now not at all cleat to
doctors at whar point they'te legally obligared
to report a patient they suspect of diverting
prescribed medication.

One pain patient and mother of three told
her iocal newspaper, “Doctors and nurses look
at you different if they know the medications
you are on. They flag your file and view you as
1% Pain specialists at a professional
conference in Tucson, Arizona, advised doc-
tors to install security cameras, mandate urine
tests, and frisk patients upon entering their

an addice.




offices to ensure they weren't bringing in

a2,

someone else’s urine—all to ensure thac the

parients weren’t lying to them and protect the
doctors i T T 1
docrors from prosecution down the line ™ I

have to be a detective,” & Tennessee doctor told
the Wall Street Journal** One of Dr. Hurwirz's
patents told the Washington Post t
Hurwite's ereatment saved his life and was
i do when Hurwiiz lost his
wense. He found another docror, but only
after con: ble searching. Even then, “they
treac me like a criminal,” he said. “T only gera
one-week supply at a time, and sometimes T
have to wait for hours at the pharmacy. And
the pharmacist who fills my prescriprions is
the only ore in town who will do it. so if he
goes, then I'm fir ’
The DEA has also set up a hotline to report
doctors whom patients suspect of overprescrib-

at

worried what he

ing, an odd move thar furcher complicates the
docror-parient relationship." Common sense
suggests that people posing as pain patients
illegally divert s gertng
excessive pain medication prescribed o them
are feast likely to report their doctors o the
DEA. Conversely, it isn’t difficult to see how a
ent dissatisfied with how
much medication he has been prescribed mighe
e rempted o report his doctor out of spite.
Tnvestigators have also sent undercover

TIATCOICS OF Pain pari

legitimate pain pa

agents, rypically from sher

artments, to
pose as pain patients with fake insurance cards.
Agents schadule appointments over the phone
and carefuily document everyching that hap-
pens during offi ts. They make andic and,
when possible, video recordings of everything

2 Vi

thac cranspires. Undercover agents tend to be
female—investigators believe women ate less
threatening, less suspicious, and more likely to
elicit sympathy from docrors. Agents mal
numerous visits to docrors’ offices to befriend
staff members and win their trust. They then
attempt to accumulace incriminating evid
against the docrors. They are instrucred to
engage in informal, personal conversation with
a “rarget”
cover agent wins the truse of a docror and his
staff, she is instrucred ro begin looking for
more red flags. These additional red flags have

and his eniployees. Once an under-
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included

® A docror who rold a pain parient where
he conld get his prescriptions Fille
® A physician who asked his pa
which druge they prefer and
dosage worked
¢ Docrors who preseribed the same drug
in the same dosage to many patient
including to more
rhe same family.

sest for them.

han one member ¢

These aggressive procedures haven’t always
been the norm. U ity of Florida professor
of pharmacy and lawyer David Brushwood
told one newspaper thar doctors once had a
more cordial, cooperative relationship with
iIIvestigarors.

“Five years ago, if law enforcemenr saw a
problem beginning to develop—say a doctor or
pharmacist dispensing in ways they thoughe
were problemaric—they would very early on go
to the docror or pharmacist and say, We think
there’s a problem here” By rthe same token,
physicians or pharmacists fele comforrable call-
ing law enforcernenc and saying, ‘Something
strange is going on. Come help us out’ Trwasa
cutnuire of the early constlt. The early consulc is
gone,” Brushwood said.™*

Brushwood also nored tha
investigat
situations ro develop i

many times,

ors will wair for more problemaric
veffort to have more
evidence with which to go after a doctor. Law

enforcement officials “watch as a small prob-
lem becomes a much larger problem.
wait, and when there is a large problem that

They

could have been canght before it gor large,
they bring the SWAT ream in with bullecproaf
vests and M16s, and they mercilessly enforce
the law. They'li come in with charges on mul-
tiple counts. Murder, mansiaughter, 350
counts of drug diversion. Many of which arose
after chey firse discovered it, when it was a
small problem,” Brushwood said."*

Because doctors are now being prosecured
for not adequately discerning the motives
and intentions of their patients, I
patients know that docrors will be looking
thermn over for signs of abuse, so many strate-

Professor David
Brushwood says
that doctors
once had a more
cordial,
cooperative
relationship with
investigators.



There seems to
be no evidentiary
standard atall
that doctors can
rely on to thwart
a conviction.
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B

Iy underreport or overrepors their pain,
ion they
have, how much they think they need, and

A
depending on how much medi

how suspicious they believe a docror to be of
their motives. Docters have no choice but to
give extra scruciny te everything a patient
says, not just out of a desite to keep a parient
from hurting himself or diverting drugs to
the black ms
may be an undercover cop. Bven longtime
parients can be duped by police
in their doctors under threat of ar

A doctor’s billing pra
a red flag. Tnvestigators have contacted pri-
vate insurance companies’ frand unies as well
as those within Medicare and Medicaid. They
comb records ro find more potential red
flags for a suspected docror. Investigators
have also obrained the prescriprion purchase
ed by the DEA from pharma-
ceutical companies to track a suspected
physician’s prescribing history.'

