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ENSURING ACCURACY AND ACCOUNTABILITY
IN LABORATORY TESTING: DOES THE EXPE-
RIENCE OF MARYLAND GENERAL HOSPITAL
EXPOSE CRACKS IN THE SYSTEM? PART II

WEDNESDAY, JULY 7, 2004

HOUSE OF REPRESENTATIVES,
SUBCOMMITTEE ON CRIMINAL JUSTICE, DRUG POLICY AND
HUMAN RESOURCES,
COMMITTEE ON GOVERNMENT REFORM,
Washington, DC.

The subcommittee met, pursuant to notice, at 3 p.m., in room
2203, Rayburn House Office Building, Hon. Mark Souder (chair-
man of the subcommittee) presiding.

o Present: Representatives Souder, Cummings, Ruppersberger, and
arter.

Staff present: J. Marc Wheat, staff director and chief counsel; Ro-
land Foster, professional staff member; Malia Holst, clerk; Tony
Haywood, minority counsel; and Teresa Coufal, minority clerk.

Mr. SOUDER. The subcommittee will come to order.

Good afternoon. I thank you all for being here. Today’s hearing
will continue to examine the investigation of lab testing at Mary-
land General Hospital in Baltimore, MD.

At the request of the ranking democratic member of the sub-
committee, Elijah Cummings, we held a hearing on this topic on
May 18th. Due to time constraints, and a lot of votes, we were un-
able to complete the questioning of the final panel. Today we will
welcome back that panel of witnesses, as well as Kristin Turner,
a former lab worker at the Maryland General Hospital who was
unable to attend the May 18th hearing due to illness at that time.

During the 14 month period between June 2002 and August
2003, the hospital issued more than 450 questionable HIV and hep-
atitis test results. Despite the instrument readings showing that
the test results might be inaccurate, managers at the hospital
failed to act. Similarly, State insepctors did not respond to a 2002
letter from lab workers who warned of serious and longstanding
testing problems that put patients and problems at risk.

During this period in July 2003, the hospital lab was inspected
and accredited by the College of American Pathologists. CAP offi-
cials have assured the subcommittee that their inspection stand-
ards were even more stringent than required by the Federal Gov-
ernment. Yet the inspection did not identify the ongoing defi-
ciencies in lab testing. The problems at Maryland General Hospital
weren’t taken seriously until this year, when State insepctors in-
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vestigated another warning letter sent in December from a former
employee, Kristin Turner.

State officials have confirmed the existence of the 2002 letter.
They said they took the allegations seriously, but found them
vague and did not discovery the serious problems until this year.
Subsequent inspections by State officials prompted by the whistle
blower showed that the laboratory was in the midst of serious prob-
lems at the very time the accreditation inspection was conducted.
State inspectors concluded the lab was understaffed and rife with
equipment malfunctions. And State and Federal inspectors later
turned up pages and pages of violations of testing standards.

The College of American Pathologists has since suspended its ap-
proval for two key laboratory divisions. The complaint that led to
these findings alleged that the machinery used in HIV and hepa-
titis testing was not adequately maintained and that possibly erro-
neous test results were provided as a result.

In all of these inspections, similar issues were identified concern-
ing the management and quality assessment process of the labora-
tory that were found to be deficient. Each oversight entity ad-
dressed these issues, but did not inform all the remaining involved
parties of their findings. Therefore, each oversight entity did not
have the benefit of the findings of the others.

Only after a December 2003 complaint to the State survey agen-
cy that pinpointed a specific problem area to investigate did the en-
tities involved begin to communicate their findings to each other.
Yet, the College of American Pathologists did not even receive the
2002 lab workers complaint until the day prior to this subcommit-
tee’s first hearing on this matter in May. Fortunately, the hospital
has retested many patients and found the original results were
mostly accurate and steps have been taken to ensure patients are
now receiving reliable test results. State and Federal regulators are
now overseeing Maryland General’s efforts to improve its labora-
tory operations. A State Medicaid fraud investigation and a Federal
investigation by the Department of Health and Human Services’
Office of Inspector General are also ongoing.

The purpose of this hearing, therefore, is to gain a better under-
standing of all the issues that led to the deficiencies at Maryland
General Hospital and how these problems went undetected and not
addressed for such a long period of time, despite inspections and
warnings from lab personnel. Our goal is to make sure that a simi-
lar situation never happens again at other hospitals, and that pa-
tients can be assured that when they visit a hospital and have
tests taken that the results they receive are accurate and reliable.
We also want to be sure that all those adversely impacted by the
problems at Maryland General Hospital are identified and given
proper test results.

Our first panel will be Kristin Turner, former employee the
Maryland General Hospital. The second panel will include Mr. Ed-
mond Notebaert, President and Chief Executive officer of the Uni-
versity of Maryland Medical System; Ms. Carol Benner, Director of
the Office of Health Care Quality for the State of Maryland; and
Dr. Mary Kass, President of the College of American Pathologists.
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Thank you all for being here today and we look forward to your
testimony and insights on this issue. Now I'd like to yield to the
ranking member, Mr. Elijah Cummings.

[The prepared statement of Hon. Mark E. Souder follows:]
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Subcommittee on Crimnnal Justice,
Drug Policy and Human Resources

Opening Statement of Chairman Mark Souder

Part1l
Ensuring Accuracy and Accountability in Lab Testing:
Does the Experience of Maryland General Hospital Expose Cracks in the
System?

July 7, 2004

Good morning and thank you all for being here.

Today’s hearing will continue to examine the investigation of lab deficiencies at Maryland
General Hospital in Baltimore, Maryland.

At the request of the ranking Democratic member of this Subcommittee, Congressman Elijah
Cummings, we held a hearing on this topic May 18, but due to time constraints we were unable to
complete the questioning of our final panel. Today, we welcome back that panel of witnesses as well
as Kristin Turner, a former lab worker at Maryland General Hospital who was unable to attend the
May 18 hearing due to illness.

During a 14-month period between June 2002 and August 2003, the Hospital issued more
than 450 questionable HIV and hepatitis test results. Despite instrument readings showing that the
test results might be inaccurate, managers at the hospital failed to act.

Similarly, state inspectors did not respond to a 2002 letter from lab workers who warned of
serious and long-standing testing problems that put patients and employees at risk.

During this period, in July 2003, the hospital lab was inspected and accredited by the College
of American Pathologists. CAP officials have assured the Subcommittee that their inspection
standards were even more stringent than those required by the federal government. Yet, the
inspection did not identify the ongoing deficiencies in lab testing.

The problems at Maryland General Hospital weren’t taken seriously until this year, when
state inspectors investigated another warning letter, sent in December from a former employee,
Kristin Turner.

State officials have confirmed the existence of the 2002 letter. They said they took the
allegations seriously but found them vague and did not discover the serious problems until this year.

Subsequent inspections by state officials, prompted by the whistleblower, showed that the
laboratory was in the midst of serious problems at the very time the accreditation inspection was



conducted.

State inspectors concluded the lab was understaffed and “rife with equipment malfunctions”
and state and federal inspectors later turned up pages and pages of violations of testing standards.

The College of American Pathologists has also since suspended its approval for two key
laboratory divisions.

The complaint that led to these findings alleged that machinery used in HIV and hepatitis
testing was not adequately maintained and that possibly erroneous test results were provided as a
result. In all of these inspections, similar issues were identified concerning the management and
quality assessment processes of the laboratory that were found to be deficient. Each oversight entity
addressed these issues but did not inform all of the remaining involved parties of their findings.
Therefore, each oversight entity did not have the benefit of the findings of the others.

Only after the December 2003 complaint to the State survey agency that pinpointed a specific
problem area to investigate did the entities involved begin to communicate their findings to each
other. Yet the College of American Pathologists did not even receive the 2002 lab workers
complaint until the day prior to this Subcommittee’s first hearing on this matter in May.

Fortunately, the hospital has retested many patients and found the original results were
mostly accurate and steps have been taken to ensure patients are now receiving reliable test results,

State and federal regulators are now overseeing Maryland General’s efforts to improve its
laboratory operations.

A state Medicaid fraud investigation and a federal investigation by the Department of Health
and Human Services' Office of Inspector General are also ongoing.

The purpose of this hearing, therefore, is to gain a better understanding of all of the issues
that led to the deficiencies at Maryland General Hospital and how these problems went undetected
and not addressed for such a long period of time despite inspections and warnings from lab
personnel.

Our goal is to make sure that a similar situation never happens again at other hospitals and
that patients can be assured that when they visit a hospital and have tests taken that the results they
receive are accurate and reliable.

We also want to be sure that all those adversely impacted by the problems at Maryland
General Hospital are identified and given proper test results.

Our first panel will be Kristin Turner, former employee at Maryland General Hospital.

The second panel will include Mr. Edmond Notebaert, President of the University of
Maryland Medical System, Ms. Carol Benner, Director of the Office of Health Care Quality for the
state of Maryland and Dr. Mary E. Kass, President of the College of American Pathologists.

Thank you all for being here today. We look forward to your testimony and insights on this
very important issue.
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Mr. CuMMINGS. Thank you very much, Mr. Chairman, and I
thank you for holding this second hearing to examine issues related
to the release of invalid HIV and hepatitis tests to hundreds of pa-
tients at Maryland General Hospital in Baltimore City. This sub-
ject is extremely important to my constituents, who like myself re-
ceive health care from Maryland General Hospital. I appreciate
your taking an interest in this controversy, and the broader over-
sight issues it raises for the Congress of the United States.

In May, we held a first hearing looking into allegations first re-
ported by the Baltimore Sun in March, that from June 2002 to Au-
gust 2003, Maryland General Hospital released more than 450 in-
valid HIV and hepatitis test results despite error message from
testing instruments indicating that results might be incorrect. On
May 18th, we heard testimony from FDA concerning the process for
approving the Adaltis Labotech device that produced the invalid
test results, and from the Centers for Medicare and Medicaid Serv-
ices, concerning implementation of Federal regulations to ensure
accuracy and accountability in lab testing.

We also heard compelling testimony from Teresa Williams, a
former laboratory technician and supervisor at Maryland General,
who made numerous attempts to call attention to deficiencies in
laboratory operations, ultimately and unfortunately to no avail.

On the last of the three panels, we heard statements from rep-
resentatives of the parent institution of Maryland General Hos-
pital, the private accrediting body responsible for federally certify-
ing the Maryland General laboratory as them being in compliance
with Federal standards, Maryland’s Department of Health and
Mental Hygiene and the manufacturer of the Labotech testing in-
strument.

Because of time constraints we encountered during the final
panel, our questioning was cut short and today’s hearing provides
a rare opportunity to continue the dialog we began in May with the
latter group. And I do appreciate your holding this second hearing.

We are joined today by Edmond Notebaert, President of the Uni-
versity of Maryland Medical System; Carol Benner, Director of the
Office of Health Care Quality for the State of Maryland; and Dr.
Mary Kass, President of the College of American Pathologists.

Today’s hearing also gives an opportunity to hear from former
Maryland General employee Kristin Turner, who was unable to at-
tend the hearing in May due to poor health. Ms. Turner is respon-
sible for bringing the Maryland General lab testing problems to the
light of day. I salute her for her courage in coming forward, and
I am happy that she is able to join us today to share her experi-
ences and perspective.

Although the events that initially caught the subcommittee’s at-
tention occurred at a single hospital in Baltimore, MD, they have
implications for health care consumers all across this great Nation.
My goal in requesting these hearings is to ensure that nothing like
what occurred at Maryland General happens again anywhere in
the United States. Fortunately, in the case of Maryland General,
99 percent of those who received invalid tests had their original
test results confirmed.

But we cannot rely on luck as a public health safety net when
lives are in the balance. The American people are entitled to have
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faith that the laboratory tests that helped to determine the course
of their medical treatments are as reliable and accurate as they
can possibly be. That is a promise set forth in the Clinical Labora-
tory Improvement Amendments Act and we must ensure that the
regulatory system established to enforce CLIA is adequate to fulfill
that promise.

Sadly, the case of Maryland General appears to be one in which
laboratory supervisors not only failed to ensure their proper quality
controls were in place, but also deliberately altered or concealed in-
formation that would have led to the discovery of invalid test re-
sults being released to patients. Moreover, employees who ex-
pressed concerns about the inadequate quality controls and unreli-
able results were discouraged from expressing their concerns with-
in the laboratory and outside of it.

It shocks the conscience that health professionals would delib-
erately engage in conduct that clearly places the lives of patients
at unnecessary risk but it is equally disturbing that the process for
detecting deficiencies was so easily circumvented. One would hope
that such abhorrent conduct by laboratory personnel is rare. But
the system of enforcement should account for the fact that there
may be bad actors in positions of authority who will seek to conceal
evidence of serious lab deficiencies from inspectors.

It is far from clear to me that the system in place does this ade-
quately. I must say, Mr. Chairman, I’ve had an opportunity just re-
cently, last week, to visit Maryland General. And I am very pleased
with the progress that has been made by Mr. Notebaert. I think
there have been just tremendous efforts to No. 1, find those pa-
tients that were tested, and improve the lab. As I said last week,
I think now the lab and the hospital is probably one of the best run
in the country, because it has come under the eye of so many agen-
cies. And I want to applaud Mr. Notebaert for your efforts.

So today, each of our witnesses is in a position to provide an in-
formed perspective on what gaps in the system may exist and how
they can and should be addressed. I thank all of our witnesses for
their appearance before the subcommittee today and I look forward
to their candid testimony.

Thank you very much.

[The prepared statement of Hon. Elijjah E. Cummings follows:]
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Rep. Elijah E. Cummings, D-Maryland
Ranking Minority Member
Subcommittee on Criminal Justice, Drug Policy and Human Resources
Committee on Government Reform
U.S. House of Representatives
108™ Congress

Hearing on “Part II: Ensuring Accuracy and Accountability in Laboratory Testing: Does
the Experience of Maryland General Hospital Reveal Cracks in the System?”

July 7, 2004

Mr. Chairman,

Thank you for holding this second hearing to examine issues related to the release of
invalid HIV and hepatitis tests to hundreds of patients at Maryland General Hospital in Baltimore
City. This subject is extremely important to my constituents who, like myself, receive health
care from Maryland General Hospital. 1 appreciate your taking an interest in this controversy
and the broader oversight issues it raises for Congress.

In May, we held our initial hearing to look into allegations, first reported by the
Baltimore Sun in March, that Maryland General Hospital released more than 450 invalid HIV
and hepatitis test results from June 2002 to August 2003, despite error messages from the testing
instrument indicating that the results might be incorrect.

On May 18", we heard testimony from the FDA concerning the process for approving the
Adaltis Labotech device that produced the invalid test results and from the Centers for Medicare
and Medicaid Services concerning implementation of federal regulations to ensure accuracy and
accountability in lab testing.

We also heard compelling testimony from Teresa Williams, a former laboratory technician and
supervisor at Maryland General, who made numerous attempts to call attention to deficiencies in
1aboratory operations, ultimately to no avail.

On the last of three panels, we heard statements from representatives of the parent
institution of Maryland General Hospital, the private accrediting body responsibie for federally
certifying the Maryland General laboratory, Maryland’s Department of Health and Mental
Hygiene, and the manufacturer of the Labotech testing instrument.

Because of time constraints we encountered during the final panel, our questioning was
cut short. Today’s hearing provides an opportunity to continue the dialogue we began in May.
We are joined today by Edmond Notebaert, President of the University of Maryland Medical
System, Carol Benner, Director of the Office of Health Care Quality for the state of Maryland,
and Dr. Mary Kass, President of the College of American Pathologists.

- More -



9

Today’s hearing also gives us an opportunity to hear from former Maryland General
employee Kristin Turner, who was unable to attend the hearing in May because of poor heaith.

Ms. Turner is responsible for bringing the Maryland General lab testing problems to
light. I salute her for her courage in coming forward, and I'm pleased that she is able to join us
today to share her experiences and perspective.

Although the events that initially caught the Subcommittee’s attention occurred at a
single hospital in Baltimore, Maryland, they have implications for health care consumers across
the nation. My goal in requesting these hearings is to ensure that nothing like what occurred at
Maryland General happens again anywhere in the United States.

Fortunately, in the case of Maryland General, 99% of those who received invalid tests
had their original test results confirmed. But we cannot rely on luck as a public health safety net
when lives are in the balance.

The American people are entitled to have faith that the laboratory tests that help to
determine the course of their medical treatment are as reliable and accurate as they can possibly
be. That is the promise set forth in the Clinical Laboratory Improvement Amendments Act and
we must ensure that the regulatory system established to enforce CLIA is adequate to fulfill that
promise.

Sadly, the case of Maryland General appears to be one in which laboratory supervisors
not only failed to ensure that proper quality controls were in place but also deliberately altered or
concealed information that would have led to the discovery of invalid test results being released
to patients. Moreover, employees who expressed concerns about inadequate quality controls and
unreliable results were discouraged from expressing their concerns within and outside of the
hospital.

It shocks the conscience that health professionals would deliberately engage in conduct
that clearly places the lives of patients at unnecessary risk, but it is equally disturbing that the
process for detecting deficiencies was so easily circumvented.

One would hope that such abhorrent conduct by laboratory personnel is rare, but the
system of enforcement should account for the fact that there may be bad actors in hospital
management positions who will seek to conceal evidence of serious lab deficiencies from
inspectors. It is far from clear to me that the system in place does this adequately.

Each of our witnesses is in a position to provide an informed perspective on what gaps in
the system may exist and how they can and should be addressed. Ithank all of our witnesses for
their appearance before the Subcommittee today and look forward to their candid testimony.

it
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Mr. SOUDER. Two brief things before I yield to Mr.
Ruppersberger. First, I want to commend Tony on the Democratic
staff for arranging the musical accompaniment to your opening
statement. Second, this hearing appears to forever trigger votes. So
you just heard the bell, so we’re going to have a vote to start. For-
tunately, it’s only one vote, so we’ll have Mr. Ruppersberger’s open-
ing statement, we’ll go over, vote and then be back as quick as we
can walk over and back.

Mr. Ruppersberger.

Mr. RUPPERSBERGER. First, Mr. Chairman, thank you, and Con-
gressman Cummings, you've really done a great job in pulling this
together and I think that your efforts, and working closely with
Maryland General Hospital, will improve hopefully our whole sys-
tem throughout the country. That’s what we’re really here about.
So, good job.

The followup hearing today is very important for two main rea-
sons. First, it allows us to revisit this topic and discuss the steps
Maryland General Hospital has taken in the interim to address the
problems its lab experienced. We need to make sure the plan Mary-
land General Hospital has and is in the process of implementing
is accurate in design and scope. Both the employees and patients
of Maryland General Hospital deserve the best lab environment to
ensure the community is receiving the quality of care they deserve.
I look forward to today’s testimony and hearing and update on
these critical concerns.

Second, returning to this topic allows us to look nationwide and
consider what Congress can do to protect labs throughout the coun-
try. In light of all that has happened, Maryland General Hospital
is probably one of the best places to have your lab test performed
today.

But I worry about labs elsewhere. What we have learned in the
first hearing and what still needs to be addressed is how we will
ensure that this problem does not happen again in another lab. It
is the second question that promoted me to request an analysis
from the Congressional Research Service in May 2004, outlining
the questions raised in the first hearing, the background involved
and the questions Congress should be considering to assure quality
in clinical labs.

Mr. Chairman, I ask unanimous consent to have the CRS memo
inserted into the record as part of my opening statement.

Mr. SOUDER. Without objection, so ordered.

Mr. RUPPERSBERGER. Thank you. The questions raised by the
Congressional Research Service cover several categories. These in-
clude defining the scope of the problem, oversight and coordination
and compliance and enforcement. I encourage my colleagues to con-
sider this memo as we explore legislation options to address this
important issue.

Thank you.

[The prepared statement of Hon. C.A. Dutch Ruppersberger fol-
lows:]
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Congressman C.A. Dutch Ruppersberger
Subcommittee on Criminal Justice,
Drug Policy and Human Resources
MGH Part II
Opening Remarks
7.7.04

Once again I would like to thank you Mr. Chairman and Ranking Member Cummings for
calling attention to this important topic.

This follow up hearing today is very important for two main reasons. First, it allows us to
revisit this topic and discuss the steps Maryland General Hospital has taken in the interim to
address the problems its lab experienced. We need to make sure the plan MGH is in the process
of implementing is accurate in design and scope. Both the employees and patients of MGH
deserve the best lab environment to ensure the community is receives the quality of care they
deserve. I look forward to today’s testimony and hearing an update on these critical concerns.

Second, returning to this topic allows us to look nationwide and consider what Congress
can do to protect labs throughout the country. Quite frankly, in light of all that has happened,
MGH is probably one of the best places to have your lab tests performed today. But I worry
about labs elsewhere. What we learned in the first hearing and what still needs to be addressed is
how we will ensure that this problem does not happen again in another lab.

1t is this second question that prompted me to request an analysis from the Congressional
Research Service in May 2004 outlining the questions raised in the first hearing, the background
involved, and the questions Congress should be considering to assure quality in clinical labs. Mr.
Chairman, I ask unanimous consent to have the CRS memo inserted in the record as part of my
opening staternent.

The questions raised by CRS cover several categories. These include defining the scope
of the problem, oversight and coordination, and compliance and enforcement. I encourage my
colleagues to consider this memo as we explore legislation options to address this important
issue.

1 thank the witnesses for appearing today and look forward to their testimony. Thank you
Mr. Chairman.
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A 3 Congressional
A ° Research
Service
Memorandum June 4, 2004
TO: The Honorable Dutch Ruppersberger
Attention: Sheilah Mirmiran

FROM: Michele Schoonmaker

Specialist in Genetics
Domestic Social Policy Division

SUBJECT: Follow up to Hearing on “Ensuring Accuracy and Accountability in
Laboratory Testing” held May 18, 2004

Executive Summary

You requested additional information about how the federal govrnment, states and
private organizations interact to regulate, accredit and inspect clinice! ‘aboratories in the
Usited States. Testimony at the hearing, “Ensuring Accuracy an’ Accountability in
Laboratory Testing” held May 18, 2004, suggested that a possible failure in laboratory
equipment, a breakdown in one laboratory’s quality assurance system, and a lack of
communication between federal, state, and private agencies, contributed to a laboratory
worker becoming infected with HIV and hepatitis, and to the reporting out of 450
questionable HIV and hepatitis test results.

In the United States, clinical laboratories are regulated by the federal and state
govemnments. At the federal level, all clinical laboratories must follow the Clinical
Laboratory Improvement Act (CLIA) regulations, which are administered by the Center for
Medicare and Medicaid Services (CMS). Additional responsibilities of the Centers for
Disease Control and Prevention (CDC) and the Food and Drug Administration (FDA)
complement CMS activities. CLIA establishes standards that laboratories must meet in order
to be certified as a provider of laboratory services. Either CMS, or one of six private
organizations approved by CMS, will determine if a clinical laboratory meets the CLIA
requirements or higher standards for laboratory practice. Using tools of inspection and
proficiency testing, CMS and the private organizations will determine compliance with the
requirements. Once the laboratory has been determined to meet the requirements, CMS will
certify the laboratory to conduct clinical testing. In addition to CMS certification,
laboratorics may need to meet additional state requirements in order to obtain a license to
operate in a particular state.

Professionals have questioned the effectiveness of the inspection process. The sheer
volume of documents and test protocols that exist in most laboratories make inspection for

Congressional Research Service Washington, D.C. 20540-7000
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compliance a challenging process. Most inspectors get only a cursory view of how the
process of testing works, with the potential for many specific test-related problems to fall
through the cracks. Some laboratories, such as those performing waived tests', rarely get
inspected. Inspections examine a cross-section of laboratory function, are often announced,
and documents are usually provided ahead of time allowing laboratories to prepare for the
inspection. Anecdotal evidence suggests that these methods enable laboratories to bring
records up to compliance immediately prior to the inspection, and avoid deficiencies for
which they may have otherwise received a citation. In fact, testimony at the May 18th hearing
suggested that sometimes employee reports of sub-optimal laboratory practice are the only
way the inspecting bodies may become aware that such a practice is occurring. In their
testimony on May 18™, all witnesses indicated a need for improved communication between
govermnment, the state, and private bodies.

This memo will describe the roles, responsibilities, and co-ordination between federal
and state government agencies, private organizations, manufacturers of laboratory tests and
equipment, and clinical laboratories in identifying, correcting, and preventing the occurrence
of adverse events. At the end, the memo will also present questions that Congress may wish
to consider as the debate on assuring quality in clinical laboratory testing continues.

Oversight of Clinical Laboratories.

In the United States, clinical laboratories are regulated by the federal and state
govemments. All clinical laboratories must follow the federal Clinical Laboratory
Improvement Act (CLIA) regulations. CLIA regulates the process of laboratory testing, but
does not evaluate the tests themselves. In a complementary process, the Food and Drog
Administration (FDA) regulates laboratory test kits, and active reagents (the chemical or
substances that react to produce a test result) that are produced and commercialized by
manufacturers. The Occupational Safety and Health Administration (OSHA) regulates the
laboratory environment to ensure safety in the workplace. States establish requirements for
and grant licensure to clinical laboratories. State programs may be granted waivers from
participating in CLIA if they design their own regulatory and accreditation system that is at
least as stringent as CLIA (currently Washington, Oregon, and New York operate under a
CLIA waiver). Thirteen other states, including Maryland, have additional requirements
beyond CLIA for licensing laboratories. Accreditation is the formal recognition of the
technical competence of a laboratory based on assessment by a private organization of
laboratory process according to predetermined qualifications or standards.

CMS and CLIA

CLIA was established in 1988 to impose minimum uniform standards on all laboratory
practice, regardless of the type of laboratory. Practice standards include personnel
requirements, quality control, and quality assurance. The Centers for Medicare and Medicaid
Services (CMS), in implementing CLIA, uses inspection and proficiency testing to examine

! Waived tests are procedures that are so simple and accurate that the possibility of error is very
small or that pose no reasonable risk of harm if the test is not performed properly (42 CFR
493.15(b)).
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the testing process from the acquisition of the patient sample through reporting of the results.
This includes making sure that: samples are labeled properly, reagents have not expired, test
reagents have been validated (gives correct results on known samples), analyses are correct,
interpretation is by qualified individuals, and results are reported in appropriate manner to
proper persons.

