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(1) 

DISCUSSION DRAFT OF THE FOOD AND DRUG 
ADMINISTRATION GLOBALIZATION ACT 
LEGISLATION: DRUG SAFETY 

THURSDAY, MAY 1, 2008 

HOUSE OF REPRESENTATIVES, 
SUBCOMMITTEE ON HEALTH, 

COMMITTEE ON ENERGY AND COMMERCE, 
Washington, DC. 

The subcommittee met, pursuant to call, at 10:11 a.m., in room 
2322 of the Rayburn House Office Building, Hon. Frank Pallone, 
Jr. (chairman) presiding. 

Members present: Representatives Pallone, Waxman, Towns, 
Green, DeGette, Schakowsky, Solis, Hooley, Matheson, Dingell (ex 
officio), Buyer, Pitts, Murphy, Burgess, and Barton (ex officio). 

Staff present: Jeanne Ireland, Jack Maniho, Virgil Miller, Me-
lissa Sidman, Ryan Long, and Chad Grant. 

Mr. PALLONE. The hearing of the subcommittee is called to order, 
and today we are having a second hearing on the Food and Drug 
Administration Globalization Act today, specifically with regard to 
the drug provisions. As I think you know, last week we discussed 
the food-related provisions and today we will be focusing on the 
drug-related provisions only. I recognize myself for an opening 
statement. 

OPENING STATEMENT OF HON. FRANK PALLONE, JR., A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF NEW JER-
SEY 

In recent years, there have been a number of revelations about 
drug safety that have shaken public confidence in the FDA’s ability 
to ensure that consumers are using safe and effective drugs. Tens 
of thousands of patients have been placed in harm’s way due to the 
failings of our current drug safety system, and while we boast that 
America has the safest drug supply in the world, clearly more 
needs to be done. The American people must be able to trust that 
the drugs they take to save their lives will not cause additional 
harm. 

Earlier this week, the Subcommittee on Oversight and Investiga-
tions held a hearing to examine the events of the recent tainted 
heparin tragedy. The heparin case resulted in the deaths of at least 
81 Americans, caused 785 severe allergic reactions in the United 
States, and affected patients in 10 other countries as well. The O&I 
findings revealed that not only are FDA’s inspection policies inad-
equate, but worse, they actually could have contributed to the hep-
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arin-related deaths. This is simply unacceptable, and I have to say 
that I am outraged by the fact that this type of situation could 
have occurred and I would like to express my sympathy to the indi-
viduals and families affected by the incidents. But what worries me 
is that without congressional intervention, this could happen again. 
We have an obligation to the American people to ensure that the 
FDA has the resources it needs to protect them from these types 
of situations. 

We have heard from a number of sources including the GAO, the 
FDA’s Science Board, and other stakeholders that the FDA is woe-
fully underfunded and that this underfunding is the driving force 
behind the Agency’s inadequacies, and finally the Agency itself dur-
ing the hearing on Tuesday confirmed this fact. They cited that 
they need $100 million more for domestic inspection and regulation 
activities and $225 million additional to adequately inspect and 
regulate foreign manufacturers. Clearly, the paltry $11 million 
budget for foreign inspections in 2008 doesn’t even come close to 
being enough to enable the FDA to ensure a safe drug supply. At 
present, 80 percent of all active ingredients in drugs sold in the 
United States are made in other countries and yet the FDA only 
inspects foreign facilities in countries such as China and India once 
every 30 years. 

The draft we are discussing today would change that. As with 
the food companies, it would require all facilities, foreign and do-
mestic, to register annually with the FDA, providing the Agency 
with an up-to-date list of all drug manufacturing facilities and ac-
tive ingredient manufacturing facilities as well. It will generate the 
revenue needed to allow the FDA to conduct frequent inspections 
of all facilities by charging an annual fee that we are fully intend-
ing to specify in the final bill. It establishes new and stronger en-
forcement tools that the FDA can use against bad actors and re-
quires manufacturers of drugs and biologics to test their products 
carefully for contaminants. And I do also want to point out that the 
funding proposed in this discussion draft is intended to supple-
ment, not supplant, current FDA appropriations. 

I feel confident that we will be able to put together a strong bill 
and I am pleased that the industry, pharmaceutical companies, bio-
logic companies, and generic companies have been so far willing to 
cooperate and assist in our endeavors. We have even received let-
ters of support for this bill from leading drug manufacturing com-
panies. I know there are still areas that we need to work on and 
details we need to iron out, and I look forward to hearing your tes-
timony today highlighting those areas from the witnesses. 

I also wanted to mention that my colleagues, Mr. Buyer and Mr. 
Matheson, are particularly concerned about the surge in counterfeit 
drugs in the marketplace and I welcome a discussion of their pro-
posed legislation, H.R. 5839, Safeguarding America’s Pharma-
ceutical Act, during today’s hearing. Particularly I am looking for-
ward to a discussion around the issue of leveraging information 
technology to protect our Nation’s drug supply. It has been identi-
fied in multiple GAO reports that the FDA is currently operating 
with a severely under-equipped information technology system 
which actually also may have played a role in the heparin case. 
While I applaud the initial progress that has been made on FDA’s 
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part by hiring a new chief information officer and centralizing the 
existing systems, more can be done to support the Agency in their 
IT investments, which I believe will not only benefit the patients 
but will also enable the Agency to be more efficient and effective 
in carrying out the required tasks. 

Finally, patients and their health providers have to have con-
fidence that the medicines they take to treat diagnosed illnesses 
meet the highest standards of safety and efficacy, and again, I look 
forward to hearing from today’s witnesses and the discussion 
around some of these issues. 

Mr. PALLONE. I understand Mr. Deal is not here today so Mr. 
Buyer is going to act as the ranking member, and I yield to the 
gentleman 5 minutes for his opening statement. 

OPENING STATEMENT OF HON. STEVE BUYER, A REPRESENT-
ATIVE IN CONGRESS FROM THE STATE OF INDIANA 

Mr. BUYER. I thank Chairman Pallone for holding the hearing 
today and I appreciate Chairman Dingell’s willingness to include 
H.R. 5839, a bill I introduced along with Jim Matheson, Mike Rog-
ers, and Gene Green 2 weeks ago, in this hearing. I appreciate the 
chairman’s comments in reference to this bill. 

Our committee has been committed to addressing the dangers of 
counterfeit, adulterated, and misbranded pharmaceuticals affecting 
our Nation. When I use the word pharmaceuticals I also include 
biologics in that, and with that comment, I welcome our colleague, 
Jim Greenwood, to take special attention to that. 

I believe H.R. 5839, Safeguarding America’s Pharmaceuticals 
Act, aligns well with our commitments to not only providing for im-
proved safety within our regulated drug supply chain but also pro-
tecting our drug supply chain from outside threats. I think we all 
understand the cost to America’s health from accepting the norm 
and disregarding and failing to protect our Nation from a new pub-
lic health threat. Our Nation has set the gold standard for safety 
and efficacy of pharmaceuticals. However, even with the many 
steps that we have taken to protect this gold standard, our phar-
maceutical market is attractive to criminal interests seeking to 
make tremendous profits by praying on America’s most vulnerable 
populations: the sick, the disabled, and the elderly. 

America is not insulated from the exploding counterfeit drug 
market, which is expected to earn an annual global profit in excess 
of $75 billion by year 2010. In fact, due to our weak adverse event 
reporting system, we cannot even grasp the effects of counterfeit 
and adulterated and misbranded medications upon people in our 
society. We do have some idea about the quality of prescription 
drug packages entering our Nation through testing that FDA has 
conducted in our international mail facilities. FDA periodically con-
ducts blitz exams to test samples of pharmaceuticals entering our 
ports of entry. After a 2003 blitz exam of 4 of our international 
mail facilities, the FDA found that 88 percent of the drug products 
the Agency examined during this blitz contained unapproved drugs. 

Furthermore, within our own regulated pharmaceutical supply 
chain, we know counterfeiting and diversion occurs. In 2003, the 
FDA announced a recall of some 200,000 bottles of Lipitor that 
were believed to be fake, and in previous years 110,000 bottles of 
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other counterfeit drugs were used to boost red blood cell production 
in people with cancer and kidney disease that made their way into 
the marketplace. 

The main reason for the rash of counterfeit drugs is not sur-
prising: it is money. Pharmaceutical counterfeiters are what I refer 
to as the new drug lords of the world. In fact, experts have claimed 
that it is more lucrative to sell counterfeit drugs than narcotics, 
and the criminal penalties for engaging in counterfeiting drugs are 
far less than those selling narcotics. I think when you use the term 
‘‘drug lord,’’ Mr. Chairman, people think of Colombians. I would say 
the analogy here is that Colombians are rather foolish. A drug lord 
who is a Colombian selling cocaine or marijuana is the equivalent 
of someone taking a gun down to the 7-11 and doing a robbery. 
Those criminal penalties are pretty stiff. But these new drug lords 
are highly sophisticated criminal syndicates that move their coun-
terfeits through many different nations to insulate themselves from 
criminal prosecution and they do that because it is a highly lever-
aged, lucrative market, not only in the United States but around 
the world. Americans, I believe, must have the assurances that the 
medications they take are those manufactured and FDA-related 
pharmaceutical entities. 

H.R. 5839 is about patient safety. The bill ensures the destruc-
tion of unapproved and potentially dangerous drugs coming 
through our ports of entry and allows for the creation of a uniform 
Federal drug pedigree system. It raises the licensure standards for 
pharmaceutical wholesalers and calls for a study on how we can 
better protect Americans from counterfeit drugs. With our legisla-
tion, patients will benefit greatly in knowing that the medications 
they consume, in fact, the medication their doctor prescribed, is not 
a medication which has been counterfeited, adulterated, or diluted. 
I recognized earlier we had had a conversation on whether we 
should actually require our doctors to ask of their patients when 
you prescribe a drug, where are you buying your pharmaceuticals. 
The AMA did not want us to do further mandates upon docs, and 
I understand that, but docs today when they come up with their 
diagnosis and have a prognosis, they write their scrip, they believe 
their patient is going down to a local pharmacy, not realizing that 
many of their patients are buying them over these Internet Web 
sites, thousands of them, of which only 15 are even FIP-certified. 
So we have a real problem here that we are going to need to face. 

Congressman Matheson and I have carefully constructed H.R. 
5839. We have learned from experiences in States like Indiana, 
California, and Florida, which have taken a strong lead in 
strengthening their pharmaceutical distribution systems. We have 
engaged in extensive discussions with stakeholders across the sup-
ply chain, and I wanted Chairman Dingell to know that, that over 
this last 6 months Congressman Matheson and I, Chairman Din-
gell, have done everything we possibly can in discussions with ev-
eryone in the industry, and it is very difficult to come up with a 
consensus. You know that. You created the paper pedigree system. 
So we are just trying to modernize that into electronic form, and 
it is very challenging. I believe our approach provides for a great 
flexibility and a tremendous input from the stakeholders and I ap-
preciate the support from some of the companies throughout the 
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supply chain including the manufacturers, big and small drug 
wholesalers, and pharmacists. 

I look forward to working with Chairman Pallone and Chairman 
Dingell and other members of the subcommittee as we move for-
ward the Buyer-Matheson legislation, and with that I yield back. 

Mr. PALLONE. Thank you. 
I yield to Chairman Dingell for an opening statement. 

OPENING STATEMENT OF HON. JOHN D. DINGELL, A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF MICHI-
GAN 

Mr. DINGELL. Mr. Chairman, I thank you for your courtesy. I 
commend you for the hearing and I look forward to good things 
coming from this effort today. 

The hearing is an important one and it relates to how the Food 
and Drug Administration is going to better carry out its functions, 
and we are dealing specifically with our Food and Drug Adminis-
tration Globalization Act discussion draft. Since last fall, under 
your leadership and that of Mr. Stupak, Mr. Shimkus, and others, 
and the Subcommittee on Oversight and Investigations, we have 
found many dangerous gaps in the foreign inspection system of 
Food and Drug Administration. What was found and what was con-
firmed by the Government Accountability Office and FDA’s own 
Science Board was a system which is grossly and grotesquely un-
derfunded, with authorities largely outdated, based on a lot of trust 
but very little verification and quite small success. We cannot any 
longer follow this important regulatory function on blind faith. 
What was shown clearly at the hearing on the heparin disaster 
earlier this week by the Oversight Subcommittee confirms that. 
The consequences of this system led to the deaths of 81 people of 
whom we know, injuries and sickness of serious character for hun-
dreds or perhaps thousands more. 

An important step toward addressing this occurred at the hear-
ing on Tuesday. During this hearing, Dr. Janet Woodcock, director 
of the Center for Drug Evaluation and Research at FDA, candidly 
acknowledged the need for substantial new funding for inspections 
and stated that at least $225 million would be needed to put for-
eign facilities inspections on par with inspection of our domestic 
firms. Dr. Woodcock also indicated her agreement with the need for 
key authorities proposed in a discussion draft circulated 2 weeks 
ago by Congressman Stupak, Congressman Pallone, and I. She is 
to be commended for her leadership, frankness, and courage in this 
matter. 

The discussion draft would require FDA to conduct more inspec-
tions of foreign drug firms and to give the Agency authority to deny 
entry to those imports produced in facilities that refuse to be in-
spected or impede an inspection. We would also require drug man-
ufacturing facilities to register with FDA annually, pay a registra-
tion fee and be assigned a unique identifier to provide a more accu-
rate accounting of facilities and allow FDA to move quickly in the 
event of safety incidents. 

Finally, we would enable FDA to explicitly require manufactur-
ers to know and verify the safety of their suppliers. This is the first 
time we have heard from a high-ranking Administration official in 
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ways which would enable that agency or this committee to see to 
it that FDA does and has the resources it needs to do the job. 

And again, I want it known that I appreciate Dr. Woodcock’s can-
dor. To her credit, she has stepped forward in the midst of a public 
health crisis to deal honestly with the Congress and tell the Con-
gress what her agency needs to better protect the American people 
from unsafe drugs. How I wish that others in the Administration 
would show the same vigor, responsibility and leadership. I hope 
that we can continue our dialog today with the same degree of can-
dor on the part of all of the persons involved, including members 
of the Committee. 

I am pleased to note that the drug industry’s willingness to work 
with us in addressing these problems is rather better than that of 
the Administration or of some other industries. While we may dif-
fer on details, in marked contrast to food manufacturers, the drug 
industry appears to recognize that a safer drug supply is not only 
in the interests of the public health but is also a matter of interest 
in their bottom line. I appreciate the letters of support we have re-
ceived from two generic manufacturers, Ranbaxy and Teva, as well 
as consumer groups, such as Consumers Union and Center for 
Science and the Public Interest. 

Mr. Chairman, food, drug, device, and cosmetic safety are impor-
tant to American consumers. The discussion draft is a good and 
meaningful step forward in providing what FDA needs to serve as 
a premier public health agency of the United States government. 
I remember when this was so. Regrettably, it needs some rather se-
rious effort to get us back to where Food and Drug will again serve 
in that capacity. 

I look forward to working with all my colleagues on the Com-
mittee and with FDA and interested stakeholders to craft good, re-
sponsible and bipartisan legislation so that the Food and Drug Ad-
ministration is able to competently fulfill its critical mission. 

Mr. Chairman, I commend you for the hearing and I thank you 
for your courtesy. 

Mr. PALLONE. Thank you, Chairman Dingell. 
Next I would recognize the gentleman from Pennsylvania, Mr. 

Murphy. 

OPENING STATEMENT OF HON. TIM MURPHY, A REPRESENTA-
TIVE IN CONGRESS FROM THE COMMONWEALTH OF PENN-
SYLVANIA 

Mr. MURPHY. Thank you, Mr. Chairman. 
In this Congress, we have had numerous Oversight and Inves-

tigation hearings regarding drug safety. During one such hearing 
last November, I asked the witnesses if they would allow their chil-
dren to take prescription drugs, knowing they contained active in-
gredients all imported from China. All the witnesses somewhat re-
luctantly answered ‘‘yes,’’ but given that the GAO estimates the 
FDA only has about 7 percent of foreign establishments inspected 
per year, I understand the witnesses’ reluctance. Unfortunately, we 
don’t even know if the FDA really inspects 7 percent of foreign es-
tablishments, as the GAO reports that one FDA database indicated 
there were 3,000 establishments. Another one indicated there were 
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6,800 establishments. Clearly, we need to manage our information 
technology infrastructure better. 

Regardless of the number of actual inspections, we know the 
number is low and that importing active pharmaceutical ingredi-
ents from countries like China can be dangerous. Sixty-two deaths 
have been linked to the nationwide recall of heparin. Every death 
was linked to an active pharmaceutical ingredient produced in 
China. The FDA admitted it did not perform a pre-approval for the 
facility and obviously domestic quality control measures in place 
were not adequate. We must raise the bar, and I hope we hear 
from the witnesses today how we can improve drug safety without 
crippling the supply chain. 

After speaking with drug manufacturers in my district like 
Mylan and GlaxoSmithKline, I believe we have universal agree-
ment that we must improve drug safety. The question is how we 
improve drug safety in a way that best maximizes the limited re-
sources of the FDA and the robust quality control measures al-
ready in place at most of our domestic facilities. This bill provides 
additional authorities to conduct inspections, destroy counterfeit 
imported products, and mandate recalls, all worthy improvements. 
However, if we are to institute a registration fee on manufacturers, 
I am concerned that the fee be targeted to increasing oversight of 
foreign drug manufacturing facilities rather than just placing addi-
tional burdens on domestic manufacturer facilities. 

I also want to applaud the good bipartisan work of Congressmen 
Buyer and Matheson for introducing legislation to improve our 
drug pedigree system. States like California are undertaking indi-
vidual efforts to establish track-and-trace policies that could lead 
to a patchwork of State laws. The Buyer-Matheson bill would 
produce an updated Federal standard to our drug pedigree system. 
From my work developing legislation to harmonize the reporting of 
hospital-associated infections where you now have over 26 different 
State laws, there is real value in introducing a Federal standard. 

I look forward to witnesses’ testimony today, and with that, I 
yield back, Mr. Chairman. 

Mr. PALLONE. Thank you. 
I recognize Mr. Waxman for an opening statement. 

OPENING STATEMENT OF HON. HENRY A. WAXMAN, A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF CALI-
FORNIA 

Mr. WAXMAN. Thank you, Mr. Chairman, and I want to commend 
you for holding this hearing and also to commend you, Chairman 
Dingell and Chairman Stupak, for their efforts in pulling together 
the strong legislation to address the dangerous gap in FDA’s au-
thority and the critical lack of resources. 

As Americans are all too aware, the demands being placed on the 
FDA have essentially overwhelmed the Agency’s ability to effec-
tively respond and FDA is now indeed in a crisis. That strain is 
in large part due to an increasingly globalized drug development 
and manufacturing model. Twenty years ago, 90 percent of U.S. 
drugs came from the United States or the European Union. Today 
that number has dropped to 20 percent. This clearly means that 
FDA must amplify its international presence if it is to have the 
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hope of keeping up. FDA will need a serious infusion of resources 
and multiple new authorities to do the job we all expect it to do. 
In a moment of much appreciated candor, FDA told us on Tuesday 
it would take an additional $225 million for the Agency to inspect 
the 3,300 drug manufacturing facilities abroad, but according to 
GAO, FDA’s information technology systems are so out-of-date that 
the Agency cannot even be sure that there are actually only 3,300 
facilities abroad in need of inspection. In 2001, one of FDA’s data-
bases said there were 3,000 foreign establishments while another 
said there were 6,800. FDA’s inability to even assess basic informa-
tion, like how many facilities abroad it should be inspecting, is sim-
ply unacceptable. By creating a mandatory registration fee for drug 
and device manufacturers, both in the United States and abroad, 
the bill will generate critical dollars that will enable FDA to con-
duct more inspections, and I hope the industry will get behind 
those fees. We must also ensure FDA gets the necessary funding 
to revamp its IT systems. Otherwise it won’t be able to effectively 
use the information gleaned from an increased inspection force. 

The bill fills some critical gaps in FDA’s authority by granting 
FDA recall and administrative detention authority and enhanced 
enforcement tools like civil monetary penalties for improper import 
filings. At the heparin hearing, FDA highlighted the fact that they 
currently lack subpoena authority and indicated that authority 
would be helpful. The bill doesn’t have that in its present form but 
I think we should look at adding it and other authorities as well. 

On the drug pedigree issue, I commend Mr. Matheson and Mr. 
Buyer for their work on this legislation. I hope we will proceed 
with great caution when talking about a bill that might preempt 
the efforts of States. As many of you know, California has enacted 
a strong bill, so any Federal legislation that seeks to nullify Cali-
fornia’s law must provide the same or greater degree of protection 
or else preserve California’s ability to proceed with its legislation. 

Let me finally stress the importance of moving this legislation 
now. Without the authorities and resources provided in the bill, we 
leave ourselves vulnerable to another heparin debacle. I want to 
congratulate the people who have authored the strong legislation 
before us and look forward to working with them and others to 
pass it into law. 

Mr. PALLONE. Thank you, Mr. Waxman. 
I next recognize our vice chair, Mr. Green, for an opening state-

ment. 

OPENING STATEMENT OF HON. GENE GREEN, A 
REPRESENTATIVE IN CONGRESS FROM THE STATE OF TEXAS 

Mr. GREEN. Thank you, Mr. Chairman, for holding the hearing 
today on the discussion draft of the Food and Drug Administration 
Globalization Act. 

Today we are focusing specifically on drug safety. I have had the 
opportunity to participate in several hearings led by Chairman Stu-
pak in the Oversight and Investigation Subcommittee on drug safe-
ty. Last week we had a hearing on the foreign drug inspection pro-
gram and this week we had a hearing on the heparin incident. All 
these hearings have clearly shown that the FDA does not have the 
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resources, funding, or technology it needs to protect the American 
public from counterfeit or tainted drugs entering this country. 

In light of these hearings and the recent heparin incident, I 
signed on as an original cosponsor of Mr. Buyer, Mr. Matheson, 
and Mr. Rogers’ legislation, H.R. 5839, the Safeguarding America’s 
Pharmaceuticals Act. I believe the Safeguarding America’s Phar-
maceuticals Act and Chairman Dingell’s discussion draft can help 
us address many of the concerns we have with regard to drug safe-
ty. This discussion draft calls for increased resources for overseas 
facility inspections by FDA, an up-to-date registry of all foreign 
drug manufacturing facilities, country-of-origin labeling, 
verification of drug purity and safety, and gives the FDA the ability 
to issue fines and mandatory recalls. 

H.R. 5839, the Safeguarding America’s Pharmaceuticals Act, is 
an especially well thought through approach. It makes changes to 
help protect our Nation’s pharmaceutical supply as well. Currently, 
FDA does not have the authority to destroy adulterated, mis-
branded, or inadmissible drugs at the Nation’s international mail 
facilities. The FDA must waste time and money returning the 
packages to the sender. Often the FDA sees the same rejected 
packages with their own return-to-sender stamps at the mail facili-
ties that have been sent in a second attempt to pass through the 
FDA system. H.R. 5839 gives the FDA the ability to destroy these 
packages when they are first rejected. Safeguarding America’s 
Pharmaceuticals Act gives us one national pedigree system to allow 
for consistency and efficiency when pharmaceuticals are moving 
about the country. The bill also creates a track-and-trace system 
that would establish a drug identification and tracking system 
through which drug manufacturers, repackagers, wholesale dis-
tributors, and dispensers can authenticate the wholesale distribu-
tion history of any prescription drug that has a standardized nu-
merical identifier. I know the National Association of Chain Drug 
Stores that are testifying before us today have some concerns re-
garding the track-and-trace system. I am hopeful we can work out 
their concerns because they are definitely part of our healthcare 
delivery system. The discussion draft of the Safeguarding America’s 
Pharmaceuticals Act makes great strides toward assuring drug 
safety at home and abroad. 

Again, I want to thank you for your leadership, for holding the 
hearing. I want to thank our witnesses for appearing today, and I 
yield back my time. 

Mr. PALLONE. Thank you. 
Next, the gentlewoman from Oregon, Ms. Hooley, for an opening 

statement. 

OPENING STATEMENT OF HON. DARLENE HOOLEY, A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF OREGON 

Ms. HOOLEY. Mr. Chairman, thank you and your staff for this ex-
traordinary effort in putting this discussion draft together. The 
American people want to know that their pharmaceuticals are safe 
and this bill goes a long way toward achieving that assurance. 

This bill creates a registration process and fee for domestic and 
foreign drug and device establishments. I have said for years that 
the FDA is underfunded. This bill begins to address the much- 
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needed resources for drug safety in a fair manner. I especially ap-
preciate the fee amount will be determined by the Secretary based 
on a case-by-case basis per facility. 

This bill also improves the inspection of facilities that produce 
drugs, active pharmaceutical ingredients, devices and device parts. 
This bill requires inspection before a product is put into the stream 
of commerce as well as a portion that inspects facilities already 
producing products that are in commerce. One of the most innova-
tive aspects of the bill is that it requires for the first time the in-
spection of foreign as well as domestic drug and device establish-
ments every 2 years. 

This bill also has a section on country-of-origin labeling, or what 
we call COOL. Being a longtime proponent of COOL, I am pleased 
that this portion of the bill takes COOL one step further to make 
the well-documented origin of drug ingredients the norm for the in-
dustry. Under Section 204, this bill allows the Secretary to deem 
a drug adulterated if upon request the manufacturer of the ingre-
dient and each drug that contains that ingredient does not have 
adequate documentation to establish where the ingredient was 
made. Country-of-origin labeling allows the Secretary to deem mis-
branded a drug or device if its labeling fails to identify the country 
which is the source of the active pharmaceutical ingredient in 
whole or in part and of its place of manufacturing in the case of 
a drug, or the country of manufacturing in the case of a device. 

Our citizens want to know that their medications and their med-
ical devices are safe. This discussion draft provides additional au-
thority for the FDA’s efforts to assure the safety of imported for-
eign-manufactured drugs and devices. I am looking forward to 
working with you as this bill moves forward so that we can assure 
the public that their drugs and devices are safe. 

Thank you. 
Mr. PALLONE. Thank you. 
I recognize the gentleman from Utah, Mr. Matheson. 