The case of Dr. William Hurwitz is again an
excellent example. He was prosecuted in 2004
as part of a twoyear DEA operation 1
“Cotron Candy” {for OxyContin) invol
berween 60 and 80 docrors, pharmacis
patients. Hurwitz was evenrually charged with
“conspiring to wafiic drugs, drug wafficking
resuleing in dearh and serious injury, engaging
minal enterprise, and health care

He was arrested at his home by 20
genrs in l’hk prt‘sem‘e OI’ ms two )’G\]Hg

ker, bur because the patient

arr
st
s can also trigger

reports gathe

in a0
fraud.”™!

armed a

daughrers. [nvestigarors seized his assers,
o, failed him,
and imposed a $2 million bond. 2 Hurwitz was
sentially of being
unknowingly duped by pain patients who later
sold his prescriptions.™ The jury’s foreman
told the Washington Post thar Hurwitz was “slep-
py” “a bitcavalier,” and thar, “no, he wasntrun-
ninga criminal enterprise.” Yet the jury convict-
ed Hurwitz o spiracy o distribuge con-
rolled substances and raff ing i
death and serious injury.”** In April 2005
Hurwitz was sentericed to 25 years in prison
and fined $1 million. ">

The DEA now insiscs that prosecutors do
not have ro prove a docror’s m:

including his retitement accou

eventually convicred, e

otics dive

or desire to pro ion to

ct, 1S not even
T YZ’)L’ governmenr W ]\"I\'L’ L’X'.')L"ft

Coe s
seclire a conviction. " In

NECessary

medical testimony that a doctor’s actions

ce. The DEA believes it
ng charges against docrors even if they
y diseribuiced drugs or cheir pre-
scriprions were never actually filled. In fact,
e seems to be no evidentiary standard ac

an br:

lever act

thac docrors can rely on to thwart a co

case illuserares ehe injustice of
aggressive law enforcement factics betrer
than that of Dr. Frank Fisher.'™ Fisher was a
Harvard-trained physician whose California
practice served about 3.000 pacients, most of
them rural and poor. Abotir 5-10 percent of
Fisher's cases were pain patients. In 1999, the
police arrested Fistier and charged him with
multiple cotints of fraud and drug diversion.
More notably, Fisher was originally charged
h several counts of murder. Stare prosecu-
rors attempred to make the case Fisher’s
overprescribing of narcorics made him crix

inally culpable for the deaths of a pain
. g o ;
patient who died in an unrelated auromobile
, 2 man who received narcortics afrer
they had been stolen from the ome of one of
fis patients, and a patient who died atier her
prescriprion ran out and Dr. Fisher had

accident

already been arrested and imprisened. Fisher
furcher besmirched in
Prosecutors described him as a “mass mur-

was the  press.

derer” and common drug pusher whe addice-
ad thousands of Califernians to prescription
painkillers

Upon his arrest, all of Dr. Fisher’s assets
were seized, and he was held on 515 million
bond. Tt rook just a 21-day preliminary hear-
ing for a judge to dismiss the murder charges
anct Jower the bail, releasing Dr. Fisher fr
prison. Tt ook another four years o dismiss
che remaining felony charges, inchiding fraud
and manslaugheer. Finally, in May of 2004, a
jury acquitred Fisher of the remaining misde-
meanor charges. One jitror desc
suit of him as a “witch hune” Fisher spent five
montchs in jail, lost all of his assets and—ar the

om

the pur-



0—was forced to move in with his
elderly parents.

age o

Conclusion

The governmenc is waging an aggressive,
intemperare,
ar bears
the campat

ustified war on pain docrors

remarkable resernblance to

against doctors under the
Harrison Act of 1914, which made ita crimi
nal felony for physicians to prescribe nar-
cotics to acldicrs. Tn the early 20th century,
the prosecutions of docrors were highly pub-
licized by the media and rurned public opin-
ion against physicians, painring them not as
healers of the sick bur as suppliers of nar-
cotics to degenerate addices and threars ro
the healeh and securi;
Since 2001 the federal government has s
ilardy accelerated its pursuic of physicians it says
are contributing to the alleged rising tide of pre-
scription drug addiction. By demonizing physi-
cians as drug dealers and exaggerating the
healch risks of pain nianagement, the foceral
government has made physicians scapegeats
for the failed drug v that they are general-
ly legitimare, wellineaning professionals who
eep accuraze reccrds, pain physicians also pre-
sent a berter targer than underground, black-
marker drug dealer 2 DEA that bas
ism from Congress
and the Department of Justice for its nabilicy
o measurably rechace che domestic drug s
ply. Even worse, the DEA’s renewed war on pain
doctors has frighrened many physicians ow

s of the nation.