Complexity. CLIA requirements on standards, such as personnel, depend on the type
of testing that the laboratory performs. Laboratory tests can be high complexity, moderate
complexity or waived. FDA determines the CLIA complexity of commercialized test kits,
while the Centers for Disease Control and Prevention (CDC) determines the complexity of
other tests that are performed as laboratory services (i.e, the test kits themselves are not
commercially distributed). In order to categorize complexity, FDA or CDC considers: the
knowledge, training and expertise of those performing the test, the difficulty associated with
preparing reagents, patient materials and operational procedures, availability and ease of use
of calibration, control or proficiency testing materials, how difficult troubleshooting and/or
equipment maintenance will be, and the level of judgement needed to properly interpret test
results. Generally, the more difficult tests are to run and the more expertise that is needed for
proper interpretation, the higher the complexity of tests. Most laboratory tests are of
moderate complexity. Waived tests are usually simple to run, and presumably have little
chance for error. Unlike moderate or high complexity testing facilities, laboratories
performing waived tests receive little oversight once the waiver has been granted.

Personnel. CLIA requires that the education and the highest level of experience
(including time in service) of personnel be commensurate with the complexity of testing that
the laboratory performs.

Quality control. Quality control (QC) refers to the process of testing each batch of
laboratory tests to ensure that the system provides results within the acceptable range for the
assay. Good laboratory practice urges providers to include both positive and negative
controls (i.e., specimen material with known positive and negative values) within a given
time frame or with each batch of patient samples run on a system. The laboratory
professional can compare the results of patient samples with the positive and negative
controls to determine the status of the patient sample. Having material with known values
helps to control for variation that can occur with different batches of reagents or different
equipment, and assures that accurate results are obtained (i.e., testing the positive control
should return a result that is within the acceptable range of positive values). In general,
patient results should not be reported back to the referring physician unless the QC values
are acceptable.

Quality assurance. Quality assurance (QA)refers to the laboratory’s internal process
for making sure specimen collection, testing and result reporting provides accurate results
to patients. Minimum elements of a QA program include: documentation of specimens,
specimen tracking, QC performance and documentation, complaint handling procedures,
adequate training of personnel, and continuous discussions about laboratory concems,
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FDA

FDA examines the safety and effectiveness of a laboratory test kit. The manufacturer
of the kit submits an application for review. “Classification” of product determines the level
of review that FDA applies to a marketing application. Classification depends primarily on
two things: the risk of inaccurate results to the patients, and the sufficiency of medical
knowledge that may be available to mitigate those risks. In brief, Class I tests are subject to
general controls, Class II to special controls, and Class HI, the highest risk, to pre-market
approval (PMA).> Though the standards for review are different for different types of
applications, FDA assessment will typically include an evaluation of the individual reagents,
procedures, and review of the data to demonstrate that the test is safe, and that it works as
the manufacturer says it should. This includes making sure the results can be achieved in
several independent testing sites, by people with a level of training that is representative of
the target population (e.g., laboratory technicians).

There is no relationship between the classification system used by FDA and the CLIA
categorization system. FDA'’s classification is contingent on the risk that a new device may
pose to a patient, and the amount and quality of information (such as medical literature) that
is available to mitigate the risk. CLIA categorization describes how difficult the test is to
perform. In fact, new tests seeking a “waived” categorization may actually undergo a Class
I review so that FDA can be assured that the test will be safe and effective in the hands of
intended users (for “waived” tests, users typically are not highly trained).

Besides FDA, no other government or private inspe.tion agency evaluates the actual
tests to make sure that they are giving correct or accurate « -ults.

Intersection of FDA and CLIA. Not alllaboratory tests are required to undergo FDA
review. Under the scope of the practice of laboratory medicine, laboratories are given the
flexibility to design their own assays, make their own reagents, and design their own
computer programs for data analysis using general purpose equipment. Laboratory developed
assays are also known as “home brew” assays. In addition, laboratories can modify assays
approved by the FDA - that is, they can manipulate assay parameters to optimize test
performance in their particular environment (known as “off-label use™). They are, however,
required by CLIA to validate any assays they develop, or validate any changes they make to
FDA approved systems. Laboratory professionals assert that this flexibility to modify assays

? General controls include: registering the manufacturing facility with FDA, listing all of the medical
products that are sold, adherence to the Quality Systems Regulations (QSR; 21 CFR part 820) when
manufacturing the test or equipment (including reporting any adverse events experienced by patients
that may occur from use of the device), labeling the device in accordance with requirements in 21
CFR part 801 or 809, and, if the test is not exempt, filing a pre-market notification with FDA.
Special controls are additional controls needed to assure safe and effective use of the device. They
may include: special labeling requirements, mandatory performance standards and postmarket
surveillance. Premarket approval (PMA) is the most stringent review of safety and effectiveness. A
PMA usually involves a clinical study performed by the manufacturer or well documented in the
medical literature, an inspection of the manufacturing plant to assure compliance with QSR, and
sometimes a recommendation from an independent advisory panel comprised of experts in the
relevant field(s). See: [http://www.fda.gov/cdrh/devadvice/3132. htmi].
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is critical to their being able to provide cutting edge diagnostic information within the
framework of their institutions. For the most part, only high complexity laboratories are
permitted to use these practices. The risk to patients is believed to be mitigated by the fact
that all such developments and manipulations are under the supervision of a trained
laboratory director who has expertise in the types of testing under consideration.

However, not all manipulation is considered good practice. Generally, while optimizing
assay parameters is acceptable laboratory practice, such manipulation usually occurs within
the bounds of instrument specifications where equipment is concerned. In fact, many
software programs for laboratory instruments have *“user interfaces” which facilitate the
process of enabling the laboratory worker to make such modifications. On the other hand,
there are certain features - such as safety features, moving parts, and electrical or laser
connections - which are not supposed to be manipulated, as doing so would place an operator
in danger of being injured or exposed to the chemicals or samples being used on the
equipment. Failure to heed safety precautions would fall under the jurisdiction of OSHA
requirements and guidelines.

States

In addition to receiving certification by CMS to provide clinical testing services,
laboratories must be licensed to do business in the state in which they are located. Thirteen
states have additional licensing requirements (beyond CLIA certification), which vary in
scope.

Wi regard to meeting CLIA, states can defer inspection of clinical laboratories to
CMS o1 one of the deemed organizations, or they can establish their own requirements for
licensing that include certifying that laboratories meet - at a minimum -~ the CLIA
requirements. The CLIA-exempt states (Washington, New York and Oregon) regulated
6,259 laboratories (of all types) in 2003 (See the CLIA Statistics for the Last Decade, at
http://www.cms.hhs.gov/clia/decadestats.pdf).

Ensuring compliance with federal regulations:
coordination between government and the private sector

Accreditation. Accreditation refers to the assessment of a laboratory’s technical
competency by an independent organization. A laboratory can choose to be evaluated by
CMS or accredited by one of six CMS approved accreditation organizations: the American
Association of Blood Banks (AABB), the American Osteopathic Association (AOA), the
American Society for Histocompatability and Immunogenetics (ASHI), the College of
American Pathologists (CAP), the Commission on Office Laboratory Accreditation (COLA),
and the Joint Commission on Accreditation of Healthcare Organizations (JCAHO). These
six organizations have developed standards to ensure that laboratories are meeting, at a
minimum, the CLIA requirements.’ Accreditation is granted and maintained through

’ Some organizations - like CAP - have requirements for accreditation that are higher than the
standards established by CLIA. Because accreditation by a third party is a voluntary choice made
(continued...)
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inspection by one of these organizations and proficiency testing. The requirements for
accreditation can be found online for most of the private organizations®.

Of the 183,874 laboratories certified under CLIA in 2003°, 101,090 were physician
office laboratories (POL) and 6,259 were located in the three exempt states. COLA
accredited 6,218, CAP accredited 4,872 and JCAHO accredited 3,797. The other three
organizations accredited a total of 390 laboratories. CMS was responsible for the oversight
of 23,000 non-waived/non-POL?® based laboratories’.

Proficiency testing. Proficiency testing (PT) is the testing of laboratory samples,
where the results are unknown to the laboratory but known to the organization evaluating the
results. PT is used to assess the accuracy of the laboratory’s test results. Under the CLIA
regulations, laboratories test PT samples three times a year for the tests the laboratory
performs (42 Code of Federal Regulations (CFR) part 493, subpart I). A laboratory’s
performance is graded as satisfactory, unsatisfactory or unsuccessful, A satisfactory
performance is granted when the laboratory attains a passing score for all of the PT samples
that they are scnt. Unsatisfactory performance results when a laboratory fails to attain the
minimum satisfactory score for a testing event. Unsuccessful performance occurs when a
laboratory exhibits unsatisfactory performance for two consecutive testing events, or two out
of three consecutive testing events. PT can be required as part of the inspection, particularly
if inspection is for cause. However, this option is not used routinely by inspectors.

The American Society of Clinical Laboratory Science estimates that there are anywhere
from 1000 to about 25,000 different laboratory tests, with many clinical laboratories
performing as many as 500 or more tests (See: hitp://www.ascls.org/labtesting/index.asp).
In contrast, proficiency testing is available for only a fraction of those tests (CAP offers PT
for 650 tests), and only those laboratories that perform moderate or high-complexity tests
are required to undergo PT.

Currently CMS uses PT as an educational mechanism to assist laboratories to identify
and solve problems, evaluate personnel, and improve test performance. Section 493.1838 of
Title 42 of the CFR gives laboratories the opportunity to train personnel or obtain technical
assistance when the laboratory has an unsatisfactory or unsuccessful PT run. In the past, the
agency has been reluctant to use enforcement action solely for unsatisfactory performance
on PT, except in cases where there is an immediate jeopardy to patient health or safety, or

* (...continued)
by the laboratory, some laboratories may avoid seeking accreditation by an organization with higher
standards.

¢ For example, the CAP provides checklists for accrediting in 17 sub-specialites of laboratory
medicine at: http//www.cap .org/apps/docs/laboratory _accreditation/checklists/checklistfip.html.

* See CLIA decade statisticsat: [http:/www.cms.hhs.gov/clia/decadestats pdf]. The numbers are not

intended to add to the total.

¢ Many POLs perform only waived testing (such as dipstick tests), or microscope studies.

7 Personal communication with Judith Yost, CMS.

Congressional Research Service Washington, D.C. 20540-7000




18

CRS-7

when a laboratory demonstrates an inability or unwillingness to provide evidence of
corrective action.

As partofa QC/QA program, laboratories may also make use of reference material such
as NCCLS® standard material to adjust their testing parameters. NCCLS provides both
material standards - material with known values that can be independently tested and used
for calibration of laboratory equipment - and document standards - which are documents that
describe the best laboratory practices for certain types of tests. NCCLS standards are
voluntary, but are widely recognized as best laboratory practice to ensure consistency
between laboratories performing similar tests. FDA recognizes NCCLS standards during the
review process.

For laboratory assays that do not have proficiency tests available, laboratories may make
other arrangements to ensure the accuracy of their results. One popular method is to have a
sample tested and the result independently verified by a second laboratory. This method is
preferred for testing of rare analytes where testing may only be available from a very small
number of laboratories.

Inspection. CLIA regulations require that inspections must be performed biennially.
CMS uses discretion in adjusting the time frame towards more frequent inspection of
laboratories requiring the closest supervision, and using alternative methods (such as the
Alternate Quality Assurance Survey, a self survey questionnaire) to inspect on-site less
frequently laboratories that have sustained a record of compliance. CMS investigates the
number and types of deficiencies cited by CM3 inspectors, PT performance and complaints
against the laboratory. Most CMS inspection: are announced for initial or re-certification
inspection to allow the laboratory the opportuaity to include multiple staff members in the
process and to make records accessible before the inspection. However, most “for cause”
inspections are unannounced and conducted during normal business hours to minimize
disruption to the laboratory and to ensure that key laboratory personnel are present to answer
questions. Since 1998, CMS inspections have been moving toward a focus on outcomes
rather than process-oriented inspections (Federal Register, May 14, 1998, pp. 26722-38),
where the outcome is the effect of the laboratory’s practices on patient test results and/or
patient care.

CLIA surveyors for CMS are employees of the state health department of the state in
which the laboratory is located. Many states have only one surveyor. Most surveyors have
general experience and expertise in laboratory practice, though some will also have
specialized experience. All surveyors receive comprehensive training from the state, the
CMS regional office and the CMS central office on the regulations and what to look for
during an inspection. CMS inspects approximately 12,000 laboratories - of all complexities -
in a year. In addition, CMS re-surveys approximately 5% of laboratories as a validation of
the accreditation process.

® NCCLS used to be an acronym for the National Center for Clinical Laboratory Standards.
However, in recent years the organization has focused on international harmonization efforts in
faboratory methods and standards. As a result, the organization goes by the name “NCCLS”.
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In addition to deficiencies found on inspection, CMS investigates complaints against
laboratories in order to determine if the alleged violation involves CLIA requirements or
other laws that could be under the jurisdiction of another agency (e.g., OSHA). If CMS finds
that the complaint is a violation of other laws, they will refer the complaint to the appropriate
agency for investigation.

FDA inspects manufacturing facilities and sites where clinical investigations are
ongoing in support of a marketing application.

Most private accreditation bodies rely on checklists, guidances, or other standards that
they develop, and reporting by employees to identify deficiencies. Routine inspections are
often announced, but can be unannounced if there is reason to suspect a problem (“for cause”
inspection). JCAHO indicated that in 2006, all surveys will be conducted on an unannounced
basis. Laboratories are routinely surveyed biennially, however if there is a concern that a
problem could pose “an immediate threat to life”, inspections can be expedited - usually
within 1-2 calendar days, If significant non-compliance is discovered, JCAHO will re-survey
the laboratory within 4-6 months.

JCAHO uses professional evaluators as inspectors, who are required to pass a
certification examination every 5 years. Surveyors are randomly assigned to a laboratory
based on availability. JCAHO enforces a strict conflict of interest policy that prohibits them
from inspecting a laboratory where they have a real or perceived conflict, including those
with whom they have a supportive or competitive business relationship. JCAHO routinely
reports information on the date of accreditation, CLIA number, speciality and subspecialities
reviewed, and annual testing volumes for each accredited laboratory. They will also provide
CMS and state licensing agencies with immediate notification of serious situations that could
jeopardize patient safety. JCAHO does not routinely report specific deficiencies to CMS or
the state. However, the deficiencies are noted on the accreditation report, which some states
require as part of the licensing process.

CAP inspectors are part of a multi-disciplinary team with expertise in laboratory
practice. The team leader is chosen from a laboratory of similar size and scope of services
as the laboratory being inspected. CAP inspectors also are chosen for the expertise and
familiarity they have with the tests and instrumentation used in the laboratory. Inspectors are
not permitted to conduct reciprocal inspections of each other’s respective laboratories. If
deficiencies are found, the CAP team will follow up with the laboratory to ensure that a
corrective action plan is submitted within 30 days. Like JCAHO, CAP will not submit the
inspection reports to CMS unless the laboratory fails to come into compliance within the 30
day time frarne or unless the deficiency was one of immediate jeopardy.

Deficiencies found by CMS surveyors or inspectors from private organizations are
evaluated at the time of their discovery and ranked according to the potential impact on
patient outcomes. Some may be corrected on-site at the time of inspection. Others may
require that the laboratory submit a plan for corrective action to CMS or the private
accreditation organization within 30 days. Depending on the acceptability of the corrective
plan, CMS or the private organization may re-inspect the laboratory within 4-6 months of the
original report. “Immediate Jeopardy” is the most serious violation, defined in 42 CFR 493 .2
as “‘a situation in which immediate corrective action is necessary because the laboratory’s
noncompliance with one or more condition-level requirements has already caused, is causing,
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or is likely to cause, at any time, serious injury or harm, or death, to individuals served by
the laboratory or to the health or safety of the general public. This term is synonymous with
imminent and serious rigk to human health and significant hazard to the public health™. For
deficiencies that are perceived to present an immedjate threat (such as reporting inaccurate
results on blood typing for transfusions), CMS may order the laboratory (or the section of the
laboratory with the deficiency) to cease testing and institute immediate corrective action. In
extreme cases, CLIA certificates or state licenses could be revoked and other penalties
imposed.

Accreditation organization inspectors are required to supply CMS with a report of
summary findings. CLIA requires that the accreditation organizations have a protocol on
following up with their own inspections. Only the most serious deficiencies -- those
potentially life-threatening impacts -- are likely to be reported immediately to CMS by the
private organization. If there is a problem, CMS may request a specific report. However,
CMS does not normally give the report to their surveyors because they prefer to keep
surveyors unbiased in their approach to an inspection, even if the inspection is to investigate
a particular problem.

In CAP surveys, deficiencies are presented to the laboratory director at the time of the
on-site inspection, and many are corrected at that time. For those that cannot be corrected
while the inspector is on-site, laboratories must provide a correction within 30 days. Between
October 1997 and March 1998, a CAP survey found that most deficiencies were in the areas
of quality control and quality improvement wherein the responsible laboratory personnel
failed to review standard operating procedures, instrument function or QC results in routine
procedures (s¢2 Hamlin WB. “Requirements for Accreditation by the College of ~merican
Pathologists Laboratory Accreditation Program,” Arch Pathol Lab Med, Vol 123, June 1999,
pp. 465-7).

Adverse Events. An adverse event consists of unintended abnormal signs (including
abnormal laboratory findings), symptoms, or disease diagnoses incurred by a patient as a
result of using a medical product. For example, an adverse event associated with a faulty
laboratory test could be misdiagnosis of a serious illness (i.e., false positive or false negative
result for HIV or cancer). Alternatively, the faulty test result (such as blood typing) could
directly contribute to injury to a patient from a treatment that was applied as a result of the
test (such as a blood transfusion). The federal government has no way of knowing how many
adverse events result from laboratory tests, nor can it know what percentage is reported. One
retrospective study reported that laboratory errors were relatively few (129 incident reports
in 15 months compared to the 3.8 million test results reported out per year).” Most -- 95% --
were potential adverse events (i.e., they did not actually cause injury to a patient, but
otherwise could have). In 60% of the incidents, the hospital laboratory was responsible for
the incident, with many occurring at the sample processing stage. In 85% of the cases, there
was a delay in the provider receiving the results, and in 40% of the cases, a specimen had to
be recollected. The study did not provide details on the actual adverse events (i.e., those that
resulted in injury to a patient). A similar study found that delayed or incorrect result reporting

* Astion ML, et. al. “Classifying laboratory incident reports to identify problems that jeopardize
patient safety”, AmJ Clin Pathol,2003, vol. 120, pp. 18-26.
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were the most common problems within the laboratory, and that wrong patient identification
and/or requisition forms were the most common problems found outside of the laboratory.'®

FDA has the largest system for reporting adverse events that happen as a result of a
faulty medical test (see http://www.fda.gov/cdrh/mdr/). Potential problems can also be
reported to inspectors during inspection. Anyone can report adverse events to FDA, including
consumers, laboratory professionals, healthcare workers, and manufacturers, by mail, fax,
telephone or via the Internet. However, only user-facilities, such as hospitals and nursing
homes are legally required to report suspected medical device-related deaths or serious
injuries to both FDA and the manufacturer of the device (for FDA purposes, laboratory tests
areatype of medical devices). In some circumstances, manufacturers themselves are required
to report events to FDA. Adverse event reporting is considered an important part of assessing
the safety and effectiveness of a test in part because even lengthy or large clinical trials often
will not uncover rare events.

In a report by the Department of Health and Human Services Office of the Inspector
General, two shortcomings were noted with regard to reporting of adverse drug reactions
which have bearing on the present discussion. The shortcomings were: poor tracking and
coordination of reports between the office that received the reports and individual review
divisions, and a lack of a quality system to ensure that reports of serious events were not
overlooked." For laboratory tests, FDA’s Office of In Vitro Diagnostic Device Evaluation
and Safety (OIVD) at the Center for Devices and Radiological Health, monitors and follows
up with adverse event reports. OIVD is a unique office within FDA in that it incorporates
both pre-review and post-market compliance functions in a single office, thus maximizing
opportunities for information shaiing and coordination. Riskassessors that review the reports
ascertain whether a problem is potentially serious. The data quality issue is more difficult to
address. Reports can be submitted by many individuals with various educational and training
backgrounds, and are often submitted with imperfect information. However, electronic
formats do include a place where the person reporting the event can indicate if a death or
injury resulted from the event.

When something goes wrong with an element of the quality system in a laboratory, the
laboratory worker will generally notify a supervisor or othermember of management. If a test
or piece of equipment is producing results on quality control material (i.e., material with
known values) that fall outside of the range of values recommended by the manufacturer,
then either the worker or the supervisor may contact the manufacturer of the reagents or
equipment to try and troubleshoot the problem. If no patient results have been reported out,
the laboratory personnel can work with the manufacturer to correct the problem. If patient
results have been reported out, or if an adverse event is known to have occurred, the
laboratory managers have two options: they may report the event directly to the FDA or they
may report to the manufacturer who would decide if reporting to FDA is necessary (that is,
they should report to one or the other).

'* Goldschmidt HMJ and Lent RW. “Gross errors an workflow analysis in the clinical laboratory,”
Klin Biochem Metab, 1995, vol. 3, pp. 131-40.

' Brown JG, Inspector General. Department of Health and Human Services, Office of Inspector
General Report #A-15-98-50001, “Review of the Food and Drug Administration’s Handling of
Adverse Drug Reaction Reports”, December, 1999,
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JCAHO has a system to which adverse events can be reported; however, the number
that they receive for clinical laboratories is small (<1%) compared with events that occur
within the general hospital care setting. CAP does not collect adverse event reports (usually
reported to the hospital’s error reporting system), but does receive and investigate (within 24
hours) complaints .

There are no mandatory reporting requirements for adverse events that occur as a result
of home brew tests (tests that are designed, developed and produced entirely within the
laboratory). However, FDA has recently implemented a voluntaryreporting system that could
accommodate limited reporting of events from those laboratories. FDA’s authority to enforce
compliance action however, is unclear in those situations, but the agency could help to co-
ordinate or refer the laboratory to the appropriate CMS personnel for follow-up.

Responding to the need for improved communication, CAP indicated that they would
modify their inspection and accreditation process to enhance self-reporting by laboratory staff
of quality issues, and JCAHO indicated working to improve sharing of complaint and
deficiency data with CMS and other oversight bodies. CAP and JCAHO already share
information between themselves about inspections for CAP inspected laboratories within a
JCAHO-accredited facility. CMS conducts regular conference calls with regional offices, and
communicates with the accreditation organization on key issues.

Postmarket Surveillance Studies. For products identified in a premarket phase
to have the potential to represent a serious risk to human health, FDA can require that the
manufacturer conduct postmarket surveillance stidies as necessary to protect the public
health. The intent is to identify problems, issue safety warnings, and provide information that
is not available from the medical device reporting system. Postmarket surveillance is usually
applied to implantable devices, or those that are intended to support or sustain life, rather
than laboratory test devices. Similarly, FDA has discretion to require a manufacturer to track
devices whose failure would likely have serious, adverse health consequences. Medical
device tracking is intended to ensure that manufacturers can quickly remove from the market
potentially dangerous or defective devices and notify patients of significant device problems.
Like post-market surveillance, however, this tool is rarely applied to laboratory devices.

Enforcement. For laboratories found in violation of CLIA, the Secretary of Health
and Human Services has the authority to suspend, limit or revoke the CLIA certificate, or
impose civil suits upon any illegal laboratory activity that constitutes a significant hazard to
public health, including fines or imprisonment of any individuals found to intentionally
violate CLIA (42 CFR 493.1800). CMS further has the right to impose alternative sanctions
(such as a directed plan of correction, on-site monitoring or suspension of Medicare or
Medicaid payments) as warranted by the situation. Sanctions are published annually.

In past 5 years, CMS proposed enforcement action in 6,084 cases and carried out action
in 487 instances (testimony of Dr. Sean Tunis, Chief Clinical Officer and Director, Office
of Clinical Standards and Quality, CMS at May 18", 2004 hearing on laboratory errors before
the Subcommittee on Criminal Justice, Drug Policy and Human Resources).

If a laboratory test failure is found to result from something the manufacturer did wrong,
FDA has authority to change the labeling of the test, send letters to health professionals
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advising them of the potential error, restrict distribution or use to specialists, recall and
remove defective tests and equipment from market, and impose penalties on manufacturers.
Based on testimony of Dr. Gutman, FDA considers the following points when decidingifa
widespread compliance action or national recall is warranted: the number of reports received
and from different location(s) (i.e., is it a national, international or local problem?); whether
the event can be duplicated for troubleshooting processes; if there have been reports in
literature or on laboratory list serves suggesting a widespread problem; and the results of
inspection of manufacturing facilities and followup with the testing facility.

Questions for Congress to Consider: Assuring Quality
in Clinical Laboratories

Congress may wish to consider the following questions to determine if additional
federal oversight of clinical laboratories is warranted, and if so, how oversight should be
applied.

Defining the scope of the problem

»  Isthe current level of oversight for clinical laboratories appropriate, or are there
certain categories or types of laboratory tests that pose additional concerns (e.g.,
waived tests? High complexity tests?)

»  Inrelationto the number of laboratories, the federal government imposes relatively
few sanctions for deficiencies. Is that because the quality assurance programs
implemented by the laboratories really prevent (or correct) problems as they
should or because the current system of inspection and oversight fails to identify
them?

»  What is the best mechanism to facilitate further exploration of the sufficiency of
the checks and balances on laboratory quality to identify whether changes are
needed at federal or state level? Should Congress:

»  Establish a federal task force or an advisory committee (such as to the
Secretary of Health and Human Services) comprised of stakeholders in
laboratory testing'” to report back to congress?

+  Commission an independent study (i.e, GAO, or IOM)?

Oversight and co-ordination
Accreditation.

»  Should coordination of laboratory inspections and accreditation be centralized at
the federal level or decentralized to state level?