OPENING STATEMENT OF HON. JIM MATHESON, A 
REPRESENTATIVE IN CONGRESS FROM THE STATE OF UTAH 

Mr. MATHESON. Well, thank you, Mr. Chairman. As my col-
leagues before stated, I do want to thank you for allowing consider-
ation of the legislation that Representative Buyer and I have been 
working on. I want to thank Representative Buyer for all of his ef-
forts on this issue. He has been a real leader and it has been a very 
good experience to work with him in forming this legislation. And 
in the tradition of this committee working in a bipartisan way, 
when this bill was originally introduced, in addition to Representa-
tive Buyer and myself, we also had Representative Green and Rep-
resentative Rogers from the Committee as original cosponsors, and 
I think that speaks well to the broad-based support for this legisla-
tion. 

I just want to highlight three key points that bear noting with 
regard to this legislation. I want to be clear with my colleagues re-
garding the intent of this legislation is to protect our Nation’s phar-
maceutical supplies from domestic and international counterfeiting 
threats. I think this is a carefully thought-out approach to achiev-
ing this goal. 
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So specifically this legislation does the following. It creates a sys-
tem by which we will be able to track drugs from the time they 
leave the manufacturing facility until the time they reach patients 
in the pharmacy, hospital, nursing home, or doctor’s office. Coun-
terfeiting of drugs is a public health concern. People need to know 
that when they take a prescribed pill, it is real, undiluted and not 
laced with phony ingredients. By implementing these steps now, 
we can go a long way toward safeguarding the medicine people 
need to get well and stay healthy. 

Second, the legislation provides for one uniform national pedigree 
system. By having one Federal standard, we can ensure our Na-
tion’s drug market is efficient and can ensure products flow safety 
and freely throughout the country. This is a guiding principle that 
seems to unite a majority of the members of the supply chain. 

And third, this legislation raises the standards for drug whole-
salers while maintaining States’ rights to regulate drug whole-
salers. I believe this is a necessary step to ridding the market of 
bad actors and ensuring that anyone handling American’s pharma-
ceuticals should be held to high standards. 

Counterfeit drugs harm people. Our families, our friends, and 
our constituents need to know that they have secure sources of 
medication. The victims are often people who need real quality 
drugs the most: cancer patients, AIDS patients, and people being 
treated for heart disease. And the main reason, as Mr. Buyer indi-
cated in his testimony, the main reason for why we are so con-
cerned about the counterfeit drug issue, not surprisingly, is money. 
The Centers for Medicine and the Public Interest predicts that the 
worldwide market for counterfeit drugs will go to $75 billion annu-
ally by 2010, and some experts say it is more lucrative to sell a 
counterfeit drug than a narcotic. Counterfeiters are alarmingly 
good at their jobs. They can create pills and drug packages that are 
so close to the real products that they are indistinguishable to con-
sumers. By strengthening current laws and regulations and by cre-
ating a uniform national standard, our legislation further secures 
the healthcare supply chain. This enhances our country’s current 
high standard of patient safety. 

I look forward to the witnesses’ testimony regarding this impor-
tant issue and, Mr. Chairman, I will yield back. 

Mr. PALLONE. Thank you. 
The gentleman from Pennsylvania, Mr. Pitts, recognized for 

an—— 
Mr. PITTS. I will waive. 
Mr. PALLONE. Thank you. 
The gentleman from New York, Mr. Towns. 

OPENING STATEMENT OF HON. EDOLPHUS TOWNS, A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF NEW 
YORK 

Mr. TOWNS. Thank you very much, Mr. Chairman. Let me thank 
you also, Mr. Buyer, and of course, Mr. Matheson and Chairmen 
Dingell and Stupak and other members who took the leadership on 
the discussion draft and topic. I support the intent of these efforts 
to eliminate threats to our Nation’s safety from drug and medical 
device products regardless of where they actually emanate. I pledge 
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to work with my colleagues to achieve the overall safety goal as we 
better understand the challenges. I look forward to hearing from 
the FDA and other witnesses this morning. 

I am particularly interested in the FDA’s plan to establish a for-
eign office in China and the agencies beyond our borders initiative, 
which seeks to provide for certification by third parties and the 
FDA plans to upgrade its system to gain the necessary information 
about the entire life cycle of imported products. In our current 
modern day America, I cannot imagine that a record 81 deaths 
could occur from an unsafe prescription drug produced outside of 
the United States. That to me is something that I have difficulty 
understanding in this day and age. I believe the overarching prob-
lem of a resource challenged FDA can be solved and foreign coun-
try regulatory gaps can be closed in order to keep the door on trade 
open to allow for all to have a win-win outcome. 

In 2007, America’s biopharmaceutical research companies may 
have spent an estimated $59 billion in domestic drug research and 
development, yet it may take a mere $71 million for the FDA to 
be able to biannually inspect drug manufacturers. For the United 
States to effectively meet this critical aspect of our challenge, the 
bottom line is, the FDA must be able to take a science- and risk- 
based approach and perform surveillance inspections of foreign 
drug manufacturing places and implement other methods to ensure 
compliance with U.S. requirements for drug products which come 
into the U.S. market. 

Mr. Chairman, I would like to thank you and the staff and every-
one who is really working on this. I think this is a very serious and 
very important issue, and I hope we stay with it until we come up 
with some kind of resolution. Thank you so much for your involve-
ment. I yield back. 

Mr. PALLONE. Thank you, Mr. Towns. 
Ranking Member, Mr. Barton, for an opening statement. 

OPENING STATEMENT OF HON. JOE BARTON, A 
REPRESENTATIVE IN CONGRESS FROM THE STATE OF TEXAS 

Mr. BARTON. Thank you, Mr. Chairman. I appreciate the regular 
order that is being used on this issue. 

As we learned during Tuesday’s hearing, drug imports are not 
very well supervised currently, but it is an issue that I think can 
be addressed in a successful fashion if we work together across the 
aisle and also work with the stakeholders and the FDA to solve 
this problem. 

I think everyone understands that the Food and Drug Adminis-
tration lacks sufficient resources to conduct its core mission. Both 
the Agency and industry recognized that fact last year, and we 
were able to work together to negotiate the fourth installment of 
the Prescription Drug User Fee Act, or PDUFA. PDUFA 4 did have 
significant increases in user fees that were paid by the industry, 
and as we said, that has now become law. We did find out though, 
during the debate on PDUFA, that many witnesses and members 
of this committee began to express the fear that the Agency might 
become too dependent on industry user fees. The draft that is cur-
rently before this subcommittee, which, I might add, the Minority 
had no input into, would exacerbate this problem by becoming even 
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more user fee oriented. I think that, as I said a minute ago, we ob-
viously need more assets and more resources for the FDA. We 
should really pay attention to how we give them those resources, 
and it might better to just authorize out of the general revenue as 
opposed to becoming more and more dependent on user fees. 

There are some ideas in the draft before us that are worth ex-
ploring. One is the idea to give the FDA mandatory recall author-
ity. I support that, and I think most members of the Minority 
would support that. I also believe that the premise that the FDA 
should be conducting more frequent inspections overseas is valid. 
We need to work to find a way to make that happen. I do believe, 
however, that instead of setting a specific amount, we should work 
with the FDA and develop an inspection priority system based on 
real risk. We also need to ensure that the quality systems are in 
place to conduct those inspections and to protect the integrity of 
the products that are being inspected. We do not need, in my opin-
ion, to just waste more resources by scheduling mandatory inspec-
tions at specific times. I am not sure that that would be a worth-
while use of our resources. 

The draft offers other concepts that are important. I think that 
nobody should mistake country-of-origin labeling and restrictions 
on ports of entry as safety provisions, however. That is something 
that may come up in the discussion and the questions of the wit-
nesses. 

Chairman Dingell has told me and he has stated publicly that he 
is willing to work with the Minority to develop a bipartisan prod-
uct. I am going to take him at his word. We are going to work in 
a positive way. Hopefully we can come to a consensus to develop 
a product that is worthy of support not only in the subcommittee 
but in full committee and on the Floor. But it is going to take work 
and we on the Republican Minority side are not going to be a rub-
ber stamp for the draft that is currently before the subcommittee. 

With that, Mr. Chairman, I appreciate your regular order process 
and I yield back. 

Mr. PALLONE. Thank you, Mr. Barton. 
Ms. DeGette passes. 
Ms. DEGETTE. I will put my opening statement into the record. 
Mr. PALLONE. She will insert her statement into the record. 
The gentlewoman from California, Ms. Solis. 
Ms. SOLIS. I will also insert my statement in the record. 
Mr. PALLONE. Thank you. I think that concludes our opening 

statements so we will now turn to our witness. Dr. Woodcock, come 
up and take a seat at the panel. I want to welcome Janet 
Woodcock. Dr. Woodcock is director for the Center for Drug Evalua-
tion and Research at the FDA, and I understand you are accom-
panied by Doctor—is it Elisa Bernstein—who is director of phar-
macy affairs of the Office of Policy at FDA, but you are going to 
speak and she is going to be available to answer questions, correct? 

Dr. WOODCOCK. Yes, that is correct. 
Mr. PALLONE. You know we have 5-minute opening statements. 

The statement becomes part of the hearing record and each witness 
may in the discretion of the Committee submit additional brief and 
pertinent statements in writing for inclusion in the record. 

I now recognize you, Dr. Woodcock. Thank you for being here. 
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STATEMENT OF JANET WOODCOCK, M.D., DIRECTOR, CENTER 
FOR DRUG EVALUATION AND RESEARCH, FOOD AND DRUG 
ADMINISTRATION 
Dr. WOODCOCK. Thank you, Mr. Chairman, and members of the 

subcommittee. I am Janet Woodcock. I am director of the Center 
for Drug Evaluation and Research at FDA. I am accompanied by 
Elisa Bernstein, who is director of pharmacy affairs at FDA. Dr. 
Bernstein is an expert in the pharmaceutical distribution chain and 
track-and-trace technologies. 

Thank you for the opportunity to testify on the important issue 
of globalization of our pharmaceutical supply. The rapid and now 
rapidly accelerating shift in drug manufacturing from the United 
States to other countries has caused a great deal of concern over 
the past decade. Currently, as the members have already alluded 
to, a substantial majority of active pharmaceutical ingredients used 
in the United States are made outside its borders, and many of 
these are being increasingly made in developing countries. Ques-
tions have been raised about FDA’s ability to oversee the quality 
of this large and very rapidly growing inventory of foreign manu-
facturing establishments. 

The Subcommittee on Oversight and Investigations of the Com-
mittee on Energy and Commerce has actually held a number of 
hearings on many aspects of this issue over the years. In 1998, the 
GAO issued a report entitled ‘‘Improvements Needed in the Foreign 
Drug Inspection Program’’ that detailed many of the challenges 
that FDA faces. 

Over the last decade, FDA has made extensive efforts to improve 
its ability to oversee the quality of imported drugs, including nego-
tiating data-sharing agreements with other countries, devising 
risk-based approaches to selecting foreign sites that we go inspect, 
developing international guidance on good manufacturing practices 
for active pharmaceutical ingredients—that guidance has been 
adopted around the world—publishing a regulation requiring for-
eign establishments to register, and many other efforts. 

Last year, President Bush issued an Executive Order creating a 
cabinet-level working group on import safety to promote the safety 
of imported products and asked the HHS Secretary to lead the 
group. This group included representatives from 12 Federal depart-
ments and agencies including FDA. It reviewed the procedures, 
regulations and practices for ensuring that imported food, drugs, 
and other consumer products are safe. 

On November 6, Secretary Leavitt presented the Import Safety 
Action Plan to the President. Several new authorities pertinent to 
drug importation were recommended, including authorizing FDA to 
refuse admission of imported products if access to the foreign estab-
lishment was unduly delayed, limited, or denied, providing author-
ity to expedite destruction of drugs of low value and high risk that 
were inappropriate, providing FDA with the authority to require 
under certain circumstances a certificate or other assurance that 
an imported product complies with FDA requirements, and pro-
viding the FDA with the authority to accredit independent third 
parties to evaluate compliance with FDA requirements. In addition, 
the Administration has announced plans to establish FDA offices 
in several countries, including India and China. 
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In January of this year, FDA and then the world became aware 
of deaths and adverse reactions that ultimately were traced to con-
taminated heparin sourced from China. This problem of contami-
nated heparin is continuing to unfold in countries worldwide. So 
the introduction of this discussion draft is certainly timely. We are 
the process of reviewing the discussion draft in detail and look for-
ward to working with you on this legislation. At this time I can 
make some general comments using the framework that guided the 
Action Plan for Import Safety, which could guide the development 
of drug safety legislation. 

Any legislation should allow flexibility for FDA to set require-
ments and priorities based on scientific risk assessments. Any leg-
islation should not rely on inspection as the sole or primary means 
of assuring quality. Quality must be built in. That is a premise of 
the quality movement. It cannot be tested or inspected into a prod-
uct. FDA in 2003, I believe, introduced the concept of quality by de-
sign, which puts the responsibility on the manufacturer to ensure 
that the quality of their products is high by managing the quality 
of the components, the manufacturing process, and the systems 
surrounding the manufacturing process. Quality is a system prop-
erty and cannot be assured by a single component of a quality sys-
tem. It must be maintained by multiple surrounding components of 
the quality system. 

While the Administration is supportive of user fee programs in 
which regulated industry provides funding for additional perform-
ance designed to recoup costs, the Administration will carefully re-
view any proposed user fee program to ensure it is being assessed 
against identifiable recipients for special benefits derived from Fed-
eral activities beyond those received by the general public, and any 
legislation should be carefully designed to avoid creating real or 
perceived trade barriers. The legislation should explicitly incor-
porate the Administration’s strategy of levering efforts by certifi-
cation bodies and foreign nations that is already underway. And fi-
nally, several provisions of this bill may need to be reviewed in 
light of U.S. trade agreement obligations and we are reaching out 
to the United States Trade Representative for further insight. 

As you can see, efforts are underway at FDA to further ensure 
the safety of human drugs regardless of where they are manufac-
tured. We share your interest in enhancing the safety of imported 
products and look forward to working with members and staff on 
the Committee and Subcommittee. The Administration is carefully 
evaluating the provisions in the discussion draft. 

Thank you for the opportunity to testify today, and I am happy 
to respond to any questions. 

[The prepared statement of Dr. Woodcock follows:] 
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Mr. PALLONE. Thank you, Dr. Woodcock. 
I am going to recognize myself for 5 minutes to begin the ques-

tioning, and I want to thank you, not only for being here today but 
also for being at the O&I hearing on Tuesday. Everyone was talk-
ing about your candor there, and we certainly appreciate that with 
regard to this discussion draft that we are circulating. 

I wanted to ask some questions that I think probably were asked 
Tuesday as well but I want this subcommittee to have the benefit 
of hearing your response. 

As you stated in Tuesday’s testimony before O&I, well, you said 
then that the FDA needs $225 million annually to inspect foreign 
drug facilities at the same rate that is required currently for do-
mestic facilities. Is that correct? 

Dr. WOODCOCK. That is what I stated. I wasn’t given the chance 
to explain the assumptions behind that. 

Mr. PALLONE. Well, I will probably get into some of those with 
these additional questions, if that is OK. 

Dr. WOODCOCK. OK. 
Mr. PALLONE. According to the FDA budget documents reviewed 

by GAO for its testimony last week, FDA estimates that it will 
dedicate a total of $13 million in fiscal year 2009 to conduct foreign 
inspections. But you stated that an additional $100 million would 
be needed to meet the current statutory requirement to inspect do-
mestic facilities every 2 years. So is that correct, this additional 
money for domestic? 

Dr. WOODCOCK. Yes. If I can explain how we arrived at those fig-
ures? 

Mr. PALLONE. You can explain it to me by probably answering 
this, whether that estimate includes the cost of compliance, the 
staff needed to review the reports, the inspectors. Does it include 
costs for information technology infrastructure to ensure that the 
FDA can access these reports? I wanted to know if those things are 
part of that. 

Dr. WOODCOCK. The estimates that I gave were based on a 2011 
projection of the inventory based on the current rate of change of 
the domestic and foreign inventory and they were based on the cur-
rent productivity rate of inspectors both domestic and foreign and 
was based on what we call fully loaded cost of inspector per 
annum, which would include overhead costs, processing, enforce-
ment, and so on but would not include information technology im-
provements. So that estimate did not include any estimates for im-
proving the drug registration and listing or OASIS and so forth. 
And obviously we can’t send our inspectors over there unless they 
know where to go. 

Mr. PALLONE. OK. Now, is it your view that FDA should have 
the ability to deny entry to imports if the facilities in which they 
were produced refuse, delay, or impede in inspection? 

Dr. WOODCOCK. Yes, and I believe that is reflected in the Import 
Safety Action Plan that I referred to as well. 

Mr. PALLONE. And now, what about drug facilities? Should they 
be subject to an initial inspection before they can begin shipping 
products or ingredients? 

Dr. WOODCOCK. We try now to make sure that inspection is ac-
complished for any new facility that we haven’t seen. However, 
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some facilities make multiple products. They may add another 
product in a line of products, and we would like to preserve the 
ability to have flexibility to send our inspectors to what we deem 
to be the highest risk plants. 

Mr. PALLONE. So does that mean you don’t think that every facil-
ity should be subject to an initial inspection? 

Dr. WOODCOCK. Yes, we believe—let me explain again. Every fa-
cility should be subject to an initial inspection. However, a facility 
that is making multiple products and adds a product that is very 
similar to its product line, it might be lower risk than another facil-
ity that perhaps added an injectable product to its existing line. So 
we believe it would be best for FDA to have its flexibility preserved 
to put our resources, whatever they are, against the highest risks. 

Mr. PALLONE. All right. Now, what about—— 
Dr. WOODCOCK. That said—— 
Mr. PALLONE. OK. What about requiring the drug facilities to 

register and pay a fee on an annual basis to help clean up FDA’s 
databases and provide a more accurate accounting of firms pro-
viding drugs to American consumers? 

Dr. WOODCOCK. Well, this puts the finger on one of our major 
problems, which has already been alluded to by the members. 
Right now we don’t have a means of assuring an accurate inven-
tory of what firms are producing drugs that are imported into the 
United States around the world. We believe we need a unique iden-
tifier in addition to having an annual registration and listing of all 
products that are produced. The mechanism, by ensuring that 
firms do this, there are probably several options for that. 

Mr. PALLONE. That was my next question. You already answered 
it. Now, in your view, would it be helpful to have additional en-
forcement tools to use against bad actors, for example, strong civil 
money penalties, mandatory recall, the ability to destroy contami-
nated imports when they are discovered so they can’t just be 
shopped to a new point of entry? 

Dr. WOODCOCK. As I said, the Administration is evaluating the 
provisions in the bill, but in my testimony on Tuesday, I stated 
that I believe that it would be helpful for FDA to have additional 
authorities to go after those who are performing improper acts, 
misrepresenting imports, and so forth. 

Mr. PALLONE. Well, would you include those additional enforce-
ment tools, the civil money penalties, mandatory recall, ability to 
destroy contaminated imports? Would you suggest that those be in-
cluded? 

Dr. WOODCOCK. My personal opinion is that those would improve 
our efficiency of being able to accomplish our operations. For exam-
ple, if the products that we are not letting in have to sit at the port 
and we have to deal with them, that creates great efficiency prob-
lems for us and actually for Customs as well. So we need mecha-
nisms that enable us to efficiently deal with products that are vio-
lative or should not get into this country. 

Mr. PALLONE. OK. Thank you. My time is up. 
Mr. Buyer. 
Mr. BUYER. Thank you very much, Dr. Woodcock, for being here, 

and thank you for bringing Dr. Bernstein. The foundation of her 
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expertise is well recognized and we appreciate your service to coun-
try. 

I have a series of questions I am going to ask, so please take 
some notes, and I would ask each of you the best field of your ex-
pertise on this to provide these answers. 

Can you explain the return-to-sender policy that FDA employs at 
the international mail facilities when it returns products which it 
deems inadmissible to our country? Next, can you explain why FDA 
does not destroy counterfeit, adulterated, or misbranded products 
that come into the international mail facilities and the express car-
rier hubs? Next, does FDA support section III of H.R. 5839, which 
gives the Agency the express authority to destroy pharmaceutical 
products which appear to be counterfeit, adulterated, or mis-
branded? Next, I have reviewed an alternate proposal circulated by 
the chain drug stores that wants to—their proposal is for a certifi-
cation process which would do away with the Federal-State pedi-
gree systems. Is that something which you would endorse or not? 
The next is, the FDA Commissioner was quoted as stating at the 
NACDS/HDMA RFID health industry adoption summit that it is 
vital to get this technology implemented now, stressing that a wait- 
and-see attitude is not good enough. The industry needs action and 
it needs it now. The question is, do you agree with the Commis-
sioner’s assessment that we need action on a track-and-trace now, 
and if so, can you update us on the FDA’s work on developing the 
unique identifier standard and the standard for track-and-trace 
system, and does FDA support a phased-in approach to imple-
menting such an identification and track-and-trace system? With 
that, I will pause and allow you to munch on that. 

Dr. WOODCOCK. To begin with the return-to-sender policy, I will 
ask Dr. Bernstein to respond to that. 

Dr. BERNSTEIN. There are current authorities in the law—— 
Mr. PALLONE. Is your mic on, Dr. Bernstein, or maybe put the 

mic closer to you. 
Dr. BERNSTEIN. If it is OK with you, can I answer a couple of 

those together? OK. There are current authorities in the law that 
require us to go through certain steps when we look at a package 
and we detain a package, and we work with CBP at the inter-
national mail facilities, and the current law provides some chal-
lenges and some—in order to destroy products, and so what we do, 
the process of what we do is, when we get a product that CBP 
hands over to us, we will send a letter, a notice of detention, to the 
person who is supposed to get that package and give them 20 days 
to get back to us to whether that product should be admitted and 
is compliant with the Food, Drug and Cosmetic Act. Because of 
some of the measures in the current law, after 20 days we will 
often return it to sender, otherwise it has to sit on the shelves for 
at least 90 days before we can destroy it. Well, you yourself have 
been to these international mail facilities and seen the number of 
products that are piled because they are going through this deten-
tion process, and CBP and FDA have been working together to try 
to come up with ways to make this process easier, and in the Im-
port Safety Action Plan that Dr. Woodcock mentioned, we did say 
that streamlining the destruction authority would be very bene-
ficial, and I know there are provisions in your bill, and we are look-
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ing at those provisions now and we will be glad to work with you 
on how we can make sure that those streamlined authorities and 
destruction authorities—— 

Mr. BUYER. To have that express authority to be able to destroy? 
Dr. BERNSTEIN. To streamline the current process to destroy 

products, yes. 
Mr. BUYER. Thank you. 
Dr. Woodcock? 
Dr. WOODCOCK. I don’t have—— 
Mr. BUYER. You didn’t take a list? 
Dr. WOODCOCK. I have the list. I don’t have any further com-

ments. I think Dr. Bernstein is our expert on this. Do you want to 
go down the list further? All right. Why don’t we use, does FDA 
support authority to destroy, you have already covered adequately. 
What about the Federal-State pedigree? 

Dr. BERNSTEIN. Should we do away with the pedigree, the Fed-
eral and State pedigree system? I believe we should not. The pedi-
gree system, although we have had the Prescription Drug Mar-
keting Act pedigree system in place, a pedigree provides account-
ability and transparency and a chain of custody for products as 
they move through the supply chain. We need that transparency, 
we need that accountability in the supply chain to know where the 
drugs—where they come from, where they are going, where they 
have been, where they are supposed to go, and who had them along 
the way. That helps not only to ensure that you have a safe and 
effective product that the patient gets but also allows for law en-
forcement and regulators to actually trace back the product 
through the supply chain if there was any suspicious activity with 
respect to that product along the way. 

Mr. PALLONE. Mr. Buyer, you are a minute over. What I was 
going to suggest—— 

Mr. BUYER. I will go to the second round on the follow-up. 
Mr. PALLONE. Well, I don’t know if we are going to have a second 

round, but what I would definitely ask is that you answer those 
questions in writing and get back to us as soon as possible because 
I don’t know that we are going to have a second round because we 
have another panel. 

Dr. WOODCOCK. I would be happy to do that. 
Mr. PALLONE. If you could do that, please. 
Next is the gentlewoman from Oregon if she has some questions. 

No? 
Mr. Matheson? 
Mr. MATHESON. Thank you, Mr. Chairman. Thank you, Dr. 

Woodcock, for being here today. 
As you know, and Mr. Buyer just asked you questions related to 

the legislation that he has introduced and I have joined him in 
doing that, let me ask you—and there may be a little repetition but 
first of all, does the FDA support looking at track-and-trace tech-
nology and maintaining or improving from the 1988 pedigree law 
in doing that? 

Dr. WOODCOCK. Yes. Again, I will turn to Dr. Bernstein because 
she has been spearheading that effort. 

Dr. BERNSTEIN. The FDA, we have in 2004, 2005, 2006, we have 
continuously put out reports on ways that the drug supply chain 
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and measures that could be taken to further supply the drug sup-
ply chain. Tracking-and-tracing and electronic technology measures 
and solutions are one of the cornerstones of that approach. So yes, 
we do support it. The Food and Drug Administration Amendments 
Act of 2007 had provisions in it that requires FDA to develop 
standards for tracking-and-tracing, authentication and identifica-
tion and we think these measures will further move the supply 
chain and provide incentives for them to implement track-and- 
trace. 

Mr. MATHESON. You are probably also familiar that our legisla-
tion will create the one uniform national pedigree standard to pre-
vent proliferation of 50 different State requirements in this area. 
In your opinion, does the FDA support a uniform national pedigree 
standard as opposed to having the 50 State standards? 

Dr. BERNSTEIN. We have said that a single national uniform 
standard would be ideal to help the distribution of drugs in the 
United States. 

Mr. MATHESON. This may sound like an obvious question but I 
think it is important to have it on the record. What is the impor-
tance of having chain of custody information for drugs as they flow 
through the supply chain? 

Dr. BERNSTEIN. As I said, the measures for tracking, tracing and 
pedigree and chain of custody is to ensure accountability and trans-
parency, and that chain of custody where you know where the drug 
has been, where it is going, who has had it, makes that—allows 
you to be accountable, allows everyone to be accountable to ensure 
that that patient gets a safe, effective drug and genuine drug. 