it

been
subject to increasing

of

pain management altogether, exacerbating an
already serious health crisis—the widespread
under ment of intraceable pain. Despire the
DEA’s insistence that it’s not pursuing “good”
docrors, it isn't hard to see how rhetoric from
law enforcement officials and prosecurors
would make docrors think  otherwise.
Hurwitz’s prosecuror, for example, promised to
root out bad doctors “like the Taliban”'™
Another assistanit U.S. aworney said, upoxn the
encing of ene docror to eight years in
prisor: for having worked for 57 days at a pain
clinie: I believe and I hope that chis case has

ser
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sent a clear message to the medical community
that they need to be sure the controlled sub-
st
doctors have a doubt abour whether they could

ces they prescribe are medically necessary. 1F

get in trouble, this case should answer thar’—a
statement that implores doctors to ert on the
side of undertreatment.'*”

It isn'e hard o see how all of this would
make it more difficult for pain patients te find
treatment. “You worty every day that the med-
icine wor't be available for much longer,” one
patient told the Village Veire, “or your docror
won't be there tomorrow because he’s been
arrested by the DEA.”® One doctor flatly told
the Wall Streer Journal, “T will not trear pain

ients ever again.'* Still another rold Time
ine, “1 tend ro underprescribe instead of
ger drugs thar could really help my
an't afford to lose my abiliy o
support ity family.” The Voice also reports that

nany medical schools now “advise students

not to choose pain management as a career
because the field is too fraught with potential
legal d qz*rs."m

The most obvious (though least likely)
course of action to address these problems
would be for Congress to end the costly,
regrerrable War on Drugs. Basring that, the
Dbest way for law enforcement officials o bat-
e the problem of diversion would be ro
combat the theft of the drugs from ware-
houses, manufacturing facilities, and en
route to pharmacies. More importantly, the
DEA, DOJ, Congress, and stace and local

authorities

hould end the senseless persecu-
tion ef doctors and allow them to pursue

vhatever trearment options they feel are in
1¢ best intetests of their parients, free from
the watchful eye of law enfore

ment.

Notes
‘T'he author would like to thank rhe Caro
i Radley Balke for his assistance in edic-
hing this paper.

The DEA’s
renewed war on
pain doctors has
frightened many
physicians

out of pain
management
altogether,
exacerbating an
already serious
health crisis—the
widespread
undertreatment
of intractable
pain.
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APS: ERs Physicians Give Short Shrift to Out-of-Control Pain - Breaking Medical News ... Page 2 of 2

treated within one hour of arriving.

About 25% said the ER doctor believed them when they
explained they had out-of-cantrol pain—the reason that §8% of
these with pain went te the hospital.

About 15% of ER experiences resulted in doctors taking
immediate action. More than 30% of tha time the patients said
the ER doctors "didn't believa my pain.”

Amang those surveyed, 47 patients said they want to the
emergency room because their primary care physician no longer
would treat them—mainly because the doctor was concemed
that he was already giving the patient a high dose of opioids or
that the doctor said "he had done all he couid do”.

About 44% of the patients said they felt they were treated with
dignit:

Penny Cowan, founder and executive director of the American Chronic
Pain Association, said she hoped the Internet-based study wili help kick
off more research into the area and resuit in education of both doctors
and patients about chronic pain and the role beth doctor and patient
have in contralling it.

"This preliminary survey highlights the many challengas fared by those
seeking relief from chronic pain,” she said. "There is a marked
mismatch between patient expectations and the emergency
department treatment of pain.”

Dr. Todd agreed. "Further research is needed to assess whether more
aggressive analgesic treatment during the emergency department stay
may provide better pain-related outcomes after discharge," he said

Additionai Emergency Medicine Coverage
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Pain Relief Network
Richard Paey

PRINT | EMAIL

Richard V. Paey was sentenced on April 16, 2004 to a mandatory minimum sentence of 25 years and
fined $500,000. Pacy, in his wheelchair with a morphine pump sewn into his ruined back, wall live oul-
wh.ull for him is a death sentence-in a Florida prison for possessing the medicine that he requires to
survive

Judge David D Diskey heard Linda Paey’s pleas for mercy, but could not exercise judicial discretion
because of a mandatory minimum sentencing. “This is the problem for the Florida state legislature and
the governor,” Jusdge Diskey said

“Richard Pagy was prosecuted three times in the very same district that is represented by Senator Mike
Fasano, the sponsor of Florida's Prescription Monitoring Bill (Senate Bill 330), Sen. Fasano’s claim that
prosecutors won't use private medical information gathered in government compaiers against patients in
pain, is exposed for the hollow assurance itis.” Executive Director of PRN, Siobhan Reynolds said

Senate Bill 380, and it's companion bill-House Bill 397, would allow more government intrusion into
medical privacy, funher chilling legitimate pain management and allowing prosecutors to anack yet
more people in pain like Richard Paey

Pauin Relief Network is working with the Pacy family 1o develop an appeal and to keep the hope alive

PRN commends Richard and his family for their show of extraordinary character and perseverance. The
pain community owes them an enormous debt of gratinide.