'* Stakeholders may include, but are not limited to representatives from: federal agenies (e.g, FDA,
CMS), private accreditation organizations, the National Council of State Legislatures, a consumer
group, different laboratories (e.g., one commercial/reference, one academic/hospital, one small/rare
disease testing), and manufacturers of laboratory tests and/or equipment.

'3 Currently, no one organization coordinates efforts to inspect, accredit and/or certify and license
laboratories, particularly when deficiencies are discovered. Consideration may include an assessment
of the interaction between existing legislation on regulation and current or proposed legislation on

(continued...)
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+  Centralized coordination evokes concerns over potential privacy violations
(need patient information to follow up) while decentralized laboratory
regulation presumably could be more responsive to local concerns.

»  If decentralized, should the federal govemment provide financial assistance
or support?

Should CMS be granted additional resources to deem more third-party

organizations to perform inspections?

Are the CLIA requirements and/or standards developed by private organizations

appropriate tools for assessing the competence of clinical laboratories?

Inspection and proficiency testing.

.

Should inspections be announced or unannounced? Should laboratories be
supplied with a checklist or guidance beforehand?

Are inspectors adequately trained to recognize deficiencies in proper performance
of different kinds of laboratory tests? In safety issues?

What is the extent of training for employees with respect to proper use of testing
procedures and laboratory equipment or with respect to proper handling of
potentially infectious or biohazardous patient specimens (OSHA requirements)?
Is routine inspection effective in identifying problems, or should inspection focus
on “for cause” activities? Should/could proficiency testing results be used for
regulatory purposes?

Should there be a federal process or standards to delineate what type of adverse
events warrant priority inspection, when the inspection should occur, and which
agency should take the lead and/or be accountable for coordination?

Reporting deficiencies and adverse events.

.

Should there be a mandatory reporting system for adverse events and/or

deficiencies outside of the inspection process?

*  Which federal agency or private organization would be best suited to
administer such a system?

Should reports from laboratory employees that are sent to laboratory management

also be copied to a regulatory agency?

» If copied to the regulatory agency (such as CMS), would they be made
available under the Freedom of Information Act? If so, what protections
would need to be in place to protect patient confidentiality?

If there is malfunctioning equipment, what pressures exist (e.g., cost) on the

facility to keep that equipment in place?

Should there be established a point person or organization for ensuring followup

between incidents?

Compliance and Enforcement

Should laboratory deficiency letters be made public (like FDA publishes warning
letters)?Are additional sanctions needed for laboratories with continued instances
of noncompliance?

3 (...continued)
privacy and patient safety.
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Should there be a “safe harbor” provision under which a laboratory is protected
and immunity granted to encourage reporting if the laboratory takes corrective
action to solve the problem prior to an adverse event occurring?

Does the federal government need to provide additional protections for laboratory
employees who come forward with information to inspectors, whether state,
professional organization or CMS?

Congressional Research Service Washington, D.C. 20540-7000
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Mr. SOUDER. I thank you. And the subcommittee stands in re-
cess.

[Recess.]

Mr. SOUDER. The subcommittee will come to order.

It’s the custom of this committee that we swear in our witnesses,
as the oversight committee. So if you’ll raise your right hand.

[Witness sworn.]

Mr. SOUDER. Let the record show the witness responded in the
affirmative.

I'm glad you are able to join us today, and we look forward to
your testimony.

STATEMENT OF KRISTIN S. TURNER, FORMER EMPLOYEE OF
MARYLAND GENERAL HOSPITAL

Ms. TURNER. Thank you for inviting me to testify, and thank you
for making this issue important enough that you’re going to make
sure that what happened at Maryland General happens nowhere
else.

I want to thank the University of Maryland medical system for
taking the steps that they took in making sure that the issues were
taken care of in such a quick manner.

I don’t have an additional written statement from the statement
of before. I'm here more, if there’s any other information you would
like to know from me, in addition to my written statement. I had
a couple of concerns about some of the testimony that was given
in May as far as, and just very minimal things. I have a lot I would
like to say, but it would be more than we have time for.

But just initially, I think that it worries me that the lack of ac-
tion that the FDA seems to be able to take as far as medical de-
vices goes. I think that there needs to be more people in the loop
as far as reporting of incidents with medical devices.

I realized, I noticed after reading the statement from them that
Adaltis didn’t, it was left up to the responsibility of Adaltis to re-
port the incident happening, and that they didn’t report it initially
because there was no infection that resulted. They didn’t even
think that it was important enough to report unless something
happened secondary to that exposure.

And T think that the incident itself is what needs to be reported
immediately to whoever is doing the oversight for medical devices.
That is part of what worries me the most, is whose responsibility
is it to report problems with medical equipment to the FDA. If it’s
left up to the manufacturers, that just scares me. It doesn’t seem
like they would be real excited about reporting their failures. It
seems like there needs to be something that says, when something
happens, no matter how minimal you might think it is, it needs to
be reported as an incident and investigated.

That’s pretty much it. I'll just answer anything you have to ask
me.

[The prepared statement of Ms. Turner follows:]
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Statement of Kristin S. Turner — May 18, 2004

Thank you for inviting me to testify at this very important hearing. I am sorry that I cannot attend in
person but I have become ill and was unable to travel to Washington. I hope these comments are of
some help to you as you consider these important matters.

In March of 2003, my life was forever changed because of the at best irresponsible conduct of a
hospital and a biomedical equipment company. The focus of this hearing is not what happened to me,
but rather why the hospital and company were allowed to engage in such dangerous practices.

There are 2 immediate things I hope are achieved through this hearing. First, I am not sure how much
emphasis is being placed on the issues surrounding the Labotech. This is the instrument that in my
view was designed poorly and dangerously, resulting in unreliability, inaccuracy, and injury. Iam
now aware that there have been international warnings issued regarding the lack of reliability of the
results because of both mechanical and programming errors. Maryland General utilized 3 different
Labotechs during the time of my employment, and all 3 consistently malfunctioned and failed runs.
Adaltis, the distributor of the machines in use at Maryland General Hospital, was responsible for
repairing the machines and many times each month sent people in to “fix” the machines, yet they
were never able to be used for more than 2 or 3 days after each repair without having more

problems.

The most frightening and consistent malfunction to occur with the Labotech was missed samples.
Missed samples means that a patient’s sample was not dispensed onto the test plate, and therefore a
negative result was obtained. In reality the machine never performed the test. The negative result
obtained could possibly have been a “false negative”. There is no way of knowing how many “false
negatives” have been reported to patients. The thought of patients being delayed prompt treatment
and unknowingly spreading a disease they were just tested for because of a false negative is
frightening.

The problems with the Labotech are not related to any individual instrument, the problem is in the
design and the programming,. Adaltis must be required (since they apparently haven’t taken the
proper steps on their own) to remove every Labotech from service and hire an outside company to
inspect each instrument for safety and reliability before it is allowed to be put back into use. There
are over 2500 Labotechs currently in use in the US. The number of potentially inaccurate results
being reported out to patients each day because of instrument malfunctions is staggering. Please take
some action to protect the public from this machine. There must be more stringent requirements
enforced before allowing an instrument like the Labotech to be released and put into use.

The second action I hope is taken is to make sure that better oversight is put in place for hospitals and
hospital labs, The problems at Maryland General stemmed from a lack of accountability at every
level in administration, and a grave disregard for the health and safety of the people in the
community. In the laboratory, one man was allowed to choose profit over patient safety and his
actions were never questioned by his superiors; making them just as responsible for the multitude of
problems that resuited from his decision. Patients were provided less than optimal care, and were
provided results from a machine that he knew was unreliable and unable to be validated. He
demanded that the results be run in house instead of sent out, even with the equipment problems,
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because the Labotech was the “money-maker” for the laboratory and to send out tests would have
cost the hospital money. In my view his conduct was a betrayal of the communities trust which the
administration allowed to continue.

He also refused to provide a safe environment for the employees in the lab. By refusing to replace a
defective piece of equipment (the Labotech) and inform the employees of the seriousness and
longstanding malfunctions, he knowingly placed employees in harms way. On March 12th, 2003, the
instrument had a major malfunction exposing me to blood. I did everything I was instructed to do,
from the protective equipment I was wearing to how [ handled the malfunction, and the treatment
following the exposure. However, in June, while hospitalized for a severe flu-like illness, my blood
tests came back positive for both HIV and Hepatitis C (I tested negative on the day of the incident).
My life has been irreversibly changed in every way imaginable. T only tell you this, because this
incident could have been completely prevented. I learned only after the accident, that administrative
director of the lab (James E. Stewart) was made aware of serious problems with the machine from
the very first week it was brought into the lab. He also knew that the machine had never been safety
tested or inspected by the hospitals own engineering staff. I later learned that on numerous occasions
many of the laboratory staff requested that the machine be sent back and replaced by a different
machine from a different company that was actually proven to be reliable and safe. Instead, another
dysfunctional Labotech was brought in and put to use. If proper safety procedures were followed as
set out by both the hospital and OSHA, after the extreme number of problems with Labotech, it
should have been removed from service, long before I began my employment. Please don’t let what
happened to me, happen to anybody else with this or any other dangerous and defective piece of
equipment.

What is particularly disappointing is Maryland General Hospital’s response to this public health
catastrophe. When its laboratory practices were first called into question, the hospital circled the
wagons around Mr. Stewart and the other administrators who failed to do their jobs. They denied
responsibility and awareness of the serious problems their lack of action caused. Also disappointing
is the fact that following my complaint, the state found many more problems in the Laboratory than
those 1 cited, yet Maryland General’s Lab had passed all the accreditation and certification
inspections that had recently been conducted. This flies in the face of all common sense and seriously
calls into question the validity of the inspections and accreditation process established to insure
public safety. The agencies responsible to insure the proper operation of hospital labs must also be
held accountable and required to take responsibility for their failures and breach of the public trust. I
fear the problem of lack of proper oversight is not a problem limited to Maryland General Hospital.
New guidelines ought to be considered and/or the old ones enforced for the health and well being of
every patient.

Thank you again for the opportunity to share my information with this congressional sub-committee.
1 have all of the confidence in the world that you will take whatever action is appropriate to help
prevent these messes from occurring in the future in other hospitals and with other pieces of
biomedical equipment. You have the power to prevent what happened in Baltimore and to me from
happening anywhere else.

Sincerely,

Kristin Tumer
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Mr. SOUDER. Your full statement will be inserted into the record
again. As you probably know, we read your statement the last
time, so it was already read into the record.

I'm going to yield to Mr. Cummings for first questions.

Mr. CuMMINGS. Thank you very much. Ms. Turner, as I've said
to you before, when I first met you, and I say it to you again, I
do thank you for coming forward. I have seen with my own eyes,
and I've heard with my own ears vast improvements at Maryland
General Hospital. I don’t know if you know this, but many employ-
ees that you may have worked with are so pleased with what has
happened there that they have come back to work in the lab.

Ms. TURNER. Good.

Mr. CUMMINGS. By the way, you may be getting some notes from
them, they got a pay raise.

Ms. TURNER. Great.

Mr. CUMMINGS. Because of you. And we heard some testimony—
so I thank you very much. Do you know Teresa Williams?

Ms. TURNER. I met her once.

Mr. CUMMINGS. Teresa Williams testified before us back in May,
and she talked about feeling intimidated. As a matter of fact, it
was on a lot of news shows. I guess one of the things we’re trying
to get to, and the committee is very concerned about, is how do we
make sure that people like you, when the College of American Pa-
thologists come in, for example, or the State comes in, have an op-
p}(l)rtl‘;nity to express their concerns? What are your feelings on
that?

Ms. TURNER. I was at Maryland General for a couple of CAP in-
spections. I know that we were aware that they were there, but
they never actually communicated with the individuals who were
actually doing the work. They were communicating with the super-
visors and the lab directors and things like that.

I guess it would be very helpful if there was a way that we were
able to talk to them, and if there was anything that needed to be
done, it would be done in an anonymous manner. So if there was
a problem with the machine, for example, or problems with a sec-
tion in general as far as like, we’re worried about results or wor-
ried about how something was being done, if we could report that
to CAP and know that our name was not going to be brought up
as being the person who said, this is really messed up, and all that,
so there could be an anonymous way for us to report to CAP. Face
to face would be great.

Mr. CUMMINGS. One of the things that has happened as a result
of your actions and people like Teresa is that Mr. Notebaert has
established a system by which anonymous complaints can be made
directly to him. Is that good enough, do you think?

Ms. TURNER. I definitely think that’s a great step.

Mr. CUMMINGS. Say that again?

Ms. TURNER. I think it’s a great step. I'm not sure how well—
it depends, I guess, on what the response would be to complaints
that were made. Because complaints were made to the directors of
the lab and that obviously wasn’t enough. So I guess to be able to
go to the top would be a good thing.

Mr. CuMMINGS. And if there were a system by which, when in-
spectors came in, they, say from CAP or from the State, that em-



30

ployees were, it was made known, say, for example, to the employ-
ees, that they were looking for any concerns that the employees
might have. Say for example, they gave them a little card and said,
you can send in an anonymous, typed-up bit of information. Do you
think that would be helpful.

Ms. TURNER. I think that would be great. I think it would be
very helpful. I was thinking also that it might be really good if
there were concerns made that maybe there were three copies, and
three different departments or three different people were notified
of that, so that if two people dropped the ball, then there’s one per-
son to followup on that, so there’s accountability at every level. I
think that would be a very good thing to happen.

Mr. CUMMINGS. Now, you went to great lengths within the sys-
tem and outside the system to put the word out that you had con-
cerns, is that right?

Ms. TURNER. I did, yes.

Mr. CUMMINGS. Tell us what you did.

Ms. TURNER. Probably, in my recollection, it seems like I did this
on a weekly basis, told the administrative laboratory director, as
well as my supervisor over the department. I was told, actually, to
keep it within the lab. Because I asked on a number of occasions
about going to risk management, which is something that we'’re
told you can do.

When you come in for your employee orientation, you're told you
can go to risk management if you have an issue. But I was told
in the lab that the lab handles the lab’s business.

Mr. CUMMINGS. So basically what you had was, although you
were giving information, telling the people in charge of the lab
what the problems might have been, there was no way for that in-
formation, the information to your knowledge wasn’t flowing past
your supervisors or whoever was right there in the lab.

Ms. TURNER. And it took a while to realize that. But that was
what I came to understand was happening, was that it was stop-
ping there rather than being reported further on, where something
was actually going to be done. And in fact, it seemed to me that
the problems regarding the particular issues that I knew about
were almost being kind of kept away from the other people who
should know about it, even in the lab itself.

Mr. CUMMINGS. When I had an opportunity to talk to you a few
months ago, you said something that was very interesting. You
said a number of people at the hospital, particularly in the lab, had
left because they were so frustrated that they could not, that noth-
ing was happening. So I assume that you could see certain prob-
lems recurring, and you didn’t see any results taking place. Did
you ever try to go above the lab and the supervisors in the lab?

Ms. TURNER. I did not. The farthest that I went was to Dr. Stew-
art.

Mr. CuMMINGS. And Dr. Stewart was the head of the lab?

Ms. TURNER. He was the administrative lab director. So he was,
there was a medical director above him. My understanding was
that they communicated about everything. But that didn’t turn out
to be the case. So that is where I took it, that was the top of the
lab for me in my position.
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Mr. CUMMINGS. What was the thing that got all of this started?
What’s the first thing that you noticed that kind of got you upset?

Ms. TURNER. Well, I was concerned about the machine and the
results that were coming from it, just because there were so many
errors with the machine. There were also things that were happen-
ing with the machine, like it was missing steps or missing re-
agents. And every step is required to have a valid result. But the
machine wouldn’t be aware that it had made this mistake. So if I
didn’t happen to be standing there watching it, then I would think
t}ﬁe results were OK at the end, which is not really such a good
thing.

So I voiced those concerns lots of times. And the machines were
always broken, and nothing, they would never be fixed adequately.
They would be fixed and maybe they would work for a couple of
days and then we would have to call service again. It seemed like
that wasn’t such a good deal. It seemed like something could be
done better.

Then, the incident that resulted in my exposure happened and
I went in the day after the accident to fill out some paperwork and
things like that. I went into the lab and the very next day, they
had people working on the same machines. Well, then Labotech, I
don’t know if it was the same machine in particular, but all of the
machines there showed the same problems. That worried me, be-
cause it seems that you would investigate to make sure that you
weren’t putting your employees in harm’s way, being that there
had just been a serious accident that happened. I would think they
would at the very least look into that before just putting people
back on the machines.

And most of the information that I have I received after my acci-
dent, and it was as a result of other people, outside people looking
into the accident and how it happened, other departments in the
hospital. They uncovered all kinds of information that was kind of,
it was in, I guess kind of little, not cubicles, but it was separated
from everything else. So somebody had knowledge of it, but it
wasn’t being connected with what was happening now. So the seri-
ousness of everything, since the machine got to the lab, didn’t be-
come apparent until after my accident occurred.

So it was at that time that everybody now had all of the informa-
tion from when Teresa Williams was there all the way up through
my accident. And the realization came that somebody knew that
there was something really wrong from a really long time ago. So
I thought that maybe now that everybody had this information,
fs_urely the hospital would fix it. So I gave them quite a while to
ix it.

When I found out that I had been terminated, I found out by ac-
cident, they didn’t actually even tell me this. That was kind of my
signal that they had decided not to deal with it, but they had de-
cided more to push it under the rug. And I had really given them
every chance and every benefit of the doubt that they were going
to fix it on their own.

Mr. CUMMINGS. You said you knew about when CAP came in, is
that right?

Ms. TURNER. Yes.

Mr. CUMMINGS. Did you know when the State came in?
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Ms. TURNER. No. And that’s a huge issue, I think. Because for
CAP, we knew weeks in advance they were coming and the labs
were always, everybody from the supervisors on down, it was like,
OK, CAP is coming so do this, clean up this area, or do this, do
this, get ready. Everybody was getting ready at every level. For us,
it didn’t really affect us so much as just making sure that where
we were working was maybe cleaned up or whatever, was orga-
nized better, so it didn’t give them anything to have to look at.

But the supervisors and things like that, it was almost chaos for
them trying to get ready for CAP coming. But the State, you have
no warning. So I think that’s an amazing thing.

Mr. CuMMINGS. Is that a better system, you think, no warning?

Ms. TURNER. Absolutely. Because I think, when the State comes
in, it’s my understanding that they come in and they don’t say, no,
not in 2 hours, I don’t want this information, I want you to take
me in now and I want the information and I want to see it for my-
self, what’s happening now. I think that is how inspections should
be done of laboratories.

Mr. CUMMINGS. Let me just ask you this, and then I've run out
of time, but let me ask you this. You just said there was a lot of
cleanup, and I'm not trying to put words in your mouth, but it was
almost panicking, panic time when it came time for the CAP in-
spectors. Did the CAP inspectors get a true picture of what the lab
was like on a day to day basis, or did they get something else?

Ms. TURNER. I think they got the cleaned-up, Sunday church ver-
sion of the lab.

Mr. CUMMINGS. The cleaned-up, Sunday church version.

Ms. TURNER. Yes.

Mr. CuMMINGS. OK.

Ms. TURNER. Honestly, I——

l\gr. CUMMINGS. I just wanted to make sure I heard what you
said.

Ms. TURNER. Yes. It’s not the every day runnings in any way. Ev-
erything is just cleaned up, everything is shown in the very best
light that it possibly can be, and kind of, you hope they don’t look
in the shadows, I think, is kind of how the lab approached it.

Mr. CUMMINGS. So if you were trying to, looking backward now,
and looking at the fact that CAP came in and CAP didn’t detect
certain things, and maybe it’s just the way they do it and the kind
of information that might be available to them, what would your
recommendations be with regard to—I know one of them would be
that CAP not announce when it’s coming in.

Ms. TURNER. Right.

Mr. CumMINGS. What other recommendations would you have?
You have to keep in mind that CAP is doing these inspections all
over the country.

Ms. TURNER. Right. I think maybe there could be somehow more
unbiased, I'm not saying that CAP is biased, but they are all mem-
bers of the same organization, they are all laboratory members, it’s
to their advantage to have laboratories pass, because that’s what
they do. It’s kind of hard. I'm not very organized with that answer.

Mr. CUMMINGS. Let me try to help you. Let me just ask you this.
You've watched CAP do inspections, have you not?

Ms. TURNER. Yes.
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Mr. CUMMINGS. And you talked about the cleanup before CAP
came. It just seems to me that if we are operating a lab which is
performing tests that could result in a person getting treatment for
a life-threatening ailment or not, it seems as if the standards
would be constant. It shouldn’t be a cleanup.

Ms. TURNER. Right.

Mr. CUMMINGS. So I'm trying to figure out what it is you were
cleaning up. What we’re trying to come up with is trying to make
sure that a hospital in rural Indiana, where Mr. Souder is from,
if a CAP inspection team comes in that his constituents, just like
my constituents in Baltimore, would feel comfortable that there is
an agency like CAP that is doing a good inspection. And when they
p}lllt the Good Housekeeping seal of approval on it, it means some-
thing.

What I'm asking you, and you may not be able to answer this,
what would you like to see happen to make sure that Good House-
keeping seal is valid?

Ms. TURNER. Well, I think the surprise inspections, the chance
that any minute of any day somebody can come in and revoke your
ability to operate based on what they see, is an amazing motivator.
I think that just maybe having there be some way where CAP sees
something other than what the lab shows them.

I know that for paperwork and things like that, they see what-
ever the supervisors get ready and present to them. So they don’t
go looking on their own. It’s my understanding that they don’t. I
never saw them go looking through the file drawers on their own.
They took at face value what the lab said and what they told them
or what they showed them as far as paperwork.

Other than that, maybe just making sure that there are other
agencies that can maybe overlap that responsibility, so that they're
not the final word, or there needs to be something other than pass-
ing CAP inspections for maintaining a lab and being able to oper-
ate a lab when people’s lives are at risk.

Mr. CuMMINGS. Thank you, Mr. Chairman.

Mr. SOUDER. I have a couple of followup questions. You've raised
some really problematic questions regarding your particular labora-
tory that I'm not sure I'm comfortable with extrapolating beyond
that. If I understand, do you believe the person who ran your lab
got a particular tip from the inspector, or what made you think
that they knew about the inspection?

Ms. TURNER. CAP inspections are scheduled. So they know when
CAP is coming. The laboratory is notified, if not a month in ad-
vance, it’s earlier than that.

Mr. SOUDER. They testified under oath that isn’t true nationally.

Ms. TURNER. Oh. Well, I'm not sure about that.

Mr. SOUDER. We'll hear that in the second panel. So if you place
was

Ms. TURNER. We were aware that CAP was coming.

Mr. SOUDER. That’s what I understood them to say last time
under oath, is that they were unscheduled.

They are scheduled in advance or not scheduled? Is the person
who is going to testify from the Pathologists here? Can you nod
your head, are they scheduled or not scheduled? They are sched-
uled. OK. I'm incorrect.
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So if they are scheduled in advance, that is problematic. I agree
with Mr. Cummings that they should be unscheduled, and I
thought that we understood they were not, and that was a matter
in debate. Why do you believe that, well, let me ask you another
question? Were you terminated by the lab or by the hospital? I for-
get from the last time, is the lab an independent entity that rents
space from the hospital?

Ms. TURNER. No, it’s all part of Maryland General.

Mr. SOUDER. So your checks came from the hospital?

Ms. TURNER. Yes.

Mr. SOUDER. Do you have an appeal process if you get termi-
nated?

Ms. TURNER. I was told no. I requested that it be looked at, be-
cause I was sent a letter that said I would be left on medical leave,
that I wouldn’t be terminated. And then I came to find out by acci-
dent that I had been terminated.

Mr. SOUDER. Did you appeal past the lab? Did you write a letter
to the hospital or anybody beyond the lab?

Ms. TURNER. I did. And I sent a copy of the letter that I had re-
ceived and they never——

Mr. SOUDER. The hospital didn’t respond to you?

Ms. TURNER. No.

Mr. SOUDER. Did you raise concerns that it might be because you
raised concerns in the lab? In other words, did you tell them?

Ms. TURNER. At that point, I didn’t. I thought, but I also know
that it’s much easier to, if somebody is making trouble or bringing
up issues that then have to be dealt with, it’s easier to push them
under the rug or get them out of the circle, so they can’t make
noise any more within the organization.

Mr. SOUDER. But you don’t know whether the hospital knew you
were in fact—because what I understood, let me see if I understood
this correctly, that you gave, you went to the lab director inside the
lab, but they didn’t want you to go outside their unit. Did you
make anybody aware outside the unit that you had concerns?

Ms. TURNER. Not at that point, no.

Mr. SOUDER. At any point before you were terminated?

Ms. TURNER. I'm not sure.

Mr. SOUDER. Because part of the question here is what did the
hospital know. If they didn’t know you were complaining, they
can’t

Ms. TURNER. Well, I know that my termination came from inside
the lab, the lab turned in the papers. Because when I had talked
to human resources, they were kind of in a shuffle trying to figure
out how that actually happened, because they weren’t aware on all
t}lle levels that they needed to be aware that had actually taken
place.

Mr. SOUDER. And at the last hearing we had testimony that the
Labotech equipment, other than two kind of minor concerns, one
was more significant than the other, over many years they had not
had this problem at other locations. Is that what they told you, and
what did they tell you on a regular basis when you filed the com-
plaints?

Ms. TURNER. Are you talking about what Adaltis told me? Their
technical service did tell me that we seemed to have more problems
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than anywhere else. And I guess I questioned that, because there
was a variety of people running the machines, from medical tech-
nologists with 20 plus years of experience to people with less than
1. But there was not just one single person that was having prob-
lems with the machine.

And both machines that we had there, we had a total of three,
that the two machines that were in service at the time had signifi-
cant problems constantly. So every time that we called and every
time they sent service out, they acted like it was something that
was different, and yet service was constantly busy.

Mr. SOUDER. Did you hear any discussion inside the lab if in fact
there wasn’t problems at other labs why your lab just didn’t get
new machines in?

Ms. TURNER. Well, there was a lot of concern as to if our labs
were having this many troubles, then how can this be OK.