Mr. MATHESON. Where do you think the technology is now? We 
are hearing different opinions from different witnesses about if we 
are ready to do this. 

Dr. BERNSTEIN. There has been tremendous progress and move-
ment in the technology and standards, though as part of the provi-
sions in the Food and Drug Administration Amendments Act, 
FDAAA, we are in the process right now of a data call. We have 
put out a Federal Register notice and asked for comments on the 
state of technology and the technologies that are available and, in 
addition, where the standards are. So we should know very soon 
because by May 19, that docket is closing and we will have more 
information. But in my opinion, the technology has progressed sig-
nificantly since we first called for the use of technology in 2004. 

Mr. MATHESON. Excellent. 
Thank you, Mr. Chairman. I will yield back. 
Mr. PALLONE. Thank you. 
The gentleman from Pennsylvania, Mr. Pitts. 
Mr. PITTS. Thank you, Mr. Chairman. 
You stated that FDA cannot rely on inspections as a primary 

means of ensuring product safety and that any legislation should 
allow FDA to set requirements and priorities based on a strong sci-
entific FDA risk assessment. Can you explain that further? 

Dr. WOODCOCK. Certainly. We have—as I said, we have devel-
oped a modern program for pharmaceutical quality, which involves 
a quality systems approach, and quality systems is what is used to 
ensure quality in many industries, for example, semiconductors, 
aeronautics, what have you, cars, automobiles. That involves con-
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trol of every part of the manufacturer process, from the compo-
nents, the supply chain of each component, the understanding that 
manufacturing process, having a scientific understanding of the 
product, and then making sure all the systems around that are 
under a state of control. 

When we do an inspection, what we do nowadays, modern in-
spection, make sure that those systems are functioning. We don’t 
serve as the quality control unit for the plant. We make sure they 
have one and that they have a quality assurance program that is 
functioning and that they are managing their supply chain. So we 
need to make sure that the scientific standards are in place, that 
the entire supply chain is under control and that includes, for ex-
ample, the brokers, the customs agents at the borders, the distribu-
tors inside the United States, as Elisa was saying. Any place that 
chain is broken, then quality problems can be introduced into the 
product, or counterfeits, for that matter. So inspection is a form of 
verification that the systems that are in place are working, but 
those systems have to be run by the manufacturers, by the import-
ers and so forth. They have to act properly for the quality of the 
product to be maintained. 

Mr. PITTS. Can you describe the type and scope of training that 
FDA inspectors receive? How long, on average, does it take for an 
FDA inspector to be fully trained to conduct facility inspections? 

Dr. WOODCOCK. It takes about 3 years, and there is a rigorous 
progression of training. Furthermore, a number of years ago, we es-
tablished something known as the pharmaceutical inspectorate, 
which is even another level of training to allow our inspectors to 
be fully able to inspect modern, complicated pharmaceutical oper-
ations. So that takes about 3 years to be an investigator, and then 
if you are going to be a foreign investigator, investigate foreign fa-
cilities, we would like our inspectors have a number of domestic in-
spections under their belts and be well trained at that before they 
go and deal with the challenges of another country, additional lan-
guages, and so forth. 

Mr. PITTS. How long would you estimate it would take the Agen-
cy to recruit and train a sufficient number of new inspectors to con-
duct the requisite number of foreign inspections, and are there any 
difficulties or challenges that FDA faces in recruiting and training 
new inspectors? 

Dr. WOODCOCK. Our difficulties are mainly, I would say, re-
sources. We brought on a very large number of investigators in 
2001 after that crisis and we were able to get them on board and 
begin their training, but regardless of how many we would hire, it 
would take us 3 years to train them up, and even 4 years if we are 
talking about a foreign inspectorate and fully trained investigators 
who can work on their own in foreign countries. So there is a sig-
nificant training component, and we would have to keep working 
on that over a number of years, and that is why my estimate for 
the resources was that 2011 estimate, the trajectory that we would 
get to by 2011. 

Mr. PITTS. And that would permit you to make how many foreign 
inspections? 
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Dr. WOODCOCK. That was an estimate of what would be required 
to inspect 50 percent of the firms each year, of the inventory 
abroad. 

Mr. PITTS. OK. There has been a lot of discussion about manufac-
turers of active pharmaceutical ingredients. Does the FDA cur-
rently have the authority to inspect those facilities and do those in-
spections differ from inspections conducted on facilities making a 
finished product? 

Dr. WOODCOCK. Yes, we definitely have the authority and we do 
inspect manufacturers of active—the manufacturing plants for ac-
tive pharmaceutical ingredients. They are different in the sense 
that they are making different kinds of products. They are making 
what we call bulk ingredients rather than finished pharma-
ceuticals. They are not making pills or vials of product, they are 
making an ingredient that goes into, then, a finished product. So 
in that respect it is different, but the basic fundamentals of in-
specting quality systems are very much the same. 

Mr. PITTS. Thank you, Mr. Chairman. 
Mr. PALLONE. Thank you, Mr. Pitts. 
Ms. DeGette is recognized for questions for 5 minutes. 
Ms. DEGETTE. Thank you very much, Mr. Chairman. 
Mr. PALLONE. I am sorry. You have 8 minutes. 
Ms. DEGETTE. That is what I thought. Thank you very much, 

Mr. Chairman. 
I would like to ask you a little bit about this heparin situation 

because, Dr. Woodcock, you had testified earlier, in response I 
think to Mr. Pallone’s questioning, that—to paraphrase what you 
said—while it was important for the FDA to have the authority to 
inspect all of these foreign factories, you also felt like it shouldn’t 
be a mandate that you inspect all of those facilities because it 
would probably be better if you could put your resources on the 
most high-risk areas. Would that be a fair summary of your testi-
mony? 

Dr. WOODCOCK. Yes, that the FDA should be given flexibility. 
Ms. DEGETTE. So my question is, then, at least according to the 

media accounts, the FDA did not inspect the Chinese manufacturer 
of the active ingredient in heparin because of a clerical error. I 
know there is some dispute about this, but there is some view that 
if it had been inspected, then we may have found the problems on 
an initial inspection. What is your view on that? 

Dr. WOODCOCK. Well, we may have found problems on initial in-
spection but we don’t think we would have found contamination be-
cause we don’t have any evidence from testing that there was con-
tamination in the heparin supply in 2004. 

Ms. DEGETTE. Now, aside from the clerical error, would the hep-
arin ingredient manufacturer have been one of those high-risk fa-
cilities that you would have inspected as a matter of routine? 

Dr. WOODCOCK. Yes, we would have gone to that pre-approval in-
spection. It was simply flagged wrong. 

Ms. DEGETTE. OK. So you wouldn’t think that that would be a 
lower-priority inspection? Aside from the clerical error, you would 
have inspected that facility? 

Dr. WOODCOCK. Well, let me clarify this so you completely under-
stand the situation. 
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Ms. DEGETTE. OK. 
Dr. WOODCOCK. The firm came online in 2004 and we didn’t—it 

would have been a pre-approval inspection at that point, and we 
didn’t inspect because of a clerical error but we would have in-
spected. 

Ms. DEGETTE. Great. Thanks. 
Dr. WOODCOCK. But we would not have inspected probably sub-

sequently to that. The contaminant, as far as we can tell, was in-
troduced into the bulk heparin supply in China, at least headed to 
the United States, in many different plants in 2006. 

Ms. DEGETTE. Let me just stop you right there. I am sorry. I just 
don’t have a lot of time. But that goes to some of the other ques-
tions that I want to ask, and that is, how do we catch some of this 
contamination that comes in along the line? In your testimony, you 
said that the FDA conducted 332 inspections of foreign drug manu-
facturers last year, which was the most ever in the Agency’s his-
tory. That still, however, is staggeringly low in proportion to the 
number of U.S. inspections that same year. So I guess the question 
is, what else can we do? I mean, we can increase resources, but as 
you say, it will take several years to bring those inspections online. 
I want to explore some other areas. For example, do you think that 
we can develop a pathway so that FDA inspectors can inspect for-
eign facilities without advance notice or invitation from the foreign 
government? This is one of the issues that we have been exploring 
for several years in the Oversight and Investigation Subcommittee. 

Dr. WOODCOCK. Yes. I am not a lawyer but I understand we 
could do that now. It is simply there are practical barriers. We 
have to get visas from the country. We have to state our purpose 
of coming in. Perhaps we could make international agreements 
with countries, but—— 

Ms. DEGETTE. And do you think that would help the FDA in its 
mission of finding these problems? 

Dr. WOODCOCK. We would like to do unannounced inspections. 
Ms. DEGETTE. So if there are things we can do to help you get 

that authority, that would be useful? 
Dr. WOODCOCK. Although I do believe we have the authority, 

there is just a host of practical problems. For example, we can’t go 
find the plant has shut down for a month-long national holiday and 
have our inspectors wait around a month until they get online 
again because we need to inspect them when they are producing 
product. So those are some of the practical—— 

Ms. DEGETTE. All right. Well, perhaps you can have your staff 
get back to us and tell us if there are some barriers that we could 
help you break as we propose legislation. 

Here are a couple of other questions. Unfortunately, I couldn’t be 
at Tuesday’s hearing because I was busy flying in, but you said 
that the FDA currently lacks subpoena authority and it would be 
helpful if you had it. Is that correct? 

Dr. WOODCOCK. That is what I stated. 
Ms. DEGETTE. And can you briefly describe how subpoena au-

thority would benefit the Agency? 
Dr. WOODCOCK. I would like to, but it would be better to get back 

to you since I am not a lawyer, I am a doctor, and what would help 
is for us obviously to be able to subpoena witnesses and documents 
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and things like that to aid in our investigations but it is hard for 
me—— 

Ms. DEGETTE. But you have been advised by your legal coun-
sel—— 

Dr. WOODCOCK. Correct. 
Ms. DEGETTE [continuing]. That it would be helpful to have sub-

poena authority? 
Dr. WOODCOCK. I have been advised by our compliance experts. 
Ms. DEGETTE. OK. I understand that historically your inability 

to copy and retain a firm’s records during an inspection has been 
a problem. Would it be helpful if you had clear authority to copy 
and retain records? 

Dr. WOODCOCK. I don’t know the answer to that question. 
Ms. DEGETTE. I would appreciate it if you could get back to me 

as we develop the legislation. Some of us think the bill probably 
needs to be clarified on that point, and I will tell you, I am a law-
yer, and although I am on inactive status, I can tell you that it is 
helpful if you can get documentation as you go forward and be able 
to retain it. 

One last question. You mentioned some of this, but I want to talk 
about the new FDA office in China for a second. I am assuming 
that having foreign-based staff would help improve some of the cur-
rent issues with foreign inspections, like the language barriers, cul-
tural barriers, and insufficient time for thorough inspections, but 
I am wondering if the new FDA office in China will facilitate suffi-
cient changes within the inspection process to ensure that the in-
spections are adequate in nature and on par with domestic inspec-
tions. Is that the goal of the FDA? 

Dr. WOODCOCK. Certainly we want to attain that. However, hav-
ing an office in China, although it will help with the issues you 
raised, will not put the resources against doing the every-2-year in-
spection, which is the goal domestically is to not just do pre-ap-
proval inspection of a plant but be in that plant every 2 years. 

Ms. DEGETTE. And so what would help us meet that goal? 
Dr. WOODCOCK. That requires, as I said on Tuesday, additional 

resources to have more inspectors. 
Ms. DEGETTE. And will the FDA officials in China with this of-

fice now be able to perform unannounced inspections? 
Dr. WOODCOCK. Well, potentially they could. As I said, my under-

standing is that FDA has the authority to do that. However, China 
is a very big country and we are talking about a small office of 
FDA officials, and it isn’t to address the entire problem of—— 

Ms. DEGETTE. So I am confused, because you say that you think 
unannounced inspections are important. You say that you think 
you have the authority, but you are saying that you are not so sure 
you are going to do it because the office is small? 

Dr. WOODCOCK. I just believe there is a resource issue in cov-
ering all the facilities in China. 

Ms. DEGETTE. Right. So you are saying you don’t think you are 
going to do unannounced inspections or you are going to try to do 
them, or what? 

Dr. WOODCOCK. It would increase the probability of us being able 
to do any given inspection on an unannounced basis. 

Ms. DEGETTE. OK. Thank you very much, Mr. Chairman. 
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Mr. PALLONE. Thank you, Ms. DeGette. 
Next for questions, I recognize the gentleman from Texas, Mr. 

Burgess. 
Mr. BURGESS. Thank you, Mr. Chairman. 
Dr. Woodcock, good to see you again. I am not a lawyer. I am 

a doctor too. Let us go through this together. Now, Representative 
DeGette was talking a little bit about the cultural and language 
barriers that exist. When we were working through our problems 
on the consumer product side of this in November and December 
of last year, I went out to the Consumer Product Safety Commis-
sion testing facility out at Bethesda, and one of the things they 
mentioned was just exactly that, the language and cultural barriers 
that exist, and when we talk about voluntary inspections or vol-
untary recalls here in this country, it has a different meaning than 
it does in China. Here a voluntary recall is one which the manufac-
turer will enter into an agreement with the Agency in order to ex-
pedite things, get the product off the shelves faster, rather than 
going through a prolonged court proceeding with all due process 
and defendants’ rights. In China parlance, apparently voluntary 
means you do it if you feel like it and no penalty for not complying, 
and they had to get past that on the voluntary compliance aspect 
at CPSC in order to get some of the withdrawals of lead-based 
paint in toys. Has that problem, has that presented itself in what 
we are dealing with with the importation of active ingredients, 
pharmaceutical ingredients from China? When we talk about 
things as being on a voluntary basis, does that not get interpreted 
properly on the other side of the ocean? 

Dr. WOODCOCK. We generally are dealing with global manufac-
turers, large manufacturers who are sourcing the active ingredient 
from a Chinese source and so the entity that would be responsible 
for recall of finished product would ordinarily be the large manu-
facturer who would have been responsible and then the voluntary 
operation of a recall, as you alluded to, would come into play. How-
ever, heparin in the United States in the sourced for many dif-
ferent purposes including for compounding, it is imported to be 
placed into medical devices and so forth, and so with the smaller 
manufacturers, it has been difficult for us actually to identify all 
sources of heparin that might be entering the country. 

Mr. BURGESS. And I appreciate that. It just underscores the— 
when something is lost in translation, you have got so many people 
involved, I think Congresswoman DeGette is onto something and it 
does behoove us to pay attention to that. On Tuesday when we 
were talking about the heparin issue, I brought up some of the as-
pects of the funding, and we have heard a lot of different numbers 
and I know no one could answer some of the budgetary questions 
I had on Tuesday. I suspect the answer today would be the same, 
we don’t know, and I have spent some time with the budget resolu-
tion that we just passed in March and the appropriations bill of the 
USDA agriculture appropriations bill from last summer and I am 
having a very, very difficult time finding out the number of dollars 
that this Congress has said, at least last year, was appropriate for 
doing these foreign inspections. Since we talked on Tuesday, do you 
have any better sense of what we appropriated last July in our bill 
and what we have asked for in the budget this year? 
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Dr. WOODCOCK. Well, I can tell you it isn’t appropriated that 
way. There is appropriation to the drugs program, if you have 
looked at the appropriations, and part of it is to the field operation 
and part of it is to the center for drugs and then it isn’t line-di-
rected further down than that. I can tell you, more or less, what 
we spent, if you would like to, or I can get back to you with that 
information. That might be more productive. 

Mr. BURGESS. I think that would be productive, and I think the 
subcommittee would be interested in that. We are hearing a lot of 
talk about user fees in the legislation that is before us. Are any of 
the user fees that are in the recently passed Prescription Drug 
User Fee Act of last June, does any of that apply to the—are any 
user fees applied currently to the active pharmaceutical ingredients 
that are imported from other countries? 

Dr. WOODCOCK. Yes, and this is confusing so let me walk 
through it a little bit. 

Mr. BURGESS. I don’t have much time. 
Dr. WOODCOCK. The Prescription Drug User Fee Act is for new 

drugs, not generics. Now, as we have heard, about 60 percent of 
the medicines that Americans actually consume are generics. They 
don’t have a user fee program. So the Prescription Drug User Fee 
program that applies to new drugs does allow and pay for pre-ap-
proval inspection of any given plant, including the API plant, as 
part of the program, but that, as you can see, is a small amount 
of inventory compared to the entire inventory. It doesn’t pay for 
surveillance inspections, which are the every-2-year inspections, 
after approval for a new drug. 

Mr. BURGESS. I don’t have much time left. From a philosophical 
standpoint, I mean, Congress, we don’t have many things that we 
are really required to do under the Constitution but defending the 
borders, delivering the mail are some of the things that we should 
do. To me, this is a defending-the-borders issue so this to me is one 
of those things for which we should appropriate money, and I don’t 
know how deeply we have gotten into the discussion of user fees 
for this activity but when we looked at user fees last June, it al-
most seemed to be that user fees became a way of supplanting us 
having to appropriate dollars, and for me, this is such a funda-
mental issue of protecting the borders, defending our country, pro-
tecting our borders, that this should be one of the activities for 
which direct appropriation of funds occurs. If we need to make it 
up somewhere else with other fees or reducing spending, God for-
bid, in some other area—goodness knows, every dollar in that $3 
trillion budget that is spent is worthwhile, but it seems to me that 
this is an area where we should appropriate the money and not 
leave it to user fees. The other thing that concerns me is that there 
seems to be a lot of reprogramming going on in last year’s appro-
priations bill so that if we come up with a number, and I have 
heard various figures mentioned from $11 million up to $600 mil-
lion, if we oversubscribe user fees, we are merely going to repro-
gram that money into other activities that has nothing to do with 
defending our borders or import drug safety, and I know I have 
gone over, Mr. Chairman. I will yield back my time. 

Mr. PALLONE. Thank you. 
The gentlewoman from California, Ms. Solis. 

VerDate Nov 24 2008 16:10 Oct 07, 2010 Jkt 037690 PO 00000 Frm 00045 Fmt 6633 Sfmt 6633 C:\DOCUMENTS AND SETTINGS\CWELLS1\HEARINGS\110-111 SCOM1 PsN: JIMC



40 

Ms. SOLIS. Thank you, Mr. Chairman. 
I wanted to ask you, Dr. Woodcock, if you could explain for us, 

you gave an amount at a previous hearing what you might need 
for foreign inspections. We talked about that already. But you 
could give me a more descriptive amount that would be needed so 
that you could upgrade your systems, which would include tech-
nology, and go a little bit further in detail and if you could do that 
quickly? 

Dr. WOODCOCK. Yes, I think I can answer factual questions on 
that. The FDA’s Science Board report, the subcommittee report, 
which I don’t know whether all of you have seen, went over the 
state of FDA’s information technology and our systems, and they 
could best be described as in a crisis, they are obsolete. So we 
need—FDA will need to invest at least $20 million this year and 
for many upcoming years to put our basic infrastructure, IT infra-
structure in place. There is no use us building new systems for im-
ports if we can’t run them on our infrastructure. So that will cost 
probably about a $20 million investment each year for a number 
of years. And then I think for imports, what we need to do is do 
electronic drug registration and listing, OK, so it is totally elec-
tronic. That would be a very modest amount of money, perhaps $10 
million to build a quick fix type of system. We have done a busi-
ness plan for this. I was requested by Mrs. Emerson to develop a 
business plan and we have developed that. So that would be a mod-
est amount of money. Then fixing the interface, the processing at 
the border, the interface with Customs would probably require 
again tens of millions of dollars for a number of years to get that 
repaired, but none of those I think are extreme expenditures that 
would be required. 

Ms. SOLIS. So could you provide our committee with more de-
tailed figures about how—I mean, this is probably not the time for 
you to give us all that but if could come back and give us some-
thing in writing as an approximation. I mean, when you are saying 
years, 5 years, 10 years or—— 

Dr. WOODCOCK. Three years. I don’t think we can wait. 
Ms. SOLIS. That is what we need to know. 
Dr. WOODCOCK. I would be happy to do that. 
Ms. SOLIS. And one concern I have, I mean, given that we got 

this information, I mean, our consumers that were affected by the 
importation of heparin from China and the detection was so late 
and unfortunately we had numerous deaths as a result of that. I 
am very concerned about what we are doing to reach communities, 
particularly communities of color that speak different languages 
that may not understand information that is provided by your of-
fice. I know that you have a website so people who have Internet 
access can get that information but for the most part, we have a 
lot of people including those in my community who don’t have ac-
cess to the Internet and they may not even be able to read at the 
12th-grade level the information that you post, and you have been 
told that you need to lower that level of literacy to the 4th- and— 
well, the 8th and even 4th-grade level. So I want you to touch on 
that, and I want to know what you are doing to help provide more 
information to people of different—that speak different languages, 
and I am talking right now especially the Hispanic population, 
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which is the largest ethnic minority and has a tendency to—the 
first language they speak is Spanish in some cases. 

Dr. WOODCOCK. Certainly, I can’t agree with you more. This is 
on the other end of our efforts, which is not—that is sort of preven-
tion, but if something has happened, how do we respond and how 
do we actually reach out and make sure people are kept safe by 
using the knowledge, getting the knowledge that we actually have 
and being able to utilize it. We are working on our early alert sys-
tem, evaluating translating that into different languages. We write 
patient-level information that we put on the Internet. But as part 
of our Safety First and Safe Use Initiative, as we move into our 
Safe Use Initiative in the Center for Drugs, it is going to involve 
partnering with healthcare organizations and professional and pa-
tient advocacy information to make sure that that handoff works 
so that what we know, they know, and that they can help provide 
that information to their group, whatever it might be. 

Ms. SOLIS. Would that be an additional cost, then, that you 
would—I mean, you are going to need funding, I would imagine, 
some resource to be able to do that, but again, many in our commu-
nity don’t have access—even if you are in rural American, may not 
have Internet access. So, what kind of plan—is that in your busi-
ness plan, I would ask? 

Dr. WOODCOCK. Well, our business plan is on the other end, 
which is finding these events and picking that up. This is on our 
other initiative that has to do with patient safety and drug safety, 
adverse events and so forth. Certainly we could do more if we had 
more resources but we do plan to do this. We received additional 
resources for patient drug safety under the Amendments Act and 
this is part of our implementation of that. 

Ms. SOLIS. What is that budget, by the way? 
Dr. WOODCOCK. Well, we received $25 million additional, but to 

do a very large number of things. 
Ms. SOLIS. Can you get back to me with that information? 
Dr. WOODCOCK. I would be happy to do that. 
Ms. SOLIS. Because I think it is really important to be able to 

have a rapid response. 
Dr. WOODCOCK. I agree with you. 
Ms. SOLIS. And you mentioned—well, we talked about inspec-

tions and the lack of inspections abroad, and could you tell me if 
there is any data on how many inspections are conducted for facili-
ties that manufacture brand-name drugs versus generic? 

Dr. WOODCOCK. Yes, I have that information and can get it back 
to you. We have it cut that way. 

Ms. SOLIS. Can you just briefly give me an idea of what that is? 
Dr. WOODCOCK. I can’t right now. There is a higher proportion 

of the generics have their API sourced in foreign countries and so— 
and also the pre-approval inspections are supported by user fees for 
the new drugs. So naturally we are able to get to more of the new 
drug facilities that are producing those drugs than to the generic 
drug facilities because we don’t have support, as much support for 
that activity, and a higher number of them are in foreign countries. 
But it is—— 

Ms. SOLIS. Doesn’t that raise—I mean, for me, that raises a red 
flag. 
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Dr. WOODCOCK. Absolutely. 
Ms. SOLIS. OK. I will yield back the balance of my time, Mr. 

Chairman. 
Mr. PALLONE. Thank you. 
The gentleman, our chairman, Mr. Dingell, is recognized for 5 

minutes. 
Mr. DINGELL. Mr. Chairman, I thank you for your courtesy. 
Dr. Woodcock, I want to thank you again for your testimony 

today and for your testimony the other day. Your candor does you 
great credit as a public servant, and I must say, it comforts me to 
know that somebody down at Food and Drug is not intimidated and 
not inhibited in coming up here and telling us the situation as they 
see it, and I want to commend you for that and thank you. 

You and others have mentioned to the Committee a desire to 
move towards a more risk-based inspection system. We all appre-
ciate the need to focus on areas of greatest concern and risk. How-
ever, I am concerned about the ability of FDA to identify facilities 
that present the highest risk when its information systems are in 
shambles. So I am concerned about that. I am further concerned 
that risk-based has become a code for, we don’t have adequate re-
sources for proper oversight so we are going to try and only reach 
the facilities that appear to be most dangerous and not to address 
all of the areas of concern and not to proceed with the business of 
FDA in a way which assures that we do not allow things like hep-
arin or other things to take place because they don’t fit properly 
into this, quote, risk-based, close quote, approach. What comments 
do you have on that? 

Dr. WOODCOCK. I agree with you that our current inspectional 
coverage is inadequate and that the first priority ought to be to im-
prove that coverage. We agree, there is no use doing a risk-based 
approach if you are only inspecting such a small percentage of the 
high-risk firms that you are sort of rearranging the deck chairs. 

Mr. DINGELL. One of the problems we have had is, that on the 
basis of pressure from the Office of Management and Budget, the 
White House, Department of Health and Human Services, FDA has 
constantly been compelled to come forward to the Congress and 
say, ‘‘oh, we want to go with a risk-based approach,’’ and to say, 
‘‘oh, we have a new stronger and better way of addressing this for 
less money, and this goes back, as I have told the Commissioner 
in this set of hearings, better than 40 years. I have been listening 
to commissioners of Food and Drug come up here and tell us how 
we are going to do better with less, and I have found in each in-
stance that that has been a lot of hooey, and my concern is that 
I don’t want to hear people coming in here and telling us the ur-
gent need for risk-based approach, which appears to be just an ex-
cuse for doing less with less money, and for allowing matters to fall 
between the cracks and the public to be put at risk on food, on 
pharmaceuticals, on devices, and on cosmetics. So how are we to 
establish a good risk-based mechanism for dealing with these prob-
lems, which first of all, doesn’t permit the matters to fall between 
the cracks, which does have proper inspections and other safety 
mechanisms utilized, but which also doesn’t allow important mat-
ters and important investigations or inspections to fall between the 
cracks? How is that to be done? 
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Dr. WOODCOCK. Well, that is a very challenging question. Obvi-
ously doing routine inspections provides a deterrent function. Oth-
erwise people will get—— 

Mr. DINGELL. And we do need routine inspections, do we not? 
Dr. WOODCOCK. Right. Otherwise there is sloppiness that leads 

to harm and death, and we see that all the time where people just 
make mistakes and then they manufacture products improperly 
and then there are the criminal elements that were talked about 
earlier, and we need to have a strong deterrent function by having 
a presence. If we are not there, if we are not expected to be there, 
then of course people will feel free to relax their standards or there 
would be an opportunity for other types of elements to intrude. 