Spread the Word — Make a Difference

Learn More About Richard Pacy and The Pain Crisis in America
The Chilling Effect (Runming Time: 56 min. )

News Articles About Richard Paey:
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Update on Richard Paey
Pain Relief Network (NM)

Justices Should Reject Disabled Man's Drug Appeal
The Associated Press

A Hope for Clemency
Fox Mews, Tampa Bay (FL)

A Drug Sentence Without Justice
St Petersburg Times (FL)

Court Rejects Disabled Man's Appeal in Prescription Diug Case
The International Herald Trbune (NY)

25 Years for Being "Stubborn’
Reason com

Mandmory Madness
Creativeloafing com

Justice System Failed Multiple Sclerosis Patient
Painreliefnetwork org

Cruel and Unasual: 25 Years for Taking Own Pain Meds
Huffingtonpost com

Punishing Pain
The New York Times

Letters to Jeb Bush:

Letter to Jeb Bush from Russell K. Porenoy MD
Letter to Jeb Bush from Christing Heberle

Letter to Jeb Bush from Rich Cranium

Letters From Jeb Bush

Standard Response Letter from Jeb Bush
Contact Florida Governor Charlie Crist:
E-mail: charlie crist@myflonda com

The Honorable Charlie Craist

The Capitol 400 South Monroe Street
Tallahassee, Fla. 32399
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Phone: 850-488-T146
Fax: 850-487-0801

Write to Richard Paey:

Richard Paey

R29228 Tomoka Correctional Institution
3950 Tiger Bay Road

Daytona Beach, FL 32124-1098
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Flannery on Hurwitz Sentence

Jul 13, 2007 By: John FlanneryPain Relief Network While Dr. Hurwatz and his cause would have
been better and more justly served by releasing Dr, Hurwitz immediately based on the 2 112 years
Ive has alr .

Siobhan Reynolds, Wntten Testimony for Hearing on: The DEA’s Regulation of Medicine

Jul 11, 2007By: Siobhan Reynolds PRN Mr. Chairman and members of the committee. Thank you
for asking me to speak on the current situation facing patients in chronic pain. We come 1o you
seeking your p

Light ot the End of the Tunmnel?

Jun 19, 2007 Author UnknownMy Fox Tampa Bay (FL) NEW PORT RICHEY - A Pasco County
family's nightmare may finally be ending. Thev're a step closer to clemency for a man doing 25

Years in prison
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Pain Relief Network
Welcome to PRN

D, HusrwAiz sensenced o 5
yearst Beats 25 yrars, but s sl

unjust.

It"s up to you to decide what kind of America you want to live in.

Right now, law enforcement and the political machine are selling you a “War On Drugs,” instead of
making sure that your medical needs are beang met

The entire medical profession functions 1o deny pain treatment and they don't even know they're doing
it. How would a pain patient with any kind of neuropathic pain get by this fictional doctor? (Click Here)

The political prosecutions continue, even as people in severe pain are refused opioids in sufficient doses.

While some patients are being driven to suicide, others are dying of entirely preventable illnesses
resulting from untreated pain
(See The Chilling Effect)

The prosecutions will not stop until the public rises up against this injustice. (Click Here)

The United States of America was founded on the idea that each citizen has a right to lifie and liberty -
tor the pursuit of happiness. Unfortunately, we have strayed so far from this ideal that we now incarcerate
more of our citizens than any other country in the world

Both political panies are deeply invelved, using their “get tough on crime™ policies to further their own
political aspirations, Yet, at its core, our American government is an emity whose power is derived from
the consent of the governed. When the government no longer works to protect the lives and liberty of itz
citizens, its citioens must make their vorces heard

Pain Relief Metwork works to expose this gross violation of nghts — to awaken the press to the
nightmare they are sanctioning with their silence.

We are here to work with you, those in pain, those with family members in pain, and doctors who ane
being destrayed by the government’s “War On Prescription Drug Abuse ™

We are here 1o abolish the Controlled Substances Act so that society will have to rationally regulate

these important medicines, ensuring that those who need them can get them without fear of prosecution
The criminalization of doctors and patients must stop. The doctor/patient relationship must be restored
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to the privileged position in society it once enjoyed.
It is time to put the medical needs of the vulnerable ahead of the political aspirations of the powerful

Please sign up for our newsletter and become a part of the only organization committed to stopping the
witch-hunt against pain treating physicians.