Mr. SOUDER. But let me give you an example. We had a regular
problem with one of our Xerox machines, presumably Xerox, what-
ever it was, in our office, breaking down. At some point we said,
“we’re sick of the service complaints, give us a new one.” Did that
happen, because that would force them to either say, look, it’s the
machine or the operators?

Ms. TURNER. That did happen, actually, with the very first ma-
chine that we had. And Adaltis’ response was to agree to provide
Maryland General with another machine, exactly the same. So now
Maryland General had two machines. The problem was that the
other machine that they provided had the same problems.

So it should be maybe that if one machine was broken you had
another one to turn to. But more often than not, you couldn’t rely
on either one. And they refused, the hospital or the laboratory ad-
ministration refused to replace the machines, even with all the
problems we had. And every machine, there can be a lemon, no
matter, if it’s a Mercedes or whatever it is, it doesn’t matter, they
can make lemons. Adaltis refused to even acknowledge that was
possible.

But I think that the chances of getting three lemons all at the
same time are kind of strange. It’'s a little bit low on the chance
thing there.

Mr. SOUDER. I understand. You’d think that one of them would
work.

Ms. TURNER. Right. It’s kind of a bad sign if you get three ma-
chines and they all have the same problems.

hMr. SOUDER. The normal thing is you look for a different ma-
chine.

Ms. TURNER. Right, which actually we provided information
about other options and other companies that made machines that
had been tested and that other laboratories loved and were relied
upon. They wouldn’t even hear of the option of replacing it. We
brought it up, and they said no, keeping the Labotechs.

Mr. SOUDER. Mr. Ruppersberger.

Mr. RUPPERSBERGER. First, I thank you for coming forward and
your courage, and you will make a difference in this whole issue.
I'm going to save my questions for the second panel.

Mr. SOUDER. Thank you. Judge Carter, do you have any ques-
tions?
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Mr. CARTER. I think I'm going to wait, thank you, Mr. Chairman.

Mr. SOUDER. Mr. Cummings.

Mr. CUMMINGS. I just want to go to the one thing that’s very,
very important. In a few minutes, Dr. Mary Kass, president of the
College of American Pathologists, is going to testify. Part of her
testimony, I want you to comment on, because we won’t be calling
you back except for some written questions.

She says here, as you may recall, this is part of her testimony,
the CAP stated in its May 18 testimony that the quality control de-
ficiencies for HIV and hepatitis C testing were not uncovered by
CAP inspectors during a routine April 2003 inspection or by State
inspectors in the fall of 2002. Now, listen to this. Because quality
control data in this area was found to have been edited.

Who would have done that editing?

Ms. TURNER. That depends on

Mr. CUMMINGS. Do you know what this means, first of all? Are
you familiar with these terms?

Ms. TURNER. I think I do. I think that would be, she was prob-
ably referring to the internal quality controls. Those are the values
that there was a big issue when the Labotech would fail a run, and
it would be because the positive control was out of range, or the
negative control was out of range. At that point, we were instructed
to call Adaltis. And when we would call Adaltis, they would say,
OK, actually they’d give us passwords and all this other stuff to go
in, and they’d say, OK, change this number. And it was like, well,
is that OK? These are controls for the entire assay. This should
just be run again.

And at that point it was more of a money thing, it was a cost
thing, because to rerun it, regardless of what it means to the pa-
tients on the other end, it would cost, you would have to re-use al-
most every single, you’d have to use up almost a whole kit to re-
run it. A whole kit for one run is ridiculous. So it was cost reasons,
I think, was the thing.

But when I asked Adaltis about that, they said that they have
ways, they have a formula or something that shows them that ac-
tually it is only this that maybe went wrong, so then they can just
tell us to change the numbers to this. And what happens through
is if you change the control value to where it works, it changes the
other values, obviously it changes the patient values the same,
based on whatever formula they give you.

So say the positive control is like 2.1 or something and it was
low. So instead you’d take it up, you add something to the positive
value so that it will be in the positive control range. Then it adds
that same amount to the patients

Mr. CUMMINGS. Let me try to put it in lay language. Let me
make sure I understand what you’re saying. You'’re saying that
you, when these tests were done, and there was a question as to
their accuracy, instead of them being rerun, you all might call
Adaltis, the manufacturer of the machine, is that right?

Ms. TURNER. Right.

Mr. CuUMMINGS. And you would say to Adaltis, what would you
say to Adaltis?

Ms. TURNER. Well, usually it was that Dr. Stewart expected us
to call them, first of all, because we would go to him and say, look,
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we had this failed run, well, the controls are out of synch with each
other, and they just aren’t in the right range.

Mr. CUMMINGS. So that’s like a red flag going up?

Ms. TURNER. Yes.

Mr. CumMINGS. Whatever would have caused you to go to Dr.
Stewart would have been like lights going off saying something is
wrong.

Ms. TURNER. Right. Only because when we would rerun them, if
he would find out that we automatically reran them, then that
would not be OK with him.

Mr. CUMMINGS. So he would be upset, based on what you just
said a moment ago, because he was worried about the costs of re-
running tests that may have been inaccurate for the person who
did or may not have had AIDS or hepatitis?

Ms. TURNER. Exactly.

Mr. CUMMINGS. Because of money?

Ms. TURNER. Yes. And his instructions were to call Adaltis and
see if they could get it to work.

Mr. CUMMINGS. Then when you would call Adaltis, they would
give you a formula

Ms. TURNER. They would give us new numbers to put in the con-
trol values, so that the whole assay passed. And their explanation
was that actually all of the values were valid, all of the results
were valid, but just the controls, maybe it was contaminated, or
maybe the reader was just reading that particular well too high or
something like that. It was really frightening.

Mr. CUMMINGS. Let me just ask you

Ms. TURNER. The positives were automatically repeated. I re-
peated them, anyway. Those are the things. But it’s like, with the
mistakes that the machine made, how many samples got missed,
and the possibility was there that there were positives that were
missed, because they weren’t even sampled.

Mr. CuMMINGS. Last question. You just said it was frightening.
Why did you say that? What was frightening?

Ms. TURNER. Just the fact that we're being told to go in and
change control values. Because controls are the only basis, like the
controls have gone through the assay, all of the reagents, all of the
patients, every well represents a patient. So the controls are the
only thing that has gone through that. That’s your indicator of
whether everything was done correctly. If your positive control
works, your negative control works and they're in duplicate, then
you know that probably you can count on the results that are com-
ing out at the end.

But that’s really the only kind of way that you know that if every
reagent was dispensed, or if everything went through the right
time period of incubation or anything like that. That’s your indica-
tor. So if that’s wrong, it should automatically be trashed and
rerun. They should never be changed. And it should never be al-
lowed that you're told to change it as part of your job.

Mr. CuMMINGS. Did you ever say to Dr. Stewart, Doc, this is just
something awfully wrong with this, I just think that there’s some-
thing that just doesn’t sit right? I mean, did you ever say that to
him when you were going through that process you just described?

Ms. TURNER. Absolutely.




38

Mr. CUMMINGS. And what did he say?

Ms. TURNER. He said, how do we—well, my problem was that, I
sent this on a number of occasions to him, I said we were running
this test on a machine that fails a run, we don’t know why it fails,
maybe it’s controls, maybe it’s reagents, maybe—who knows what’s
wrong with it. And you’re telling me to go rerun it on the machine,
on the same machine. And if the machine is broken, you can’t ever
rely on those results that come out of there.

So these are people, I don’t think that he really made the asso-
ciation, at least it’s my opinion that he didn’t make the association
that the numbers on the page represented people in the commu-
nity. Because to him it was just numbers and make it work. So it’s
scary just that somebody would ask you to change controls. Be-
cause that is the only scientific way that you know that everything
went correctly.

Mr. CUMMINGS. Well, let me say this, and this is my last com-
ment. It is thoroughly frightening, you’re absolutely right, when
someone can look at numbers and forget that there are people,
there are real live people, there’s somebody’s mother, father, broth-
er, sister, neighbor, and deal with it from a statistical standpoint
trying to get it right.

Ms. TURNER. Right.

Mr. CUMMINGS. Thank you.

Mr. SOUDER. I’d like to make a couple of comments and see if you
have any last. There are some things that I think become fairly
clear from your testimony, and that is that the people who were
doing the auditing, the normal auditing, the pre-planned auditing,
it would be best if it’s done unannounced. Almost every category
of inspections we do, we do it unannounced.

That, however, doesn’t mean that if it had been unannounced by
anybody that they would have caught it if the information had
been doctored. In other words, just because a place has been
cleaned up and tidied up does not mean if the—garbage in, garbage
out, if you have the wrong information there, it doesn’t mean that
a surprise inspection would have caught it, either. You had another
substantive problem in the system.

It’s also not a given, and I think it’s important for the record to
show that a medical group monitoring a medical group is going to
be any less effective than an outside group that doesn’t have a
medical background. I understand the risk of that, and that’s why
I asked you, did the persons seem to know the people, what made
you make the statement? Was it an inside inspection that while
sometimes you wonder, particularly when you see bad results com-
ing out, in the sense of they didn’t catch the problem, generally
speaking, if the pathologist in charge of the lab is deliberately, or
one way or another, because of either cost pressures from the hos-
pital which is in itself under tremendous cost pressures in a com-
munity, if anybody is under tremendous duress, many doctors, for
example, aren’t very happy with the cost constraints hospitals give
them or that medical plans give them or that health insurance
gives them or anybody else gives them? They would just as soon
do whatever.

But once they're in violation of the Hippocratic oath, which is to
put the person first, your problem is far more than an inspection.
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Because in fact they've given up the No. 1 goal of their medicine,
which is to protect the individual. And I think while I understand,
given the history of what’s happened there, to make a leap and say
that the bureaucratic staff are coming out of a State government
or a Federal Government is going to be any more reliable in figur-
ing out what’s in a lab than a medical person, I do believe it’s good
to have checks and balances.

But here, why do you think your letters of concern weren’t given
to the inspectors? Because they didn’t hear about your letters until
we had the hearing.

Ms. TURNER. Right.

Mr. SOUDER. We can talk about whether it got caught, but they
didn’t know about it until Eljjah Cummings asked for a hearing.
They didn’t even know, the inspectors didn’t know. That is another
problem that’s deeper than who’s doing the inspection.

Ms. TURNER. Right. And I think actually at Maryland General
it’s important to kind of make a distinction between the medical di-
rector of the laboratory and the administrative laboratory director.
The M.D., the pathologist of the laboratory, obviously it’s his job to
know, so there was something wrong there. But I think that the
information about specifically the Labotech was kept from him by
the administrative laboratory director. I think that’s part of the
concealment.

Mr. SOUDER. Shouldn’t it be a mandatory policy of the hospital
and the lab that any complaints are given to whoever’s doing the
inspecting in any hospital?

Ms. TURNER. Absolutely.

Mr. SOUDER. I would think this would be a national standard
that we ought to

Ms. TURNER. That’s kind of why I think that maybe there needs
to be three or four copies of every single complaint or anything
that’s made, and have it go to four different people, so that at least
one person can followup.

Mr. SOUDER. But like you say, if that stays even, the reason I
wanted to elaborate on that is you said three copies. But if that
stays within the hospital and not the inspection group, in other
words, it should be——

Ms. TURNER. Maybe it needs to go to CAP and FDA and the risk
management of the hospital as well as the lab, so that there’s just
somebody keeping an eye on everybody and making sure that hap-
pens.

Mr. SOUDER. Well, thank you for your willingness to come forth
and testify. I hope you continue to have good health.

Ms. TURNER. Thank you.

Mr. SOUDER. With that, you're dismissed. And would the second
panel come forth.

Ms. Carol Benner, Director of the Office of Health Care Quality,
Department of Health and Mental Hygiene; Dr. Mary Kass, presi-
dent, College of American Pathologists; Mr. Edmond Notebaert,
president, University of Maryland Medical System. As soon as you
get comfortable, I'll ask you to stand again. [Laughter.]

If you’ll raise your right hands, please.

[Witnesses sworn.]
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Mr. SOUDER. Let the record show that each of the witnesses re-
sponded in the affirmative. We'll start with Dr. Notebaert, since
you’re getting round two. We appreciate your coming again today.

STATEMENTS OF EDMOND F. NOTEBAERT, PRESIDENT AND
CHIEF EXECUTIVE OFFICER, UNIVERSITY OF MARYLAND
MEDICAL SYSTEM; MARY E. KASS, M.D., PRESIDENT, COL-
LEGE OF AMERICAN PATHOLOGISTS; AND CAROL BENNER,
DIRECTOR, OFFICE OF HEALTH CARE QUALITY, MARYLAND
DEPARTMENT OF HEALTH AND MENTAL HYGIENE

Mr. NOTEBAERT. Thank you very much, Mr. Chairman, Congress-
man Cummings, distinguished members of the committee, mem-
bers of the staff.

My name is Edmond Notebaert. I'm President and Chief Execu-
tive Officer of the University of Maryland Medical System, which
is the parent organization of the Maryland General Hospital as
well as a number of other hospitals in the Baltimore region.

I have provided testimony on previous occasions, and I have pro-
vided written testimony before this committee began. I would like
to offer a few remarks, and I'm not going to be quite as wordy as
I was in previous testimony, to provide opportunity for questions
and answers. But I would like to say simply that the Maryland,
University of Maryland Medical System’s response to the issues at
Maryland General Hospital has been swift, it’s been decisive, and
it’s been comprehensive in its nature.

I would like to just briefly review, provide you with an overview
of the matters that have occurred. We have engaged in a full-blown
laboratory improvement program. We have engaged independent
third parties to come in and assist us with this process. We have
done so without regard to expense, to make sure that this problem
is fixed properly. We have restructured the hospital from top to
bottom, including a new administrative director in the laboratory,
a new pathologist heading up the laboratory. We're in the process
of searching for a new chief executive officer and there have been
a number of other organizational changes inside the hospital.

We have conducted retesting of as many individuals as we can
find. And I'm pleased to report to you that over 1,800 of the total
of 2,700 individuals tested have been accounted for and in the re-
testing process, the accuracy, not the validity, but the accuracy of
the original test has been affirmed in 99.4 percent of the cases. I
acknowledge the issue related to the validity questions around the
quality control and those matters have been addressed and are in
the process of being finalized in preparation for inspections by all
of the various agencies that inspect the hospital.

On the issue of, well, why don’t I just simply stop there. But I
would maybe make one comment with respect to one of the matters
that was raised by Ms. Williams in the previous testimony.

I was as shocked as the members of the committee were to hear
her testimony regarding fear of reprisal. We have put in com-
prehensive systems, not only in the Maryland General Hospital,
but systems to allow employees to go outside of the Maryland Gen-
eral Hospital, designed to remove any hesitation that an employee
might have regarding problems that he or she feels are not being
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properly addressed, including confidential hotlines and including a
restricted e-mail address that’s directed to me exclusively.

We have done our best to put in place many mechanisms that
will allow employees to go out of channel without fear of reprisal.
I wish to say before this panel that as long as I have the privilege
of serving in my position, that kind of attitude will not exist in any
of our institutions.

So I think with that, Mr. Chairman, I would like to relinquish
my time and be available to respond to any questions that the com-
mittee might have. I recognize that I didn’t cover all the testimony,
but I know it takes more than my 5 minutes. I'm sure that the
questions might be more insightful than my testimony.

Thank you, sir.

[The prepared statement of Mr. Notebaert follows:]
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Good morning Chairman Souder, Congressman Cummings, Members of the House
Government Reform Subcommittee on Criminal Justice, Drug Policy and Human Resources, and
other distinguished government officials.

Thank you for allowing me to speak with you today. My name is Edmond Notebaert. 1
am the President and Chief Executive Officer of the University of Maryland Medical System,
which is the parent organization of Maryland General Hospital. I have been the President and
CEO of University of Maryland Medical System, which 1 will refer to as “UMMS” since
September 1, 2003. Prior to joining UMMS, I served as President and CEO at Children’s
Hospital of Philadelphia Health System for 13 years. Ihave more than thirty years of health care
management experience in urban hospitals.

In my testimony before this Committee on May 18, 2004, I addressed how the System
investigated the issues that Maryland General Hospital recently confronted and developed a
comprehensive approach to change not only the laboratory but also the management and quality
systems throughout Maryland General Hospital. Specifically, I discussed the changes we have
implemented in the Maryland General Hospital laboratory to make it one of the best labs in the
country, and to refocus the corporate culture towards quality, transparency and community
integration.

Qur approach includes hiring Park City Solutions (“PCS”), the leading laboratory
consulting and management service§ provider in the United States and Canada, which continues
to provide lab management services to Maryland General Hospital. PCS has been engaged to
enhance quality throughout the laboratory, operate the laboratory on a day to day basis, review
and revise policies, procedures and processes within the laboratory, perform equipment

validation, supervise each section of the laboratory, and train laboratory personnel. PCS will
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remain in charge of the day to day operations of the laboratory until it has implemented
necessary processes and trained personnel so that they are fully capable of performing all
necessary job functions.

Dr. John Braun was also appointed by the Maryland General Hospital Board as the
Laboratory Medical Director and Technical Supervisor. Dr. Braun’s job duties include oversight
of the quality and compliance of the laboratory, and in cooperation with PCS, he is overseeing
the development and implementation of corrective action plans.

We also have implemented significant changes in personnel and processes at the
laboratory level to ensure that the appropriate quality controls are in place. Those changes
include adding and training new staff. For example, in the past, monitoring the quality control
systems in the lab was the responsibility of one person who also had a number of other
responsibilities. Now we are in the process of recruiting a full time quality control supervisor for
the lab. In the interim period, PCS is filling this role. Moreover, all new laboratory personnel
are being trained, and annual training will be conducted for all existfng personnel. We are
confident that these changes serve to increase poth the capabilities and job satisfaction of staff
members in the lab as well as increasing supervision of staff in the lab. In fact, from March 2004
until June 2004, we reduced the tumover rate of laboratory staff from 35% to 6%.

As an effort to remedy the immediate issues, we voluntarily implemented a patient
notification and retesting process to locate, notify and retest every patient and employee who had
been tested on the Labotech machines at Maryland General Hospital. We continue to expend
considerable effort to locate and contact all patients who were identified as having been tested on
the Labotech machine. The vast majority of tests have been reconfirmed. In particular, 99.4 %

of HIV test results have been reconfirmed to be consistent with the original tests.
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Significantly, these actions are just a beginning. Our comprehensive approach at
Maryland General Hospital goes beyond instituting new quality control systems in the
laboratory. It also includes fundamentally changing the existing culture and instituting a new
management philosophy. In that regard, Maryland General Hospital is currently undergoing a
significant transformation in order to refocus its corporate culture on quality, transparency and
community integration. We have started by changing the key management personnel at
Maryland General Hospital starting with a search for a new CEO who will understand
accountability. During Maryland General Hospital’s period of transformation, the System has
assigned to Maryland General Hospital a new and well respected Medical Director, Dr. Glenn
Robbins, who was the senior vice president and Chief Medical Officer at another UMMS
hospital. He has begun developing System-wide quality measures and a set of hospital-wide
quality indicators. He also works closely with Maryland General Hospital’s Board to facilitate a
hospital-wide assessment of all quality improvement systems and to implement immediate action
to correct any identified deficiencies.

In addition, Maryland General Hospital’s Board has changed to reflect the new
management philosophy and includes recent additions: Jerry Lymas, a Bahimore‘cormnunity
activist and entrepreneur, Ken Harris, a Baltimore City Council member and H. Mebane Turner,
ED., the former President of the University of Baltimore. Each of the Board members actively
embraces the new direction and spirit of change at Maryland General Hospital. The Board of
Maryland General Hospital is also participating in a system-wide assessment of governance
which will review present approaches to governance and develop a blueprint for the best
governance model for the future. One of the goals of that assessment is to ensure appropriate

reporting of information to the Board by Maryland General Hospital’s senior management.
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Maryland General Hospital also has hired new personnel such as a new Director of
Community Outreach, Keith Hobbs. Mr. Hobbs has been initiating meetings with dozens of
community organizations, churches, not for profit agencies, government officials, providers and
other entities to expand the dialogue with such community organizations and to promote
partnering opportunities, including health fairs and screening programs. '

The changes at Maryland General Hospital are sweeping and the process is
comprehensive. We envision the new management personnel to be aggressive and ambitious in
achieving quality outcomes, able to see the potential in the organization and anxious to facilitate
that potential, and fully engaged in taking the resources available to make all of our hospitals the
best they can be. Ensuring that quality services are provided at Maryland General Hospital is our
most important goal and we are focused on making that goal a reality.

Our comprehensive approach is also focusing on employee complaints and the process by
which those complaints are raised and addressed. Because this issue was raised by Ms. Theresa
Williams in her May 18, 2004 testimony before this Committee, we want to inform this
committee of our initiatives and set the record straight regarding this issue. During her
testimony, Ms. Williams alleged that the laboratory staff at Maryland General Hospital did not or
could not air their complaints out of a fear of retribution by the administration. However, our
review of this issue has established that several of the laboratory staff members, including Ms.
Williams, brought their complaints to the attention of the Human Resources Department on a
number of occasions.- Those complaints specifically addressed the managerial style and
qualifications of the top two managers of the lab. While the Human Resources Department
attempted to resolve the issues Ms. Williams and others presented, it apparently did not

adequately resolve those issues to the satisfaction of certain laboratory staff. It is critical to note
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that no lab staff member was ever terminated after raising any complaints as implied by Ms.
Williams. Our review also indicated that actions or inactions by certain prior management
personnel created a bottleneck that slowed the flow of necessary information to top management
and the Board regarding the issues in the lab.

As a result, we are in the process of enhancing the various reporting avenues available to
staff throughout Maryland General Hospital to ensure that all staff are able to communicate any
concerns effectively to the appropriate leadership, especially in an instance where concerns have
not been appropriately resolved.

In the event that a staff member is concerned about some actual or perceived problem in
the lab, or throughout Maryland General Hospital, that staff member is able to discuss that issue
with the appropriate department leadership. If the issue is not resolved to that staff member’s
satisfaction, or if the issue involves that department’s leadership, that staff member is able to
directly contact the Maryland General Compliance Officer or the Compliance Manager. Where
preservation of anonymity is important, that staff member may contact the Compliance
Department by use of a 1-800 Hotline number which has been implemented to address
specifically such types of calls. Staff members are made aware of the Compliance Office
telephone numbers as well as the Hotline number through flyers, the monthly hospital newsletter,
and new employee orientation. The telephone numbers also are included in the MediTech
computer information system that staff must access to maintain patient data. The Compliance
Office documents and investigates each call. At the conclusion of the investigation, if the .
Compliance Office determines that the complaint has merit, it will direct the appropriate
department director to address, and if necessary, to create and implement a Corrective Action

Plan. The Compliance Office will then monitor the progress of the department director’s
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activities, including the Corrective Action Plan to ensure the issue is resolved. A summary of
each call is also presented to the Board’s Corporate Compliance Committee, which meets every
two months.

In addition, all staff members now have the option of contacting Maryland General
Hospital’s Department of Quality Improvement and Risk Management by completing a Risk
Occurrence Report form to report an issue. These reports may be filled out anonymously if the
staff member so chooses. Each report is analyzed, and appropriate corrective measures are
assessed and implemented. Further, the Department of Risk Management has recently enhanced
its data collection systems to track all reported occurrences as well as the progress of any
Corrective Action Plan that is being acted upon. Summary reports of any occurrences are also
circulated to each departmental vice president as well as to the Board’s Professional Affairs
Committee.

Finally, a staff member has the option of contacting me or my staff directly. We have
implemented and advertised a new web-based feedback form that allows staff members to
directly and confidentially contact me about their concerns. Once I receive any such forms, I
will either direct the issue to the Chief Medical Officer to investigate and report back to me, and
I will oversee the resolution of the issue, or, I, as a board member, will bring that issue directly to
the attention of the Board of Maryland General Hospital for resolution. In addition, management
is now empowered and instructed to report to the UMMS’s VP for Strategy and Corporate

Operations when any other management staff member is unresponsive to staff issues.

Although enhancing the various avenues for a staff member to report a potential issue is

vital to improving quality, our comprehensive approach is also directed at enhancing systems
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that foster the prevention or the early identification of quality issues about which employees may
be concerned. By implementing such measures, we will mitigate and potentially eliminate the
need for a reactive employee complaint system by acting in a more proactive manner to identify
potential issues before they become problems. To that end, we have implemented several
specific changes in mandatory reporting mechanisms at the System level, and at the hospital
level. Specifically, at the System level, we have created new reporting systems so that the
System’s management is made aware of certain issues identified at a facility. For example, we
now require that all surveys and reports issued by third parties, including regulators and
accrediting agencies, be submitted to the corporate office for our review and also to the
Maryland General Hospital Board.

The changes made by the System require all outside reports about Maryland General
Hospital to be disseminated to Board members and System executives to better hold hospital
management accountable. Our efforts to expand the circulation of such information is
continuous and, as we speak, the Maryland General Hospital Board is reviewing how its
structure can be enhanced and streamlined so that information about Maryland General Hospital,
good or bad, is disseminated to the appropriate Board members and Committees, and any
problems are properly detected early and resolved quickly.

At the Hospital level, each department has a compliance workgroup aimed at identifying
problem areas based on personnel concerns and ‘hot topic’ issues as expressed by the Center for
Medicare and Medicaid Services, or in the United States Department of Health and Human
Services Office of Inspector General’s Annual Work Plan. The issues that are identified by each
of these workgroups in their periodic meetings are conveyed directly to the Compliance Office

because the Maryland General Compliance Manager attends each of those meetings in an effort
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to coordinate the work of the various workgroups. Issues that are raised in those workgroups or
otherwise discovered are investigated thoroughly by the Compliance Office through its proactive
audit function, and reported to the necessary persons at Maryland General Hospital, the
Maryland General Board or the System as appropriate.