Mr. DINGELL. What I am hearing you say is, you have to con-
tinue with the routine inspection system. 

Dr. WOODCOCK. We have to. 
Mr. DINGELL. You have to continue with other things which are 

important in terms of dealing with the routine events and that 
risk-based, if it is to be properly used, has to mean that we are 
talking about assuring that we put the greatest emphasis on the 
areas of highest risk but that we do not disregard other areas of 
concern or the general responsibilities of FDA under the law. Is 
that correct? 

Dr. WOODCOCK. That is correct, and we believe that even the 
low-risk facilities should believe they are at risk for having an FDA 
inspection. 

Mr. DINGELL. And of course, that cannot be done without ade-
quate resources to the Agency. Now, Doctor, again I want to thank 
you for your response to Mr. Pallone’s questions about the bill. I 
view those questions as being extremely important to the Com-
mittee in terms of addressing the business before you. Can you tell 
us whether—and I am going to ask you to submit this for the 
record rather than to say so in our hearing today. Are there addi-
tional authorities not in the draft that is before the Committee at 
this time which in your professional opinion you believe we should 
consider adding, and would you please submit that to the Com-
mittee at your convenience? 

Dr. WOODCOCK. I would be delighted to. 
Mr. DINGELL. Now, let us look back. We have had bad fish and 

seafood coming in. We had the heparin disaster. We had the mush-
room disaster of time back. We have had problems with people get-
ting sick from leafy green vegetables and strawberries and all 
kinds of things, and we had the animal food supplement scandal 
of not long back. We seem to have a succession of scandals, mis-
behavior, unsafe commodities marketed to the communities and to 
the people of the United States. How am I not to be concerned and 
how are you not to be concerned that a similar case or similar 
cases of contamination of food or pharmaceuticals will not occur in 
the immediate future? 

Dr. WOODCOCK. I am extremely concerned about pharma-
ceuticals. The world is changing and our ability to assure the qual-
ity of the drug supply has become diminished, and we all need to 
recognize that, and I think heparin is a wake-up call that we are 
not as able as we were to assure that quality. 
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Mr. DINGELL. It tells us that that could happen again at any 
time unless some rather startling changes are made. Isn’t that so? 

Dr. WOODCOCK. I believe we must act swiftly and decisively. 
Mr. DINGELL. Doctor, I thank you. 
Mr. Chairman, I thank you for your courtesy. 
Mr. PALLONE. Thank you, Mr. Chairman, and that concludes our 

questions. But I want to thank both of you for being here today. 
It was very helpful, as was your testimony the other day before the 
O&I Subcommittee. We appreciate it. 

Mr. BUYER. Mr. Chairman? 
Mr. PALLONE. Yes? 
Mr. BUYER. I will have additional questions to submit for the 

record for the FDA. 
Mr. PALLONE. Absolutely. Any member that would like to submit 

additional questions to Dr. Woodcock or Dr. Bernstein, feel free to 
do so.Thank you very much, and we are going to move to the sec-
ond panel. Now, let me explain that we expect votes about 12:15 
so I would like the second panel to come forward. If the votes are 
called, then we won’t complete your opening statements and we 
will just complete them when we come back and then do the ques-
tions as well, but we are going to try to move forward with the sec-
ond panel and hopefully complete at least the opening statements 
before we have the votes. So if you could all come forward, please. 

As you can see, we have a large number. It is hard to squeeze 
in but we will do the best we can. Let me welcome all of you and 
go from my left to right to introduce each of you. First on my left 
is Dr. William K. Hubbard, senior advisor for the Coalition for a 
Stronger FDA. And then next to him is Ms. Lori Reilly, who is vice 
president of policy for PhRMA, the Pharmaceutical Research and 
Manufacturers of America. And then next to her we have one of 
our colleagues, Congressman Greenwood, who is now president and 
CEO of the Biotechnology Industry Organization. Thanks for being 
here today. And next to Jim Greenwood is Ms. Christine Mundkur, 
who is chief executive officer of Barr Laboratories. And then we 
have Mr. Ron Bone, who is senior vice president, distribution sup-
port for McKesson Corporation out of San Francisco, California. 
And then Mr. Kevin Nicholson, who is both a Ph.D. and a lawyer— 
that is an interesting combination—vice president for pharmacy 
regulatory affairs for the National Association of Chain Drug 
Stores. And then the last is Ms. Ami Gadhia, who is policy counsel 
for the Consumers Union. 

Now, as I said before, we have 5-minute opening statements. 
Those statements become part of the hearing record. Each witness 
may in the discretion of the Committee submit additional brief and 
pertinent statements in writing for inclusion in the record, and we 
will start with Mr. Hubbard. 

STATEMENT OF WILLIAM K. HUBBARD, SENIOR ADVISOR, 
COALITION FOR A STRONGER FDA 

Mr. HUBBARD. Thank you, Mr. Chairman. I have a written state-
ment but I will just make a few opening remarks. 

I want to both thank you and commend you for your work on this 
bill and moving quickly. The committee has well documented the 
problem so obviously you are moving now into the phase of fixing 
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it. I think your bill has tremendous potential for addressing these 
problems. 

The way I look at the bill, there are three principles we need to 
follow in trying to fix this problem. First, we need to strengthen 
the FDA. The FDA has a very old paradigm for imported drugs 
with all the responsibilities on the Agency to find the problem at 
the border, and that needs to be shifted, and I think your bill does 
that by saying we need to shift more of that to the source of these 
drugs’ origin. We need to give FDA the authority to register these 
folks and know who is making our drugs, where they are, what 
they are making, and FDA needs the inspectors, as your bill would 
provide, to go to these foreign countries. And then of course, FDA 
needs authority here at the port to be looking at more of these 
drugs, destroying them if necessary, turning them back or what-
ever. 

But also, I think we need to take into account the fact that phar-
maceutical leaders already do a good job in many cases of securing 
their supply chain, and I think your bill suggests that everyone 
needs to come up to that there are companies that in the case of 
heparin, for instance, traced the drug all the way back to the pig, 
and that is the kind of concept that I think you are looking for with 
registration and universal identifiers to know where all of these 
products are coming from. So trying to get the entire industry to 
follow these leaders, I think, is a worthy goal. 

And then lastly, we have got to send a signal to these foreign 
countries. It is well documented, as Mr. Dingell said, that some of 
these countries have demonstrated they simply cannot uniformly 
produce safe products and there is a long stream of examples that 
I won’t go through today. But they need to understand there is a 
cop on the beat and that FDA will be looking at them, and I think 
the registration provisions will do that, and letting them know that 
when you do find a bad drug, it is going to get turned back or de-
stroyed, and having that presence by FDA in these countries I 
think will be tremendous, which, as you know, does not exist now. 

So I think, Mr. Chairman, your bill is a historic opportunity to 
fix these problems and I wish you well in the endeavor. There is 
one point I would raise some concerns about though and that is 
these user fees. The reliance on user fees I believe is a problem. 
There has been a disconcerting trend that the existing user fees 
have shifted appropriate dollars out of FDA and there have been 
programs that have been simply lost I believe because of the user 
fee program. So I am concerned about that continuing if the Agency 
is funded more and more by user fees. While some of the fees like 
requiring a foreign firm to pay a fee to register, I think that is good 
because, first of all, you are going to be assured of where they are, 
and second, you may actually give some disincentives to some peo-
ple that don’t know what they are doing to get out of the business, 
which would be a good thing. 

But all in all, we as taxpayers pay about a penny and a half a 
year for the FDA, and I think if you polled people, they would say 
they would be more than willing to pay 2 or 3 cents a day for safe 
and effective food and drug supply. So I certainly would encourage 
you to also find ways to increase FDA’s appropriations rather than 
keep moving more and more toward user fees. 

VerDate Nov 24 2008 16:10 Oct 07, 2010 Jkt 037690 PO 00000 Frm 00051 Fmt 6633 Sfmt 6633 C:\DOCUMENTS AND SETTINGS\CWELLS1\HEARINGS\110-111 SCOM1 PsN: JIMC



46 

With that, I thank you. 
[The prepared statement of Mr. Hubbard follows:] 

STATEMENT OF WILLIAM K. HUBBARD 

INTRODUCTION 

Mr. Chairman and members of the Committee, I am William K. Hubbard. Before 
my retirement after 33 years of Federal service, I served for many years with the 
U.S. Food and Drug Administration, and for my last 14 years was an FDA Associate 
Commissioner responsible for, among other things, FDA’s regulations and policy de-
velopment. Today, I serve as an advisor to The Alliance for a Stronger FDA, a con-
sortium of patient, public interest, and industry organizations whose mission is to 
urge that FDA’s appropriations be increased. The Alliance and its constituent mem-
bers are greatly concerned that FDA’s resource limitations have hampered the 
Agency’s ability to ensure the safety of our food and drug supply. Today’s hearing 
is focused on proposed solutions to the ever increasing numbers of drugs and med-
ical devices being imported into the United States. I will focus my comments on 
pharmaceuticals, but many of those comments would apply as well to medical de-
vices. 

BACKGROUND 

As you know, Congress created the current regulatory structure for assuring the 
safety of human drugs in 1938, through its enactment of the Food, Drug and Cos-
metic Act. That statute recognized that drugs could be a key component of our 
health care system, but that drugs were also powerful chemicals with the capability 
to produce great harm if not carefully regulated. Thus, Congress determined it nec-
essary to create a relatively pervasive regulatory system, which has served us well. 
Under that construct, American patients have access to safe and effective new drugs 
as fast or faster than anywhere else in the world, and FDA is widely recognized 
internationally as the ‘‘gold standard’’ for pharmaceutical regulation. FDA is also 
tasked with assuring that a drug, once approved for marketing, is actually the same 
compound that is manufactured and is of consistently high quality. To do that, FDA 
requires that a drug be manufactured under specific controls mandated by the 
Agency—known as Good Manufacturing Practices (GMPs). These include require-
ments that active ingredients of the drug be of a prescribed purity, strength and 
quality; that the drug be made in well-controlled, sanitary conditions; that its label-
ing and packaging be equally well controlled; and that laboratory tests of the drug 
be performed routinely using well established scientific methods and properly cali-
brated equipment to confirm that the drug is always produced in the form approved 
by the FDA. 

Those controls have resulted in a remarkable record of success for American phar-
maceuticals. The U.S. manufacturers of our drugs agree with the need for such 
strict controls and take great care to implement them faithfully. Accordingly, FDA 
inspectors generally find adherence to GMPs when they examine a U.S. drug manu-
facturing facility, and the occurrence of injuries and deaths from improper drug 
manufacturing in this country is rare. 

THE GLOBAL SITUATION 

The portrait of pharmaceuticals elsewhere around the world is not so positive. 
Drugs developed and produced in other countries do not always have the same 
record of therapeutic success as American pharmaceuticals. But perhaps more im-
portantly, drugs made in other countries—particularly less developed nations—are 
often purchased from suppliers who have little or no oversight by regulatory bodies; 
where key elements of safe drug production are ignored—such as quality testing, 
expiration dating, and labeling controls; and where producers of substandard and 
counterfeit drugs have a relatively easy access to the marketplace. 

In recent years, this Committee has documented numerous reasons for concern 
about drugs made offshore: 

• 80% of our domestic drug supply is now comprised of ingredients produced in 
other countries, and increasingly those are less developed nations such as China 
and India. 

• FDA has the capability to inspect only a small percentage of foreign drug manu-
facturing facilities, and inspection rates of drugs arriving at U.S. ports are equally 
dismal. 
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• Deaths and injuries from compounds made overseas are seemingly more and 
more common—from antifreeze substituted for glycerin, melamine in pet food, anti-
biotics that don’t effectively treat bacterial infections, and, of course, most recently, 
heparin contaminated with chondroitin. 

• Counterfeiting of drugs is increasingly common in many countries, and has been 
steadily growing in the United States. The World Health Organization has reported 
that in some areas of the world, particularly parts of Africa and Asia, more than 
one-half of the pharmaceutical supply is counterfeit. Indeed, drug counterfeiting is 
considered to be endemic around the world, with China alleged to be a principle 
world supplier of such products. 

FDA AND IMPORTED DRUGS—NEED FOR A NEW PARADIGM 

At a time in which drug safety problems overseas have become more and more 
prevalent, the FDA has simply not been able to keep up. While it can continue to 
ensure that drugs made in United States meet our high safety standards, the Agen-
cy is not positioned and funded to assure the safety of imported drugs. FDA is asked 
to regulate these products with a law that was enacted 70 years ago—at a time in 
which there were few drugs being made anywhere in the world, and none being im-
ported into the United States. The system created in 1938, with origins dating all 
the way to the turn of the last century, authorized FDA to examine imported drugs 
at the border and refuse entry to any drug that ‘‘appeared’’ to be unsatisfactory. 
Thus, the law placed the responsibility on the FDA to catch a problem and stop the 
drug’s entry into our country, as opposed to asking the foreign manufacturer to 
demonstrate that they were taking care to follow established standards for drug pro-
duction. So, while domestic drug manufacturers are held to a high standard of drug 
safety, with regular GMP inspections, foreign producers often need worry only about 
the remote possibility that an FDA inspector at a border crossing will find a prob-
lem and stop the drug’s entry. Moreover, a domestic drug manufacturer using for-
eign ingredients can adhere to strict quality control procedures, yet be victimized 
by a contaminated ingredient that was unsuspected. 

More specifically, we have failed to provide FDA with the appropriations and 
other tools it needs to carry out the mission we have assigned to them, such as: 

• Staff to conduct regular inspections in foreign facilities as are now done for do-
mestic manufacturing plants. The Food, Drug and Cosmetic Act dictates that each 
U.S. drug manufacturer be inspected at least every 2 years, but the current rate 
of foreign inspections is infrequent at best. Thus, we are buying ever larger percent-
ages of our drug ingredients from producers in developing countries who receive vir-
tually no FDA inspection, despite a congressional determination that domestic man-
ufacturers be inspected regularly. 

• Modern IT systems that would allow FDA to effectively track and monitor the 
production and movement of imports. The import data system is so old and commu-
nicates so poorly with other FDA information systems that it is difficult for FDA 
officials to use risk as a predominant driver of their compliance; 

• Registration procedures for foreign drug manufacturing that would allow us to 
know who is making drugs for our market, where they are located, and what they 
are manufacturing; and 

• Port inspectors to examine the almost 20 million annual shipments of foods, 
drugs, and other products that FDA is expected to regulation. For over 400 ports 
of entry, FDA has only 450 inspectors, meaning that most ports aren’t staffed at 
all and many can be staffed only part time. 

THE HEPARIN EXAMPLE 

We are, of course, especially mindful today of the recent deaths from contami-
nated heparin. It is, sadly, a realistic example of the problem FDA faces in assuring 
the safety of imported drugs. Indeed, I believe one could use the well worn cliche 
of a ‘‘perfect storm’’ in describing the conditions upon which the heparin incident 
unfolded —initial extraction of heparin on pig farms that have been described as 
‘‘primitive,’’ no regulation by authorities in the producing country, no FDA inspec-
tion of the heparin exporter’s manufacturing facility, and violative conditions found 
by FDA in the manufacturing facility when subsequently inspected. When you add 
to that the technical capability of chemists to modify and substitute chondroitin for 
heparin, the resulting profit margin by using cheaper ingredients, the low risk of 
being caught substituting another ingredient, and the even more remote likelihood 
of being punished by U.S. authorities, one could accurately conclude that there was 
highly fertile ground upon which this could occur. 

But the heparin case also demonstrates FDA’s inherent weaknesses in its ability 
to adequately oversee foreign drug production. The facility in China had not been 
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inspected by FDA, the suppliers of raw material to that facility were not registered 
with the FDA, and the Agency’s IT systems were not up to the task of identifying 
and tracking the facilities in China and the movements of their products. In sum, 
the FDA’s poor capabilities, in my view, contributed to the likelihood that a counter-
feiter could feel emboldened to substitute the chondroitin with relatively little fear 
of regulatory action by the United States. 

WHAT MUST BE FIXED 

We must find a way forward to ensure that drugs made with foreign ingredients 
meet the same high standards as those of fully domestic origin, by assuring the en-
forcement of the rules that govern drug production and the promulgation of needed 
new rules. It does no good to have rules if they are not obeyed, no good to set high 
standards if they are not used, and no good to develop advanced scientific skills if 
they are not employed. That some less developed countries have a record of serious 
problems in drug manufacturing is indisputable. And the disparity in drug inspec-
tions—in which FDA inspects U.S. facilities regularly and those in China and India 
almost never—is indefensible. 

Some would say that we should not be buying products such as drugs from devel-
oping nations, but that flies in the face of the reality of global free trade. Others 
would rely upon agreements negotiated with foreign countries, under which those 
nations would assure the safety of drugs exported to the United States. I believe 
that a developing country without a strong counterpart to the FDA is incapable of 
effectively implementing such an agreement, and that such a course of action is a 
prescription for frustration. In the end, I believe we must rely upon what we know 
has worked in the past to protect our drug supply—rigorous control of pharma-
ceuticals within a system closed to unregulated and unscrupulous suppliers and 
overseen by a strong FDA. 

I believe that there are three main principles to be considered in correcting the 
imbalance between the strong safety oversight of US-produced pharmaceuticals and 
medical devices and those made overseas: 

1) FDA’s statutory construct must be changed to take into account the 
globalization of drug and devices. As you know, the current version of the Food, 
Drug and Cosmetic Act places much of the burden for assuring the safety of im-
ported drugs onto the FDA and at the point of entry—the border ports. That para-
digm is outdated in a world that is far more globalized today, and more of the re-
sponsibility needs to be shifted to the source of production—to preventing problems 
from occurring rather than relying on FDA to find them at the border. FDA also 
needs to know that imports are equally important in the development of policy and 
the allocation of resources as domestic programs. Your proposal, if enacted, would 
make that point in several ways—by requiring the same frequency of inspection for 
foreign and domestic manufacturing facilities; allocating new resources for foreign 
inspections; creating a foreign inspectorate dedicated to overseeing manufacturing 
in exporting countries; giving FDA the information it needs about who is making 
these products and where they are located; and strengthening inspection of these 
products when the arrive at our borders with new powers to detain, destroy or recall 
drugs and devices that are deemed to be dangerous. 

While inspections are not the only solution to these problems, they are an abso-
lutely necessary piece. It is particularly important that we place a focus on drugs 
and devices made in countries without a history of safe manufacturing and internal 
regulation. Without GMP inspections in less developed nations, we essentially have 
no oversight of those manufacturers. A GMP inspection is far more than just a snap-
shot of that facility the day the inspector arrives. It is a detailed survey of how that 
plant has been operating for months, which allows a realistic conclusion about 
whether that facility can and does follow accepted drug production procedures. Rely-
ing on testing by the FDA or the U.S. drug company that receives the foreign ingre-
dients is not a substitute for examining the source of production. 

Your proposed creation of a dedicated foreign inspectorate will go far in ensuring 
that the inspection requirement can be successful. Currently, FDA must utilize its 
domestic inspection force to travel overseas to conduct inspections. That practice is 
expensive and often a hardship on inspectors. The agency needs to recruit an inspec-
tion force that is hired and trained to do foreign inspections, and many will need 
to be housed in the countries with the greatest number of manufacturing facilities. 

2) Build upon the best practices many U.S. firms already use in securing their 
supply chain. Supply chain integrity is increasingly a watch word among leading 
pharmaceutical manufacturers. The most advanced firms today have contractual ar-
rangements with suppliers that require strict conformance to quality control proce-
dures, and insistence that every party to their supply chain be known to them and 
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of sufficient technical competence. And those firms regularly inspect and monitor 
the performance of their suppliers, as well as test ingredients for purity, stability 
and other necessary qualities. I believe that your bill will reinforce the commitment 
of those firms already utilizing such practices and should encourage others to join 
in them. For example, the bill would ease entry into the United States of drugs and 
drug ingredients that can document compliance with applicable FDA drug safety re-
quirements. Further, it will provide for additional contaminant testing which, in the 
light of the heparin injuries, will be a necessary part of a strengthened system of 
import controls. 

3) Send a message to foreign manufacturers and their nations’ governments that 
the focus of regulation will shift from FDA’s border inspection of drugs to the condi-
tions in the overseas manufacturing facilities. In the past, there have been relatively 
few incentives for foreign manufacturers to be assertive in protecting exported drugs 
and devices from contamination or other violations of FDA drug safety standards. 
Indeed, some contend that the current system—of placing most of the burden for 
catching unsafe drugs onto the FDA—has comprised a disincentive, thus indirectly 
encouraging ingredient substitution and other cost saving ‘‘short cuts.’’ Your bill will 
start an important shift toward expecting exporters to take greater care in manufac-
turing drugs for our market—by requiring all foreign producers to declare their 
identity and location, by permitting FDA to suspend a facility’s registration if it im-
pedes an FDA inspector’s ability to carry out his duties, by ensuring parity among 
U.S. and foreign drug inspections, by encouraging certification and other evidence 
of quality controls on the part of foreign drug facilities, by requiring foreign drug 
manufacturers to pay facility registration fees that mostly been limited in the past 
to American facilities, by ensuring that violative drug imports are more likely in the 
future to be either detained or destroyed if found at U.S. ports, and by requiring 
contaminant testing of drug ingredients before they leave the exporting country. 

ADDITIONAL CONSIDERATIONS 

While I believe that your bill contains most of the elements that FDA’s scientists 
would like to have instituted for a safer drug import system, there are two addi-
tional considerations that I would urge you to include: 

- Appropriated funds to strengthen the FDA. Your bill includes user fees to pay 
for more FDA oversight. Such fees are reasonable for facility registration, as domes-
tic manufacturers must now pay such a fee, and bringing foreign facilities on par 
would be a logical addition. Plus, fees could have the complementary effect of driv-
ing from pharmaceutical manufacturing business some inadequate foreign facilities 
for which registration would trigger an eventual inspection. However, I am skeptical 
that user fees are the solution to FDA’s funding problems, as budget officials have 
tended in recent years to shift agency funding from appropriated dollars to user 
fees, leaving the Agency with little or no net gain. Indeed, some programs, such as 
food safety and FDA’s inspection corps, have absorbed large staff cuts over the past 
decade, and I believe those cuts are largely attributable to the fact that other parts 
of FDA were receiving new funding from user fees (for drug and device application 
review). We, as American taxpayers, today spend only 1-and-a-half cents per day on 
the FDA. I believe the vast majority of our citizens would gladly pay 2 or 3 cents 
a day for an effective FDA that can vigorously protect our food and drug supply. 

- A commitment to information technology improvements. As your Oversight and 
Investigations Subcommittee, the GAO, and FDA’s Science Board have all docu-
mented, FDA’s inadequate IT systems are a fundamental lag on the Agency’s ability 
to improve its import program. I urge you to make IT enhancements a key goal of 
your legislation, even if that is achieved merely by a sense of the Congress state-
ment about your expectations for IT begin the process of improving our coverage of 
imports. The IT systems should be configured in a way that allows the Agency to 
use a myriad of risk factors, including potential impact on the public health, to di-
rect its inspectional and import efforts. The Science Board recommends increased 
appropriations of $800 million for FDA’s overall IT needs, so there is a long way 
to go if FDA is to have state-of-the-art information systems, but we could at least 
start with funding an effective import information system. 

In conclusion, I believe FDA’s scientists and regulatory officials are nothing short 
of terrific. They are well trained, intensely dedicated to the public health, and a true 
bargain for the American taxpayer. But they have been handed a task—an expecta-
tion—that they realistically cannot fulfill with their current resources. History has 
shown that when FDA is given the resources and tools it needs to be effective, it 
will perform well and in doing so protect the health of those who depend every day 
on this critical agency. 

VerDate Nov 24 2008 16:10 Oct 07, 2010 Jkt 037690 PO 00000 Frm 00055 Fmt 6633 Sfmt 6633 C:\DOCUMENTS AND SETTINGS\CWELLS1\HEARINGS\110-111 SCOM1 PsN: JIMC



50 

Thank you for inviting me to give my views on this subject. 

Mr. PALLONE. Thank you, and thank you for keeping well within 
the 5 minutes. 

Ms. Reilly. 

STATEMENT OF LORI REILLY, VICE PRESIDENT OF POLICY, 
THE PHARMACEUTICAL RESEARCH AND MANUFACTURERS 
OF AMERICA 
Ms. REILLY. Thank you for the opportunity to be here today and 

testify. I am Lori Reilly, vice president for policy and research at 
PhRMA. I am here today on behalf of Billy Tauzin, our chairman 
and president, who apologizes for not being able to be here himself. 
This is an issue that he is extremely passionate about and wanted 
to offer his thoughts in terms of commending the Committee in 
looking at this important issue. I think we share your goals in en-
suring a safe and effective pharmaceutical drug supply. 

The work of this committee over many years has helped to en-
sure the safety of the prescription drug supply, going back to the 
1980s and the extensive investigative work this committee did that 
led up to the Prescription Drug Marketing Act, which closed the 
current drug supply system to drugs that had circulated outside 
the jurisdiction of the FDA, outside the control of the manufac-
turer, and this was as a result of counterfeit drugs that had pro-
liferated inside the United States, and we applaud the Committee 
for that work and its interest in taking additional steps to secure 
the supply chain. 