Spread the Word — Make a Difference
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Jul 13, 2007 By- John FlanneryPain Relief Network While Dy, Hurwitz and his cause would have
been better and more justly served by releasing Dr. Hurwitz immediately based on the 2 172 years
he has alr

« Siobhan Reynolds, Written Testimony for Hearing on; The DEA’s Regulation of Medicine
Jul 11, 20078y Siobhan Reynolds PRN Mr. Chairman and members of the commitiee, Thank you
for asking me 1o speak on the current situation facing patients in chronic pain. We come 10 you
secking your p

= Light at the End of the Tunnel?
Jun 19, 2007 Author UnknownMy Fox Tampa Bay (FL) NEW PORT RICHEY - A Pasco County
family’s nightmare may finally be ending. They're a step closer 1o clemency for a man doing 23
YEArs in prison
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Prosecution of Physicians for Prescribing Opioids

to Patients
MM Reidenberg">>* and O Willis'

Many patients in pain receive inadequate doses of opioids.
Fear of government action against prescribing doctors is one
cause of this inadequate treatment. The purpose of the study
was to assess crimiual prosecutions by reviewing press
reports of indictments or trals of doctors for opioid
offenses during 2 years. Forty-seven cases were reported
involving 53 doctors. Fifteen cases were for offenses
unrelated to medical practice. In 32 cases, the charge was
based on determining the prescriptions for opioids were
outside the bounds of proper medical practice. Only two of
these cases were evaluated by a state medical board before
indictment. Five doctors were indicted for murder related to
drug overdose deaths. None were found guilty of murder.
Prosecutorial excesses and hyperbole were common. The
state medical board’s review of appropriateness of
prescribing opioids when a doctor-patient relationship is
presumed to exist could decrease inappropriate criminal
indictments and reduce this component of fear of
prescribing adequate opioid therapy for patients in pain.

Studies have found that many patients with pain are given
inadequate doses of opioid medications to relieve their
pain.’® Multiple barriers to the adequate treatment of pain
have been identified.®'* One of these barriers is fear of
government action against a pliysician who prescribes opioids
for patients in pain. We have addressed the issuc of whether
the reality of this risk of government action is as great as
physicians” perception of it. We have reviewed Medical State
Board actions'® and information from the Drug Enforcement
Administration about indictments and revocations of regis-
tration.'” We have found that the risk of a physicianes being
punished by cither group for prescribing opioids for a patient
in pain with adequate medical record documentation is very
small.

Zicgler and Lovrich'® surveyed chicf prosccutors in four
states with hypothetical cases of doctor—patient encounters in
which opioids were prescribed. The investigators asked
prosecutors if they would investigate the physicians in each
of the cases. Some prosecutors said yes for some of the cases.
We then thought a review of actual state and federal
prosecutions for opioid offenses was needed. We reviewed
newspaper accounts of indictments and trials of doctors to
determine if these, and the publicity attendant to them,
contribute to physiciany’ reluctance to prescribe adequate
doscs of opioid analgesics for paticnts in pain.

Qur mcthod was to usc ProQuest and Lexis Nexis
Academic Universe clectronic journals, news, and periodicals
databases. These were searched for all available publications
about criminal cases against physicians treating chronic pain
patients. Search terms entered were physicians, doctors,
prescription medications, pain killers, opioids, controlled
substances, pain medications, prescription drugs, trial, court,
investigations, and drug trafficking, with cach term being
used alone and in combination. Additional sources of
information were found on weh sites, including http://
www.cpmission.com/politics and  http://www.cpmission.
com/main/charged.html. The accuracy of information pub-
lished on these web sites was always confirmed by a second
source from the press. These confirming sources were found
by entering the physician’s name in Google and Ask.com
search engines. Numerous second-source articles and pub-
lications from nationwide newspapers and journmals were
reviewed as well. Detailed and thorough review was limited
to only those cases published in the years 2004 and 2005, and
the published press reports were thie sources of the primary
facts cited.

Information about 47 cases involving 53 doctors was
obtained. Twenty-one cases were state and 26 were federal.
Seventeen were reports of convictions, two were reports of
acquittals, 27 were reports of indictments, and one decision

"Department of Pharmacology, Joan and Sanford I. Weill Medical College of Cornell University, New York, New York, USA; “Department of Medicine, Joan and
Sanford I. Weill Medical College of Comell University, New York, Mew York, USA; *Department of Public Health, Joan and Sanford I. weill Medical College of Comell
University, New York, New York, USA; "Weill Comell Medical Callege CERT (Center for Education and Research in Therapeutics), New York, New Yark, USA,
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was pending. Fifteen cascs were for activities unrclated to the
practice of medicine such as stealing opioids from a hospital
supply. In 32 of the 47 cascs, the charge was based on
determining that the prescriptions of the opioids were
outside the bounds of proper medical practice. In only two
of these cases was it declared that a state medical board
reviewed the case before indictment.

A total of 13 cascs involved deaths in which prescribed
opioids werc initially considered the cause of death and often
initiated criminal investigation.

In 17 cases, the articles reviewed included information
about the duration of the investigation of the doctors before
an action was taken. For some, specific dates were given. For
others, the time was given in years. Using 12 months for cach
year of investigation, the mean duration of investigation was
22 months with a median of 24 months and a range of 148
months. The investigations took longer than 2 years in one-
third of the cases.