In addition, we have created new reporting relationships and data elements that must be
reported in an effort to create sufficient redundancy so that identified issues are brought to the
appropriate person’s attention. At the lab level, PCS has conducted a top to bottom audit of the
laboratory and fast-tracked the implementation of any necessary changes including new policies
and procedures for the lab. The lab is now generating on a daily basis a lab proficiency testing
report. Those reports monitor the accuracy of lab instruments. Each day, Dr. John Braun
reviews the reports and implements any needed changes to correct an identified deficiency. As1
have mentioned, we have also redesigned the supervisory structure in the lab to eliminate any
ambiguity and ensure clear accountability. All functions of the Lab, including reporting by the
lab technicians are reported to the Lab Director. In turn, the Lab Director reports administrative
issues to the Senior Vice President of Administration and medical/technical issues to the Senior
Vice President of Medical Affairs. Each of those Senior Vice Presidents, in turn, sits on the
Hospital’s Health Quality Control Committee, which reports to the Board.

Equally important is initial and ongoing training of the hospital staff in various aspects of
their positions and in the general policies and procedures at Maryland General Hospital. For
example, in the lab, we are implementing a training system that tests an individual’s proficiency
in their position through written and practical testing as well as one-on-one observation. Such
proficiency training will be conducted for all new employees, at the new employee’s six month

employment date and annually thereafter. In addition, we are implementing a system of in-

DC:256324v7 -9
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services in the lab to refresh and retrain staff about techniques and other important processes.
We are also developing an additional level of monitoring compliance with the reporting systems
that will serve to alert leadership whether or not there is a lapse in quality controls.

The transformation of Maryland General Hospital will continue with the development of
additional reporting mechanisms. For example, the System is currently developing a system-
wide report card that monitors twenty nine different quality indicators. Those quality indicators
are tracked for each of the System’s hospitals. This permits the System to compare each hospital
to other System hospitals as well as to national data. The data obtained by these report cards will
be analyzed and used to detect potential areas of weakness for a hospital or the System. As such
areas are identified, we will implement plans to resolve those issues.

Finally, we in leadership positions at the System level, and at the Maryland General
Hospital level, are working hard to establish a system of transparency, and to convey the
message to all that the new corporate culture will not tolerate any lax quality standards or
nondisclosure of information. We have implemented, and will continue to implement,
significant changes throughout the System to assure that the System, Maryland General Hospital
and its lab will be a model in the state and the country and will serve as a true partner in the
health and well-being of the community. I assure you that Maryland General Hospital is on the
right path to becoming a great hospital whose goal is to provide the highest quality care to the
community it serves. I believe that we have responded to the issues identified in an immediate,
decisive and appropriate way.

Thank you for allowing me to speak with you today.

DC:256324v7 -10-



52

Mr. SOUDER. Everybody’s written testimony will be inserted, and
if you have any additional things you want to insert after today’s
hearing, you can do that too. That will supplement.

Dr. Kass.

Dr. Kass. Thank you. Good afternoon, Mr. Chairman, Represent-
ative Cummings and other members of the subcommittee. My
name is Dr. Mary Kass, and I'm president of the College of Amer-
ican Pathologists.

Since the May 18th hearing, the College has conducted an unan-
nounced inspection of the MGH laboratory as a followup to our
April 2004 decision to suspend accreditation in two disciplines,
chemistry and point of care testing. This inspection revealed few
deficiencies, and the hospital has responded to those that were
cited. The College’s Commission on Laboratory Accreditation is
scheduled next week to review those responses and the status of
the MGH laboratory.

As you may recall, the CAP stated in its May 18th testimony
that quality control deficiencies for HIV and hepatitis C testing
were not uncovered by CAP inspectors during a routine April 2003
inspection or by State inspectors in the fall of 2002, because quality
control in this area were found to have been edited.

Specifically, Maryland State inspectors allege in their 2003 in-
spection report that, “Review of HIV records from June 2002
through August 2003 show that approximately 10 to 15 percent of
patient runs were invalid because of unacceptable values of the
negative controls used to determine cutoff values. On May 14th,
19th, 21st and 23rd, 2003, instrument printouts showed edited con-
trol values, but there were no printouts for the plates and no other
records to show repeat testing for either the control materials or
the entire plate of patient specimens. In a run for hepatitis C test-
ing on July 18, 2003, the instrumental printout showed manually
edited acceptable values for the negative control materials, but the
plate printout showed unacceptable negative controls.”

Based upon these findings by the State, we have concluded that
neither our inspection process nor any other would have detected
these problems without the benefit of the whistle blower complaint
information which ultimately led to the State’s findings. I have at-
tached a copy of the State’s report for the record. Any claim that
CAP accreditation is not rigorous or objective is not supported by
the facts.

Mr. Chairman, I have attached to my statement the September
12, 2001 Federal Register notice extending to the College deemed
status under the Clinical Laboratory Improvement Amendments of
1988. A review of this document will clearly show that the CAP in-
spection process exceeds CLIA requirements in several areas.

Moreover, our program is subject to annual CMS validation sur-
veys conducted by State inspectors. These surveys typically are un-
announced to laboratories and never announced to the College.
CMS validation surveys always have shown results comparable to
CAP findings and a discrepancy percentage well below the thresh-
old that would trigger a Federal review of our program. CMS in
fact has clear authority to revoke the College’s deemed status if it
finds our program to be substandard.
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Most recently, at the May 18th hearing, CMS reaffirmed its sup-
port of CAP accreditation. The College welcome and has encour-
aged States authorities to review our program to determine wheth-
er CAP accreditation meets the requirements of their respective
State laws. For example, College representatives met with Mary-
land Health and Mental Hygiene Secretary Nelson Sabatini on
June 17th as an initial step in efforts to improve communication
and formalize our relationship with the State. As a result of that
meeting, we have received a letter from department Director Carol
Benner requesting information from the College so that the State
can formally evaluate the College’s program for equivalence to the
State program.

We are encouraged by this development and look forward to con-
tinued discussions with the State. We believe the MGH case is
highly unusual and does not point to a pervasive problem in the
accreditation or inspection process. But the case highlights impor-
tant issues that can translate to improvements in the accreditation
process.

First, better communication. The MGH case underscores the
need for better communication and sharing of inspection informa-
tion between accrediting organizations and governmental entities
involved in the inspection process. The CAP also asked CMS to
schedule a meeting of stakeholders to discuss ways to improve com-
munication among State and Federal oversight agencies and pri-
vate accrediting bodies, such as the CAP.

We understand that CMS intends to convene such a meeting, but
has not yet scheduled it. CMS leadership in this effort is essential
to developing a protocol with clear requirements for sharing of com-
plaint information amongst accrediting bodies.

Enhanced complaint reporting. Laboratory employees must have
easily accessible and effective ways to communicate complaints and
other concerns to accrediting organizations such as the CAP. The
College has moved forward with plans to enhance communication
with clinical laboratory personnel to ensure their awareness of the
College’s complaint reporting system. As initial steps in a com-
prehensive program, we have developed a special laboratory sign-
age promoting a dedicated toll-free number to allow ease of use in
complaint reporting. This is the signage that we will be posting in
our accredited laboratories.

Protection for whistle blowers.

Mr. CUMMINGS. Mr. Chairman, could she read that for the
record, please?

Dr. Kass. I'd be happy to. This laboratory is accredited by the
College of American Pathologists. Please alert us to any questions
or concerns you may have about quality patient testing or labora-
tory employee safety. Your communication with the CAP will be
kept strictly confidential. Then there’s a toll-free number at the
bottom.

Protection for whistle blowers. We commend the whistle blowers
in the MGH case. Without their courageous actions, the State and
hospital might never have learned about the testing problems and
taken steps to identify recipients of potentially erroneous labora-
tory results. We believe this case clearly illustrates the need for
strong Federal protections for whistle blowers, both for the individ-
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uals who report the problems to Government or private oversight
bodies and to the oversight bodies themselves.

Patient safety legislation now before Congress would establish
whistle blower protections, and we urge Congress to extend those
protections to reports to private accrediting organizations. The Col-
lege thanks the subcommittee for its interest in ensuring the high-
est quality laboratory testing. The CAP is firmly committed to
working with Congress and Federal and State agencies to achieve
that goal. We would be happy to responded to any questions.

Thank you.

[The prepared statement of Dr. Kass follows:]
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The College of American Pathologists (CAP) is pleased to appear before the Subcommittee on
Criminal Justice, Drug Policy and Human Resources for its continuing hearing of issues related
to HIV and hepatitis testing at Maryland General Hospital (MGH). The CAP thanks the
subcommittee’s chairman, Rep. Mark Souder, R-Ind., and Rep. Elijah Cummings, D-Md., the
ranking member, for recognizing the need to ensure the highest quality laboratory testing.

The College is a medical specialty society of nearly 16,000 board-certified physicians who
practice clinical or anatomic pathology, or both, in community hospitals, independent clinical
laboratories, academic medical centers and federal and state health facilities. The CAP inspects
and accredits more than 6,000 laboratories worldwide. The College has deemed status from the
Centers for Medicare and Medicaid Services (CMS), meaning its inspection process meets or
exceeds the requirements of the Clinical Laboratory Improvement Amendments of 1988 (CLIA).

The CAP regrets that Dr. Ron Lepoff, who chairs the CAP Commission on Laboratory
Accreditation and appeared before this subcommittee at its May 18 hearing on MGH, could not
attend today’s session because of a scheduling conflict.

We are here today to update the subcommittee on our activities with regard to Maryland General
Hospital since the last hearing and to respond to any questions you might have. Since the May 18
hearing, the College has conducted an unannounced inspection of the MGH laboratory as a
follow-up to our April 2004 decision to deny accreditation for two disciplines, chemistry and
point-of-care testing. This inspection revealed few deficiencies and the hospital has responded to
those cited. The College’s Commission on Laboratory Accreditation is scheduled next week to
review those responses and the status of the MGH laboratory.

As you may recall, the CAP stated in its May 18 testimony that quality control deficiencies for
HIV and hepatitis C testing were not apparent to CAP inspectors in a routine April 2003
inspection or to state inspectors in fall 2002 because quality control data in this area were found
to have been edited. Specifically, Maryland state inspectors alleged in their report that:
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e “[Flor a period of approximately 14 months, the laboratory intermittently reported invalid
hepatitis C and HIV test results due to improper quality contral.”

e “Review of HIV records from June 2002 through August 2003 show that approximately
10 to 15 percent of patient runs were invalid because of unacceptable values of the
negative controls used to determine cutoff values.”

e “The instrumentation (Labotech) printouts on many days of patient testing showed edited
quality control values.”

¢ OnMay 14, 19, 21 and 23, 2003, “instrumentation printouts showed edited control
values, but there were no printouts for the plates and no other records to show repeat
testing for either the control materials or the entire plate of patient specimens.”

Based on the state’s report, we have concluded that neither our inspection process nor any other
would have detected these problems without the benefit of the whistleblower complaint
information, which ultimately led to the state’s findings. We have attached a copy of the state’s
report for the record.

Any claim that CAP accreditation is not rigorous or objective is not supported by the facts.
Attached to this statement is the Sept. 12, 2001, Federal Register notice extending to the College
deemed status under CLIA. A review of this document will clearly show that the CAP inspection
process exceeds CLIA requirements in several areas. Moreover, our program is subject to annual
CMS validation surveys conducted by state inspectors. These surveys traditionally have shown
results comparable to CAP findings and a discrepancy percentage well below the threshold that
would trigger a CMS review of our program. CMS, in fact, has clear authority to revoke the
College’s deemed status if it finds our program to be substandard. Most recently, at the May 18
hearing, CMS reaffirmed its support of CAP accreditation.

The College welcomes and has encouraged state authorities to review our program to determine
whether CAP accreditation meets the requirements of their respective state laws. For example,
College representatives met with Maryland Health and Mental Hygiene Secretary Nelson
Sabatini June 17 as an initial step in efforts to improve communication and formalize our
relationship with the state. As a result of that meeting, we have received a letter from department
director Carol Benner requesting information from the College so the state can formally evaluate
the College’s program for equivalence to the state program. We are encouraged by this
development and look forward to continued discussions with the state.

We believe the MGH case is highly unusual and does not point to a pervasive problem in the
accreditation or inspection process. But the case highlights important issues that can translate to
improvements in the accreditation process.
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Improved Communication

The MGH case underscores the need for improved communication and sharing of inspection
information between accrediting organizations and governmental entities involved in the
inspection process. As already noted, the College has moved forward in this area with the State
of Maryland. The CAP also has asked CMS to schedule a meeting of stakeholders to discuss
ways to improve communication among state and federal oversight agencies and private
accrediting bodies, such as the CAP. We understand that CMS intends to convene such a
meeting, but has not yet scheduled it. CMS leadership in this effort is essential to having a
process in place by which accrediting bodies and state oversight entities can formally and
effectively exchange complaint and inspection information.

Enhanced Complaint Reporting

Laboratory employees must have easily accessible and effective ways to communicate
complaints and other concerns to accrediting organizations, such as the CAP. The College has
moved forward with plans to enhance communication with clinical laboratory personnel to
ensure their awareness of the College’s complaint reporting system. We expect to soon have in
place a dedicated toll-free telephone number to allow ease of reporting. To promote the toll-free
number, we are developing special laboratory signage for use in our accreditation process.

Protections for Whistleblowers

We commend the whistleblowers in the MGH case. Without their courageous actions, the state
and hospital might never have learned about the testing problems and taken steps to identify
recipients of potentially erroneous laboratory results. We believe this case clearly illustrates the
need for strong federal protections for whistleblowers, both for the individuals who report
problems to governmental or private oversight bodies and to the oversight bodies themselves.
Patient safety legislation now before Congress would establish whistleblower protections and we
urge Congress to extend those protections to reports to private organizations.

The College thanks the subcommittee for its interest in ensuring the highest quality laboratory
testing. The CAP is firmly committed to working with Congress and federal and state agencies to
achieve that goal.
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Dear Dr. Lepoif:
Enclosed ig the report on the CLIA validaton review of the College of Amerizen Pathologists (CAP) for

fiscal yoar 2002 {FY 2002). A disparity rate of seven percent ot the conditior. level was found berween
the resuits of your organization’s inspections and the CLIA validation survey:.

Asmth:pan therepon Judas a Ci y and an Appendix. The C y % o note
the imp jon’s capabiliry 1o ensure that lab y practives and testing

ity mcetthe irati s0 thas the equivalency to CLIA is ined. The
i the validation review mett gy B9 well uzhes«annoryandr:gumm-ymndmﬁ.mludmg

those pertaining o esuivalercy in?.ha mspectmn process. The inspection prcess plays a major role in an
orgenization's capability to imsure sustained equivalenty.

Bf you wish to discusa the FY 2002 repont further, we would be heppy 1o armnge a conforence call st
rautuelly copvenient time, To arrange 8 sall, please telephone Robin Sutton 1t 410-786-3531. The
results of this evaluation will be includad in the repon, entitled CMS Financial Starement 2003, which
witl be published next sprinjz. A copy will be sent to you as soon as it is available.

Thank you for your comimied cooperation in forwarding your o ization’s. ion sohedules and

mspxuon results throughout the year. As always, we apprecmxe your intere;t in promoting quality
testing in clinical laboratories,
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6151.-/(,
Tudith A, Yost
Director
Division of Laboratory Services
Survey and Cerrification Group
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ce: Perer Mockridge, PRD.
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INTRODUCTION

‘This report eovers the validation review of the College of American Pathologists
(CAP) during fiscal year 2002 (FY 2002), as an approved accreditation orgenization
under the Clinical Luboratory Improvement Amendments of 1788 (CLIA). The
College is an orgaphzadon whose dnrds, 23 2 whole, were approved by CMS a5
equivalent to, or more stringent than, the applicable CLIA cor dition-level
requirements, 23 a whols,

The validation review, part of an evalustion mandated by the CLIA statute, is
performed annually to verify that Ishoratories deemved to mee! the CLIA
requirements by virtue of their CAP accreditstion are, indeed, meeting the CLIA
requl ts. The validation review begins with selection of a sample of
CAP-sccredited Iaboratories to receive a CLIA validaten survey, which is an onsite
visit to determine whether the laboratory meet» the applicabl:: CLIA condition-level
requirements. After the validation surveys are completed, thi: CAP accreditation
ingpection findingy jor those laboratories are compared case-ly for similarity
with the CLIA validstion survey findings at the condition-lev:L. If the College’s
findings are not simiter to the CLYA condition-level findings, the case is a
“disparity.” Upon pletion of the comparisons, a di

required by the CLIA regulstions.

ity rate is eal 5

¥

A more detailed discossion of the review methodolegy snd rate of disparity,
including the y and latory dates, is in the Af pendix.

&

VALIDATION SURVEYS—NUMBER AND RESULTS

A total of 75 surveys were conducted in CAP-accredited Iaboratories. Two surveys
were removed frow the poo): one for administrutive reasons and one because it was
not performed within 90-duy window after the CAP survey (iubstantizl allegation of
non-compliance). Among the remaining 73 Insboratories, six were cited with CLIA

dition-Jevel deficiensies. Cormparsble defici were noted by the College in
only one of the six laboratories cited with condition-Jevel deficiencies,
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Following is a table showing the CLIA identification number, lncation and the
condition-level deflciency of the laboratary where the College’s: findings were

disparste:

CLIA nymber
04DDA6TI83

0400469292
16D0384964

19D0464540

45D0940696

CONCLUSION

Location
Arkansas

Arkansaas

Towa

Louisiapa

Texas

CLL n i

* Personnel: Technical Consnitant—
moderste corples ity

» Quality Assuranct:

» PT Enrollment an(l Testing of Samples
* PT Successful Paxiicipation

* Quality Control: Bscteriology

* Quality C i: Generat I

* Quatity Control: Routing Chemistry

» Quality Control: Endocrinology

* Quslity Control: Toxicology

= Quality Control: Hematology

» Persounel: Labo:atory Director—
moderate comple xity

* Quality Assorancy

« PT Saccessful Participation

» Personnel: Laboratory Director-—
moderate complxity

* Quality Assurance

For FY 2002, the disparity rate between the College’s inspecifon results snd the
CLIA validation survey condition-level findings was 7%. Tius rate of disperity is
well below the threshold of 20% that would trigger 2 deeming suthority review.
There was no indication in the validation review that would raise questions about
the overall equivalency of the CAP accreditation program.
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Commentary

Similariry of CAP-uccreditation ? tion findings to C1.IA volidation
survey findinge is an important e of your organizciion’s bility to
ensure equivalency in the quality of CAP aceredited laboratories’ practices
and teating 8. Aa indi d in previous yeoars, we \ave found that

ther important e is an organisation’s capabilily to ensure
gustgined equivalency. A pertinent question for examiniing this performence
mecaure—from either a seif-examination or oversight pevipective—is, “Does
the inapection protocol sufficiently identify, bring about vorrection and

itor for ined correction, thoge luboratories whaois proctices and
outcomes fail to meet the acereditation standards?” We i to be
interested in the mechaniams employed by oll of the CLL: -approved

. e ned weortad

org & to enaure q lency, as we mutually promote
improved quality of testing in clinical aboratories.
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Appendix

This Appendix contsins 3 description of the CLIA valldation riview meihodology sad

disparity rate calculation along with y and regulatory
Legislative Anthority apd Mandate

Section 353 of the Public Health Service Act, a2 mandated by the Clinical Laboratory
lmpruvﬂnent Ameadments of 1988 (CLIA), requires sny Ia notatory that performs

testing on b i to meet the blisk ed by the Deparmment of
Health and Human Services (DHHS) md hm h effect i, nppheable certificate.
Section 353 further provides that a lab ting the ds of ap approved

organization may obtain s CLIA cerdﬂcltion on the basls of ls sccreditation, Under
the CLIA Certificaie of Accreditation, the labontm'y isnot e m:\nely subject to direct
federal oversight by CMS. I d, the I y ¥ by the
accreditation orgsrization in the course of secking or maintaining iu ur.rediuunn, and
by virrue of this acereditation, i8 “deemed” to meet the CLIA 1equirements. The CLIA
requirements pertiin to quality assurance and quality contrul programs, proficiency
testing, records, equipment, personnel, and others to assure consissent performance by
laborstordes of nccurate and reliable lsboratory examinations and procedures.

Section 353(e)(2)(1)) requires the Secretary of DHHS to cvaluate each approved
acereditation organizadon by inspecting “a sufficient aunber of the laboratories
accredited by such body, snd such other means s» th: Secretary determines
appropriste.” In addition, section 353(e}{(3) requires the Secretary to submit to
Congress an annusld report on the results of the evalnation. llegulations
implementing section 353 are contained in 42 CFR Part 493-Laborstory Requirements.
Subpart E coptains the requirements for spproval of mm-proﬁt accredimtmn
organizstions for deeming authority purposes, including thy P
Included in this subpart are the requir for validation | cti ducted by
CMS or its agent to ascertain whether the Jaboratory is in compl!mee with the
pplcable CLIA requi The results of these validatiin inspections,
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also called “suxveys,” provide:
* on =» llhnntnry-npedﬂc bads, mﬁght futo the effectiveness of the
acereditation orgent durds snd ditation process;
and
« in the aggregste, an Indicstion of the organization”s capability to assure

laboratory performance cqual ta, or more stringent thay, that required by
CLIA.

The CLIA ngulaﬁom, at 42 CFR l’art 493, Subpart E, section 493.575, provide that
CMS can cond thority review ta re-cvaluate wirether the acereditation
organization conﬂmuu to meet the eriteria for being granted deeming suthority. A
decming anthority review can occor as # result of either of the fillowlng circmmnstances:
s the validstion survey results over & onc-year peifod indisste a rate of
disperity of 20 percent or more between the findbigs of the accreditation
erganizaiion and those of the CL1A validation surveys; or
e the validatton findings, irrespective of the rate of disparity, indicate
widespread or systematic problems in the organization’s processes that
provide evidence that the organization’s requireme: s, taken as 3 whaole, are
no longer equivalent to CLIA requi taken @5 2 whole.

Al of the criteria l’or approvnl described in sections 493.555 and 493.557(a), are
included in » d ity review. Of note are specific requirements pertuining
to the comylrlbility of the organizstion’s inspection process o that of CMS: -
Precedures for routine inspections
* Procedures for {pvestigation and response to compl.ints agahat laborstories
» Procedares for monitoring lsborafories found to b ont of compliance with

ACKr

b |
» Other aspects such as freq y of inspections and experience and training
of inspectors

¥alidstion Review Period

The validation review period colncides with the Federal fiscs) year, which js
October 1 through September 30,
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Appendix 3

Validation Survey of an Accredited Laboratory

The CLIA validation survey i an onsite inspection of an seciedited laboratory to
determine whether itis mesting the applicable CLIA condition-]pvel requirements. It is
conducted in the sexne manner as sarveys of aboratories thai do not have deemed
staros, that In, surveyors utilize the ontcome-oriented survey piinciples.

Any laboratory using its deemed status to meet the CLIA requircmeats is subject tn a
validation survey—either on a rep ple basis, calied “sample validation
sarvey,” or on the basis of & substantial allepstion of nouscomplsnce, called 3
“complaint validation survey.” Validation surveys may be perrformed up to 90 days
after the secreditation inspections, however, many sre performed within

30 days. Oeccaslonally valldstion surveys are performed. simuh:neoully with
acereditation inspections, a8 8 means of enb insighr anc! jon at the
loeal level, and supporting mutusi endeavors o impmv: quality of testing in clinical
laboratories.

YValidation Review and Methodolopy

Perlodically, each approved acoreditation orpmuahon provides CMS with its
inspection schedule, from which e fe of I jes is gelected to receive
validation surveys. Over the conrse of the review perind CM5 ensures, to the extent
possible, thet the sample:
e ix well-dlstributed both geographically and among the
various luboratory common-ownerships;
+ includes ishoratories of various sizes; and
*  includes isboratories thut encompass the entire raznge
of speciality and subspecialty testing for which the ac-reditation organizatinn
was granted deeming authority.

Euch accreditation organization zlso provides CMS with ity most recent inspection
reports on the sclected Jaboratories.

The validation revisw Is performed by a tesm whose members :ive knowledgeable sbout
the CLIA requirements, standard isboratory pr the vill survey p

ousite survey procedures, effective quality assurance prograus and the aecredmmon
programs.

*  Accredited laborator'es may be surveyed at oy time on the basis of & sub tantial allegation of
poncompliance with the CLIA comdition-lavel requitemants, however, only tue surveys performed within
the 90-day time frame are included in the pool for determining the disparity 1ate,
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The review begins with an examination of the validation survey findiogs for each
laboratory. When a velidstion survey resuls in one or more conditicn-level
deficiencies, the gccreditation Inapection information is thorsughly reviewed and
compared with the sarvey to ascertsin the extent of concurrence with the validation
survey findings. For each of these comparisons, or “cuses,” the tesn determines
whether the acereditation inspection information ideotifies the Jeficient practices and
gutcomes cited In ench condidon-level deficiency of the validiation survey. If the
accreditstion inspection results sre not comparable to esch condion-lovel requirerent
found out of H and it is ble to de that the condition-devel
deficlency was present at the #ime of the organization’s Inspection, the case is
considered “disparate.”

Afier the review tesna determines whether each ease is a concur rence or a digparity, the
disparity rate is ealculated for each accreditstion organizatior. The disparity rute is
the percentage of disparate cases within the total number of validation wurveys
performed for each organizati The Y, definition and the specifics for
calculsting the disparity rate are found at section 493.2 of thi: CLIA regulations, 42
CFR Part 493, Subpart A — General Provisions. A copy of the: entire text follows.