As Dr. Woodcock testified earlier, the current regulatory system 
in this country is built on good manufacturing practices and the no-
tion that you need to build quality into every element of the prod-
uct, and our companies do that. They abide by GMP requirements. 
They often go way above and beyond those requirements by having 
their own systems, vendor qualification programs, vendor audit 
programs. In fact, one of our companies testified just last week be-
fore the Senate about the extensive amount of additional resources 
they spend to ensure the suppliers they use meet these very strin-
gent requirements. 

As stated previously though, this comprehensive system, while 
excellent and arguably the safest in the world, there is always 
room for improvement, even with the very best systems, and once 
again, we commend the Committee for looking at opportunities to 
further strengthen the system. 

In response to concerns regarding the rate and extent to which 
FDA is currently conducting inspections, I am pleased to offer sev-
eral ideas for consideration as you continue to work on the discus-
sion draft as well as our own comments on the draft that has been 
put forward to date. 

Previous congressional testimony has revealed a great disparity 
in the number of foreign facilities that exist and thus are subject 
to FDA inspections. In addition, concerns have been raised about 
the interoperability of the Agency’s databases for tracking and 
monitoring foreign establishments. We agree with the Committee 
that foreign establishments should and need to be registered with 
FDA to the extent they are already not required to do so by law, 
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and we also agree we need a better accounting of what those facili-
ties are and where they are located. Having a more accurate pic-
ture of the number of facilities that exist abroad in a single data-
base will allow the Agency to ensure that inspections are occurring 
on a more timely basis. 

With respect to funding, the committee draft, specifically section 
201 of the draft bill, sets up a new annual registration fee for the 
purpose of defraying costs of inspecting establishments registered 
with the FDA. We believe a strong, well-funded FDA is critical to 
the health and safety of American patients and we, along with 
other stakeholders, have been supportive of increased funding for 
the FDA. We have lobbied Congress as a part of a coalition to 
argue for increased appropriations so that FDA has the needed re-
sources to meet its many mandates. 

We have also supported user fees for other purposes. For exam-
ple, PhRMA endorsed user fees as part of the PDUFA program, 
and in general we believe they have worked well. With regard to 
whether user fees are appropriate in this instance, we still have 
some outstanding questions that we would like to work with the 
Committee on in the future, for example, what the amount of any 
user fee may be, whether there will be a cap on such user fees, 
what FDA can specifically use these resources for, what perform-
ance measures will exist for the FDA, whether the fees will have 
a sunset date and whether there is any link to appropriated funds. 
Moreover, we believe, as others have stated previously today, that 
any new user fees should not supplant appropriations and should 
support specific identified FDA activities. And as stated previously, 
we believe that the Agency is currently underfunded and we would 
love to work with the Committee and Congress to address this 
issue as well. 

With regards to enhancements to FDA’s current inspection re-
gime, sections 202, 403 and 404 of the discussion draft set out tar-
geted reforms to the FDA’s current inspection regime, including a 
2-year interval for foreign inspections as well as a requirement for 
initial facility inspection before a product can be offered in the 
United States. We agree with the Committee that FDA should in-
crease its inspections of foreign facilities. The FDA currently has 
broad authority to conduct inspections of domestic and foreign es-
tablishments and we recommend that FDA increase its GMP in-
spections of foreign facilities, including API facilities. 

In addition, we support the Committee’s recommendation that 
would require FDA to establish and maintain a core of inspectors 
dedicated to inspections of foreign facilities. The current discussion 
draft, as I said, requires those inspections to occur at least once 
every 2 years, which would be consistent with FDA’s current man-
date for domestic establishments. While we believe it is a laudable 
goal, it is important to recognize that it will take time. As we heard 
from Dr. Woodcock this morning, training of inspectors alone could 
take anywhere from 3 to 4 years. So it will take time to get individ-
uals up to speed and allocated to do this. Therefore, we believe 
Congress should give FDA flexibility to develop a risk-based ap-
proach to efficiently use its resources to prioritize foreign establish-
ments for inspections, particularly in light of the practical realities 
regarding the time it will take to establish an enhanced FDA pro-

VerDate Nov 24 2008 16:10 Oct 07, 2010 Jkt 037690 PO 00000 Frm 00057 Fmt 6633 Sfmt 6633 C:\DOCUMENTS AND SETTINGS\CWELLS1\HEARINGS\110-111 SCOM1 PsN: JIMC



52 

gram. In our view, categorizing and prioritizing FDA inspections of 
foreign establishments based on the risk they present, looking at 
such criteria as time since last inspection, their compliance history 
and type of product produced, geographic location and volume of 
product import will enhance their ability to target their inspection 
resources more efficiently. 

Given the reality that the Agency—— 
Mr. PALLONE. Ms. Reilly, I hate to interrupt because I like that 

you are being very specific about the bill, but you are over a 
minute, so you have to wrap up. 

Ms. REILLY. I will wrap up, and let me do that by briefly men-
tioning the legislation offered by Congressmen Buyer and Mathe-
son, and again, we applaud the leadership that they have taken on 
the issue and the tireless efforts they have gone to in trying to 
work with all stakeholders on the bill. We appreciate their thought-
ful approach, and we look forward to working with them further on 
this bill. 

Again, I thank you for the opportunity to be here today and look 
forward to your questions. 

[The prepared statement of Ms. Reilly follows:] 
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Mr. PALLONE. Thank you. I appreciate the fact that you were 
very specific about the bill but we only have 5 minutes. 

Jim, thank you for being here. 
Mr. GREENWOOD. My pleasure. 
Mr. PALLONE. You are recognized for 5 minutes. 

STATEMENT OF JAMES C. GREENWOOD, PRESIDENT AND CEO, 
BIOTECHNOLOGY INDUSTRY ORGANIZATION 

Mr. GREENWOOD. Thank you, Mr. Chairman, Mr. Acting Ranking 
Member Buyer, Mr. Matheson. It is my privilege to provide testi-
mony before this subcommittee today on behalf of the Bio-
technology Industry Organization, BIO, on the efforts of BIO mem-
ber companies to ensure the safety of the ingredients that they use 
to manufacture their pharmaceutical and biological products for the 
American public. We applaud the subcommittee for convening this 
hearing and we are committed to collaborating closely with you and 
the FDA to better ensure the safety, purity and potency of im-
ported drugs and biologics. We welcome this opportunity to inform 
you of the steps that our members have been taking to ensure the 
quality of their products as part of the successful closed regulatory 
system for imported drugs and drug products. 

I want to reiterate that the commitment of BIO and its member 
companies to work with you and this subcommittee in this endeav-
or. We do so because the continuing safety of our products is our 
responsibility to the patients we serve and it is number one pri-
ority. 

Regarding the draft FDA Globalization Act, BIO has previously 
publicly acknowledged that the FDA is woefully underfunded, par-
ticularly given the enormous and rightful demands that this Con-
gress and the American public have placed upon it. In fact, BIO led 
the formation of the Alliance for a Stronger FDA, which success-
fully advocated for $40 million in additional appropriated funds for 
FDA’s Human Drug Review Program last year, and we are advo-
cating for more this year. While we respect the fact that user fees 
are and will continue to be a part of the solution to the Agency’s 
funding crisis, BIO strongly believes that the imbalance between 
user fees and appropriated fees within the Agency’s budget has be-
come too great, hence the need for a much larger appropriation. 
BIO would urge the subcommittee to ensure that if new user fees 
are created, that the amount and the use, and I believe Mr. Pallone 
has already acknowledged that you will have a specific amount in 
the bill, but also that the use of any new user fees are set forth 
clearly in any new legislation, to ensure both transparency and ac-
countability. It is also essential that inspection user fees for drug 
and biologic manufacturers are not duplicative of existing registra-
tion and establishment fees and are not used to subsidize unrelated 
activities or other agency functions. 

Second, any new legislation in this area should recognize the sig-
nificant differences between biologics and small molecule drugs, as 
well as between and among different types of biologics. This is par-
ticularly relevant with respect to the type of testing that may be 
required to ensure safety and purity. Biologics are complex prod-
ucts that are derived from living organisms. In some instances, the 
active substance may not be well characterized. In other cases, it 
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may be known but not easily separable from other components of 
the product using current scientific methods. Of course, all biologics 
like all other drugs are regularly tested for purity and to ensure 
that they continue to meet their approved regulatory standards but 
it is important that Congress not seek to create a one-size-fits-all 
testing requirement to ensure purity and identity because a one- 
size-fits-all approach will not work for all safe, pure, and potent 
biologics. Rather, FDA must have the responsibility and the discre-
tion to ensure appropriate testing based on each particular product. 

Third, there currently exists a highly detailed regulatory frame-
work governing approval and post-approval manufacturing of drugs 
and biologics including requirements for ensuring the consistent 
manufacture of a safe and effective product in accord with its FDA- 
approved package. If the Congress is to enact new requirements or 
programs in this area, it is critical that they build upon and 
strengthen FDA’s GMP requirements to ensure that the manufac-
ture of drugs and biologics can be reproduced consistently in ac-
cordance with agency standards and avoid imposing confusing or 
vague new mandates. 

Fourth, any new legislation should ensure that the FDA has the 
time, resources and direction to successfully implement the new re-
quirements and programs in a way that will not result in shortages 
or disruptions to the supply chain of life-saving and life-enhancing 
medicines because of FDA’s failure to conduct timely inspections in 
accordance with the time frames in the legislation. It is important 
to recognize that the current closed regulatory system has been 
successful overall and improvements to this system should not re-
sult in the unintended consequences of limiting patient access to 
needed therapies. 

Finally, it bears emphasis that the closed regulatory system for 
imported drugs and biologics is an essential element in ensuring 
drug safety here in the United States. As we seek to strengthen the 
closed system together, we must keep in mind that any efforts to 
broaden permissible importation of drugs that are currently illegal 
to import in the United States will only undermine such efforts and 
add to the FDA’s already heavy burden. 

I want to thank the subcommittee in advance for the consider-
ation of these views. 

[The prepared statement of Mr. Greenwood follows:] 
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Mr. PALLONE. Thank you, Congressman. 
Next is Ms. Mundkur recognized for 5 minutes. 

STATEMENT OF CHRISTINE MUNDKUR, CHIEF EXECUTIVE 
OFFICER, BARR LABORATORIES, INC. 

Ms. MUNDKUR. Thank you for the opportunity to present today. 
I am Christine Mundkur, the CEO of Barr Laboratories, a global 
generic pharmaceutical company. 

Prior to being CEO, I spent about 15 years at Barr Laboratories 
in the areas of quality, regulatory, and safety, and most recently 
I have served as the executive vice president of Global Quality, 
overseeing our manufacturing facilities located in the Czech Repub-
lic, Poland, Croatia, as well as the United States, and as well as 
ensuring the distribution of high-quality generic pharmaceuticals 
in over 30 markets. 

I am proud to be here today on behalf of GPHA, which rep-
resents both domestic as well as multinational companies that 
manufacture 90 percent of the FDA-approved generic pharma-
ceuticals dispensed in the United States. We are committed to 
work with Congress, the Committee and FDA to ensure that ade-
quate oversight of the Nation’s drug supply is in place to ensure 
the availability of safe and high-quality products. We are pleased 
today to support the overall goals and the fundamental provisions 
of the draft FDA Globalization Act of 2008, and we continue to sup-
port HHS’s Import Safety Action Plan. 

While we have stringent regulations on all drugs approved by 
FDA, as you are aware, we have drugs today in the United States 
that do not have FDA approval and are not regulated. We know 
these to be counterfeit drugs. The safety of our supply chain is only 
as strong as the weakest link. We continue to encourage this com-
mittee to place a high priority on the prevention of these counter-
feit drugs. 

Also, while we support your efforts to enhance the foreign inspec-
tions, we encourage this committee to recognize the need to care-
fully balance the competing demands of FDA resources to prevent 
the increased emphasis on foreign inspections from unintentionally 
or negatively impacting the timely availability of U.S. generic phar-
maceuticals, which already have a significant backlog in the review 
and approval times. 

As Dr. Woodcock stated, quality cannot be tested in nor can we 
inspect our way to safety. FDA has acknowledged as well as the 
industry has acknowledged these statements through the imple-
mentation of risk-based approaches. Risk-based approaches don’t 
take away from the necessary need of human resources as well as 
additional capital, but allows us to prioritize the needs of what we 
need for GMPs. In addition, FDA and the industry continues to 
work in the area of improving our quality systems. As Dr. 
Woodcock stated, GMPs and the quality of our product are really 
based on the quality systems that we manufacture, produce, and 
distribute our products by, and these have also taken on a global 
nature through our ICH initiatives and the quality area, including 
quality risk management, quality systems, and GMP for API sup-
pliers. 
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The pharmaceutical industry has continuously improved its qual-
ity systems, both the branded side as well as the generic side. I 
think it is important to understand that we all operate under the 
same laws whether you a branded company or a generic company, 
and many of our quality systems actually go beyond what is writ-
ten in the law. As similar to what Lori stated, our quality starts 
from the design and development of our products and it continues 
through very robust quality organizations utilizing robust and com-
plicated quality systems. For example, in the area of third parties, 
we have very defined systems for our vendor qualification pro-
grams, how we source APIs, making sure that we have long-term 
relationships with our API suppliers through quality agreements 
and our vendor audit programs. 

One of the challenges that we have had, as you heard, is that as 
the pharmaceutical industry has become more global, many addi-
tional challenges have hit both the industry as well as FDA’s re-
sponsibilities for ensuring that there is quality and safe supply of 
pharmaceutical products coming to the United States. As we have 
heard, one of the areas that has probably been most challenging is 
in the area of foreign inspections, and we support the establish-
ment of one uniform high-quality inspection program for all facili-
ties. Today what we have is, we have a domestic inspection pro-
gram and a foreign inspection program and they are not nec-
essarily linked as one. We support the idea of having one inspec-
tion program that will serve as both the domestic as well as the 
foreign manufacturers. We also believe that all foreign inspections 
should be comparable in frequency and duration to those of their 
domestic counterparts. We do understand that FDA must have the 
resources, both human and capital, necessary to conduct both do-
mestic and foreign inspections equally across all manufacturers for 
both APIs as well as for finished products. These resources need to 
be supported by additional agency appropriations and also by the 
establishment or the registration fees by manufacturers. 

It is our position that the current agency appropriations should 
be adequate to support the domestic facility inspections. However, 
we believe that the registration and establishment fees should be 
allocated solely to the support of the foreign inspection program for 
both GMP as well as pre-approval. We support a fee structure tied 
to facility inspections, that is, what do I mean by that? That the 
fee is actually due upon the completion of the inspection, which has 
a very similar model in the EU system. 

We further support and continue to encourage FDA’s use of a 
risk-based approach for the inspection program that would 
prioritize the need of inspections based on the compliance history 
of the company, the compliance history of the facility, as well as 
the products that that facility manufactures, such as OTCs versus 
sterile products. 

In addition, we believe that it is necessary to establish a foreign 
inspection cadre that may also include the establishment of FDA 
inspection offices in various regions worldwide and we commend 
the FDA in looking at the idea of putting FDA offices in China and 
India and other regions where it may be necessary. 

With regard to third-party inspections, we understand that addi-
tional work is necessary in crafting the final language, and we are 
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committed to working with you on that language. However, we be-
lieve that there are opportunities for FDA to collaborate with third 
parties, and most specifically with other international regulatory 
authorities through such programs as—— 

Mr. PALLONE. I am going to mention again you are a minute over 
so if you could wrap up. 

Ms. MUNDKUR. So in closing, I do believe that we strongly have 
the—the United States enjoys the world’s safest supply of pharma-
ceutical products, and as an industry we are committed to sup-
porting both Congress and FDA in strengthening the foreign in-
spection program. 

[The prepared statement of Ms. Mundkur follows:] 

STATEMENT OF CHRISTINE MUNDKUR 

Good morning Chairman Pallone, Ranking Member Deal, and Members of the 
House Energy and Commerce Committee Subcommittee on Health. Thank you for 
asking me to participate in this very timely and important hearing. 

I am Christine Mundkur, Chief Executive Officer of Barr Laboratories, Inc., the 
global generic pharmaceuticals business unit of Barr Pharmaceuticals, a leading 
global manufacturer of generic and brand name prescription drugs, and over-the- 
counter medicines. Barr currently operates in more than 30 countries, with manu-
facturing and packaging operations of finished dosage form products in multiple 
sites in the United States, and manufacturing of active pharmaceutical ingredients 
and finished dosage form products in Croatia, Poland, and the Czech Republic. 

Prior to being named CEO of Barr Laboratories in March of this year, I held a 
variety of legal, regulatory, quality, and safety management positions since joining 
the company in 1993. I am also a regulatory attorney. Most recently, I served as 
Executive Vice President, Global Quality, Safety and Regulatory Affairs, and had re-
sponsibility for leading the Company’s global quality, safety, regulatory affairs and 
pharmacokinetics/bioequivalence (PK/BE) operations. Following Barr’s acquisition in 
2006 of PLIVA, a leading European pharmaceutical company based in Croatia, I had 
the opportunity to relocate to our European headquarters in Zagreb, Croatia. In this 
position, I worked to harmonize the quality, safety, regulatory, and manufacturing 
processes across the global operation and gained valuable experience and knowledge 
working with the European drug regulatory system. 

I have worked extensively over the past 15 years with FDA in all aspects of prod-
uct review, approval, and the regulation of manufacturing and quality standards, 
and actively managed our relationships with suppliers of active and inactive phar-
maceutical ingredients in our products. 

In addition, I am proud to speak on behalf of the Generic Pharmaceutical Associa-
tion, which represents domestic and multinational companies that manufacture 90% 
of the FDA-approved generic pharmaceuticals dispensed in the United States, as 
well as active ingredient suppliers for this market. 

OVERVIEW OF TESTIMONY 

I would like to make two brief points in my testimony today, before commenting 
in some detail on the proposed Food and Drug Administration Globalization Act, 
and in particular Title II of the Act, which addresses drug and device safety. 

First, we applaud the work of this subcommittee, and the commitment of Con-
gress to ensure the safety of America’s drug supply—brand and generic. For nearly 
a quarter of a century America’s generic drug industry has been developing, manu-
facturing, and marketing generic versions of brand-name prescription drugs. Last 
year, approximately 65% of the 3.6 billion new and renewal prescriptions dispensed 
in the U.S. were filled with generics, saving patients and consumers literally billions 
of dollars. We are committed to doing everything possible to work with Congress 
and the FDA to ensure that adequate oversight of the Nation’s drug supply is in 
place to ensure our safety. 

Second, I want to make clear that the generic pharmaceutical industry is among 
the most highly regulated in the world. FDA promulgates strict rules governing the 
development, manufacture, approval, packaging, marketing, and post-marketing 
surveillance of prescription drugs. And to ensure the highest purity and quality, 
FDA has in place rigorous inspection standards for facilities that manufacture and 
supply prescription drugs. 
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These stringent regulations apply equally to all brand, generic, and biological pre-
scription drugs approved by the FDA. However, as you are aware, there are drugs 
being sold in the U.S. today that do not have FDA’s approval. I am speaking pri-
marily of counterfeit drugs, which are sold over the Internet and on the black mar-
ket. We do not want to lose sight of this untenable situation and the grave risk 
these unapproved and unregulated products carry for U.S. consumers. Our drug 
safety system is only as strong as its weakest link, and we encourage this committee 
to continue to place high priority on preventing counterfeit medicines from reaching 
consumers. 

While we support your efforts to enhance foreign inspections, we encourage the 
subcommittee to recognize the need to carefully balance competing demands for 
FDA resources to prevent the increased emphasis on foreign inspections from unin-
tentionally and negatively impacting the timely availability of U.S. generic pharma-
ceuticals. Generic applications already are backlogged at the FDA, with the average 
review and approval time for Abbreviated New Drug Applications (ANDAs) now ap-
proaching 20 months, according to the Office of Generic Drugs. This is a delay of 
more than a year longer than the 6-month statutory approval period specified by 
the Hatch-Waxman Act. Action related to enhancing foreign inspections cannot be 
permitted to further delay FDA’s timely approval of generic drug applications. 

Now, I would like to spend my remaining time outlining the generic industry’s 
position regarding modifications to the Foreign Inspection process. 

CONSUMER SAFETY IS PARAMOUNT 

The Government Accountability Office (GAO) reported to Congress in November 
that FDA’s effectiveness in managing its foreign drug inspection program continues 
to be hindered by weaknesses, and that fundamental flaws in the program identified 
a decade ago continue to persist. The GAO report, coupled with the recent recall 
of heparin containing foreign-made active ingredients, has served to amplify the call 
for revamping the FDA’s foreign drug inspection program to ensure the safety and 
quality of imported pharmaceutical products. 

The generic industry applauds the diligent efforts of Chairman Dingell and Mem-
bers of the Energy and Commerce Committee who, for more than a year, have been 
working on initiatives aimed at protecting American consumers from substandard 
and unsafe medicines. Product safety and efficacy must always be paramount, and 
our industry has long supported measures to strengthen regulations that assure 
that all medicines—whether manufactured here or overseas—meet the highest 
standards for quality and safety. 

We agree with Chairman Dingell that we cannot ‘‘inspect our way to safety.’’ FDA 
must have the resources to enforce programs designed to prevent drug safety prob-
lems before they occur. And when prevention fails, the Agency must have the au-
thority to impose appropriate penalties. That is why we are pleased to support the 
overall goals and fundamental provisions of the FDA Globalization Act. 

Our industry has long supported measures to strengthen safety standards across 
the board and to deal with the problems posed by insufficient current Good Manu-
facturing Practices (cGMP) inspections. The key to addressing these issues is to pro-
vide FDA the resources it needs to do the job. 

First, the generic industry realizes that FDA needs additional funding to defray 
the costs of sustaining an adequate inspection. Therefore, we support, in principle, 
Section 201 and the need for annual registration fees applicable to producers of 
drugs. However, the draft legislation proposes that these fees be allocated to support 
inspections of both domestic and foreign facilities. It is the position of the generic 
industry that current agency appropriations already are adequate to support domes-
tic facility inspections. Thus, our position is that annual registration fees proposed 
in Section 201 be allocated solely to support the inspection of foreign facilities, 
where there is an immediate and significant need for resources to address the larger 
issues that are providing the momentum for this legislation. 

The generic industry advocates a ‘‘flat fee’’ structure that would cover both cGMP 
and pre-approval inspections, and would also have provisions to incorporate re-in-
spections. We support a fee structure that is tied to facility inspections, very similar 
to the system currently in place in the European Union. Under this fee model, pay-
ment of the inspection fee is due upon completion of the inspection. However, re-
gardless of whether fees are registration-based or inspection-based, the fee structure 
should be tiered, with one rate for API manufacturers and another rate for finished 
dosage suppliers. 

In conjunction with generating the funds needed to achieve a successful inspection 
program, the fee system should require that the FDA adhere to certain performance 
metrics and adequate reporting to Congress to monitor program effectiveness and 

VerDate Nov 24 2008 16:10 Oct 07, 2010 Jkt 037690 PO 00000 Frm 00093 Fmt 6633 Sfmt 6633 C:\DOCUMENTS AND SETTINGS\CWELLS1\HEARINGS\110-111 SCOM1 PsN: JIMC



88 

help ensure inspection goals are being met. Such performance-based metrics should 
help maintain a system under which manufacturers have product entry assurances 
that are tied to timely pre-approval inspection. In this way, the program would to 
a certain degree parallel the goals and assurances that are fundamental to the 
PDUFA user fee program for new drug applications. 

It also is critical that fees collected are ‘‘locked in’’ for their intended purpose, 
namely defraying the costs of foreign inspections. We would not be inclined to sup-
port a program that permitted fees to be comingled into other accounts that do not 
support foreign inspections. 

The inspection program must ensure a fair and level playing field between foreign 
and domestic manufacturers. The generic industry urges the establishment of one 
uniform, high quality inspection standard for all facilities, with foreign inspection 
as inclusive and robust as the strictly controlled processes that FDA requires of do-
mestic manufacturers. This would include assurances that products are made in fa-
cilities that have the proper core competencies, laboratories, and operational infra-
structures, and that inspections are conducted with the same frequency, whether 
the facility is domestic or based overseas. 

We further support a ‘‘risk-based’’ model for the inspection program that would 
prioritize the allocation of inspection resources according to a company’s safety and 
compliance track record. This system would ensure that questionable or problematic 
facilities receive a comprehensive review and evaluation. At the same time, compa-
nies with strong records of compliance and positive inspections could be permitted 
to proceed to market with their products based upon this track record, without 
delays resulting from waiting for FDA pre-approval or surveillance inspections on 
every product. By no means would a risk-based approach exempt companies with 
solid compliance from FDA inspections, but rather it would put them further down 
on the inspection schedule, allowing the Agency to focus its immediate attention on 
companies that have compliance needs. 

We also support Section 202, which would require an initial inspection before the 
introduction or delivery for introduction into interstate commerce of any drug or ac-
tive pharmaceutical ingredient. We particularly endorse the provision in this Section 
that would require both domestic and foreign drug facilities to be inspected at the 
same frequency. Again, we urge the drafters of this legislation to ensure that imple-
mentation of this biennial inspection does not unnecessarily inhibit the introduction 
of new products from company’s that have and continue to meet the highest stand-
ards of FDA cGMPs. 

In talking with committee staff, we understand that there is more work needed 
in crafting final language relative to third-party inspections, which is covered in 
more depth in the Food section of the Act, but also comes into play in the Drug and 
Device section. We agree that additional language needs to be incorporated that en-
sures that third-party inspections, including other foreign regulatory authorities, are 
performed using consistent standards and that third parties involved in inspections 
meet the highest levels of conflict of interest standards. 

In the matter of testing for drug purity and identity, addressed in Section 205, 
generic manufacturers currently test their finished products and the active ingredi-
ents they contain for purity. However, prior to providing full support for this sec-
tion, we would like to work with the Committee to ensure the appropriate testing 
practices are in place. 

Section 206 of the Act addresses country of origin labeling. While our product la-
bels currently specify the country in which the finish dose is made, there would be 
significant practical problems associated with indicating countries of origin for every 
component of a finished product. Therefore, we request clarification of the Commit-
tee’s intent in this Section—whether the country of origin labeling applies only to 
finish dose, the active ingredient, or all components of a product. 