A total of five doctors out of the 32 cases with charges
rclated to medical practice were charged with murder in
association with drug overdose deaths along with other
offenses. Tn two of the cases, the charges were withdrawn. Tn
the other three, juries found the doctors not guilty of the
murder charges. No doctor was found guilty of murder.

One of the doctors convicted of manslaughter was
sentenced to 25 years in jail. The sentence for manslaughter
was withdrawn after it was revealed by the prosecution that
the patients who died of drug overdoses were not this
doctor’s patients.”” A doctor charged with murder in the
death of two patients had the charges dropped when the
deaths could not be linked to the prescribed medications.®
One doctor, found not guilty of all charges including
murder,?' =2 has written a detailed acconnt of his experience
with the criminal justice system.** He described an nnwill-
ingness on the part of the state to admit its errors and correct
them. Another doctor, convicted of offenses
murder, claimed that evidence produced after the trial
showed a witness-committed perjury in the trial. >

Judges and prosecutors are quoted in some of these
articles as intending to “send a message” to doctors.
Examples of this are as follows:

After conviction and obtaining a 19-year sentence for a 74-
year-old physician who claimed he was treating patients in
pain and who was defended by a court-appointed public
defender, an assistant US attorney said: “I believe and | hope
that this case has sent a clear message to the medical
community that they need to be sure the controlled
substances they prescribe are medically necessary. If doctors
have a doubt if they could get in trouble, this case should
answer that”?

After obtaining a conviction, prosccutors said the doctor’s
“practice amounted to a criminal enterprise” becanse he
charged for his service and should have known that seme of
his paticnts were faking or cxaggerating their pain.**

1n a third case, following indictment for murder related to
prescribed drugs, the District Attorney is described as saying:

other than

“a jury would have to decide whether the medications Green
allegedly prescribed illegally were excessive, or whether the
individuals should have been getting the medications at all”?”

In summary, we found 47 cases of media accounts
published in 2004 and 2005 involving 53 doctors indicted
or convicted of criminal activities related to opioids. In 32
cascs, the criminal charges were based on allegations of
prescribing opioids outside the bounds of normal medical
practice. In only two of these cases did a state medical board
make a judgment before criminal action. In many cascs,
witnesses were undercover mvestigators taught to deceive
doctors or they were drug-abusing people who deceived
doctors. Some of the news accounts indicated that the
doctors thought these people were real paticnts in pain.

Many people have been trained to behave Bke patients
with a wide variety of diseases. These people are used to teach
medical examination skills in medical schools and in the
testing of medical students for promotions and physicians for
Heenses. They are called “standardized patients” and are also
used for continuing medical education cvaluations. Standar-
dized patients have fooled experienced doctors.®® Tt is not
surprising that trained undercover agents or clever drug
abusers can also fool experienced doctors.

Our method of an internet search for news articles about
doctors indicted or tried for offenses with respect to opioids
has limitations. It may undetestimate the truc number of
cases bronght dnring the 2-years period nnder stdy. A
second limitation is the small amount of factual information
in most of the articles. This has limited our ability to do a
more comprehensive review of the actions taken and of the
motivations of the parties involved. Nevertheless, it is clear
from some of the gnotations in the articles and from the fact
that all five doctors indicted for murder were not guilty, that
prosecntorial excesses and hyperbole appeared to be routine.
The dire consequences to one physician and his patients of
unsubstantiated charges of murder and other drug-related
offenses have been described.?’ The consequences for the
paticnts were the loss of their doctor and loss of pain control
with resultant disability and depression. The consequences
for the doctor were time spent in jail, loss of income and
savings, loss of medical practice, the ability to practice during
the time the case was pending, and concern about the
possible outcome of the criminal proceeding?' These
conscquences probably occurred to other indicted physicians
and their patients as well.

A physician apparently risks being charged with mnrder
only when a patient takes more than the prescribed dose of a
“controlled substance” If paticnts take overdoses of anti-
depressants or other medications not on the list of controlled
substances and dic as a result, prescribing doctors do not
appear to have been criminally charged with murdering their
patients. This risk of being called a murderer if one prescribes
opioids to patients in pain who subsequently die, contributes
to the present climate of opinion that inhibits many doctors
from treating people in pain with adequate doses of opioids.
A finding tbat is used to indict some doctors for murder

v Al e com/ept
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relates to the misinterpretation of forensic dmg level
mcasurements. Some chronic-pain paticnts on appropriatcly
large doscs of opioids dic under circumstances in which they
become medical examiners’ cases. Some medical examiners
interpret forensic opioid levels from these patients as causing
their deaths. This is because they apply criteria for an opioid
concentration that may be fatal in a drug-naive patient to a
chronic-pain paticnt who is tolcrant to opioids.”* Func-
tioning pain paticnts, recciving appropriate doscs of opioids
chronically, can have drug levels in the range that can kill
people intolerant of opioids. Pain patients who died of
unrelated causes have been erroneously declared to have died
of opioid overdose by medical cxaminers who have inter-
preted the drug levels inappropriately.”” This has led to
unwarranted criminal charges against the prescrihing physi-
cians.