Section 493.2 Definitions

“Rate of disparity means the percentage of sumple
validstion ingpections for & apecific acereditation
orgasization or State where CMS, the State suzvey
agency or other CMS agent finds noncomplisnce
with ane or more condition-level requirements at
no comparable deflelencies were cited by the
acereditstion organization or the Stare, and it {;

T ble to lude that the defi e wel'e
present at the time of the most recent accreditaiion
orgauiration or State I €k cti

L

EXAMPLE: Assume the State survey sgency, CMS
or othier CMS sgent performs 200 sample valid atfon
inspections for laboratories aceredited by 2 single
accreditation orpanization or L din an t
State during s validation review period and firds
that (50 of the 200 lsborstories had one or more:




68

07/07/2004 08:56 FAX

UIFUAL2UUR ZEI43 PAK TR CUL U ANER FRiH. @um'nzj:w

Appendix ]

condition-level requirements out of compliance, CMS
reviews the validation and accreditation organiz:ition’s
or Stane’s inspections of the validated lab ing and
deterniines that the State or sccreditation organization
found comparable deficiencies tn 22 of the 60 leloraturies
snd it fs ble to lude that deficlencies ware

p n the remaining 38 lab 1ed at the tuns of
the acereditation arganizstion’s or State’s inspe ton,
Thirty-eight divided by 200 equals a 19 percent rate of
dispazity.”
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Trans# Acquiring Acquired Entitiey
20012272 Pegasus Panners Il, LP ... Golden Books Family Emena | Goiden Books Famly Enlertain-
ment, inc., deblor-in-possessi.n. ment, Ing, deblordn-posses-
siort.

ur";

FOR FURTHER INFORMATION CONTACT:
Sandm M. Peay or Parcellena P.
Fneldmg, Contnct Rayrasen\auvcs.

All topics ars tentative and subject o
change. Prior 1o the m: , ploasa check the
NCVHS web site, whers 5 detailed agenda

Foderal wilt be posted when avatlablo.
Nauﬁ:atmu OEﬁca Bureau ul’ For HER INF ) CONTACT:
@ 303, Washi Do a6 well as

20550 {z02) 325»3100
By Direction of the Commissian.
Banald §. Clark,
Szcretary.
[FR Doc. 01-22056 Filod 9-13-07: B:a5 uni

AILURG CODE 8755274

summaries of NCVHS moatings and a
roster of commities members may
obtained by visiting the NCVHS website
(hutp://nevhs.bhs.gov) where an agenda
for r.he meeun)g wgo be posted when

of 198! (CLIA). We found that the
accredilation process of this

organi :ation provides reasonable
assura.ice thet the leboratories
accredited by it meet the conditions
requir:d by CLIA statute and

roguls jons, Consequently, laboratories
that vc luntarily become accredited by
CAP is: livu of direct Faderal oversight
and to meet CAP

wauld weet the GLIA oondman fevel

may
be obiained hy ca!hng james Scunlon,
NCVHS Staff Director, Office

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Committee on Vital and Health
Statistics: Moeting

Pursuant to the Federal Advisory
Committes Act, the U.S. Departmont of
Health and Human Services announces
the following advisary commitieg
meeting,

Narme! National Committer on Vital and
Health Statistics (NCVHS),

Timas ond Dates: 9:00 a.m.—5:30 p.m.,
Scptember 24, 2001, 9:00 5.m.—4;00 p.m..
Saptambor 23, 2001.

Place: Confarance Room 705A, Hubert H.
Humphrey Building, 200 Independence
Avenue S.W., Washington D.C. 20201,

Status: Open.

Purposa: The National Comumittee op Vital
and Health Statistics is schedulad to moet on
Soptember 24+25, 2001, The NCVHS is the
Deparument’s satutory public sdvisory body
on heslth dats, siatistics, and hesith
information policy. in addition, the
Committae advisas HHS on the
kmpt jon of the Admini
Simpiificntion provisions of the Health
Insuranco Portability and Accountabitity Act
of 1996 {HIPPA). The mesting will focus on
@ variaty of health data policy and privacy
issues, Doparmment officials will update the
Commiftes on recent activities of thy HHS
Dan Council and (he slu!us of HH$ activities

of the Assjstanl Secretary for Planning
and Evaluauon. DHHS Room 430-.

Avamm sW., Washmgmn. DC 20201,
telephone (202) 6907160, or Marjorie
S. Greenberg, Executive Secretary,
NCVHS, NCHS, CDC, Room 1108,
Presidentisl Building, 8525 Belcrest
Road, Hyattsville, Maryland 20782,
telephone [101) 458-4245.

Note: In the inwrest of security, the
Dopartrsnt has institutod stringent
procedures for antrance 1o the Hubert H.

Bullding by
employoes. Thus, individuals without s
govormment identification cerd may need to
hove the guard call for an escort to the
meeting roem.

Datod: Soptamber 4, 2001,
James Scanlon,
Directar, Division of Dota Policy.
{FR Doe, 01-22820 Filod 9~11-01; 6:45 am]
BILLING CODE 4151059

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Contars for Medicare & Medicald
Services

[CMS-2118-N)
Medl:are, Madxe;ld. and CLIA

a|myllﬁuhun plvvnsmnu of HIPAA. A
briafing from tie HHS Daputy Chief
information Officer is planned, and GAC
staff will brief the Committes en
canfidentiality practices and issues in secord
linkags far research purposes,

Tho Compmittes is alse expottd to dls:usx
and rake action ob o MH!

of the
Apprnvnl of lha Colloge of Aman-:an
38 # CLIA

ies and,
Lhamf( fe, are nul subject to routine
inspec:ion by State survey agencies to
deter ine their complisnce with CLIA
requirvments. However, they are subject
to Fediral validation and complaint
investigation surveys.
EFFECTVE DATE: This notice is effective
for the pariod September 12, 2001
throug | Seplember 30, 2007,
FOR FUATHER INFORMATION CONTACT: Val
Coppo a, {410} 786-3531.
SUPFLE MENTARY INFORMATION:

I. Bach pround and Legislative
Authority

Ono {11y 31, 1992, we published a finsl
rule in the Federal Register {57 FR
33992) that itnplemented section
383{e}t2] of the Public Health Service
Atl, Under this rule CMS may approve
a private, nonpyofit organizalion lo
accred i clinical laborataties (that s, an

q Aitati ization)

under 5 Clinical Laberatory
{mprovzment Amandments of 1988
{CLIA) if the orgumuuon meets certain
reqmrémems An urganlzaunn 5

for

musth - equal {6, or more stringent than,
the applicable CLIA program
tequxremcnu in 42 CFR pant 493

A

:ccmd d by an approved accredmuon
organis ztion that meets and continues to
meet ail of the accreditation
organiiation’s requirements would ba
considyred to meet CLIA condxlxon level

Organlzallon

AGENCY: Centers for Medicare &
Medicaid Services (CMS), HHS.
action: Natice,

fram the Privacy and Cnnﬂdcnhnhty
reluting to the D

of the HIPAA Health Information anacy
regulation, following a zubcommittes public
hesring on the subject in August.
Subcommitten brankout sossions alsa are
planned.

summaRry: This notice announges the
f

as if it was insp
ugamsl CLIA regulations. The
xegulat s in 42 CFR part 493, subpart
ion by a Private,
Accmd.let\an Organization or
Exempiion Under an Approved State
Labomu)ry Program) specify the

musl meet in order to be

of the appy ofthe require nents an accreditation
College of ican Pathologists (CAP)
as an itati ization for pp! d. OM an
laboratories under the Clinical accradi ation mz,amzulnn for & pariod
Lab T di not to exceed 6 yzars,

Y imp
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n general, an approved accreditation  during this time period for an app! ~—Ci bility of the ization's
crganization must, among other specialty or subspecnalty is deemed 10 full mspmlmn and complaint
conditions and requirements: meet the app CLiA P g 1o the Federal
- Use lified to eval level § for lab Juding, but not limited

laboratory performanca and agree to
inspect laboratories with the frequency
determined by CMS,

« Apply standards and criteria that
are equal to, or mare stringent than,
those condition level regnirements
established by CMS when taken as a
whole,

» Provide reasonable sssurance that
these standards and criteris are

1y met by its

4

laboratories.
.« Provide CMS with the name of any
laboratory that has had its

found in 42 CFR part 493 and, therefors,
is not subject to routine inspection by a
State survey agency lo determine

i ith CLIA i

1 mspe ction frequency, and the ability

to investigate and respond o complaints

against its ac:mdlled uhm-ltones
—Ory, for

wi
the sccredited lsb Y is
subject to validation and

monitoriog lnbnmloncs that are out of
wil

investigation surveys perfom\ed by
CMS, or any ather Feders), State, local
public agency, or nonprofit crganization
under an agresment with the Secretary.
It Eveluation of CAP

The following describes the process

denied, suspended, withdrown, limited,
ot revoked within 30 days of the aclion
tuke

0.
« Notify CMS in writing at least 30
days before the effective dew of any

used to d that CAP, a5 2
private, nonprofit erganization, provides
reasonable assurance that the
ishoratories it acaredits will meet the
epplicable requiramanta of CLIA.

proposed change in ils

=" Notify the ited labaratories of

A i Jor Approving an
ion O i Undrer CLIA

CMS’s decision to withdraw its
approval within 10 days of the
withdrawal. A laboratory can bs
aceredited if, among other things, it
meets the dards of an app

To determine whether CMS shouid
grant approvm 10 CAP as & private,

-—611 amnllcn £} lblﬁty to provide
CMS w th electronic data and reposts
that are necessary for efective
validatinn and assessmont of the
organization's inspection process.

ryanization’s ability o provide
CMS with slecironic data related to the
adverse actions resulting from
upsuce :sshul proficiency testing (PT)
participation in CMS-approved PT
prograts, as well as, data related to the
PT failures, within 30 days of the
initiation of the actien.

~—Ability of the organization to
provid( CMS with electronic data for all
its aceridited Ishoratories, and tho areas
of spec: xlty and subspecxul!y tosting.

bers of stall and

for
labnmwncu under CL[A fnr all

sther rtsourcos.
—0; izati

accreditation organization and
authotizes the accreditation body to
submit records and other i to

amns of human :pacimnn lemng, we
conducted r detailed ankd in-depth

CMS as required.

In adduinn to requiring the

ion of criteri for approvi

and M(idruwmg the approval of an
accreditation body, CLIA requires CMS
to perform an annual evaluation by
inspecting a sulficient number of
leboratories aceredited by an
accredilation crganization, as well as, by
any other means that CMS d

P of CAP's } y
requirements o CLIA laboratory
requirements. Our evaluation
determined whather CAP meets the
following raquirements;

« Provides reqsonable assurance to ug
that it requires the laboratories it
accredits to meet rs:quimmenls that are
equal to, or more skringent then, the
CLIA ccndllmn level mqu)remems {for

appropriate.

L. Notice of Continued Approval of CAP
as an Accreditation Organization
In this notice. we approve CAP as an
that may 1G]

the reque

and wuuld g
mest the condition level requirements of
CLIA if those laboratories had not been
granted deemed status, and had been
inspecwd against condition level

accredit laboratories for purposes of
establishing \heir compliance with
CLIA. The Centars for Disease Control
and Prevention and CMS {(heceinafter

and al}

s Meels the applicable requiremenls
of 42 CFR part 483, subpart E.
As i in the jstions of 42

ability to provide
adequa = funding for perfarming the
requu-ej inspections.

Th organization's agreement with
CMS that requires it, ammong other
things, lo raeet the lollowing
requine nents:

—Ne ify CMS of any laborstary that
has ha¢ ils aceraditation denjed,
fimited suspended, withdrawn, or

action tnken sgainst it by the

days of 5 ion.
—No.ify CMS wulhm ‘10 days cfa

labnrazm-y if the deﬁnency poses an.
irmomediste jeopardy to the patients of
the labuaatory or a hazard to the general
ublic
i ——No ify cms ol’all newly accredited
or

CFR p;rl 483, subpart E, our review of
& private, nenprofit u:creduu(xun

referred 1o as "we”} have exammed the
CAP licati

PP

to
with the requirements under 42 CFR
part 493, subpart E that an accreditation
organization must meel to be granted
nppmwd status under CLIA, We havg

ined that CAP has lied wil

seeking app d status
under CLIA, includes, but is not limited
to, an evaluation of the following:
« Whether the arganization’s
reguirements for its accredited
leboratories are equal to, of more

the appli CLIA 1 and

then, the dition level

grant CAP spproval as an accreditation
organization under 42 CFR part 493,
subpan E. September 12, 2001 through
September 30, 2007, for all specially
and subspecialty areas under CLIA.

As a result of this de

; of the CLIA regul
» The organization's inspection
process to delermine the:
mposition of the inspection
teams, qualifications of the inspeciors.
and the ability of the brgamznuun o

laboratory that is sccredited by CAP

provide and
training to all of its inspectors.

ose areas
alty or subspecialty are revised,

of spes
withi lsys.
—No ify each lahoratory accredited by
the orgi nization within 10 days of

CMS’s «sithdrawsl of approval of the
organizition as an accreditation
organiz

—wPrC v«da CMS with inspection
schedujes as requested, for the purpose
of cond icting onsite validatien
inspect. ans.

~—Provide our agent, the State survey
agency, >r CMS with any facility-
specific data that includes. but is not
limited to, PT results that constitute
usnseecessful participation in an
approved PT program and notification
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of the adverse actions or corrective
actions imposed by the accmdmuon
ion as & result of \
PT participation,
—Provide CMS with written
notification at least 20 days in ldvsnce

stringent than the CLIA requiremaents
and epply to the laboratory as a whols.
Rather than include them in the
appropriate subparts multiple times, we
list them here:
- CAP mquues lhe directors of ils

string:nt than the CLIA regulations in
Subpart I that lists specific tests in
which the lahorato M? must enrell and
partic pate in 8 CMS-approved PT
proge.. CLIA exempts waived testing
trom 1I'T, whereas CAF requires its

of the effe date of any prop to sign an secreited laboratories to participate in

v:ha e m its requirements. that their lab jare  a GM!tapproved PT pi forall
rovide upon the request by in compliance with all g phcnhhz testiny;, including procedures waived
anyone, on a reasonable basis {and Federai, State, and local ol Tows, undex
subject to upphoahle State Iaw « CAP lists extensive requirements We have determined that the actions
of for the Lab Inft ion System taken lry CAP to corrert unsatisfactory

information), any lubnnwry ‘s PT results (LLS) that include but, are not lnmtud 1o (ono fatlure) PT performance are
with the eas: equiv unm 10 those of CLIA and that the
needed 1o asslst in *hﬂ ion of , storage, and retrieval

the results,
Lab i d by an

of 1a l-boﬂuo:y md p-uen! data,
for

d':ax are di

among other things must comply with
tha following requirements:

* Authorize the organizstion to
release to CMS all records and
information required.

« Permil inspections a3 required by
the CLIA regulations at 42 CFR part 493,
subpant Q {Inspection).

. Obtain a certificate of accreditation
s required by § 493,55 {Application for
registration cortificate and cadtificate of
acerediation).

B. Evaiuation of the CAP Request for
Contii asan iteti

conunl and testing before
use, when a new program is to be put
in place, or when changes are made to
axigling programmi

—Maintenance on&a LIS facility
{must be clean, well ventilated, and ar
proper temperantre and humidity).

—Protection of LIS against power
mterruptmni and surges.

Readily availablo pmcsdum

munuals for LIS eperators, rdeq;

actior 3 taken o correct unsuccessful (2
in a mw or 2 out of 3 Feilures) PT

perfoi manca of its Jaboratories are more
stringant than thoss of CLIA. CAP
utilizis an on-going electronic
monitoring process that flags both

unsat sfactory and nnsuccessful resulis
for al! PT performance, bol

requii»d analyles end all other testing
for which PT is available and is required
by CAP,
wccredited laboratories are
allow'zd 18 dayl to respond in writing
to each 'y result. The

Y
trained operators Lhat know how to
preserve data and cqu&pmeni in

( Dr ple, fire,

P hard

Organizulianrf'nder CLIA
CMS has exnmmed CAP's assurance

or uro).
—-Prowciion of the LIS its data,
pnhem mfnrmnhnn and programs from

ized use.

that it requires the &
accredits to be. and that the org:mzuhor

isin with the It
subparts of pant 293

1. Subpant E—Accredxtaunn by a
Private, P

—Entry of data and result reporting.
and of LIS

hardware and sol’lwa:e
~—Routine and emer, gcncy service and
mnmlenanm of the LI

Organization or Exemption Under an
Approved State Laboratory Program

CAP has requested continued
spproval 1o accredit all specialtics and
subspecialties, and has submitted the
following:

= Descriplion of itz inspection
process, policies, PT monitoring
process, and data management and
analysis systern.

« List of its inspeclion team size,
composition. and education and
experience.

~ Investigalive and complaint
response procedures,

« CMS’s neti i

from the
director of the LIS performance a5 u
pertains lo patient and clinician needs.

+ CAP sccredits taboratories that
perform testing for any of the following
areas and sels specific standards with
which accredilod Iaboratories must
comply:

—Mhlehc drug testing {for anabolic
steroids, beta-blackars, cannabinoids,
narcotics, and stimulants),

—Forensic urine drug testing,

~Parentage testing.

—Ruprodu:uva Inboratory testing
(embryoclogy).

z Subparl H—Participation in

« Procedures for the remeoval or
withdrawal of accreditation from a
iaboratory.

« Cuwrent list of accrediied
fabarateries with announced or
unannounced inspection process,

We have determined that CAP has
complied with the requlremams under
CLIA for app

Testing for Lab
Parfommg TcsL*: uf Moderal:
the

ngh Camplexity, or Any Combmauun "

of These Tests

The CAP requirements for PT are in
cooformance w:lh the CUA statute that
states di

respo ise must mdu:nle how the
problim was investigated, the cause of
the pivbleem, the specific corrective
actior that was taken o prevent
recursnce, and evidence that the
problum was successfully corrected.
CL1A regulations state Lhat the
tabor 1ory must undertake appropriate
trainig and employ the technical
assistince that is necessary ta correct
problums sssociated with an
unsat sfactary score, take remedial
aclior . end document all steps taken.

Unzaccessful PT performance, when
identified by CAP, initiates immediate
communication with the laboratol
director. A written response must
submitted to CAP, explaining why the
advenie results occwrred, 8 descriptivn
of the problam, and the actions taken to
correct the problem. The laboratory
must submit this information within 10
days. if, after review by CAP,
it is dilermined that the laboratory's
subsenuent PT performance is within
accep ible limits, no further action is
taken. if the labarstory does not
respond, fails to seriously address the
proble m, or cannot bring performance
into aiiceplable limits, the CAP would
evaluzie the situation and either request
that t 2 laboratory cease testing for the
spacialty, or subspecialty in
or, if warranted, revoke
acered tation.

CLL! regulations allow a laboratory to

organization under ths subpast,
Our evaluation identified areas of the
CAP roquirements that are more

ions must require ail
Isborateries be tested by PT for cach
examination for which PT ia available.
The CAP PT requirements are more

dertake training of its personnel or ta
obtain technical assistance or both,
when he initial unsuccessful PT
perfornance occurs instead of imposing
altarne tive or principal sanctions.
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CAP alzso requires its accredited cnumed 83 ohe half slide for cytology persoanel requirements of the CAP are
fab ! i logy t> his allows a

ytology
participate in its external quality
assurance program for PAP smear
ytclon The Inlerlabamory
Program

maximum of 200 preparations to be
examined by an individusl in a 24-hour
panod The CAP does not recogaize

Cytopa(hulogy cunemly cnmlls al\ ol‘
CAP's 2,79

&3 half slides, but
mlhnr as hxll slides to be included in i

pexform GYN cywology, This pmgrum 1s
a cervicovaginal cytopathology
pmﬁcmncy lesl.mg survey, in whlch all
CAP

to pnmcipnle Gummly thcm is o
CMS. d cytology PT

capable of enrolling all CLIA certified
laboratories that perform GYN cytology
testing.

3. Subpart j—Patient Test Mma%aml:nl
for Mod Complexity {(Including the

1's 100 slide, 24-hour
maximum allowable warkload.

= CAP requires its acoredited

ies 1 use the

reagent grade water for the testi

performed, stating which type of water
(l’rnm type ! through type 1) most be
used in specific tests, Source water also
must be evaluated for silicone levels.

» CAP accredited laboratories must

verify all volumetric glassware and
pipettes for accuracy and

Subcatogory), High Complexity or Any
Combinaiion of These Tests

The CAP raquirements are equivalent
10 the CLIA requirements at §§ 493. 1101

belore use, and must
recheck tham periodically. Thess
activities must be documented.

« CAP accrediled laboratories that
gcrform maternal serum alpha-

through 493.1111, We have
that CAP's requiremenis for an
accredited laboratory include on report

and iotic fluid alphe-
fotoprotein have specific requitements
that must bo met. These include a
Yirarh N Tats

forms the dates and times of sp
collaction (when spprepriate), is more
erinxen\ than the requirements under
CLIA.

4 Suhpaxl K—Quahty Comml for Tests
ding the

q

Py

and reporting i
necessary for interprotation of results,
for + y 1

nge,
birth da\g tace, maternal wright,
xmuhn dependent dinbelos mellitus,

ol

medinn ranges

$8 H' P , ar Any
Combinﬂ(ian af Those Tests
‘The quality control {QC) requiremants
of CAP have been evaluated against the
phesed-in, complexity based

P
lated and Inted yearly,
results reported in muluplm of the
mean.
= The CAP lists specific reguirements
for Dewer malhodolog(es Moleculn
d

of the CLIA i

We have determined thot the Qc
requirements of CAP are more stringent
than the CLIA requirements, when taker
as & whole. Some specific arcas of QC
that are more stringent are as lellows:

» The CAP laboratory safaty
requirements ate sPemﬁ: and detailed.

address electrical vnl(ugﬂ. tauhty
ik tighting, 1emp
humidity. emergency power sourra. and
require mmedﬂ% actions to be taken
whiest necessary,
—Regquirements are in place for

ow cy

by, ’\v

more stringent than (he personnel
requiements of CLIA. when taken as a
whok:.

€. Subipart P—Quality Assutance for

Modz rate Complexg (lncludmg the
or Hj;

Tesmu;. or Any Combination of These

We have determined that CAF's

requi ements are to, or mote
stringant than, the requirements of
this subpart. CAP also offers an

educitional program (Q-Probes) to its
aceve lited laboretories, that provides
furthir information on guality assurance
to the Jarge, full service laborstories,
that s}lows peer review and
comparisons between facili
7. Su upart Q—inspection

We have determined that the CaP
inspention reguitemonts, taken as a
whols, are equivalent to the CLIA
inspertion requirements, CAP hag
continued its Laboratory Acereditation
Progrums Lnsgecuon Training Seminars
program. In the year 2000, there were 8
regioial training programs held (hosting
747 purticipants) and 13 nationel
tralning programs (hosting 433
partic ipants) with 12 ad hoc baining
sessicns presentations. In addition, §
audic training conferences were held in
which 5,351 inspection team leaders
and tvam members participated,

Thi: CAP will continue its policy of
biennial on-site unnnunced msp::uons
would be

m d in separate

:mmunohls(ochemmr_ry has specific

requn-emems within histology.
CAP

and

An

perfarmed when s compluint, lodged

againit s CAP accredited labaratory,
that probl exist within that

sama or langor than thos of CU.A.

s. Subpart M—Personnel for Moderate
und High Complexity (‘ncludmg tha
v} and High C

labonitory that are {ikely to have sericus

and ilmmediate effects on patiant care,
CA” requires 3 mid-cycle self

inspe tion of all accredited laboralonns

Testing ’
The Standards for Laboratory

Accreditation of the GAP states Bt

Standard 1, Director and P

All requil for the mid sell-
inspetion must be respanded i in
wriliz 7, and Lhe responses must be

subm liad to CAP w:ﬂux_\ a specified

handling and disposal of bioh
materials, fire ssfety and preventmn of
fire harards, and OSHA reguiations
related to laboratories.
« The CAP requires p

3

qumr:mems (under iter D,
that afl lab

Y
must be in compliance with applicable
Federul, State, and local laws end
rcgulaﬂons This standard is

d in the general lab

do not have
this requirement.

8. Sul:part R—Enforcement Procedures

CAl meets the requirements of
Subpk LR 1o the extent that it applies to

manuals to include the | principal and
clinical significance for each 1est, and
their procedure manusls must include
documentation of initial and annual
eviews,

» CLIA regulations allow cytology
slide preparations made using
automated, semi-nutomated, or other
liquid-baged slide

mqmremnm that there must be cvndance
in personnel records that ai} testing
personnel have been evaluaied against
CLIA regulatory requirements for high
compilexity testing, and that all
mdxwduals quahfy CAP holds 3Xl

1in its

CAP policy
stipulites the actions it takes when
labosslories it aceredits do not comply
with i:s requirements and standards for
accred ilation. As demonstrated during
its firs! period of approval, CAP denies
acered uauan to a laboratory when

laburalnncs to the CLIA high

that
caver half or less of 2 slide to be

Therefore, we have determined that the

and reports the denial to
CMS vrithin 30 days. CAP 2lsa provides
an apy-ral process for laboratories that
have bad accreditation denied.
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Some speuﬁc actions CAP takes in We have determined that CAP's
i and policies are
of its i Jerd for Jent to the of this
accraditation mcluﬂe subpan a5 they apply to accreditation
» When an d Jat 'y is

identified as having intentionally
referred 2 PT specimen 1o another
laboratory for analysis, the CAP
taboratory will be deniad m:credl!auon
and be ineligible for CAP

V. Federal Validation Inspections and

Continuing Oversight
The Federal validation inspections of
CarP H b ies may be

for 1 year. This action is similar to the
CMS a:!.ion of denial of cestification for
1y

¥ When aCapP dited I

conducted on & representative satmple
basis or in responsa to substantial
nllcgnuons of ncmcompllnnce

participates unsuccessfully in PT for nn

analy\e subspecialty, or speciaity, the
y must initiate

actions. The lsboralory rust submit 1o

CAP documentation of a detailed

investigation of the problem causing the

* unsuccessiul performance with a

carrective action plan withia 10
working days. Specific ed

those validation impeclmn:, puﬂumed
by our sgent, the State survey agency, or
us, will be CMS's principal means for
verifying that the ]lbummnes accmdnud

accreditation organization requests
reconsideration of an adverse
detern ination in accordance with
subpa:t D (Reconsideration of Adverse
Detertii ming ity for
Accralitetion Organizations and CLIA
Exemypition of Laboratories Under State
Programs) of purt 488 (Suxvey,
Cerlifi zatian, and Enforcement
Procedutes) of our regulations, it may
Dot suwmit a new application until CMS
issues a final reconsideration
detern ination. I circumstances result in
CAP having its approval withdrawn, we
will publish s notice in the Federal
Regiot ¢ expluining the basis for
remaving its spproval.

dercli

by CAP remain in
CLIA requirements. This Fedeml
monitoring is an ongoing process.