It should be noted that country of origin information for the components of the 
finished dosage are already contained within ANDAs, and such information is up-
dated annually and submitted to FDA. Because of the complexity of this issue and 
the myriad of technicalities involved in adding to labels the country of origin infor-
mation for every component of a finished dose product—which could include all inac-
tive ingredients, color agents, capsules or tablet coating materials, etc.—we believe 
that this section of the Act needs to be further examined in light of the practical 
issues related to its implementation if all inclusive. 

There has been some talk about drug tracking, so-called pedigree, as part of the 
drug safety initiative. The generic industry believes this bill could be an appropriate 
vehicle to implement a federal pedigree program that would ensure a uniform and 
strong national safety regime. We advocate adoption of a federal pedigree system, 
with uniform standards across all states, as opposed to a patchwork of more state- 
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enforced regulations. The challenge will be to ensure that the technology is reason-
able and feasible in light of numerous economic, technical and logistical factors. 

To address potential quality concerns with inactive ingredients, we recommend 
that the GMP requirements as currently provided in the pharmacopeias, USP, EP, 
and JP, be further clarified and revised as deemed appropriate. 

Lastly, we support those sections of the discussion draft dealing with the destruc-
tion of adulterated, misbranded or counterfeit drugs offered for import; providing 
civil money penalties for violations; and granting the Secretary the same authority 
for detention of drugs as is currently available for devices. 

SUMMARY 

Our Foreign Inspection Process is only as strong as its weakest link. Failure to 
infuse adequate resources and implement reform measures will perpetuate a system 
where there is one standard for domestic FDA-approved prescription drug manufac-
turers and a lesser standard for foreign manufacturers. 

In conclusion, Mr. Chairman, while we strongly believe the U.S. enjoys the world’s 
safest pharmaceutical supply chain, we know from recent and unfortunate events 
that there still is room for improvement through enforcement of more rigorous 
standards. As an industry, we stand ready to support Congress and the FDA in 
strengthening the foreign inspection program to ensure we continue to lead the 
world in safety. 

Thank you. I would be happy to address any questions of the Committee. 

Mr. PALLONE. Thank you. 
Mr. Bone. 

STATEMENT OF RON BONE, SENIOR VICE PRESIDENT, 
DISTRIBUTION SUPPORT, MCKESSON CORPORATION 

Mr. BONE. Mr. Chairman and members of the Committee, I 
thank you for the opportunity to testify today. I am Ron Bone, sen-
ior vice president of distribution support for McKesson Corporation, 
the largest pharmaceutical distributor in North America. I have 
worked for McKesson for 36 years with senior-level management 
positions in distribution, sales, finance, and independent pharmacy 
management. I am responsible for overseeing McKesson’s electronic 
tracking systems for pharmaceuticals and I am a member of the 
leadership team of GS1 Healthcare on track-and-trace standards 
internationally and in the United States. 

I am testifying today on behalf of Healthcare Distribution Man-
agement Association (HDMA), a national association representing 
primary pharmaceutical distributors. HDMA members are respon-
sible for storing, managing, and delivering 80 percent of the pre-
scription medicines sold in the United States. I am here today to 
express HDMA’s support for H.R. 5839, the Safeguarding America’s 
Pharmaceuticals Act, introduced by Representatives Buyer and 
Matheson. 

Pharmaceutical distributors play a critical role in the delivery of 
medicines in the United States. HDMA members purchase medi-
cines from more than 700 manufacturers. Each day we deliver 13 
million prescription drugs to more than 144,000 pharmacies, hos-
pitals and other healthcare settings in the United States. Our cus-
tomers order electronically every evening. We pick the order that 
night and it is delivered the next morning. 

Critical public health functions are performed with tremendous 
efficiency and save the Nation’s healthcare system $34 billion each 
year. The U.S. pharmaceutical supply chain is extremely secure, 
providing an effective system for safe and efficient delivery of medi-
cines to patients nationwide. Recognizing emerging threats from so-
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phisticated criminal elements, the distribution industry is consist-
ently developing innovative ways to preserve the integrity and the 
security of the network. The industry has promoted legislation in 
multiple States to tighten licensure requirements and to increase 
the criminal penalties for those who counterfeit and divert medi-
cines. HDMA members also have a record of supporting current 
and emerging track-and-trace technologies such as those required 
in California. 

In 2006, HDMA established Rx Safe Track, an industry task 
force of manufacturers, distributors, and pharmacies dedicated to 
identifying the operational and technical requirements for track- 
and-trace implementation. 

There are three critical reasons our industry supports this bill. 
First, the bill provides for a uniform electronic pedigree standard 

that the national supply chain can implement. The current patch-
work of State pedigree laws causes confusion, erodes efficiency, and 
disrupts the availability of medicines. These conflicting require-
ments slow the development and adoption of uniform approaches to 
pedigree implementation. 

Second, the bill allows the industry to focus on and invest in uni-
form technology to track-and-trace pharmaceuticals across the sup-
ply chain. One standard for the country, rather than 50 potential 
State requirements, will be more efficient and less costly. 

Third, the world is moving towards a unique identifier for each 
prescription drug. This bill builds upon the standard numerical 
identifier provisions of the FDA Amendments Act. These standards, 
mandated by Congress, are under development by the FDA. 

As pharmaceutical distributors, our greatest priority is the secu-
rity of the supply chain. Uniform pedigree requirements will sup-
port the existing national pharmaceutical inventory and enables 
the safe, reliable, and efficient distribution of critical medicines and 
facilitates our rapid response in times of emergency. This legisla-
tion strikes the right balance by providing the FDA with the au-
thority to establish federal standards while preserving the critically 
important roles of States to license, regulate and enforce. 

With a net industry profit margin of approximately 1 percent, 
HDMA members have every incentive to ensure the technology is 
right the first time. Pharmacies and hospitals will look to their dis-
tributors for assistance in implementing track-and-trace tech-
nologies. The distribution industry has pioneered innovative elec-
tronic ordering and other inventory management systems in the 
past and we will continue to support and ensure our customers’ 
success. 

We urge the Committee to consider this important legislation, 
which we believe will successfully reduce the threat of counterfeit 
and diverted medicines in the legitimate pharmaceutical supply 
chain. 

Thank you for your consideration, and I would be pleased to an-
swer any questions. 

[The prepared statement of Mr. Bone follows:] 

STATEMENT OF RON BONE 

Mr. Chairman, thank you for the opportunity to testify before the House Energy 
and Commerce Subcommittee on Health about the safety and security of the U.S. 
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pharmaceutical supply chain. My name is Ron Bone and I am Senior Vice President 
of Distribution Support for McKesson Corporation, the largest pharmaceutical dis-
tributor in North America. I have worked for McKesson for 36 years with senior 
management positions in distribution, sales, finance, and independent pharmacy 
management. Currently, I am responsible for overseeing McKesson’s electronic 
tracking systems for pharmaceuticals and serve as a member of the leadership team 
of GS1 Healthcare, which is developing track-and-trace standards internationally 
and here in the U.S. 

I am testifying on behalf of the Healthcare Distribution Management Association 
(HDMA), the national trade association representing primary pharmaceutical dis-
tributors. HDMA’s member companies are responsible for storing, managing, and 
delivering 80 percent of prescription medicines sold in the U.S. 

Today, I am here to express HDMA’s support for HR 5839, the ‘‘Safeguarding 
America’s Pharmaceuticals Act,’’ as introduced by Representatives Buyer and 
Matheson. 

This comprehensive bipartisan legislation would establish a uniform, national re-
quirement for the tracking-and-tracing of prescription medicines from the manufac-
turer, through the distributor, to the pharmacy. 

ROLE OF DISTRIBUTORS IN U.S. PHARMACEUTICAL SUPPLY CHAIN 

HDMA’s pharmaceutical distributor members typically purchase prescription 
medicines from more than 700 different manufacturers. We safely store these medi-
cines in state-of-the-art distribution centers across the country and make daily de-
liveries to the Nation’s 144,000 pharmacies, hospitals, nursing homes, physician of-
fices, and other healthcare providers. Each day, HDMA member companies deliver 
13 million prescription medicines and other healthcare products. This critical public 
health function is performed with tremendous efficiency, saving the Nation’s 
healthcare system nearly $34 billion each year. 

INDUSTRY EFFORTS TO FURTHER SECURE THE U.S. PHARMACEUTICAL SUPPLY CHAIN 

The U.S. pharmaceutical supply chain is extremely secure, providing an effective 
system for the safe and efficient delivery of medicines to patients nationwide. Manu-
facturers, distributors, and pharmacies together share a responsibility to continu-
ously monitor, protect, and enhance this secure system against increasingly sophis-
ticated criminals who may try to introduce counterfeit or diverted drugs into the le-
gitimate supply chain. 

HDMA members have a long history of working with Congress, the FDA, state 
legislatures and regulators, law enforcement, and supply chain partners to identify 
business, policy, and technology improvements that can be made to enhance patient 
safety. 

The industry has promoted legislation in multiple states to tighten licensure re-
quirements and to increase the criminal penalties for those who counterfeit or divert 
medicine. HDMA members also have a record of supporting current and emerging 
track-and-trace technologies such as those required in California. 

In 2006, HDMA established Rx SafeTrack, an industry task force of manufactur-
ers, distributors, and pharmacies dedicated to identifying the operational and tech-
nical requirements for track-and-trace implementation. In addition, HDMA has led 
the development of track-and-trace research and education, as well as technical 
guidelines. 

We are pleased the ‘‘Safeguarding America’s Pharmaceuticals Act’’ includes provi-
sions that build upon these innovations, as well as the work already underway in 
many states. 

INDUSTRY SUPPORT FOR THE ‘‘SAFEGUARDING AMERICA’S PHARMACEUTICALS ACT’’ 

HDMA members support this bill for three primary reasons. 
First, the bill provides for a uniform, federal electronic pedigree standard that the 

national supply chain can implement. Today’s pharmaceutical supply chain is regu-
lated at both the Federal and State levels of government. Federal law establishes 
minimum licensing and pedigree requirements as a baseline, while each State can 
enact additional requirements. The variability of these state requirements creates 
a patchwork of regulations that causes confusion, erodes efficiencies, and disrupts 
the just-in-time availability of prescription medicines. These conflicting require-
ments slow the development and adoption of uniform approaches to pedigree imple-
mentation. 

Second, this bill will allow the industry to focus on and invest in interoperable 
technologies to track-and-trace pharmaceuticals across the supply chain. One stand-
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ard for the country, rather than 50 potentially conflicting State requirements, will 
be more efficient and less costly. The development of end-to-end systems based on 
the unique identification and tracking of individual prescription drugs will achieve 
true, long-term safety benefits for all Americans. 

Third, the world is moving toward a unique identifier for each prescription drug. 
This legislation builds upon the standardized numerical identifier provisions of last 
year’s Food and Drug Administration Amendments Act (FDAAA). These standards, 
mandated by Congress, are under development by the FDA. 

CONCLUSION 

As pharmaceutical distributors, our greatest priority is the security of the supply 
chain. 

National, uniform pedigree requirements will support the existing national phar-
maceutical inventory that enables the safe, reliable and efficient distribution of crit-
ical medicines and facilitates our rapid response in times of emergency. 

This legislation strikes the right balance by providing the FDA with the authority 
to establish Federal standards, while preserving a critically important role for states 
to license, regulate, and enforce. 

With a net industry profit margin of approximately one percent, HDMA member 
companies have every incentive to ensure the technology is right the first time. 
Pharmacies and hospitals will look to their distributors for assistance in imple-
menting track-and-trace requirements. The distribution industry has pioneered in-
novative electronic ordering and other inventory management systems in the past, 
and we will continue to help ensure the success of our supply chain partners. 

We urge the Committee to consider this important legislation, which we believe 
will successfully reduce the threat of counterfeit and diverted medicines in the le-
gitimate pharmaceutical supply chain. 

Mr. PALLONE. Thank you, Mr. Bone. 
We have four votes on the Floor, one 15-minute followed by three 

5-minute votes. I am going to try to get through the last two panel-
ists before we break, and we will be breaking for about a half an 
hour and then we will come back with the questions. 

Mr. Nicholson, you are recognized. 

STATEMENT OF KEVIN NICHOLSON, R.PH.D., J.D., VICE PRESI-
DENT, PHARMACY REGULATORY AFFAIRS, NATIONAL ASSO-
CIATION OF CHAIN DRUG STORES 
Mr. NICHOLSON. Thank you. Mr. Chairman and members of the 

Health Subcommittee, thank you for the opportunity to testify. I 
am Kevin Nicholson, a pharmacist and an attorney, and vice presi-
dent of pharmacy regulatory affairs for the National Association of 
Chain Drug Stores. 

Chairman Pallone, NACDS first reiterates our thanks for your 
leadership in sponsoring H.R. 3700, the Fair Medicaid Drug Pay-
ment Act. This bill would mitigate reimbursement cuts that could 
force 20 percent of all U.S. pharmacies to close, including those 
serving our most vulnerable low-income patients 

Now onto drug safety. Our industry is committed to assuring 
that we purchase and dispense only safe and high-quality pharma-
ceuticals. We take a back seat to no one in our commitment to the 
health and well-being of our patients. The U.S. drug supply chain 
is among the safest in the world, if not the safest. Both the FDA 
and the World Health Organization agree that prescription drug 
counterfeiting is rare in the United States. Still, we are committed 
to working with you to maintain and strengthen this highly reli-
able system. 

We commend the work of Members of Congress to assure the 
quality and safety of drugs provided to patients. We especially com-
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mend the leadership of this committee, Chairmen Dingell, Pallone, 
and Stupak, for developing a strong and thoughtful food and drug 
safety discussion draft. It contains several important measures that 
would bolster existing safeguards and provide new programs to fur-
ther protect the drug distribution system. 

However, we do have concerns regarding the bill’s provisions on 
country-of-origin labeling. These concerns are detailed in my writ-
ten statement. 

Now onto track-and-trace legislation. As the Committee is aware, 
Representatives Buyer and Matheson have introduced H.R. 5839, 
mentioned by my colleagues, which contains a specific requirement 
for the tracking-and-tracing of prescription drugs. This is a man-
date we do not support. We appreciate that the Committee draft 
does not contain this provision. We want to state our strong con-
cerns with this approach and urge the Committee to resist any at-
tempt to add a track-and-trace mandate. 

The sponsors of H.R. 5839 share our goal of enhancing the secu-
rity of the drug supply chain. In fact, the bill does contain certain 
promising concepts. For example, the bill would allow the destruc-
tion of adulterated and misbranded drugs. This is an idea we sup-
port. It would also strengthen the requirements for licensure of 
wholesale drug distributors, another idea we support. And the bill 
creates a study to determine the threats to the domestic prescrip-
tion drug supply chain, which could yield very important informa-
tion. However, we cannot support this or any legislation that would 
mandate a track-and-trace system. Such a proposal is fraught with 
technical difficulties and formidable costs and would not live up to 
safety expectations at this time. 

First, track-and-trace systems are many years away from full de-
velopment. They have not been fully tested and lack uniform stand-
ards and patient privacy safeguards. This was recently acknowl-
edged by the State of California, which has delayed its mandate 
twice, recognizing that the distribution chain is not ready. Second, 
track-and-trace systems could be hugely disruptive to the efficient 
delivery of prescription drugs and patient care. Pharmacies face 
special challenges implementing such technologies since we are the 
only members of the pharmaceutical supply chain that have direct 
patient care responsibilities. Requiring pharmacies to adopt nas-
cent technologies will take away resources from providing care to 
our patients. And finally, track-and-trace could cost as much as 
$30,000 per individual pharmacy location. With 55,000 pharmacies 
nationwide, this could cost the industry $1.65 billion, a devastating 
blow when also facing billions in reimbursement cuts under Med-
icaid. 

Some proponents of track-and-trace reference this year’s recall of 
contaminated heparin. The related deaths are tragic and heart- 
wrenching. Our condolences go out to anyone injured or harmed by 
this incident. But track-and-trace would not have prevented this 
situation. Four key points are crucial to understanding this. The 
heparin incident was caused by contamination in China of the ac-
tive ingredient used to manufacture the product. Tracking-and- 
tracing the finished product would not have prevented the contami-
nation of the active ingredient. The FDA recall process was imme-
diate, robust, and effective. Track-and-trace would not replace the 
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need for the FDA recall process and a thorough and effective FDA 
investigation. Bottom line, drug tracking addresses drug distribu-
tion, not production, and would not have prevented the events re-
sulting in this incident. 

Although we strongly believe the domestic supply chain is safe, 
we have developed a set of principles that we believe will lead to 
a stronger and more secure system. One: Create strong uniform 
federal requirements for state licensure of wholesale drug distribu-
tors. Two: Create an FDA-administered certification program for 
manufacturers, distributors, and pharmacies assuring adherence to 
secure drug distribution supply chain practices. Three: Require 
chain of custody pedigrees for distribution by uncertified supply 
chain entities. We believe this approach is more feasible than dis-
ruptive and costly changes contemplated under track-and-trace pro-
posals. 

Mr. Chairman, Chain Pharmacy has taken a leadership role to 
ensure the integrity of the products we dispense. We pledge to 
work with Congress to help further strengthen drug chain security. 
I will be happy to answer any questions. 

[The prepared statement of Mr. Nicholson follows:] 
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Mr. PALLONE. Thank you, Mr. Nicholson. 
Ms. Gadhia, I think I am going to wait until we come back for 

you because there is only about 6 or 7 minutes left. So we will take 
a break, I am not going to say exactly but approximately half-an- 
hour for all the votes, and then we will come back, finish with Ms. 
Gadhia, and take questions. So the subcommittee stands in recess. 

[Recess.] 
Mr. PALLONE. The subcommittee hearing will reconvene, and we 

left off with Ms. Gadhia, who is recognized for 5 minutes. 

STATEMENT OF AMI GADHIA, POLICY COUNSEL, CONSUMERS 
UNION 

Ms. GADHIA. Good morning, Subcommittee Chairman, Sub-
committee Ranking Member, my name is Ami Gadhia and I am 
policy counsel with Consumers Union, the nonprofit publisher of 
Consumer Reports magazine. I am here today to testify about the 
drug, device, and cosmetic safety provisions of the discussion draft 
of the FDA Globalization Act. Consumers Union commends Chair-
man Dingell, the subcommittee chairman, the ranking members of 
the Committee and subcommittee and the members of the Com-
mittee for Chairman Dingell’s leadership on the proposed legisla-
tion and the members of the Energy and Commerce Committee for 
holding today’s hearing on this critical consumer safety issue. 

The call for a major overhaul of the FDA has now become a roar. 
A November 2007 GAO report put the problem in stark relief. Of 
all foreign plants, at most only 7 percent of them are inspected in 
a year. Some of the more high-profile failures of our regulatory sys-
tem are well known at this point. The import of contaminated hep-
arin, which is suspected to have been involved in the deaths of over 
80 people, the 2006 recall of 183,000 packages of contact lens solu-
tion manufactured in China because of bacterial contamination, 
and a June 2007 import alert about toothpaste made in China that 
contained the very dangerous chemical diethylene glycol, which is 
used in antifreeze and as a solvent. 

There have been lots of mentions today about counterfeit drugs, 
but we would just like to mention that largely what has brought 
us here today has been not counterfeit drugs but unsafe drugs, de-
vices and cosmetics that are properly sold under their brand 
names. 

Consumers Union believes that the discussion draft of the FDA 
globalization bill contains a number of strong provisions that will 
help make consumers safer. First, the bill would require mandatory 
inspection of both domestic and foreign drug and device facilities 
every 2 years. Consumers Union would respectfully recommend 
that this inspection occur annually, and more frequently if there 
are problems, given the host of serious public health risks that 
have emerged. 

Second, the discussion draft would require destruction of adulter-
ated, misbranded, or counterfeit drugs that accompany attempts to 
import into the United States. This provision is necessary to pre-
vent importers from shopping until they find a U.S. port that will 
admit entry for their products. We would also recommend that the 
bill provide for a similar destruction of unsafe medical devices. 
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Third, the discussion draft would give the FDA the authority to 
recall seriously unsafe drugs, an authority that the Agency cur-
rently has for dangerous devices but which has been lacking for 
drugs. 

We also applaud members of the Committee for including in this 
draft a provision requiring a label with the country of origin of 
APIs and biologics and a label with the country of manufacture for 
devices. We believe that consumers and their healthcare profes-
sionals are better served by more information rather than less. 

We are also glad that the bill includes provisions addressing the 
safety of cosmetics. It is not sufficient for FDA’s inspection re-
sources to stay at their current, extremely inadequate level with re-
gard to imported cosmetics. Creating a fee requirement for import-
ers of cosmetics is one step towards addressing this problem. 

There are, however, some implementation time frames in the dis-
cussion draft that Consumers Union would urge the Committee to 
consider shortening. It appears that the effective dates of a number 
of the bill’s provisions are too far out in the future, sometimes 2 
or 3 years out. These should be shortened. 

We support the discussion draft’s provision creating a user fees 
regime for various new FDA functions. However, we urge the Com-
mittee to ensure that the user fees do not turn into a pay-for-play 
scenario. We would not want to see regulated entities have the 
ability through the user fee program to exert undue influence over 
the FDA in its decisionmaking or other functions. In addition, like 
the user fees for food safety importation, the drug and device im-
porter fees should be indexed for inflation. 

Consumers Union also believes the civil money penalties for vio-
lations are set too low. For a large manufacturer, producer or other 
multinational, a penalty of $100,000 could simply be a cost of doing 
business or perhaps a few hours worth of profit. For the penalties 
to serve as a true deterrent against unsafe or illegal actions, they 
should be set higher. 

FDA must also have the ability to perform unannounced inspec-
tions of foreign facilities. Because of advanced warning, foreign 
manufacturers, unlike domestic companies, are able to clean up to 
ensure that they past inspection, even if they are not in compliance 
every other day of the year. 

We wholeheartedly support providing FDA with new authorities 
and resources. We are pleased that this discussion draft gives FDA 
a number of new and very necessary additional powers to better 
ensure the safety of our drugs, devices, and cosmetics. We also urge 
that manufacturers and others who profit from the sale of such 
products to American consumers fairly shoulder their full responsi-
bility for improving the safety and quality of the products they sell. 

I thank the Committee for the opportunity to testify today, and 
we at Consumers Union look forward to working with the Com-
mittee to help move forward on the strongest FDA reform bill pos-
sible. Thank you. 

[The prepared statement of Ms. Gadhia follows:] 
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Mr. PALLONE. Thank you, Ms. Gadhia, and thank you all the 
panel. We will start taking questions and I will recognize myself 
for 5 minutes for questions. 

I wanted to start with Mr. Hubbard. In your testimony, you men-
tioned the heparin incident. Obviously that is of grave concern to 
us and should never—obviously we don’t want it to happen again. 
In some of the meetings we have had with pharmaceutical manu-
facturers, they have pointed out that regardless of increased in-
spection, we currently do not have the technological capabilities to 
actually prevent similar incidents as the heparin case, and actually 
in her testimony on Tuesday, Dr. Woodcock pointed out that, and 
I quote, ‘‘Conventional laboratory testing did not identify the con-
taminant’’ and that the Agency had to develop a new test but they 
had to know that they were looking for something that shouldn’t 
have been there. 

So basically the way I understand it, Mr. Hubbard, the industry 
is saying that they can’t test for unknowns that are unknown. They 
have got to have some idea what they are looking for. So it possible 
to screen drugs and biologics for unknown contaminants, and if 
not, what else can be done to ensure that the drugs sold to the 
American people are truly pure and safe? 

Mr. HUBBARD. Well, it is certainly difficult to look for something 
that shouldn’t be there and we saw that with melamine last year, 
but I think this case points up the fact that we have got to find 
a way because if people can do this kind of contamination so easily, 
save so much money and get it into our system without being 
caught, there has to be a way. If widespread use of capillary elec-
trophoresis or these other sophisticated technologies are going to be 
difficult, it may have to be so be it, but I would hope that you 
would have a magnitude of scale that if you had more testing along 
these lines, that you would be able to have some cost savings, plus 
if FDA is regulating more and enforcing its GMPs, you are going 
to presumably raise the standards generally and deter these folks 
anyway and so you are going to have a secure supply chain where 
whoever put that chondroitin in at some point will know that there 
are more people looking, there is more testing, there is more over-
all quality assurance. So I think you have got the two pieces. You 
have a stronger system and perhaps some testing. And maybe you 
don’t need to test everything but I think that some testing is prob-
ably going to have to be necessary. 

Mr. PALLONE. No, I understand what you’re saying, which is 
that, you know, we have to try to check things through the chain 
and set up standards. It is not just a question of a test at the end, 
but at the same time, we have to try to maybe invest in new test-
ing methods too, just can’t give up. 

Let me ask Ms. Gadhia, I wanted to ask you a question about 
the country-of-origin labeling. You mentioned it, and of course a 
number of the other panelists voiced their concerns about country- 
of-origin labeling. The most common argument we have heard is 
that knowing what country the drug was made in or where the in-
gredients came from would only make consumers more worried and 
confused about the products they are purchasing. Is this country- 
of-origin labeling important, and why, and what would you say 
about the industry’s concerns? 
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Ms. GADHIA. Well, I understand, and I have heard those concerns 
and generally speaking, the approach that we take is that con-
sumers are better served by more information rather than less, and 
in fact, we think that the internal customers within the supply 
chain system would also be served by the internal information on 
a packaging or on what have you, letting them know where the 
product is from. The way that things like heparin, for example, 
work, it is not something that the consumer takes off the shelf 
themselves. It is something that a purchasing manager within a 
hospital would buy, or something like that, and we would like to 
see the awareness of potential red flags for danger or safety issues 
to go to those consumers, so to speak, as well. So we think that ev-
eryone across the board would be better served by that kind of in-
formation. 