Publicity about doctors being arrested and tried for their
prescriptions given to patients who deceived them and the
hyperbelic public denunciations of these doctors by prose-
cators sends “a clear message to the niedical community”' It
contributes to physicians’ fear of prescribing opioids. More
importantly, it makes doctors suspect patients claiming to be
in severe pain. This suspicion interferes with a proper
doctor-patient relationship and prevents adequate therapy
for patients genuinely in pain.

When the alleged controlled substance offense occurs
ontside of a doctor—patient relationship, a jury trial is the
appropriate way to determine guilt or innocence. The
statemnent by a prosecutor that a lay jury is the proper body
to decide if a specific prescription is within or outside the
bounds of acceptable medical practice™ should not be
correct. When prescriptions are written in a doctor’s ofhce
and a doctor-patient relationship is presnmed to exist, the
state medical board is the governing body responsible for
evaluating the evidence and determining if an action i
or outside the bounds of acceptable medical practice. This
occurred only twice in the 32 cases in which a doctor—paticnt
relationship was presumed to cxist. Our review failed to
identify the reason why medical board review before
indictment was consistently avoided by prosecutors.

The intended purpose of these criminal prosecutions is to
stop the diversion of controlled substances away from
legitimate medical use. The average delay between initiating
an investigation and bringing criminal action appeared to be
2 years. In onc-third of the cases, it was longer. Certainly, a
state medical board can take action by stopping a physician
from prescribing opioids faster than the time needed for a
criminal investigation, trial, and conviction. A morc effective
and rapid way to stop diversion of physician-prescribed
opioids is to promptly refer the cases of physicians rcasonably
suspected of supplying opioids to diverters to their state
medical boards rather than the criminal jnstice system. The
boards can then take any appropriate actions including
referring the case of the physician to the criminal justice
system for prosccution. Such actions as convicting a 74-ycar-
old physician and giving him a 19-ycar jail sentence when he

within
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claimed to be innocent and treated people in pain' is far
from the best way to stop diversion. 1t is an cxcellent way to
make physicians reluctant to prescribe adequate doses of
opioids to patients with chronic pain who need strong
analgesia.

CONCLUSION

There are physicians who abuse their privileges and
knowingly arrange for opioids to be taken by people who
arc not in pain. There arc other physicians who appear to
have a doctor-patient relationship with people who deceive
the doctors into treating them as patients in pain. And there
are many doctors who treat patients in pain appropriately
with high doses of opioids. Any of these doctors may be
investigated and risks prosecution with a lay jury to decide it
the prescriptions arc within or outside the bounds of medical
practice. This inhibits doctors from prescribing appropriately
high doses of opioids to patients who need them. Tn addition,
when doctors must continually be suspicious of patients
claiming to be in pain because being deceived can lead to
criminal prosceution, their willingness to treat patients in
pain with opioids diminishes. This harms paticnts in pain by
increasing their suffering and by diminishing their ability to
work and to function independently and in society. State
medical boards rather than lay juries should be used to
determine if doctors arc prescribing opioids for paticnts
inappropriately. If the prescriptions arc determined to be
within the bounds of medical practice, the case should end
immediately. If the doctors arc intentionally prescribing
opioids for non-medical uses, they should be referred to the
criminal justice system. If the doctor is intending to treat
patients in pain, but prescribing excessively, the state medical
board can and should take appropriate action. This would be
a far more cfficient and cffective way to diminish this aspect
of drug diversion than current criminal prosccution. It could
eliminate prosecutions for prescriptions given within the
bounds of medical practice. This would help diminish the
fear of government punishment for prescribing opioids and
lower this barricr to the adequate treatment of pain.
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Not Your Average Pot Proponent

SANTA CRUZ, Calif., May 24, 2004

{AP) What do you do when you sue U.S. Attorney General John Ashcroft and win? Fifty-one-year-old Valerie Corral, a
sinewy 5-foot tall great-granddaughter of Italian immigrants, throws back her head laughing, her hands reaching to the
clouds, hips wiggling, feet stomping.

"It's my happy dance!" she says, throwing her arms around her husband Mike.
She has also planted an acre of marijuana.
The decision that lets the crop remain is just one round in a long legal battle.

Last month, a federal judge in San Jose issued a preliminary injunction banning the Justice Department, including
the Drug Enforcement Administration, from interfering with the Corrals' pot garden, set above an ocean bluff near
Davenport, about an hour south of San Francisco. The injunction gives the judge time to reconsider his earlier
decision to allow the garden to be uprooted.

Still, the Corrals call the injunction a victory.

They share their harvest through the first legally recognized, nonprofit medical marijuana club in America, which they
founded in 1993. The club has about 250 seriously ill members who have prescriptions from their doctors to use
marijuana to alleviate their suffering, increase their appetites and contral their seizures. The marijuana is free.