V. Removal of Approval as an
vebipbon £ sl

activity or the yeiention of the services
of & consultant may be imposed. Failure
to bring PT performancs into acceptable
limits or failure to seriously address the
PT problem would cause CAP lo requast
the laboratory to cease testing for the
pracedure(s} in question or, it

Our regulations provide that we may
remove the epproval of an accredjation
orgnnizmicn? or example, CAP) for
cause, before the end of the effective
date of approval. I validation
inspection utcomes, and the

d, revoke the lab
accreditation. This action is aquwalenl
10 the actians that CMS may take under
this section.
* When CAP hucomes aware of a

roview
produce ﬁndmgs as described in
§493.573 {Continuing Federal oversight
of private nonprofit acereditation
argnmznhon: and approved State

}. CMS will conduct o

problem in an v that
is 50 severe and extensive that it could
cause a serious risk of harm (i

revlew at an npprﬂvnd accreditation
's program. In addi

‘We ave reviewed this notice under
the thshold criteria of Executive Qsder
13132 Federslism, and have
deternsiued that this notice will not
have any negative imipact on the tights,
roles, nd responsibilities of State, local,
ot trib1] governments,

OMB lioview

In avcordance with the provisions of
Execyiive Order 128665, this notice was
not reviewed by the Office of
Managrmant snd Budges.

Authority: Section 353 of the Pyblic Health
Service Act (42 U.S.C. 2633}

Datec.: July 18, 2001,

Themas &, Scully,
Cantars for Medivar: &

)eopnrdy) sutuannn an expedited

org we
\-nH conduct & review, when the

hy the Chm und Vice Chais of lhe

the
Cnmmxsslonzr and the Ditector of the
Laboratery Accreditation Progrnm I
is dc'armmed thatan i

review findings, |rrespcuwc
of the rate of disparity (as defined in
§493.2}, indicate

Mnd:cu'd Semvices.
{FR Dot 0122822 Filod 8-11-01; 845 am|
BILLING LODE 412801-F

in the organization’s processes that
provide evidence that the organization’s

Tah

, wken as a whele, are no

exists, the
xs ruquxred 16 ramove lhn soopnrdy

would be revoked, An un»sua focused
re-inspection may be petformed 1o
verify that the ivmediate jscpardy no
longer exists. These = actions ace su-mh:r

&
tonger equivaient to the CLIA
reguirements, taken as & whole,

f CMS determines that CAP has failed
to adop! or maintain requirements that
are equal g, or more stringent than, the
CLIA requirements, or systematic
pmblams exist, CMS may give s

to CMS actions for i
» The CAP requires its accredimd
iab ies to coryect all d

y period, not to exceed 1
ycar to CA.P w© &dopt equal, or more
CMS will

withia 30 days. CLIA deficiencies that
are not condition level must bo
corrected in 8 timefame that is
acceptable to CMS, but no longer than
12 months. CLIA deficiencies that arg
condition level that are not considered
immediate jeopardy must be corrected
in an acceptable tmeframe; however,

delermmc whether CAP relams its

d status as an

ion under CLIA. If approved
stanus is withdrawn, an accreditation
organization such as CAP may resubmil
its application to CMS if it revises its
program to address the ratiopals for the
denial, demonstrates that it can

PP

CMS may ixnpose one or more al

bly assure that its

sanctions or & principal sanction to
muuvalu laboratories to correct these

laboratories meat CLIA condmnn leval
requirements, and resubmits its

The CAP ti for
correction of deficiencies. when taken
as a whole, is more stringent than CLIA,

as an
accreditation orgnmzalxcn inits
entirety. However, if an approved

DEPAHTMENT OF HEALTH AND
HUMA | SERVICES

Cantoarii for Madlcara & Modicald
Servicis

Stater oot of Organization, Functions,
and Deingations of Authority

Part © of the Statement of
Organi:ation, Funclians, and
Delegations of Authoriry for the
Departinent of Health and Human
Services, Centers for Medicare &
Mediceid Services [CMS). (Federal
Register, Vol. 62, No. 85, pp. 24120~
24126 dated Friday, May 2, 1997} is
araended to reflect changes to the
organizationsl structure of CMS by
replacing the Center for BeneBefary
Sarvice; and the Center for Health Plans
and Previders with the Center for
Benafic ary Choices and the Centar for
Medica e Management. Also, it transfers
manage 1 care audit responsibility rom
the Offiza of Financisi Management o
the Cen er for Beneficiary Ghoices, and
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SCATE OF MARYLAND

Maryland Department of Health and Mcntal Hygiene
201 W, Preston Street - Baltimore, Marvland 21204

Ruebert 1., ENetich, Jr.. Grevemor - Afichas! § Stache, Ls, Govemor = Nubion J, Salatini. Sesrtary

February 38, 2004

3
Dr. Phifip J. Whalen : /§/ b4

Laboratory Director

Marviand General Hospital Laboratory
827 Linden Avenue

Balurnore, MD 21201

Dear Dr. Whalen:

T am enclosing a statement of deficiencies for the Maryland Genera. Hospital Laboratory
written as a resul of 2 complaint investigation completed January 23, 2004, The
complaint investigation was conducted pursuant to COMAR 10.10.02(B)(2). The survey
revealed that for a peried of approximately 14 hs, the lab v intermittently
reported invalid Hepatitis C and HIV test results due to improper quality conwol. The
— OHCQ surveyor condurted an exit conference on January 23, 2004 to discuss the survey
findings. Marviand General is directad to submit & Plan of Correction 1o OHCQ within

16 days of receipt of this Jetrer and attached deficiencies, Please dipsct the Plan of,

Correction to my attention.

1 understand that Maryland General Hospital Laboratory no longer ises the equipment
that produced the questiooed resuits and no longer conducts HIV ar 4 Hepatitis C testing.
However, we are very concemed at the duration of time where resu (s are questionable
and whether patients and providers have been appropristely notifies..

Carol Benner, Direcror of OHCQ has asked me to schedule an adm: nistrative conference
with you and any other representatives of the Laboratory to discuss the survey and

possible sanctions. We would like to schedule the conference dutiag the week of March
15. Please call or e-ma’l me (o set a date. My telephone is 410/402-8101;

wendvkronmillerf@dhroh.gtate md us.

Very quly yours,

, e

Weady a. Kronmiller
Acting Deputy Directer

Ce: C. Benner
P. Gez
- Claudia Gray

Tol Freg [-877-4MD-DHMH - TTY for Osabled — Marviond Relay Service 1-800-735.2258

$buh Site: www.dhmh.stste.md. e
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105 Comment

The following deficiencies were basad on 2 Hmited

. State survey of the liboraiory that included only the

. HIV and Heparitis Cresting. The survey, based cn a
complaint, was cavducted on Jannary ¢ and January

: 13,2004, A summary edit confesence was conducted
on fadpary 23, 2004 with the laboratory dicesctor, the

- administrative Jaborstary director, supervisers,

! esung 4, a risk

* and other clinical coasulmnts and (u:hmcal

: personnel. The survey revealed that for a period of

i approximatsly 14 months, the laboratory

| incerminently reported ipvalid Hepatitds C and HIV

! et results due o improper gquality contral.

L H
S~ 18 QA -General

!

+ COMAR 10.18.06 Medical Laboratories-Quality

| Assurance .01 General,

i A Primary dards. To obtain ar maintaie a
pcrmix 0 operate a laboratory, a persor of liceasee
shall msure that the labwmo:y-

(l) Establishes aad follows wrintea polivies and
procedures fiyr 2 comprehiensive quality assorance
program designed 1o monitos and ¢valuate the
ongoing and overall quality aod safety of the toral,
what js, preanalytic, analytc, and post analytic,
IESURE process,

{2) Maintains » quality assuran:c program that

(a) Conti the of the

§ Y's palicies and p

(b} Routinely revises policies and procedures based
on the resylts of an-geing evaluation,

(c) dentifies and comrmis problros,

(d) Assures accusate, reliable, ane prompt reporting
of tast resuits,

{t) Assures ad. and D wad
(D Dx all quality ivities; mad

100

184

VH(

ORATORY DUECTOR'S OR £ R VE

TIE

B} DATE

TATE FORM anw
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! {3) Eswblishes and maiptains 2 kaborarory safety
i program.

This Condition is not met as evidenced by
Bascd on record review and interviews with the

i y dirextor, admi

i director, supervisors and testinyg persoavel, Ihe

j Lab v did not heve 3 P X \.qua‘h:y

| P that included ating its

| palicies for i i P y of

personnel at all levels :nrl wasnring aceuracy oi
testing. HIV and Hepatitis C records fram June 2002
through August 2003 showed Urat patient test results
were reported when laboratory pasonned, st all
levels, allowed test resalls to be reparted when

—— insromensation and quality contrel {q.¢.) maiials
were not used in accordance with manufturer's
instructions (BioKad), when patiens sestng should
bave been repeated and was o, and when they did
ot follow their own intanal labocatory policics for
using quality copwol materials.

Findings include:

1) Records showed that on Angest 20, 2003, the :
end-of-run quality control valurs were unacéeptable
(negative contrel was positive) oo & nae of HEV
testing.  Patients’ test resolts waxe reported from this -
run even though, according w 1he laboratory director,
R bie .c. wonld invalidate the entire ron
of patients. Both the adminiswrative laboratary
ditector and tte supervisor {tesing person) sliowed
patient test results 1 be reported agains: te
Labarotory direstor’s policy for using end-ofrun q.c.
muierials.

2) There were many days of tetiag where laboratory
personnel did not follow the BioRad (manufactrer of
the g.c. and reagent matexials) instractions for
validity crireria and desormining negative cotoff
values and accepiable pationt ning. Review of HIV

wee
AYE FORM CIn FZPELL I conmaation shest 265
o
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184
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records fom June 2002 ihrough Sugust 2003 showed

that approximately 10 1o 13 pervnt of the pacent!
rups were invalid becaose of unaiceptable valucs of
the negstive conirols used for deormining cut-off.
values. 1n sll cases, patient test results were reported.
See COMAR 10.10.06.05 citation for examplcs of
duys of testing and reporting patient tes: results with
ynucceptable quality coawrol.

3 ) Labnramxy pnsonnel did not follow the

lished writven p for
:cnducung cepeat HIV testing in duplicate when (bz
igitial test was positive. All 1eecrds from Jane 2002
throngh Angust 2003 whexe posidve parieut samyes
required repeat in duplicate shovred that the repeat
was parfrmed in singlet or were rug initiallyia |
duplicate on the initial test day and not on separate
runs. Putients’ HIV specimens had not been tested at
Maryland General Hospital (M.G.H.) laboratory in
the manner described by M.G_H labaratary’s written
procedure that required initial testing and then rog in.
duplicate oo another run before lieing seot for HIV
confirmation by Western Biot to their offsite
reference iaboratory. During the exit conference, the
adminiswative laboratory director and a sapervisor
acknowlzdged that there bas beea a history of
recaiving negative Western Blot (HIV copfiemataty)
tosts back from the of-sit> labor story when their |
Labotech test resuits had been positive,

QA -QC - Geperal

COMAR 10.10.06 Medical ub(nxomsQuahty
Assurince .05 Quality Control-Gieneral,

A anaxy Standard. A licenser operating mdcr a
permit shatl ensnre thar the laboratory establishes!
and follows written quality contzol procefures for:
moniloring and evaluating the quality of the

HEQ

o FEFORM

¥ZPF11
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196" Continned Erom Page 3

snalytical testing process of each testing method and
procedure to assure the accuracy and reliability of
palient test results and repons.

This Condition it oot met as evidenced by:

L Based on intervicws with the laborutery director,
admisistrative laboratory direcics, supervisors and
testing person, record review and review of
p dures from the {BipRad) of dhe
reggents and quality conmol {g.c.) materials nsed for
the HIV testing, the laboratory did not follow
manufbctarer’s instructions for wilinng a quality
conwol progrumg thar ensures accarate and reliable
"y patient testing.

. Findings include:
N Review of HIV instr ion pri ining
quality control and paticnt testing values from hare
2002 through August 2003, showed that the
laboralory reporied patient HIV est results wheg
quality conwol valies were anacceptable and showed
that the laberatory did oot follow the BioRad
instrucdons that define acceptability and valid
perfo; criteria, M er’s (BioRad)
insuructions state om page 14 in :he BioRad HIV 1
and 2 (Synthetic Peptide)} booklet, under "Validity
H Criweria”, that "If wo of more nugative coswrals are
out of fipit, the plare is invalid and must be
. | repeaied”. Note: The "plate” it the device that hag
rows and columns of wells that vontain all of the
quality control and patent samg les as 2 contained
ruo or batch.  The instrurnentation (Labotech)
printouts oo muay days of patient testing showed
edited quality control values. A supervisos stated
that these values were from the repeat teqting of the
quality control materials and thzt the repeat g.c.
values were maowally adited into the printont to
replace the original values on the initial run. A
supervisor stated that patient sazaples were oot
repeated. In all cascs, thare were no roords to show

196
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i

! the actual repeat run of q.c. materials snd no records

i W show that patients' HIV testing were repeated

; along with the controls. Repeat testing of the entre
plate was not performed in accordands with the
| BioRad instructions. The foilowing days are

f examples where patient test runs were invalid snd the
laboratory reported the patient vest resalts:

* Junte 24, 2003

i | The printout of the plate (the walls that contain

i quality control and patient specimens) showed that
; the original pegative control values were 0.209,

: 230 and 0,163, The instramcatatiog printout

o ; showzd thot the nepreive contreds were edited to
Y ' show three negative contrs] valaes as 0.129, 0.11§
e and 0.163. Accordiag to the supervisor (testing

person), the pegative coutrols ware repaatat since the
original 0,209 and 0.230 were out of range. There
were 00 records 1o show thal the quality control was
actuaily repeated and o records to show that the
entire plate of patients' lests were repeatad.
According to BioRad instractions, this batch of
Dpatieut testing was invalid, but all o the patients’
HIV testing from this plate weee reported.

Iuly 18, 2003 -
The printout of the plate shpwed that the original
negative conirol valucs were 0,437, 0.562 and 0,550,
In this case. all tiree conuols were out of range. The
instrumentation prinwout showed thar all three consrol
values were edited (o show valees of 0,140, 0.137

and 0,128, There were an recards to show the repent
wsting of the coatrols and ko rerords 1o show that the
entire plate of patient specimens weve repeated. Al
of the patieats” HIV testing From this plate were
reporied when, according to mannfastorec’s
inseructions, e run was invalid.

Tuty 1, 2003

g
T ATEFoRM i FZPF11 ot shem 3 0f 9
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. | show that the eatire plase of padents were rassiad.

H %, Continued From Page 3

196

The priatout of the plate showed that e original
negative control valnes were 0.300, 0.812 2nd 0:309.
The instrumrotarion printout showed that all tuee
controls were edited o show values of'0.135,0.140
and 0.138. There were no records 1o show the penual
repeat of the connols aad no records to show thas the
eutire plate of pafient specimens were repeated.
Patient KIV 1est results were reported.

May 14, 2003

May 19, 2003

May 21, 2003

May 23, 2003

On these days of patient testing, BSTUmCHTARON
printouts showed edited cont:ol values, but there
ware ne prtous for the plares and 0o other rerotds
0 show repeat testing for eiter the control materials
o the entire plate of patiens specimens. Pateat HIV
test resulls were reported.

Tuly 18, 2003

This ran was for Hepatitis C testing where the
astmmentation printout shoved manoally edited
acceptable values for the negative conuol materials,
but the plate prigtout showed unacceptable negative
cougols. There were no records 10 ghow that the
controls were scmally repemed and oo printonts to

Patient Hepatitis C test resulls were reported.

0. Based on review of procedure manuals and
interview with the laboratory directar, supearvisaes
-and testing personnd, the latoratory had establisbad,
bt did not bave 3 wrinen policy for using end-ofran
positive and negative quality control mateials for the
HIV and Hepatitis C 1esting.

oHR

" FTATE FORM

o
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Mr. SOUDER. Thank you.

Ms. Benner.

Ms. BENNER. Good afternoon, Mr. Chairman and members of the
committee. My name is Carol Benner. I am the Director of the Of-
fice of Health Care Quality at the Maryland Department of Health
and Mental Hygiene. I work for the Secretary of Health, Nelson
Sabatini, who was here on May 18th. Secretary Sabatini sends his
regrets that he could not be here today. He has asked me to speak
on his behalf and to carry his message to you.

I would also like to thank Kristin Turner for coming today and
also for coming forward with her complaint to us. I think it’s im-
portant. Chairman Souder asked how we got the complaint. Kristin
Turner sent an e-mail to the Baltimore City Health Department,
who in turn sent that to our AIDS administration, who in turn sent
that to us. That’s how we learned of the issues with the piece of
equipment.

In his May 18th testimony, Secretary Sabatini was emphatic that
the problem is not Maryland General Hospital. The issue that we
need to focus on is the failure of the regulatory and oversight sys-
tems to identify the problems and to get those problems fixed.
Under Federal and State laws, we, both State and Federal Govern-
ments, have turned our regulatory responsibilities over to private
accreditation organizations. We have done so with little or no provi-
sion for communication, coordination or oversight.

Up until January 2004, in the Maryland General example, there
were four different organizations: the State, CMS, CAP and the
Joint Commission on Accreditation of Health Care Organizations
who were all serving the hospital and its laboratory. Problems were
identified and documented, but survey results were not shared.
Consumers sent complaints, but these were not shared either.

What resulted was essentially an absence of regulation, a situa-
tion that could have had serious consequences. Secretary Sabatini
believes, and I share his position that we were fortunate this time.
The outcome could have been much worse. It is our responsibility
to make sure that a Maryland General situation does not happen
again.

Regarding Maryland General, I would like to briefly bring you up
to date on our progress since the May 18th hearing. We have vis-
ited the hospital on several occasions and we can say with cer-
tainty that the hospital laboratory has undertaken and continues
to implement corrective action. We will conduct a full survey of the
hospital laboratory within the next 60 days to determine overall
compliance with all State and Federal regulations.

The Secretary has met with representatives of the College of
American Pathologists and we are working together to devise a
joint program, one with integrity and reliability that will be effec-
tive and will guarantee proper oversight of laboratories in Mary-
land. We intend to expand this effort to include all health care pro-
viders that are presently deemed to meet State licensure programs
based on third party accreditation decisions.

The Secretary has also met with legislative leaders in Maryland
who have expressed interest in changing our State law so that the
State will not be required by law to accept accreditation reports as
evidence of meeting State licensure standards. Mr. Sabatini has
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also met with Congressman Stark, who shares his concerns. We are
hopeful that there will be some movement in this direction on the
Federal level.

I understand that time is short, so I will stop here. I assume that
you all have a copy of Secretary Sabatini’'s May 18th testimony.
And Tl be happy to answer any questions that you may have.
Thank you.

[The prepared statement of Ms. Benner follows:]
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Good afternoon, Mr. Chairman and members of the Committee. My
name is Carol Benner; I am Director of the Office of Health Care Quality at the
Maryland State Health Department. I work for the Secretary of Health, Nelson
Sabatini, who was here on May 18.

Secretary Sabatini sends his regrets that he could not be here today. He
asked me to speak on his behalf and to carry his message to you.

In his May 18" testimony, Secretary Sabatini was emphatic that the
problem is not Maryland General Hospital; the issue that we need to focus on is the
failure of the regulatory and oversight systems to identify the problems and to get
the problems fixed.

Under Federal and State laws, we — both State and Federal governments -
- have turned our regulatory responsibilities over to private accreditation
organizations, and we have done so with little or no provision for communication,
coordination or oversight.

In the Maryland General example, there were four different organizations
surveying the laboratory and the hospital. Problems were identified and
documented, but survey results were not shared. Consumers sent complaints, but

these were not shared either. What resulted was essentially an absence of
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regulation, a situation that could have had serious consequences. Secretary Sabatini
believes — and I share his position — that we were fortunate this time; the outcome
could have been much worse. It is our responsibility to make sure a Maryland
General situation does not happen again.

Regarding Maryland General, I would like to briefly bring you up to date
on our progress since May 18" 2004. We have visited the hospital on several
occasions, and we can say with certainty that the hospital laboratory has
undertaken and continues to implement corrective action. We will conduct a full
survey of the hospital laboratory within the next 60 days to determine overall
compliance with all State and Federal regulations.

The Secretary has met with representatives of the College of American
Pathologists (CAP) and we are working together to devise a joint program — one
with integrity and reliability -- that will be effective and will guarantee proper
oversight of laboratories in Maryland.

We intend to expand this effort to include all healthcare providers that
are presently deemed to meet State licensure programs based on third-party
accreditation decisions.

The Secretary has also met with legislative leaders in Maryland who
have expressed interest in changing State law, so that the State will not be required
by law to accept accreditation reports as evidence of meeting licensure standards.
Mr. Sabatini has also met with Congressman S;ar , who shares his concerns. We
are hopeful that there will be some movement in this direction on the Federal level.

[ understand that time is short so I will stop here. I assume that you all
have copies of Secretary Sabatini’s May 18" Testimony. I would be happy to
answer any questions you have.

Thank you.
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Mr. SOUDER. Thank you. Let me just make this clear for the
record. I have national interests at stake, I don’t have the similar
Baltimore issues at stake. This is the second time, and I want to
make it absolutely clear where I stand. That is that I find it a bit
cute to have a witness say that they need Federal legislation to
share information when my staff shared the information when we
got it with the accreditation lab, and they didn’t get it from the
State. There was no law required for you to share that when you
get it into your system with the accreditation association. It
shouldn’t have been my staff sharing it. We didn’t need a Federal
law to share it with an accreditation lab.

And while I don’t necessarily disagree with the end point that
this ought to be, there ought to be some kind of working with the
State with this, I don’t appreciate twice now getting testimony tell-
ing me what we need to do at the Federal level when the State
failed. The State could have shared that with the accreditation lab
and didn’t, and they don’t need a Federal law to share that. Like
you’re doing now, sitting down and working it out is commendable.
That ought to be done in every State.

And if it isn’t done in every State, maybe we need to look at Fed-
eral legislation. But I personally got my dander up now twice on
this matter, because of the tone of Mr. Sabatini telling us when he
didn’t share, and telling us we need a law to share. Because the
State in fact did fail as part of this, as did everybody down the line.

Now, a lot of that was structural, and I don’t disagree with him
that there are structural flaws in this. I also have a question for
Mr. Notebaert. You say that it was 99.4 percent accurate when it
came back?

Mr. NOTEBAERT. That’s correct.

Mr. SOUDER. And 1,800 cases?

Mr. NOTEBAERT. Over 1,800 cases.

Mr. SOUDER. Does that mean there were 12 people who were ei-
ther told they had AIDS or didn’t have AIDS who

Mr. NOTEBAERT. No, there are individuals who, being mindful of
the patient confidentiality issue, whose testing was different on the
retesting. There are reasonable explanations for changes in results
between the first test and the second test that are related to the
specific patients themselves; 99.4 percent is an extremely statis-
tically significant number. In the individual cases, we have looked
at them and there are explanations beyond the mechanics of the
testing process that explain that deviation.

Mr. SOUDER. And in the validity, is that what we were talking
about earlier, about the controls?

Mr. NOTEBAERT. That’s correct, yes, sir.

Mr. SOUDER. And that’s still being

Mr. NOTEBAERT. That is substantially fixed, and we believe when
we're inspected by the various agencies that inspect us, they will
find that the efforts that we have put in to create all of the appro-
priate quality controls meet the highest standards.

Mr. SOUDER. So it’s still the hospital’s position that it’s not the
Labotech machine?

Mr. NOTEBAERT. We have not taken that position. We’re not com-
menting on the Labotech machine except to say that we do not use
the Labotech machine in any of our organizations.
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Mr. SOUDER. So you’ve switched?

Mr. NOTEBAERT. Immediately upon the discovery of this event,
we discontinued the use of that equipment.

Mr. SOUDER. Thank you. I forgot that. You probably said that
last time, and I forgot.

Dr. Kass, why would you do announced inspections?

Dr. Kass. First of all, let me state that the College does both an-
nounced and unannounced inspections.

Mr. SOUDER. Let me clarify. We were just looking at the past tes-
timony. But your unannounced inspections were between certain
dates where they had the range of the dates.

Dr. Kass. Our unannounced inspections—not quite. Our unan-
nounced inspections are in response to either a complaint, allega-
tion that we have to investigate, it may be in response to defi-
ciencies that we found on a routine inspection that we’re not con-
fident have been corrected. We can go in and do an unannounced
inspection.

The College retains the right to do unannounced inspections at
any time for any laboratory that it accredits. We are required to
do a routine inspection every 2 years. That is part of our deemed
status from CLIA. We have to do this every 2 years and we have
to do it within a certain period of time, so that the lab can get its
accreditation redone.

We have always felt, and in fact CMS is the regulatory authority
here. CMS in the Federal Register in 1998, “We agree with com-
menters who recommended announced inspections for all labora-
tories. We have instituted a policy of announced inspections for all
initial and recertification purposes, which allows a laboratory the
latitude to include multiple members of the staff in the inspection
process for the education value. Announced, routine inspections are
more efficient, and that the laboratory can make previous testing
records more accessible before the inspection, and these inspections
are also less intrusive.

Furthermore, surveys must make every effort to minimize the
impact of the survey on laboratory operations, patient care activi-
ties, and to accommodate schedules and departmental workloads as
much as possible. In facilities providing direct patient care, survey-
ors must avoid interfering with patient care.”

Mr. SOUDER. That all presumes that somebody isn’t—it’s kind of
the reverse of what I commented to Kristin Turner. Because you
may have a deeper problem if somebody is manipulating. But I've
never heard of announced inspections not causing changes, like she
said, getting ready for your Sunday best. I grew up in the retail
business. If OSHA’s going to come in and give me an announced
inspection, I don’t care whether I'm in major violation, minor viola-
tion, because you always assume something’s wrong, and you're
going to start scurrying around if you have an announced inspec-
tion. Certainly with nursing homes this is a huge issue.