Mr. PALLONE. I wanted to ask Mr. Bone one more question here. 
You said that McKesson, I guess, has the electronic tracking sys-
tem, right? You mentioned that. And you mentioned in your testi-
mony the need for interoperable technologies to track-and-trace 
pharmaceuticals across the supply chain. We have heard today 
about concerns with respect to technology, at least in its current 
state, to be able to actually accomplish what is set forth in the bill 
that we have, and I know that the term ‘‘interoperability’’ is used 
often with respect to health information technology and EHRs, yet 
really doesn’t mean that the systems truly are interoperable. So I 
guess what I wanted to ask you, I know that even like in hospitals, 
because I visit them all the time, they struggle to connect with 
other providers in the region or the Nation and a lot of times the 
technologies don’t work the way they are supposed to. There are 
significant concerns about radio frequency identification, and in 
your opinion, is the technology there yet and are you confident that 
if each pharmacy purchased a different system, your suppliers will 
be able to integrate seamlessly with each other? Just basically tell 
me what McKesson is doing to ensure that their systems are truly 
able to connect seamlessly with all other technology manufacturers 
out there. You should know, we are probably going to deal with a 
larger HIT bill in the subcommittee too in the next few weeks so 
obviously this is of concern. If you want to just comment, if you 
will? 

Mr. BONE. So what is happening in the industry, and I do serve 
on two leadership groups that are working on the standard for 
track-and-trace, both domestically and internationally. We are 
building the backbone for those standards. They are not specific in 
saying that you have to do it precisely this way, meaning you have 
to use RFID. There are other ways that you can communicate that 
information, and one of those is using a barcode. We have a 
barcode that is more robust. It is a 2–D barcode that a number of 
manufacturers are looking at. In the work that we have done so far 
in the standard setting, we recommend unit level packages that 
have RFID chips backed up with a 2–D barcode. That means that 
you would have an alternative method, for those who say I am not 
technologically sophisticated enough to read RFID chips. And quite 
frankly, I think reader costs are going to come down in price dra-
matically in the coming years. Those people could say that at this 
juncture reader costs are too high; however, they would have some-
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thing more akin to what they are using today, which is a linear 
barcode. Now, a 2–D barcode is a barcode kind of on steroids. A 2– 
D barcode is a more sophisticated barcode because it can store 
more information on it. There are manufacturers that are experi-
menting with this system. We have actually been moving RFID 
product for over 2 years now, almost 3 years, where we have been 
testing with some manufacturers on that piece. So there is more 
work to be done. That is why I like the timing of this bill because 
it does give us the time to complete the standards work that we 
are doing, which we intend to get done later on in this year, first 
part of next year, which fits in the timing that you have here. And 
we are also trying to do it on an international basis, because many 
of the manufacturers are international based. We feel that it is im-
portant to expand that scope. But for us, what is most important 
is one standard for the Nation. 

Mr. PALLONE. Do you think you can—I mean, I just want to re-
state the question. You think that with respect to the technology 
you will be able to actually accomplish what is set forth in the bill? 
I am talking about the Buyer-Matheson bill obviously. 

Mr. BONE. That is correct. Yes, we do. 
Mr. PALLONE. OK. Thank you. 
Mr. Buyer. 
Mr. BUYER. Thank you. 
This will be a yes or no question and I am going to go right down 

the line. Do you see a value and a necessity and therefore support 
a one uniform national pedigree standard as opposed to 50 sepa-
rate State pedigree standards? Mr. Hubbard? 

Mr. HUBBARD. Absolutely. 
Mr. BUYER. Ms. Reilly? 
Ms. REILLY. Yes. 
Mr. BUYER. Congressman Greenwood? 
Mr. GREENWOOD. I certainly do. 
Mr. BUYER. Ms. Mundkur? 
Ms. MUNDKUR. Yes. 
Mr. BUYER. Mr. Bone? 
Mr. BONE. Yes. 
Mr. BUYER. Mr. Nicholson? 
Mr. NICHOLSON. Well, it is difficult—— 
Mr. BUYER. ‘‘Well’’ is not a yes or no response. 
Mr. NICHOLSON. I do have difficulty answering that as a yes or 

no response. 
Mr. BUYER. All right. Thank you. 
Ms. Gadhia? 
Ms. GADHIA. No. 
Mr. BUYER. The next question I have, Mr. Greenwood, in H.R. 

5839, there is a provision on page 23 which would exempt drugs 
from being required to have an identifier such as 2–D barcode, 
RFID chip or other technology. So if a manufacturer can dem-
onstrate that the identifier would adversely affect the safety, effec-
tiveness, purity or potency of the drug or would not be technically 
feasible, do you believe that this provision that we have in the 
Buyer-Matheson bill would be important for you to ensure that any 
new technologies do not affect biologics, which are known to be 
highly sensitive drugs? 
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Mr. GREENWOOD. I believe the answer to that is yes. I would like 
to reserve the opportunity to give you an answer in writing after 
I check with some of our technical staff. 

Mr. BUYER. All right. Thank you. 
Mr. Bone, first, on a personal note, let me thank you for your 

service as a Vietnam veteran. You state in your testimony that a 
track-and-trace system will create efficiencies and decreased costs. 
Can you explain just a little further? 

Mr. BONE. Yes, and this is particularly relative to the uniform 
pedigree standard that is in your bill. We are focused on making 
sure the same serialized pedigree system is used, which means se-
rialization when we start that product, and the receipt of that item 
in any one of our facilities throughout the distribution network, 
and as we pass that on to our customers, is the same system. What 
we have demonstrated over time, once we have that in place, and 
there are provisions in this bill to incrementally bring people on, 
so at the early stages I would say that is not going to happen but 
as we have the entire network in place, what we will do is, we will 
determine those places that we can improve inventory, recalls, re-
turns processing, and the knowledge that we are going to have of 
those products and the quickness with which we will be able to 
handle those products will give us those savings. 

Mr. BUYER. Thank you, Mr. Bone. 
Now, Mr. Nicholson, I have got a series of inconsistencies that 

I want to give you the opportunity to clarify. One would be, you in 
your testimony, you use a $30,000 figure as a cost per pharmacy, 
and yet one of your own board members, the former CEO and 
chairman of Walgreen’s, used a $20,000 figure. I would like to 
know if you are familiar with his May 2007 comment. The chair-
man and CEO of Walgreen’s was quoted as stating, ‘‘Working to-
gether through our recently formed coalition within independent 
pharmacies, I am convinced that we can take hundreds of millions 
of dollars out of the pipeline by fully exploiting potential RFID in 
pharmacy. Even more promising is the vast improvements in data 
management networks over the last decade are justification for tre-
mendous optimism.’’ When he broke down the cost savings of an 
RFID technology for pharmacy, $7,250 per store for improved pro-
ductivity, $2,000 per store per year in reduced labor costs on cycle 
counts, $2,500 per store in reduced returns and recalls, $4,000 per 
store per year in improved shrinkage, $24,000 per store per year 
in better inventory forecasting, improved out of stock positions and 
improved pharmacy workflow. Have you seen this analysis? 

Mr. NICHOLSON. Yes, I have. 
Mr. BUYER. Can you reconcile? 
Mr. NICHOLSON. Well, Mr. Buyer, yes, I have. What I can tell you 

is that our members have—as Mr. Bone has indicated, our mem-
bers have participated in track-and-trace pilot programs and the 
numbers that I spoke of today are the numbers that they have de-
veloped as part of the participation in the pilot programs. The costs 
that I spoke of today are—we do have a very diverse membership 
and for some members the costs may be greater than for others but 
these are the costs, this is the average cost that our members have 
indicated they would have to put out, that they would have to 
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spend in order to adopt a track-and-trace system at this point in 
time. 

Mr. BUYER. Do you recognize that there have been decreased 
costs in track-and-trace technology in recent years? Do you ac-
knowledge that? 

Mr. NICHOLSON. I don’t have that personal knowledge, and I—— 
Mr. BUYER. Would it surprise you if I were to tell you that indus-

try analysis has found that for one identification system, which is 
the RFID, prices have fallen by 70 percent by year 2005? Would 
that surprise you? 

Mr. NICHOLSON. No, that would not surprise me. 
Mr. BUYER. OK. With regard to your ambivalence to a yes or no 

question, would you acknowledge that your organization, that there 
would be considerable costs to pharmacies for you to comply with 
50 State separate pedigree requirements as opposed to one uniform 
standard? 

Mr. NICHOLSON. We do prefer, as an association that represents 
large companies that operate in many States, we generally do sup-
port the harmonization of State requirements and we actually have 
been working in the States to harmonize the pedigree requirements 
among the States. More than half the States have passed legisla-
tion requiring pedigrees for distributions outside the normal dis-
tribution channel, so we feel that this has been an adequate way 
of addressing that situation. 

Mr. BUYER. Mr. Chairman, I appreciate your indulgence. I have 
one last question. 

Mr. Nicholson, you state that you cannot support legislation 
which would mandate a track-and-trace system. 

Mr. NICHOLSON. At this point in time. 
Mr. BUYER. However, your own lobbyist testified in California on 

April 7 that your organization supports the California legislation 
currently in the California Senate, which is a track-and-trace sys-
tem. So I note their system, we have worked with them, mirrors 
a lot of our own provisions. How do you reconcile your testimony 
of April 7 supporting the California position, yet stand here and 
say emphatically that you do not now support a track-and-trace 
system? 

Mr. NICHOLSON. Mr. Buyer, let me address that also. Our posi-
tion in California is that pharmacies would need 2 years after the 
supply chain changes required to implement that changes are re-
quired for us to proceed. We have not endorsed track-and-trace in 
California. The legislation currently moving in the California legis-
lature would amend current statutory requirements for track-and- 
trace. We are working with the Board of Pharmacy. We are work-
ing with stakeholders in California and so we are not supporting 
track-and-trace in California. 

Mr. BUYER. You are not supporting? So you disavow the testi-
mony that occurred in California on April 7? 

Mr. NICHOLSON. Our testimony in California was not a support 
of track-and-trace. 

Mr. PALLONE. We have to move on here. Let us go to Mr. Mathe-
son. Maybe he can follow up on this. You don’t have to. I recognize 
the gentleman from Utah. 

Mr. MATHESON. Thank you, Mr. Chairman. 
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Mr. PALLONE. You are welcome. 
Mr. MATHESON. I have a whole bunch of questions. Mr. Nichol-

son, in your testimony you mentioned that advocates of the Buyer- 
Matheson legislation are somehow implying that it would have 
stopped the heparin issue that took place. I just want to make a 
statement. We are not naive. We don’t think our legislation deals 
with tainted drug supply and I don’t think we have ever said it 
deals with stopping tainted drug supply and to set up an argument 
in your testimony to criticize legislation, it is a false argument. It 
is a straw man that you were able to knock back down but we have 
never said that and that hasn’t been part of why we have justified 
this legislation. So just for the record, I don’t think that part of 
your testimony really is germane to our bill. We would stipulate 
that our bill would not have prevented the heparin situation. 

I have a whole bunch of questions and again, I know you didn’t 
like the yes or no before, but in terms of on page 7 of your testi-
mony where you mentioned the organization’s concern with man-
dating use of any technology that is under development and pre-
mature. Let us try some yes-no questions on that. Are you aware 
of the provisions in H.R. 5839 which require the development of 
identifier and track-and-trace standards before anyone in the in-
dustry would be required to buy technology with such standards? 

Mr. NICHOLSON. Yes, sir. 
Mr. MATHESON. Are you also aware that the bill provides 18 

months for identifiers to be placed on pharmaceuticals and at least 
18 months for the supply chain to adopt track-and-trace after the 
standards are announced by the FDA? 

Mr. NICHOLSON. Yes. 
Mr. MATHESON. Additionally, are you aware of the comment pe-

riod currently underway at the FDA as FDA develops standards for 
a unique identifier to be applied on all drug units? 

Mr. NICHOLSON. Yes, we are providing comments to FDA. 
Mr. MATHESON. Are you aware of the rulemaking process written 

into the bill for stakeholders to provide input to the FDA as it 
forms standards for the track-and-trace system? 

Mr. NICHOLSON. We do support FDA’s initiative. 
Mr. MATHESON. It seems to me that the bill allows for pretty suf-

ficient time for the supply chain as the FDA creates its standards 
for the track-and-trace system. 

Mr. NICHOLSON. Well—— 
Mr. MATHESON. I understand—— 
Mr. NICHOLSON. My response to that would be is that we have 

been talking about track-and-trace for many years now and, you 
know, various stakeholders had promised the State of Florida 
track-and-trace. Back in 2003 they promised we would have track- 
and-trace in 2006. We didn’t. California was promised track-and- 
trace in 2007. 

Mr. MATHESON. What I am going to tell you, Mr. Nicholson, is 
our legislation puts in a buffer and it gives the FDA the time to 
develop these standards. We are not mandating specific dates in 
this legislation, and you imply that we are trying to push pre-
mature technology, and what I am telling you is, our legislation 
sets up a process by which the FDA through a rulemaking process 
with input from stakeholders is going to come up with those stand-
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ards. So you can talk about Florida in 2003 all you want. That is 
not what our legislation does. We are not setting a date certain 
where it has to happen. 

Let me move on. I understand that actually NACDS has been at 
the forefront of promoting use of track-and-trace technology. You 
sponsored annual summits right here in Washington for several 
years to promote the use of track-and-trace technology. According 
to Drug Store News, on December 10, 2007, your summit in 2007 
drew nearly 500 attendees that came together to learn on how 
RFID and track-and-trace can be tightened for pharmaceutical sup-
ply chain security and enhance business processes. I also read an 
article in the 2007 RFID track-and-trace healthcare industry adop-
tion summit, which was hosted by your organization, that 
Walgreen’s CEO, David Bernauer, and I think Mr. Buyer men-
tioned this, he called on supply chain executives to adopt a com-
prehensive uniform system of RFID and track-and-trace technology 
and he further stated that RFID or other track-and-trace tech-
nologies could usher in a far more efficient supply chain, reducing 
shrink, out-of-stocks and returns of outdated product and would 
improve order accuracy and reduce costly inventory levels. Does 
your organization recognize those comments by one of your member 
companies at the summit that happened just last fall? 

Mr. NICHOLSON. Yes, sir. Yes, Mr. Matheson, we do recognize 
that. We do support the—as you will notice in our testimony, we 
do not say that RFID or track-and-trace technology is bad. We say 
that it has much promise, that it should continue to be reviewed 
and to be researched, that it does have much promise for creating 
efficiencies in the supply chain. However, we are not comfortable 
with any legislation that mandates track-and-trace technology. 

Mr. MATHESON. Did you know he noted in your 2005 summit you 
hosted that while it may mean supply chain improvements and 
heightened patient safety, the related benefits associated with the 
implementation of the new technology also includes increased cus-
tomer retention? He thinks it is going to increase sales. That is 
what the chairman of Walgreens said. Did you note these benefits 
in your testimony? I don’t think you did actually. You talked about 
the costs with the $30,000 amount, which Mr. Buyer has already 
brought into question, but one of your own member companies, one 
of your significant ones, has acknowledged that track-and-trace 
technology actually creates a lot of business opportunity and bene-
fits for your industry as well. 

Mr. NICHOLSON. We don’t dispute that. 
Mr. MATHESON. Thank you, Mr. Chairman. I yield back. 
Mr. PALLONE. I am going to start dreaming track-and-trace here 

tonight with all the track-and-trace back and forth. 
Thank you all. We certainly appreciate your testimony and obvi-

ously this is the second—we are actually going to have another 
hearing on this bill, I think, next week dealing with the cosmetics 
and the medical devices, but all of your testimony has been very 
helpful. 

Let me mention that the members can submit additional ques-
tions for the record to be answered by you, and basically we get 
those questions submitted to the clerk within the next 10 days, so 
within 10 days or so, the clerk will notify your offices that you may 
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have written questions and we would certainly ask you to respond 
to those. 

Mr. BUYER. Mr. Chairman, I would like to thank you for your 
courtesy today, not only to do your draft bill but to take into con-
sideration Mr. Matheson’s and my bill. I appreciate it. 

Mr. PALLONE. You are welcome. It is very important and I am 
glad that we have a good discussion about it. 

So thank you again, and without objection, the meeting of the 
subcommittee is adjourned. 

[Whereupon, at 1:45 p.m., the subcommittee was adjourned.] 
[Material submitted for inclusion in the record follows:] 
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WILLIAM K. HUBBARD, ANSWERS TO SUBMITTED QUESTIONS 

QUESTION SUBMITTED BY HON. JOHN D. DINGELL: 

1. Mr. Hubbard, the discussion draft would require a unique identifica-
tion number for registered facilities and importers so FDA can more effec-
tively track facilities in case of emergencies. There has been talk from var-
ious groups of using a Dunn and Bradstreet Number as a unique identifier. 
What would be the advantage of using that number specifically? Are there 
any disadvantages to using that number? 

A: It is clear from the findings by the Committee and the GAO that the current 
registration system for foreign facilities has not been successful, as demonstrated by 
the inaccurate and changing information about which foreign drug manufacturers 
are registered and sending drugs to the United States. Therefore, unique identifica-
tion # is needed, and FDA officials now recognize that need. The advantage of using 
the Dunn and Bradstreet (DUNS) system is that it is a well established one that 
has worked well in the past, and does not require FDA to create a new system from 
‘‘scratch.’’ I do not know of any disadvantages to using the DUNS system. 

QUESTIONS SUBMITTED BY HON. STEVE BUYER: 

1. During your time at the FDA, why was FDA unable to destroy counter-
feit, adulterated, and misbranded pharmaceuticals coming through our 
international mail system? Do you think FDA should have the ability to de-
stroy these unregulated drugs? 

A: Under current law, FDA is required to go through certain legal processes, such 
as notifying the intended recipient of the drug that it may be in violation of law, 
hold the drug while the recipient considers that notification, and permit the recipi-
ent to have a hearing on the drug’s detention. FDA has little storage capacity at 
border points, and does not have the staff to detain and notify the thousands of such 
drug shipments that arrive via the mail each week. The agency has requested the 
authority to destroy such shipments, much as the Drug Enforcement Administration 
can for controlled substances under its purview, but Congress has not acted on that 
request. If FDA did have such authority, it could deter the purchases over the inter-
net of drugs from unknown and unsafe sources, and thus provide a significant deter-
rent to the sale in the US of counterfeit and otherwise dangerous drug imports. 

2. Do you support a uniform national pedigree system and do you think 
a track-and-trace system will help to secure our Nation’s pharmaceutical 
supply chain from counterfeiting and diversion? 

A: Yes, a uniform national pedigree system, allied with an effective trace and 
trace system for monitoring the movement of drugs, is, in my opinion, the single 
most effective strategy that the United States can adopt to deter the counterfeiting 
and diversion of pharmaceuticals. The technology exists for doing so, and should be 
mandated as soon as possible, with a reasonable period of time for manufacturers, 
wholesalers and others in the supply chain to implement. 

3. Do you believe drug counterfeiting and drug diversion are problems in 
the United States? 

A: Yes. Not only are drug counterfeiting and diversion a problem today in this 
country, it is a growing problem that increasingly threatens the safety of our citi-
zens. The counterfeiters are seeking more and more each year to sell their dan-
gerous products in the United States, as they currently do commonly in many coun-
tries around the world. FDA is unable, with current resources and authority, to ef-
fectively stop this trend, and I urge Congress to strengthen the Agency’s capability 
to do so. 

QUESTION SUBMITTED BY HON. DIANA DEGETTE 

1. Counterfeiting is becoming increasingly more common worldwide, and 
I believe that it is vital for FDA and border control agents to have tools 
at their disposal that will enable them to appropriately deal with adulter-
ated or counterfeit drugs at the point of entry. 

I want to make sure that there will be sufficient technology, resources, and au-
thority available to border control agents to ensure the continued safety of our Na-
tion’s drug supply. Could you please comment on what you believe is necessary at 
the border in order to safeguard our pharmaceutical supply? 

A: FDA needs a range of new tools to effectively deter counterfeit drugs that are 
imported from other countries. First, the Agency needs sufficient resources. The 
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agency has only 450 import inspectors to cover more than 400 ports of entry, so that 
effort is clearly massively underfunded. And the Agency has inspectors to conduct 
only a handful of surveillance inspections in foreign countries each year (where most 
of our drug ingredients are now produced). 

Second, FDA needs to be able to require state-of-the-art technology for tracking- 
and-tracing pharmaceuticals, using a universal pedigree for each drug. Such tech-
nologies are available today and have been demonstrated to be an effective deter-
rence against counterfeiters, who are essentially prevented from introducing their 
dangerous products into the US market. 

Third, border inspectors need changes in their current authority over drugs that 
are found at the border. Currently, inspectors must go through such complicated 
procedures to detain suspect imported drugs that they must let most go through 
unimpeded. Those procedures were created in an earlier day in which few drug im-
ports arrived at border points, and the border inspectors are now overwhelmed by 
the volume of drug imports. Specifically, border inspectors need the authority to ei-
ther immediately refuse entry or destroy imported drugs that violate US law, with-
out going through the cumbersome notice procedures required by current law. 

LORI M. REILLY, ANSWERS TO SUBMITTED QUESTIONS 

Dear Chairman Dingell and Rep. Buyer: 
Thank you for your letter dated June 9, 2008, which sets out additional questions 

from Rep. Steve Buyer. For your convenience, I have reproduced your questions 
below, followed by answers on behalf of the Pharmaceutical Research and Manufac-
turers of America (PhRMA). PhRMA represents the country’s leading pharma-
ceutical research and biotechnology companies, which are devoted to inventing 
medicines that allow patients to live longer, healthier, and more productive lives. 
PhRMA companies are leading the way in the search for new cures. PhRMA mem-
bers alone invested an estimated $44.5 billion in 2007 in discovering and developing 
new medicines. Industry-wide research and investment reached an estimated record 
$58.8 billion in 2007. 

QUESTIONS SUBMITTED BY HON. STEVE BUYER 

1. Do you see value in one, uniform national pedigree standard as op-
posed to 50 separate state pedigree standards? 

PhRMA sees great value in the establishment of a single, national pedigree stand-
ard. In fact, several states have adopted pedigree and electronic track-and-trace re-
quirements. In addition, many other states are considering pedigree and electronic 
track-and-trace legislation. Because of the complexity of these systems and the need 
for coordination among many different trading partners, there should be one uni-
form national pedigree and/or electronic track-and-trace system, not multiple and 
potentially inconsistent state requirements. This would provide national uniformity 
of all pedigree and track-and-trace laws, and will help encourage the adoption and 
use of anti-counterfeiting technologies rather than promoting multiple and poten-
tially inconsistent state requirements. 

2. What have your member companies done in terms of moving toward 
track-and-trace systems? 

Based on discussions intended to inform PhRMA’s advocacy with Congress, the 
Food and Drug Administration (FDA), and state legislators and regulators, we can 
confirm that numerous manufacturers are working towards implementing electronic 
pedigrees. The increase in activity compared to just a few years ago demonstrates 
manufacturers’ ongoing commitment to assuring a safe supply chain that will en-
hance patient safety. We view electronic pedigree as a key approach to meeting the 
mandate of the Food and Drug Administration Amendments Act of 2007 (FDAAA). 
Section 913 of FDAAA directs the FDA to, among other things: ‘‘develop a standard-
ized numerical identifier (which, to the extent practicable, shall be harmonized with 
international consensus standards for such an identifier) to be applied to a prescrip-
tion drug at the point of manufacturing and repackaging . . . . at the package or 
pallet level, sufficient to facilitate the identification, validation, authentication, and 
tracking-and-tracing of the prescription drug.’’ 1 Neither Section 913 of the FDAAA 
nor FDA’s Federal Register notice defines the term ‘‘standardized numerical identi-
fier.’’ The FDA has begun the process to collect information as directed under 
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FDAAA, and PhRMA will continue to work closely with the Agency and relevant 
stakeholders as the FDA progresses. 

Additionally, in October 2007, as requested by the California Board of Pharmacy 
Enforcement Committee, and to help inform our advocacy, PhRMA conducted a con-
fidential survey of its member companies on their activities and mechanisms to 
track the distribution of pharmaceutical products in the supply chain. Twenty-one 
members of PhRMA responded to the survey. U.S. antitrust laws prevent disclosure 
of the identity of companies responding to the survey; that information has not been 
shared with PhRMA staff or member companies. Company-specific information has 
been aggregated to protect its confidential nature. 

E-PEDIGREE WITHOUT SERIALIZATION 

PhRMA’s survey results revealed that more than 2/3 of our member companies 
were in the planning phase for non-serialized electronic pedigree, or e-pedigree, as 
of last fall. Of the remaining respondents, the majority are currently conducting e- 
pedigree pilots. A small number of companies, less than 10% of the respondents, 
have implemented non-serialized e-pedigree for all of their products in commercial 
distribution. 

PhRMA’s members report that, based on their pilot studies, pharmacy involve-
ment in non-serialized e-pedigree pilots is extremely limited; wholesaler participa-
tion is greater but still limited. 

SERIALIZATION 

The PhRMA survey results reveal that the research-based pharmaceutical manu-
facturers’ experiences with serialization pilots are in the preliminary stages. Mul-
tiple companies are conducing serialization pilots at the case, pallet and item level, 
and the majority of these pilots involve limited product tagging. The majority of re-
spondents conducting serialization pilots at the item level are using 2–D barcode 
technology. The majority of serialization pilots involving tagging at the case or pal-
let level are using UHF/RFID technology. Eighty-two percent of the serialization pi-
lots involving wholesalers and/or pharmacies affect no more than 25% of the volume 
of that product in the commercial marketplace. 

The PhRMA survey results reveal that planning and conducting serialization pi-
lots is a time and resource-intensive process. The majority of the pilots our member 
companies are involved in are taking 12–18 months to plan and implement, and the 
majority have an expected duration of 12–18 months. Thus, a serialization pilot at 
the case, pallet or item level takes approximately 3 years from planning to comple-
tion. The cost to conduct these pilots ranges from approximately $200,000 for a lim-
ited scope serialization pilot to anywhere from $1 million to $15 million for one 
pilot. 

PhRMA’s survey indicates that the impact of item-level serialization for manufac-
turers would be significant. Based on our survey, more than 2000 medicines of the 
research-based prescription drug industry are affected, with each manufacturer hav-
ing an average of 113 affected products. A total of 431 packaging lines in 162 plants 
are impacted, with an average of 25 packaging lines in 8.5 different plants im-
pacted. Our manufacturers estimate that nearly 900 internal company personnel 
would be involved in any commercial serialization, with an average of 53 people per 
company. 