The San Jose ruling is one of a number challenging federal restrictions on medical marijuana, which has consistently
won support in national opinion polls since 1995 but has had a mixed record in state ballot measures.

This summer, the U.$. Supreme Court is expected to decide whether to hear another case that could undo or affirm
the Carrals' right to grow pot — granted by state and local regulations, but denied by federal law. A second case in
federal court in San Francisco — in which other medicinal-use growers seek to reclaim seized marijuana — could
also affect the couple.

The Justice Department refused comment.

Far now, the Corrals are the only people in the United States growing marijuana in their backyard backed by state
law, a local ordinance and a federal judge's injunction. And Valerie Corral has become a heroine to proponents of
medical marijuana.

"This could be the moment of the beginning of the end of this insane war against the sick," said Bruce Mirken of the
Washington D.C.-based advocacy group Marijuana Policy Prejest. "And while the DEA and the Justice Department
characterize Valerie as a common drug dealer, all you have to do is spend two minutes with her to know that's a lie."

During the past three decades, while sharing marijuana with sick people, Corral has watched — and in many cases
held — 140 friends, ranging in age from 7 to 96, as they died of cancer, AIDS and other illnesses.

"It is the greatest honor to be asked by a person who is dying to sit with them " she said.

Reflection on those deaths has given her strength, she said — while battling the government, when federal agents
pointed a rifle at her head, and when her motives have been called into question.

"John Ashcroft is not someone | would have chosen to tangle with, but | think of him, and George Bush, as lost souls,"
she said. "When | look at them, | think about how they are just people, ... and that makes them less fearsome.
Ultimately we all make the same journey, and ultimately | hope they make theirs in peace."

In fact, Corral's compassion is grudgingly respected at the DEA's San Francisco office.

“I'm personally impressed with her desire to help deathly ill people,” said spokesman Richard Meyer. "It's just that she
makes it look like the way to help sick and dying people is to give them marijuana. And that's not the case.

"There's hundreds of ways to help these people. The DEA has a lot of compassion for those people who are sick and
dying, but | think there are many, many ways to help them without giving them marijuana."
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At DEA headquarters, authorities said the issue has nothing to do with Valerie Corral or compassion.

"This may be personal to her, but it's not personal to the DEA," said the agency's Will Glaspy in Washington, D.C.
"The DEA's job is to enforce the Controlled Substance Act. Congress passed the laws and charged us with enforcing
them. She is attempting to use the court system to get what she wants."

Valerie Corral's path to becoming a medical marijuana advocate began 31 years ago, the day a small airplane
swooped low and buzzed a Volkswagen she was riding in through the Nevada desert. The car went out of control and
was sent skidding, rolling and bouncing 365 feet through the dust, brush and rocks.

Corral's slight body was flung against the roof and doors, causing brain damage, epilepsy, and a lifetime of staggering
migraines. She took prescription drugs but still suffered convulsions, shaking and grand mal seizures.

Then one day, Mike handed her a medical journal article that showed marijuana controlled seizures in mice. Since
then, for 30 years, Valerie Corral says she has maintained a steady level of marijuana in her system.

Her legal challenges began in 1992, when the local sheriff arrested her for growing five marijuana plants. With Mike,
she challenged the law, using the defense of necessity.

Prosecutors dismissed the case, saying they didn't think they could win before a sympathetic jury in liberal Santa
Cruz. When the sheriff arrested the Corrals again in 1993, the district attorney said he had no intention of ever
prosecuting them and told police to leave them alone.

A few years later, the Corrals helped draft California‘s landmark Compassionate Use Act, approved by voters in 1996,
that allows patients with a doctor's recommendation to use marijuana. Similar laws in Alaska, Arizona, Colorado,
Hawaii, Maine, Nevada, Oregon and Washington allow the infirm to receive, possess, grow or smoke marijuana for
medical purposes without fear of state prosecution.

But the law did not provide complete protection from arrest
While local authorities worked with the Corrals to protect them against theft and coordinate distribution, federal agents
continued to assert that growing, using and distributing marijuana was illegal. To provide legal protection, the city of

Santa Cruz deputized the Corrals in 2000 to function as medical marijuana providers.

But in September 2002, federal agents raided the Corrals' farm — just weeks before their annual harvest — taking the
couple to jail and pulling up more than 150 plants.

The Corrals were never charged, but the raid prompted them to begin a legal challenge to the federal ban, aided by a
team of attorneys including Santa Clara University law professor Gerald Ueimen and advocates at the Drug
Policy Aliiance, a non-profit Washington D.C.-based organization.

This is the case in which the San Jose judge recently ruled in their favor.

"Representing Valerie Corral, for me, is like representing Mother Teresa," said Uelmen, a constitutional law expert,
calling her "one of the most compassionate peaple I've ever met."

And one who has led a movement to a new high.
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