PhRMA’s survey results also reveal that each implementation is unique. Taking 
into account the significant time and resources necessary to plan and conduct pilots, 
it is clear that each implementation of item-level serialization will be time-con-
suming and resource-intensive, and could face unexpected challenges and delays at 
any time. Survey estimates of the time to serialize all products range from approxi-
mately 1 year per product to 5–7 years to serialize all products. Moreover, PhRMA’s 
survey results suggest that the costs to serialize all medicines of the research-based 
pharmaceutical companies in commercial distribution range between, at the low 
end, $5–$10 million for a company all the way up to $200 million for a single com-
pany. PhRMA’s best estimate of the initial investment to implement serialization at 
the smallest unit shipped by the manufacturer, for all innovator human prescription 
drugs sold in the United States, is $4.5 billion, based on our survey results. 

3. What other steps have manufacturers taken to help secure the pre-
scription drug supply chain? 

PhRMA believes there is no technological ‘‘silver bullet’’ to protect against coun-
terfeits. PhRMA member companies currently employ and routinely enhance a vari-
ety of anti-counterfeiting technologies, including covert and overt features on the 
packaging of high-risk prescription drugs. They have also adopted a range of busi-
ness processes to better secure the supply chain and help facilitate the early detec-
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tion of criminal counterfeiting activity. These are additional tools to help strengthen 
the security of the pharmaceutical supply chain. 

PhRMA member companies have a strong interest in ensuring that the supply 
chain that moves drugs from the manufacturer to the patient is safe and secure. 
Our companies manufacture these products following exacting standards and use 
extensive quality systems to assure that innovative medicines provide consistent 
positive health outcomes. However, even the most effective medicines cannot help 
patients if those medicines are compromised by breakdowns in the distribution sys-
tem, such as diversion and counterfeiting. America’s pharmaceutical research com-
panies are committed to embracing new technologies as a means of protecting the 
integrity of the American drug supply. PhRMA has also collaborated with other 
members of the supply chain to explore a variety of approaches to help assure 
American patients that the drugs they get are not counterfeit. 

Manufacturers of pharmaceuticals sold legally in the U.S. must comply with the 
‘‘gold standard’’ of quality manufacturing—FDA’s GMP regulations. The GMP regu-
lations are applicable to all pharmaceuticals sold in the U.S., wherever they are 
made, and extend to all components of a finished drug product, including active 
pharmaceutical ingredients (APIs), without regard to where those ingredients are 
sourced. These regulations are extensive and thorough and require manufacturers 
to build quality into the design and production of pharmaceuticals, thereby helping 
to assure the safety, integrity and quality of every product approved and sold in the 
U.S. from the outset. FDA’s GMP regulations are based on the fundamental quality 
assurance principle that quality, safety and effectiveness ‘‘cannot be inspected or 
tested into a finished product,’’ but instead must be designed and built into a prod-
uct. GMPs represent a comprehensive, systems-based approach that requires a com-
pany to build quality directly into the entire manufacturing operation, in order to 
ensure that the process itself is under control and therefore will consistently 
produce a drug product that meets designated specifications. Pharmaceutical manu-
facturers employ extensive quality systems and take extraordinary measures to se-
cure the supply chain throughout the life cycle of the product since any loophole or 
breakdown in the pharmaceutical distribution system may provide an opportunity 
for diversion or counterfeiting to occur. Thus, in our view, the most effective way 
to combat counterfeiting is to adopt a multi-pronged strategy that addresses weak-
nesses throughout the distribution system. 

4. Does PhRMA see a problem with thousands of unregulated pharma-
ceutical packages coming through our Nation’s international mail system 
every day? 

While the current system has been effective in the U.S. for protecting public 
health, it faces increased threats with the proliferation of Internet drug sellers out-
side the U.S. and outside the jurisdiction of the FDA. The safety concerns that exist 
today are many and include concerns over the introduction of unsafe or counterfeit 
drugs into the U.S. stream of commerce as well as concerns about individuals using 
the Internet as a means to avoid getting a prescription for their medicine. Both pose 
considerable safety concerns. 

Experts agree that buying prescription medicine from unknown Internet drug sell-
ers poses inherent risks to patients. FDA estimates that counterfeits make up 10 
percent of the global medicines market. 2 The World Health Organization (WHO) 
has found that 50% of prescription medicines from rogue Internet sites are counter-
feit. According to the WHO, ‘‘.the message for now is: do not take the risk of buying 
your medicines from unknown sources, such as the Internet. If you must buy from 
the Internet, ensure that the Web site is that of a pharmacy you know and trust.’’ 3 
According to counterfeit expert Tom Kubic, Executive Director of the Pharma-
ceutical Security Institute (PSI), ‘‘Counterfeit drugs are posing increasing risk to 
U.S. consumers, especially when shopping online.Except [for] a few legitimate U.S. 
Internet pharmacies, there is little or no effective control over drugs purchased over 
the Internet.’’ 4 

According to a recent National Public Radio report, the Internet and the growth 
in international commerce, as well as easy access to sophisticated technology has 
facilitated the rise of counterfeit medicines in the marketplace. Recently, the FDA’s 
Director of Pharmacy Affairs Ilisa Bernstein noted that there are ‘‘counterfeiters cir-
culating all over the world’’ and it is difficult to ‘‘tell how many there are because 
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the counterfeiters are just so good at what they do.’’ According to Bernstein, the 
FDA is unable to inspect ‘‘millions and millions and millions’’ of packages coming 
in making it ‘‘very difficult to find and catch all of these drugs that are coming in.’’ 5 
And, according to Dr. Valerio Reggi, head of the WHO’s Anti-Counterfeiting Task 
Force, inspections may not be successful in finding all counterfeit drugs. According 
to Reggi, ‘‘no counterfeiter would manufacture one pill or even container of pills.for 
every drug that you find, it means at least one batch. And one batch usually is be-
tween 30,000 and 60,000 tablets.’’ 6 

A recent example illustrates the real safety concerns that exist. In February 2007, 
the FDA alerted consumers to ‘‘unsafe, misrepresented drugs purchased over the 
Internet.’’ According to FDA, patients recently ordering drugs online for depression 
and insomnia instead received schizophrenia medication that caused them to seek 
emergency medical treatment for breathing problems. Side effects ranged from mus-
cle spasms to difficulty breathing. 7 

The FDA has conducted a number of investigations and analyses that illustrate 
that consumers may be misled into believing that the drugs they have ordered on-
line came from locations such as Canada, when in fact, they may have come from 
anywhere in the world. In late 2005, an FDA investigation revealed that many 
drugs being promoted as ‘‘Canadian’’ products really originated from other countries 
and a number of the products were counterfeit. FDA’s operation confiscated parcels 
containing pharmaceuticals from India, Israel, Costa Rica and Vanuatu—43 percent 
of which had been ordered from Canadian Internet pharmacies. Of the drugs being 
promoted as ‘‘Canadian’’, 85 percent actually came from 27 countries around the 
globe. According to the FDA commissioner, ‘‘These results make clear there are 
Internet sites that claim to be Canadian that in fact are peddling drugs of dubious 
origin, safety and efficacy.’’ 8 

According to FDA, ‘‘In our experience, many drugs obtained from foreign sources 
that purport and appear to be the same as U.S.-approved prescription drugs have 
been of unknown quality. We cannot provide adequate assurance to the American 
public that the drug products delivered to consumers in the United States from for-
eign countries are the same products approved by FDA.’’ 9 An FDA analysis of three 
commonly prescribed drugs purchased from a Web site advertised as Canadian 
showed that so-called ‘‘Canadian Generics’’ bought from the Web site were fake, sub-
standard and potentially dangerous. One was a controlled substance. According to 
FDA, ‘‘This firm shipped drugs that were the wrong strength, including some that 
were substantially super-potent and that pose real health risks as a result, drugs 
that didn’t dissolve properly, drugs that contained contaminants, and drugs that 
should not have been given because of potentially dangerous drug interactions.’’ 10 

Even many pharmacies based in Canada are admittedly purchasing drugs from 
all over the world to fill their Internet orders. According to Dean Jorgensen, founder 
of Winnipeg-based Canadameds.com, ‘‘We’re filling 50 percent of our prescriptions 
[from international pharmacies.]’’ Jorgensen’s website boasts, ‘‘Not just from Canada 
anymore! Choose your country and your savings.’’ 11 The president and owner of 
CanadaRx.net, Harvey Organ, also confirmed that the medicines his web site sells 
are not coming only from Canada. According to Organ, ‘‘I can get drugs from all over 
the world.’’ 12 A Bloomberg news article reported that CanaRx Services Inc. ‘‘has 
joined other Canadian Internet pharmacies in finding sources of drugs from part-
ners in the U.K., Continental Europe, Israel, Australia and India.’’ 13 This is particu-
larly troubling since according to a study by the Temple University for Pharma-
ceutical Health Services Research, India is a worldwide leader in the production of 
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counterfeit drugs with as much as 35 percent of the world’s drug counterfeiting orig-
inating in that country. 14 

Of added concern is recent news from the FDA that many Americans are buying 
drugs over the Internet from foreign countries in an apparent effort to avoid the 
need for a prescription. The Agency conducted a yearlong investigation of imported 
drugs and according to Randall Lutter, the FDA’s deputy commissioner for policy, 
‘‘The data leads us to believe that many people are buying drugs online not to save 
money but to bypass the need for a prescription from their doctor, since these Web 
sites typically do not require the purchaser to have a prescription.’’ The FDA’s in-
vestigation confirms the finding of a survey conducted by PhRMA last year. The 
PhRMA survey found that a significant number of American adults have recently 
purchased medicines from a foreign country. Half of those surveyed said they are 
buying drugs in another country because they lack a doctor’s prescription. The sur-
vey found that antibiotics and pain relief medicines are, in most cases, the typical 
medications consumers seek from other countries. Other key findings include: one 
in five Americans purchasing drugs online earn more than $100,000 annually; they 
are more likely to be under the age of 35; and 85 percent have insurance with pre-
scription drug coverage. 

5. In your testimony, you state that any legislative or regulatory require-
ments to authenticate products and pass pedigree information should be 
uniform, should apply to all parties in the pharmaceutical supply chain, 
and should recognize the recent Federal requirement for a standardized 
numerical identifier. You state that H.R. 5839 meets these criteria. Does 
this mean that PhRMA believes that everyone in the supply chain should 
pass pedigrees—manufacturers, wholesalers, and pharmacies? 

Commercial technologies, such as electronic pedigree, Advance Ship Notices 
(ASNs), and emerging product serialization technologies, offer new tools to help com-
bat counterfeiting of drugs. The use of an electronic pedigree with an e-signature 
or an ASN without an e-signature are currently viable measures to help further se-
cure the supply chain. PhRMA has supported the mandatory use of non-serialized 
electronic pedigree by all parties in the pharmaceutical supply chain as a viable 
near-term solution to help enhance patient safety and to provide additional supply 
chain security. 

Use of lot-level numbers is required of manufacturers by FDA’s GMPs, and has 
been used for years to support business processes such as product recalls and lot 
reconciliation. A manufacturer-initiated e-pedigree or similar requirement would 
provide a formal means to associate this lot information with customer shipments 
and pass this information forward in the supply chain. Requiring the extended sup-
ply chain to account for product movement at the lot level would provide additional 
security, with added benefits to patient safety and resulting public health impact. 
For example, implementation of an electronic pedigree that contains lot number in-
formation would establish the documented change of ownership for products based 
on specific customer shipments and would help facilitate recall of products. Addi-
tionally, implementation of an electronic pedigree or similar mechanism will con-
tinue to help facilitate investigation and prosecution of potential counterfeit cases, 
and thus could have a deterrent effect. 

6. Do you agree that H.R. 5839 is technology neutral and allows FDA the 
flexibility to work with the supply chain to determine the proper tech-
nologies for an identification and track-and-trace system? 

Section 5 of H.R. 5839 directs FDA to develop, no later than 18 months after en-
actment, a report ‘‘evaluating the feasibility and operational efficiencies of adopting 
. . . security technologies including barcodes, Radio-Frequency Identification Tags, 
nanotechnology, or other promising track-and-trace technology throughout the pre-
scription drug supply chain.’’ FDA is directed to consider these report findings when 
it develops a standard numerical identifier under FDAAA. Section 5 does not man-
date a particular type of technology, but rather directs FDA to consider the report 
findings on efficiencies of adopting a variety of technologies. 

Further, section 6 of the bill sets out a process for FDA to issue regulations to 
establish a drug identification and tracking system. In developing such regulations, 
FDA shall ‘‘consider the technical feasibility of compliance’’ by manufacturers, re-
packagers, wholesale distributors, and dispensers, and for different types of drugs. 
These provisions direct FDA to consider technical issues related to a drug identifica-
tion and tracking system, but are silent with respect to the particular technical as-
pects of such a system. 
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7. You reference contaminated Heparin that recently entered the U.S. 
While the Heparin incident dealt with our Nation’s legitimate supply chain, 
do you recognize the overall increasing problem of counterfeit pharma-
ceuticals entering our Nation through regulated and unregulated means? 

America’s patients trust that the drugs they and their loved ones take meet the 
high standards set by the FDA for safety and efficacy and are not substandard or 
counterfeit, and they rely on our complex and comprehensive regulatory system to 
ensure that is the case. Patients also depend on a secure pharmaceutical supply 
chain, and this is a responsibility our companies share with the FDA. The lifeblood 
of America’s research-based pharmaceutical companies is dependent on a safe, se-
cure prescription drug supply chain. 

The regulatory system that governs the development, approval, marketing, and 
surveillance of new drugs in the United States is the most complex and comprehen-
sive in the world. To ensure that Americans have the safest drug supply in the 
world, it has become increasingly comprehensive and robust over time. For example, 
the Prescription Drug Marketing Act of 1987 (PDMA), authored principally by 
Chairman Dingell and Rep. Waxman, was passed following an investigation of inci-
dents of counterfeit drugs reaching American consumers. This landmark legislation 
closed the U.S. prescription drug supply to products that have circulated overseas, 
beyond the jurisdiction of FDA and outside the control of the manufacturer. The 
PDMA, coupled with exacting FDA regulatory requirements such as GMPs, has 
helped significantly minimize the possibility that a U.S. consumer receives a coun-
terfeit drug. 

However, the growth in a global marketplace, rise of the Internet and easy access 
to sophisticated technology has helped facilitate the rise of counterfeit medicines 
around the world. According to recent data from PSI, counterfeit medicine seizures 
rose 24% in 2007. Among the $3 billion worth of counterfeit medicine seized in 99 
countries were versions of 403 different prescription medicines, including copies of 
19 of the world’s 25-best selling drugs. 17 A 2006 counterfeiting report by the Royal 
Canadian Mounted Policy (RCMP) found a ‘‘dramatic increase in the amount, so-
phistication and type of counterfeit products which are being sold across the coun-
try.’’ The report found that counterfeit pharmaceuticals are being sold to consumers 
in Canada in ‘‘alarming amounts.’’ The report continued to state that, ‘‘The goods 
are no longer only being offered for sale by ‘mom and pop’ operators but are being 
controlled by large sophisticated organizations including traditional and non-tradi-
tional organized crime groups.’’ According to RCMP Commissioner Zaccardelli, ‘‘The 
face of crime is being facilitated by the Internet and counterfeit goods are threat-
ening the health and safety of Canadians.’’ 18 

The WHO has estimated that tens of thousands may be dying due to counterfeit 
malaria, HIV/AIDs, diabetes, and tropical disease medicines. And, the problem is ex-
pected to continue to grow in the future. According to a report by the Center for 
Medicines in the Public Interest, counterfeit drug sales are expected to reach $75 
billion in 2010, a shocking 92% increase from 2005. 19 

According to the European Commission, counterfeit medicine seizures rose 51% in 
2007 in the European Union (EU). Last year, 4.1 million counterfeit pharma-
ceuticals were seized by EU customs officials. 20 The Financial Times reported that 
medicines to treat hypertension, osteoporosis, and high cholesterol were among the 
counterfeits seized. Laszlo Kovacs, the EU’s taxation and customs commissioner 
noted that the 2007 figures showed ‘‘some new and alarming tendencies’’ given the 
increase in counterfeit seizures in medicine and personal care products that could 
pose dangers to consumers. 21 A January 2007 report in the The Independent found, 
‘‘Counterfeit drugs are flooding into Europe from across the world. Customs seizures 
published in November listed them as a separate category for the first time, in an 
indication of the growing trade.’’ 22 According to a report by the School of Pharmacy 
at the University of London, ‘‘the UK is the most vulnerable country in Europe to 
counterfeiting owing to the high level of ‘parallel importing’ drugs sold to a foreign 
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ments/customs/customs—controls/counterfeit—piracy/statistics/counterf—comm—2006—en.pdf> 
(Accessed 29 May 2008) 

26 European Commission, ‘‘Public Consultation in Preparation of a Legal Proposal to Combat 
Coutnerfeit Medicines for Human Use,’’ March 11, 2008. 

27 Jonathan Harper, MB, ChB, BSc (honors), MBA, ‘‘Harmonised provisions for legislative and 
administrative procedures applicable to counterfeit medicines in the Council of Europe Member 
States,’’ January 2005. 

country and then imported into Britain and the fact that English is an international 
language.’’ 23 

Of notable concern is the evidence that counterfeiters are increasingly targeting 
chronic care and life-saving medicines. According to a report by the European Com-
mission, the trend in counterfeiting medicines is increasingly moving towards coun-
terfeit life-saving medicines, rather than ‘‘lifestyle’’ medicines, including ‘‘medicines 
to treat cancer and heart disease, psychiatric disorders, and infections.’’ In the past 
four years, the UK’s Medicines and Health Regulatory Agency (MHRA) has issued 
nine recalls of medicines including heart and cancer treatments that reached phar-
macists and patients. 24 On five other occasions, the MHRA discovered counterfeit 
drugs at the wholesale level before they reached patients. A recent paper from the 
EU notes the ‘‘criminals increasingly target life-saving medicines, including medi-
cines to treat cancer and heart disease, psychiatric disorders, and infections.’’ The 
EU believes that this ‘‘trend may increase as the main driving factor is high value, 
high turnover and total disrespect for patient health.’’ 25 

The European Commission has identified other factors that are driving the in-
creased presence of counterfeit drugs. According to the report by the Commission, 
‘‘the licensed distribution chain, including authorized wholesalers, parallel traders 
and pharmacies are being increasingly targeted by counterfeiters.’’ 26 Similarly, a 
Council of Europe report found, ‘‘The existence of a significant level of parallel trade 
in the EU, and the absence of adequate controls on repackaging and relabeling, pro-
vides an opportunity for the inadvertent entry of counterfeit medicines into the mar-
ket.Furthermore, parallel trade means that any counterfeit product within the le-
gitimate distribution chain in one MS [Member State] can easily contaminate other 
MSs.’’ 27 

While the U.S. has arguably the safest system in the world with one of the lowest 
percentages of counterfeit drugs in the market, no system is perfect and the pro-
liferation of Internet drug sellers and the ease of ordering medicine online, without 
even a prescription in many cases, have introduced new threats that cause concern. 
At a time when we, and others around the globe, are struggling to combat counter-
feit drugs and tighten security at our borders, we should be searching for ways to 
close existing loopholes in the drug distribution chain, not creating new ones. Main-
taining a closed system is one way to ensure that U.S. consumers are protected 
against counterfeit medicines. 

8. In your testimony, you note that domestic challenges to our Nation’s 
closed distribution system remain great and that counterfeit and tainted 
products do surface even with all of our regulatory controls. Can you ex-
plain where the weaknesses exist in our regulated supply chain? 

While the current supply chain in the U.S. for prescription medicines is arguably 
the best in the world, it is not perfect and weaknesses exist. As mentioned above, 
the proliferation of Internet drug sellers has created a weakness in our current sup-
ply chain since they have been responsible for introducing unsafe and counterfeit 
medicines into the supply chain and into the hands of consumers. 

In our opinion other weak spots in the supply chain exist but could be addressed 
in future legislation. For example: 

1. Increase Requirements for Repackagers. Repackaging has been an identified 
weak spot in the drug distribution system that can be used as an entry point and 
distribution center for diverted and counterfeit drug products. Repackagers remove 
drug products from their original packaging and labeling, thereby destroying any 
counterfeit resistant technologies employed by the original manufacturer. Con-
sequently, additional oversight is necessary to ensure that repackaged drug prod-
ucts are authentic and are not compromised by repackaging operations. PhRMA be-
lieves FDA could better regulate the authenticity and quality of repackaged drug 
products if it had authority to require prior approval of repackaging operations. At 
a minimum, FDA should increase its inspections of repackagers and, where appro-
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priate, initiate enforcement action. In addition, repackagers should be subject to the 
same requirements regarding overt and covert counterfeit resistant technologies as 
original manufacturers. 

2. Strengthen Federal Requirements for Wholesalers/Distributors. PhRMA is sup-
portive of efforts to strengthen the licensure requirements for wholesalers and dis-
tributors. Recent investigations, such as the Florida Grand Jury and the Wash-
ington Post, have identified systemic weaknesses in the oversight of the wholesale 
drug industry in many states. These weaknesses permit individuals, even those with 
prior felony convictions, to obtain wholesaler licenses for operations that deal in di-
verted and counterfeit drug products. PhRMA supports efforts by Florida and Ne-
vada to strengthen requirements for the licensure of wholesalers by, for example, 
requiring the posting of a substantial performance bond (e.g., $100,000) and con-
ducting detailed pre-licensure background checks and facility inspections. PhRMA 
believes, however, that licensure requirements should be strengthened consistently 
across states to prevent diverters and counterfeiters from re-locating to states with-
out strong licensure requirements. This can be accomplished through revisions to 21 
U.S.C. §503(e)(2) specifying higher minimum standards for state licensing of drug 
wholesalers and distributors similar to those currently in place in Florida and Ne-
vada. FDA also should review state requirements for the licensure of wholesalers 
to ensure that they meet any enhanced minimum federal regulatory requirements. 

3. Increase Criminal Penalties for Counterfeiting Activities. PhRMA believes that 
the criminal penalties for counterfeiting prescription drug products must be signifi-
cantly increased. The current penalty under the Federal Food, Drug, and Cosmetic 
Act (FFDCA)—a maximum of 3 years imprisonment—does not reflect the serious 
public health risks associated with counterfeit drugs or serve as an adequate deter-
rent to prospective counterfeiters. PhRMA thus supports increasing the maximum 
criminal penalty for counterfeiting drug products from three to twenty years impris-
onment. PhRMA also believes that criminal penalties should be imposed against en-
tities that create a market for diverted and counterfeit drug products by purchasing 
drug products without adequate due diligence into the source and authenticity of 
such drugs. PhRMA therefore supports making it a prohibited act under the FFDCA 
to purchase prescription drugs from a wholesale distributor without first obtaining 
and verifying the information provided on a drug pedigree. 

Thank you very much for the opportunity to further elaborate on my testimony 
of May 1, 2008. Should you have additional questions, please feel free to contact me. 
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CHRISTINE MUNDKUR, ANSWERS TO SUBMITTED QUESTIONS 

Dear Congressman Buyer: 
I am writing to answer the questions submitted to me after my May 1, 2008 testi-

mony before the Committee on Energy and Commerce on behalf of Barr Pharma-
ceuticals and the Generic Pharmaceutical Association, GPhA. I have set forth the 
answers to the best of my ability to each of the questions, which are repeated below 
for ease of reference. 

QUESTIONS SUBMITTED BY HON. STEVE BUYER 

What is the value of preemption and one Federal pedigree standard? 
A Federal Pedigree, preempting state initiatives, would provide a single standard 

and directive aligning the entire pharmaceutical supply chain into a single focused 
initiative. The risk of different standards, arising from multiple states and segments 
within the industry, carries a significant cost to the entire pharmaceutical supply 
chain. Multiple disjointed initiatives would potentially involve multiple system driv-
en implementations and multiple serialization solutions, ultimately costing the en-
tire industry unnecessary and additional time and resources to implement. Simpli-
fying the process to a single Federal initiative would provide focus and provide the 
momentum necessary to drive a single solution throughout the industry. We also 
recommend that strong enforcement of the normal chain of distribution be the foun-
dation for a Federal resolution, and requirements for pedigree requirements be lim-
ited to product supply that has been outside the normal supply chain. 

What is Barr’s position on the California identification and track-and- 
trace system currently on the books? 

While Barr fully appreciates the CA legislature’s efforts to combat counterfeiting 
within the Pharmaceutical industry, the legislation in CA requiring electronic pedi-
gree and unit level serialization for all pharmaceutical products by January of 2011 
represents an approach, which may negatively impact the ability for Californians to 
have access to affordable medicines and inherently raise healthcare costs with little 
commensurate benefit to the general public. Many manufacturers simply won’t be 
able to meet the requirements by the given deadline, resulting in fewer manufactur-
ers operating within this market segment potentially causing opportunities for less 
competition (and therefore higher costs) and product availability concerns. The most 
reasonable approach to improving the security of the drug supply chain is to focus 
on areas of vulnerability, such as the internet and secondary wholesaler markets, 
and products which are most likely to be targeted by counterfeiters. The Generic 
industry provides significant savings in healthcare costs by providing affordable 
medicines, and the resources required to implement serialized electronic pedigrees 
will significantly affect the affordability of generic medicines, when in reality, ge-
neric medicines are the least likely candidates for counterfeiting due to their inher-
ent lower profitability. Enforcement of the normal chain of distribution combined 
with a risk based pedigree approach, focusing on high risk product supply outside 
the normal chain of distribution would provide a more commensurate benefit to the 
public without negatively impacting supplies or increasing healthcare costs. 

Does Barr support Senate Bill 1307 in the California Senate? 
Barr does not support SB1307. This bill requires specific percentages of products 

to be serialized/pedigreed within a fixed time schedule without consideration to al-
ternative solutions such as strong enforcement of the normal chain of distribution, 
and if required, a risk based approach to drugs that are being introduced by parties 
outside the normal chain of distribution or deemed to be at high risk of counter-
feiting. However, Barr does support the current proposal from the California Gov-
ernor’s office and CA State and Consumer Services Agency that establishes an ‘‘ac-
credited distribution chain’’ model to meet the common goals of ensuring the safety 
and efficacy of drugs provided to consumers. 

Please do not hesitate if I can provide any further assistance. 
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