And yes, any unannounced inspection, for example, a retailer
with OSHA, on a polluter with EPA, an unannounced inspection
means that yes, you’re going to have a little more time there, be-
cause they don’t have all the records ready, you're going to have
some disruption of service. But if the goal here is ultimately pa-
tient protection, and I presume by commentators you mean the in-
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dustry itself commenting on what disruption it would be to the
process. Needless to say, I'm very sympathetic to the problems fac-
ing all types of people in the medical profession. I believe you ought
to take commentary in from those people.

But I'm not sure that I would necessarily take the people who
are audited word for what they prefer. Of course they prefer, who
wouldn’t prefer announced inspections. What I asked was, a philo-
sophical reason why you believe announced inspections would real-
ly wind up with better protection for the consumers, not why it
would be easier for the lab, which is a different question. Because
you gave me reasons that are easier for the lab, because it’s less
time intrusive, less intrusive for the people involved, all the people
will be on duty that day, all things which are beneficial to the lab,
but aren’t necessarily beneficial to making sure that information
is

Dr. Kass. There are two aspects to your question that I'd like to
respond to. First of all, the laboratory is extremely important in pa-
tient care; 70 percent of diagnoses now that are made on patients
come from laboratory data. So it is extremely important that the
laboratory is able to generate accurate results in a timely fashion.
When you come into an emergency room or shock trauma unit, you
don’t want your lab result to take an hour or two to get there. So
sometimes speed is of the essence. And to disrupt that process
would be extremely difficult if not very adverse to patient care.
That’s the patient care aspect.

As far as the inspection process, our inspection process is an-
nounced. The laboratories know exactly what we expect of them.
We have set standards. We have thousands of standards that lab-
oratories have to meet. And they know what they are. The College
has always stood for quality in laboratory practice. So we don’t feel
that an inspection process should be a black box where people have
to guess what theyre supposed to be doing. Our job is to show
them the best laboratory practice, what the standards are for best
laboratory practice, and then to see whether or not they are com-
plying with those standards.

So if they tidy up the lab and they clean up a few things, that’s
fine. But that’s not what we’re looking at. We're looking at a sus-
tained repetition of the process that’s been going on since the last
inspection. We are focusing on those deficiencies that they had be-
fore to see whether they’ve really done on a sustained level over
a period of time what they said they were going to do.

And we send in a team of individuals. These aren’t just patholo-
gists going in and talking to pathologists. There are pathologists on
our team, medical technologists, Ph.D.s, clinical laboratory sci-
entists. It is a whole team of individuals with expertise in the
areas that they are inspecting. And they have to be in practice
now. They cannot be retired, they have to be aware of all the cur-
rent technologies and the current standard of laboratory practice.
If the laboratory does a specialized form of testing, like cytogenetics
or molecular pathology or cytology, we send specialized inspectors
with special expertise in those areas to inspect those areas of the
laboratory. That’s how the process works.

I hope I answered your question.
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Mr. SOUDER. You did. I want to say for the record that I disagree
with your first part. I understand nobody wants to be disrupted in
the emergency room or laboratory. But given the choice of making
sure that there is accuracy, I will wait a little longer in getting my
lab test to know that in fact I didn’t get told wrong results for
AIDS. That I don’t find a compelling argument.

Your second part is similar to what we’re working with and is
part of the argument over whether we have private agencies or
Government agencies. We in fact have taken this position in
OSHA. And in fact, if you're getting any whistle blower complaints,
and by the way, I wanted to ask Dr. Notebaert, do you see a prob-
lem not only at your hospital, but this would be interesting nation-
ally, with why that couldn’t be inserted with paychecks every so
often, so people have this number where they could call, if they
provided something like that, there could be an insertion?

Mr. NOTEBAERT. No. We do payroll inserts regularly. Stuffing an-
other one in is not really a problem.

Mr. SOUDER. We think that would be a great thing nationally, in
addition to a poster. Because sometimes, having been in a place
and seeing all those posters around there, and you also get things
in your envelopes. But the reinforcing would be good.

But as we work through, we don’t want to play government
gotcha with all these different regulations. The goal is long term
to move it forward. I thought that was a very eloquent statement
of how you do that. But that is dependent also on occasionally hav-
ing the uncertainty with it. Because if you have somebody who’s al-
tering results, and you wouldn’t have a whistle blower if it’s unan-
nounced, if it’s not unannounced, you’ll never catch them. That’s
the dilemma.

Because the goal here isn’t to play gotcha. That’s the danger of
having people who don’t understand the laboratory, who aren’t try-
ing to move the full health field forward. And that’s what’s hap-
pened in other agencies of the Government, where in fact the in-
spectors are so rare, and when they come, it’s almost like they have
to justify their salary by going and picking at something on the
side. That is, I know, what people in the labs are worried about,
if we change the control of this system. On the other hand, this is
a direct challenge, that if you don’t have unannounced visits, you
can also have a scurrying around that isn’t just fixing at the edges
and moving the ball forward, but is in fact deceiving the investiga-
tors. And that’s a dilemma.

Dr. Kass. I think to ensure good laboratory quality, you need not
only the inspection process, and I welcome multiple layers of in-
spection. I think that’s fine, to have State look at it, to have CMS
look at it, to have CAP look at it. The more eyes you have looking
at it, the less likely anything is to slip through.

We also have proficiency testing. Proficiency testing measures
outcomes. We also have Q-pros, Q-trap, PIP and PAP programs
which are all programs that are voluntary, but they all measure
outcomes of laboratory practice and whether it’s good or not.

Whistle blowers, it is extremely important that we create, that
hospitals create, that indeed the entire health care industry creates
an atmosphere, an environment where employees feel comfortable
bringing forth problems that can be not only identified by can be
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addressed. This has to be done. This is why this legislation that we
are supporting is so important. If it had not been for the whistle
blowers in this case, we would not have known of these problems.
So it’s absolutely essential.

Mr. SOUDER. Thank you. Mr. Cummings.

Mr. CuMMINGS. Dr. Kass, do you think this is happening other
places? I mean, the fact that you’re getting inaccurate information,
it seems from your testimony, I've listened to you very carefully,
that if you get inaccurate information you cannot make an accurate
assessment.

Dr. Kass. I do not think that this is a pervasive problem
throughout the United States. And I say that for several reasons.
First of all, the College has been accrediting laboratories, we ac-
credit over 3,000 laboratories a year. We have been doing that
since 1961. I think that if there were severe issues with our process
that they would have become apparent somewhere along that time
line before now.

I think MGH represents an unusual set of circumstances that oc-
curred. Does that mean that our process cannot be improved? Abso-
lutely not. It can be improved. We will learn from this. We will
make our process better.

Can we improve communication with the State and with CMS?
Absolutely. And we intend to do that. So I do not think this is a
pervasive problem, no.

Mr. CUMMINGS. So when Ms. Benner said a moment ago the very
chilling words that there is an absence of regulation, I guess you
disagree with that?

Dr. Kass. I disagree very much with that.

Mr. CuUMMINGS. Why is that?

Dr. Kass. I have worked in laboratories for almost 40 years. I've
been a laboratory director. The laboratory is probably the most reg-
ulated area of medicine that exists. We have been regulated longer
than anyone else. We constantly get more and more regulation, to
the point where it’s becoming difficult to comply with all the regu-
lations, because there are so many.

I don’t think it’s a lack of regulation. I think it’s a lack of commu-
nication, a lack of followup. I don’t think we need more. If we don’t
talk to each other, another layer isn’t going to help. So I think that
it’s extremely important for this communication aspect to be fixed.

Mr. CUMMINGS. Obviously there is an issue, there’s a problem
based on what you just said and what you've been saying. Just a
moment ago you were kind enough to hold up that poster. I was
very pleased to see that. And you talk about communication and
you talk about, you and Ms. Benner talked about this effort to try
to communicate better between the State and your agency.

The problem is this. Obviously there is a communication prob-
lem. I want to take it past Maryland, because this is bigger than
Maryland. If we are doing this here, in Maryland now, that says
to me that it is likely that this problem needs to be solved some-
where else, in other places. In other words, Maryland is not—you
cannot convince me that Maryland is that unique that the failure
to have cooperation between whistle blowers, and by the way, since
these hearings have begun, we’ve gotten information from various
places, people all over the country on these kinds of issues.
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And I'm just wondering, Ms. Benner said she wanted the Federal
Government to, she wanted to see movement on the Federal level.
And that’s a quote. But I'm just wondering what movement would
you like to see on the Federal level. Let me just make sure you're
clear where I'm going with this. You have voluntarily agreed to do
this in Maryland with Maryland General Hospital. I guess other in-
stitl:itj?ons in Maryland, too? Just Maryland General or all the hos-
pitals?

Dr. Kass. All the laboratories that are accredited by CAP.

Mr. CUMMINGS. So Maryland—after the hearing, right. So I'm
wondering two things. One, has this issue—you’re the president,
and congratulations, madam president.

Dr. Kass. I don’t think they’re in order right now. [Laughter.]

Mr. CUMMINGS. I know the feeling.

But I'm just wondering if, has this been an issue before with re-
gard to the College, and two, how do we take what has now become
a voluntary situation coming out of these hearings and guarantee-
ing—I have a feeling that by the time you all finish, it will be like
a wonderful, you will have something good going on in Maryland.
But that doesn’t do anything for Mr. Souder in Indiana.

So I'm just trying to figure out, what do you see the College
doing other than the poster and that kind of thing? Is there some-
thing that you would like to see happen? Suppose you don’t get the
cooperation, it’s not happening in Hawaii? What happens then?

I'm sure you’ve thought about these issues, and this is a big issue
for the College, I'm sure.

Dr. Kass. Only about 15 percent of our States have State lab li-
censure laws. And then only a certain percentage of those have the
regulatory authority to deem private accrediting organizations.
Maryland happens to be one of those.

We do have agreements, formal agreements with three States
that are very well crafted and serve the States’ needs very well, but
most importantly, I think serves our patients’ needs very well, that
could certainly be used as examples. We do modify our accredita-
tion standards, always raising them or addressing specific com-
plaints or specific needs of certain States. We've done this in Flor-
ida, we've done this in Pennsylvania. And we certainly, the College
could certainly initiate relationships with all those States that have
State lab licensure laws to do a reporting type of communication
with them.

I want to emphasize that the College already reports all substan-
tiated complaint allegations to CMS. We report all of those to
them. And we get about 70 to 100 complaints a year. We inves-
tigate every one of those. We take them very seriously. Those are
all handled anonymously. Then if the complaints are substantiated,
we notify CMS about them.

Mr. CUMMINGS. So you don’t see any further role for Federal
Government in all this?

Dr. Kass. I wouldn’t know what to recommend to the Federal
Government, to be honest with you.

Mr. CUMMINGS. In other words, you know, you don’t want a situ-
ation where, let’s say for example you come up with this agreement
that you're trying to work out with the State of Maryland. And it’s
the greatest thing that ever came about. I guess my concern is that
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you may have that agreement in Maryland where, for example, in-
formation flows to CAP, CAP doesn’t have to find out about it at
a hearing and that kind of thing.

But what about the other States? That’s where I'm trying to go
with this. This is not so much about Maryland. It’s beyond that.
I'm just trying to figure out, since you all deal nationally, how do
you guarantee, how do you make sure you don’t have one standard
in one State, talking about the cooperation and working together
and information flowing so that you can get the best and most ac-
(éuratg results, and then have another whole standard in the next

tate?

Dr. Kass. It certainly would be helpful if complaints regarding
laboratory, from any State, whether or not they have licensure
laws or not, could be somehow shared with the College, if that lab-
oratory is CAP accredited. That would be extremely helpful.

Mr. CuMMINGS. Certainly.

Mr. SOUDER. Would you favor also sharing your complaints with
the other agencies?

Dr. Kass. Absolutely.

Mr. SOUDER. In other words, there could be, kind of a whistle
blower sharing?

Dr. Kass. Absolutely. We would have no problem with that what-
soever.

Mr. CuMMINGS. Did the State fail here? Are you familiar with
this case? Have you read all the material?

Dr. Kass. Yes. I am familiar with it. I think that there were sev-
eral failures here. I've learned in medicine that when bad things
happen, it’s not that one bad thing happens, it’s always multiple
bad things. It’s always amazing to me.

I think that the State failed to notify the College when it got the
complaints. I think that CMS failed to notify us, and I think JCHO
failed to notify us. They all knew. They all went in as a result of
the complaint to re-inspect the lab, but nobody told us. Nobody told
us until we read about it in the newspaper. That’s not the way to
find out about it.

Mr. CUMMINGS. Let me ask you this. We had the testimony of Te-
resa Williams. Just listen to what she said. In her testimony, she
describes serious problems at Maryland General laboratory that
she arrived even prior to the arrival of the Labotech instrument in
June 2002. For example, she states, now, listen to this. This is in-
credible. For example, she states that certain tests were delivered
late to other departments of the hospital and that there was a con-
cern among techs that certain tests results, including hepatitis B,
were unreliable.

It was also alleged that a refurbished Labotech was purchased
for cash, arrived with dry blood on its interior, bypassed the bio-
medical engineering department, failed the initial validation test,
and had to be sent back to the manufacturer for repairs. In what
you do, when you all do your inspections, how would that informa-
tion get to you? Would it only get to you perhaps through somebody
whistle blowing?

Dr. Kass. No, we require of all laboratories a complete listing of
all the equipment they have and the testing that they’re using that
for. If we saw that a piece of equipment came in and went out of
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a laboratory, it would be our job to ask what happened to this piece
of equipment. Most likely the documentation would show that there
were problems with it.

I don’t know whether any patient results were generated on that
piece of equipment or not. It is not uncommon for a piece of equip-
ment to come into a laboratory and for that piece of equipment to
be tested by the techs, using extra blood samples, but not reporting
out the results, just to see how it works, to see if it’s reliable, etc.

But if that piece of equipment were used to generate patient re-
sults, then by reviewing the documentation, OK, that was in the
laboratory, we would ask why was that piece of equipment pulled
out of the laboratory. Hopefully we would be told that there were
problems with it. We would ask then, what did you do to validate
that the tests that you generated on those patients were indeed
valid, that they were accurate.

Mr. CUMMINGS. Ms. Turner, when she was testifying, talked
about that she kind of wished that the CAP inspectors could have
gone a little further. I take it that you all have certain parameters,
only a certain—you go but so far. You talked a little bit earlier
about certain things that you do, you come in, you’re looking for
certain things.

But it seems like still, she talks about what a whistle blower
would have been able to reveal to you. I'm just trying to figure out,
are there other ways to find out that kind of information that goes
perhaps beyond where you would normally go?

Dr. Kass. Right. First of all, when the College goes in to do an
inspection, it looks at thousands of things. The checklists are lit-
erally thousands of things that we look at. However, and I didn’t
go into a great deal on this, the College is setting up an entire pro-
gram to enhance the communication between the laboratory staff
and the inspection team when they’re there. Not only are we allow-
ing them to communicate with us when we’re not there, but also
when we are there.

Perhaps setting up small group meetings behind closed doors,
without any supervisors, any managers, where we can tell them
and hopefully have them believe us that anything they say will be
held strictly confidential. Because if you know where to look, if
someone specifically describes what is being done, it’s a lot easier
to detect problems.

Mr. CuMMINGS. What you just said, what you just described, is
that something new?

Dr. Kass. Yes, this is a part of the program that the College
wants to put in place to improve the environment, the atmosphere
in laboratories, so that people are not afraid to speak up. To en-
hance the ability of people to tell us if there are problems that we
might not detect in an inspection.

Mr. CUMMINGS. Is that in part a result of what has happened in
this case?

Dr. Kass. Yes, it is.

Mr. CUMMINGS. So I'm just curious. How does the College work?
This is a group of people that get together and do what? How are
they assigned? How does that happen?

Dr. KaAss. How are the inspectors assigned?

Mr. CUMMINGS. Yes.
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Dr. Kass. The College has, it’s not a bunch of guys that get to-
gether, well, it used to be a bunch of guys. Now it is a group of
individuals, we have a staff of approximately 450 people, full time
professional staff. We have an entire division of laboratory inspec-
tion and accreditation. These are all highly trained professional in-
dividuals that really have implemented and monitor our inspection
and accreditation process.

All of the people in our inspected labs that are eligible to be in-
spectors are in a data base. These are assigned on a regional basis
by the regional and State inspectors, commissioners, to assign peo-
ple to an inspection team. The inspection, the size of the inspection
team is determined by the team leader. It usually varies, anywhere
from 10 to 25 people, depending on the size of the laboratory.

For the big system laboratories, we actually get other people
from systems laboratories to go and inspect them. But we do have
certain rules about who can be inspectors. You can never inspect
the same laboratory two times in a row, VA people cannot inspect
VA labs, people from commercial labs cannot inspect another lab-
oratory owned by that same entity, and I think there was some-
thing said that, this is just a bunch of guys from the neighborhood
that come in and inspect our lab.

Mr. CuMMINGS. That was my next question. You go ahead.

Dr. Kass. We looked at our data and actually 57 percent of our
inspectors did not require hotel or air travel accommodations, 43
percent did, which means that they’re coming from significantly far
away. Now, just because they didn’t require hotel or air travel
doesn’t mean that they’re from around the block. The people that
inspected Maryland General were actually from Andrews Air Force
Base. That’s not a next door hospital.

And in this Maryland area, people from Silver Spring, people
from D.C., people from Cockeysville, people from the Eastern
Shore, they could all come in to inspect a Baltimore hospital lab.
That’s not a hotel stay and it’s not an air travel. But it is certainly
not a local Baltimore hospital.

Mr. CUMMINGS. Maybe I missed this. Is this like a side job for
them or is this what they do all the time?

Dr. Kass. No. Anybody that is inspected by the College is re-
quired, if they are asked and able to, to inspect another laboratory.
We make all of our inspectees be inspectors. This is the process the
College uses, because we want people that are actively engaged in
the practice of laboratory medicine and understand the new tech-
nology.

Now, for specific types of inspections, as I mentioned before, cyto-
genetics, molecular path, cytology, we have an entire list of people
that have sub-specialty certification in those areas. And we call on
them. They do have to fly almost all the time to go and inspect an-
other laboratory. And these are all volunteers. The College does
have a cadre of paid inspectors who are all medical technologists.
They frequently complement the team or they may go in to inspect
a very small, rural hospital that’s under 100 beds.

Mr. CUMMINGS. I'm out of time, but I just want to ask you this
last question. Can you tell me, you have now said at least two
things, maybe even more, of things that you all, the College of Pa-
thologists have done or are doing as a result of the problems that
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happened at Maryland General. We in the Congress need to know,
in detail, what those things are, are there other things that you are
doing. We just need to know, because if we are going to look at leg-
islative remedies, it would be good to know what’s already being
done. And it’s also, I ask you that question for one other reason,
too. That is for Kristin Turner, who I'm sure many times has won-
dered whether, was there a result of what she did.

Dr. Kass. There is absolutely a result of what she did. I can’t em-
phasize that enough. I think that more than doing new things,
we’re expanding activities to make them more comprehensive. I
think that this case has pointed out to us ways that we can im-
prove our program. And I would be happy to share with the mem-
bers of this committee in explicit detail what those are going to be.

Mr. CUMMINGS. Thank you.

Mr. SOUDER. I want to clarify for the record, Kristin Turner, as
you stated, you learned about her through the newspaper. The
2002 lab workers letter, you learned about from the subcommittee
staff.

Dr. Kass. That is correct.

Mr. SOUDER. There were multiple sources, none however were
done

Dr. Kass. Not the usual means, yes.

Mr. SOUDER. Second, I want to reinforce the importance, because
I know that medical people aren’t necessarily, and this is very im-
portant to pick up, aren’t necessarily trained in management tech-
niques, they’re medical people. But if you’re going to do manage-
ment type things, this is pretty basic stuff you’re talking about im-
plementing, management by walking around, as a Tom Peters con-
cept, is at minimum 4 years old.

But in most retail businesses, like in my family, that was one of
the first things. You walk around the store, you don’t just sit in a
room and talk to management, you go talk to the people. Sam Wal-
ton wrote a whole book about this, because when he goes and calls
his associates, he goes in and talks to them first, locks the manage-
ment out, to try and figure out what’s going in first.

So I'm glad you're doing it. It’s about time. Hopefully maybe the
Federal Government and Defense Department will learn the same
thing, maybe to check out a prison before we run into problems. It’s
not uniform just in private sector agencies. The Government itself
has this kind of principle to hole up and not do management by
walking around. That’s very important, and one of the great out-
growths of this is to listen to the people who are on the front lines,
as well as the management, who may have perspective. But then
that hopefully will come with whistle blower complaints and other
things as well.

Dr. Kass. Couldn’t agree with you more.

Mr. SOUDER. Mr. Ruppersberger.

Mr. RUPPERSBERGER. First, I think we’ve all learned from the
hearing, the two hearings we’ve had, of the importance of oversight
coordination and stockholder participation in the whole process of
regulatory laboratory testing. I think as far as the stakeholder
issue, the stakeholders that I see involved, and I'd like your opin-
ion if you think there are more or less, would be hospitals, patholo-
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gists, which is College pathologists, States, FDA is in charge of the
equipment, CDS in charge of testing, and employee representation.

Now, I think the next logical question is how the oversight
should occur. I do not believe, I think Dr. Kass, as you said, we
need more unfunded mandates. That’s because I come from a local
government, took. And I'm not sure that would solve the problem
here. What I'd like the panel to address is what they think, what
you think is the best mechanism to bring about a more efficient
process of checks and balances of where laboratory quality would
be. The mechanism, in my opinion, should be to identify whether
changes are needed at the State or Federal level and should be
able to report these findings.

Should Congress, and this is the question, should Congress es-
tablish a Federal task force or an advisory committee, perhaps re-
porting to the Secretary of Health and Human Services, made up
of the stakeholders that I just mentioned, in laboratory testing, and
require that group to come back to Congress on a regular basis? I
believe accountability and transparency is very important as it re-
lates to this issue. I think a lot of the issues here are about ac-
countability and in bringing all the stakeholders together.

So could you please comment on my long question, all three?
We'll start with Mr. Notebaert.

Mr. NOTEBAERT. Well, there are five or six things that I would
comment on from the position of a hospital stakeholder. I think
many of the things that I will speak to have become apparent in
these rooms during these hearings, and during the work that we’ve
been doing at Maryland General.

First, I think we need better coordination between and among
the various surveying entities and the hospitals. I think we need
better communication. It’s been apparent in the testimony to me
that improved communication would go a long way toward helping
the respective agencies do the work that’s so valuable.

I think uniform standards, I believe right now the standards are
not entirely uniform from agency to agency. But equally important,
maybe more important, is a uniform interpretation of those stand-
ards. Because a standard interpreted by one surveyor can be a dif-
ferent standard if it’s interpreted by another surveyor. So I think
that there needs to be probably an improved process of interpreting
the standards. Or let’s say an official interpretation that’s uniform
among the various surveyors.

I think that it’s also become obvious that we can improve the
work that’s done by removing some of the interagency issues, and
that’s occurring in Maryland on a voluntary basis. But I think the
interagency issues have come out in these hearings and I don’t
think there’s a place for those interagency issues and
grandstanding and things of that nature.

Mr. RUPPERSBERGER. By the way, I think a lot of focus has been
on the State of Maryland, thanks to Congressman Cummings. I
think that we have a wakeup call and there’s a lot happening
there. But we're doing this from a national perspective. And that’s
really how I would like you to address the issue, from a national
perspective.

I mentioned stakeholders. Is there a better way that all the
stakeholders can really come together to work on this issue without
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having a congressional hearing? That’s kind of where I'm going.
And then how do we implement it and what’s the accountability
factor and let’s move forward.

Mr. NOTEBAERT. I certainly think that this hearing has been the
impetus for that in Maryland, and maybe Maryland can be the
model that can be used. I think that Dr. Kass and——

Mr. RUPPERSBERGER. I've been told that Maryland has two of the
best hospitals in the world, is that true?

Mr. NOTEBAERT. It has two of the finest medical centers, aca-
demic medical centers, probably in the whole

Mr. RUPPERSBERGER. I shouldn’t have done that. [Laughter.]

Mr. NOTEBAERT. And certainly one that got the top ranking in
U.S. News and World Report, which is our neighboring hospital in
eastern Baltimore.

In any event, the comments that I was making really were com-
ments from a global perspective. I think the final issue, and I'm not
sure how to do this, but I believe that there ought to be, hospitals
have accountabilities, very high levels of accountabilities, both
through the legal systems, through the accrediting systems. I think
there needs to be a form of periodic accountability for the inspect-
ing agencies. I haven’t really figured out how to do that. I think
that there have been some references to that in the other testi-
mony.

Those are the things that I would think as a general rule would
be very helpful from a hospital standpoint.

Mr. RUPPERSBERGER. I will point out, Maryland is rated, consid-
ered to have the best trauma system in the world, shock-trauma
emergency medical system. I think it’s wise for everyone to look at
systems in the medical field that are working, and not just because
we say they’re working, like accreditations that really don’t mean
anything, but look at really what we do and what the end result
is. That’s important also.

Dr. Kass.

Dr. Kass. I've been sitting here thinking about what you could
do on a Federal level to really enhance this process. Certainly if
you got together an advisory group of the stakeholders and they
could come up with a plan whereby reporting of complaints be-
tween accrediting bodies would be in some way mandated.

Mr. RUPPERSBERGER. On a regular basis.

Dr. Kass. Well, quickly, not next year. But as soon as they are
investigated and they are substantiated, you could even have two
categories of reporting, those that were investigated that weren’t
substantiated and those that were.

But if there is some way that could be mandated and people
could comply with that, I would see no problem with that at all.
I would think that might be helpful.

Mr. RUPPERSBERGER. Ms. Benner.

Ms. BENNER. Mr. Ruppersberger, thank you for your question. As
an aside, I might say that I was the director of the laboratory at
the shock-trauma center in the mid-1970’s.

Mr. RUPPERSBERGER. That’s when I was a patient there.

Ms. BENNER. I probably did your lab work while you were there.

I'd like to clarify one thing. And I'm not certain that everyone
here fully understands the relationship of CMS to the States. This
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is why in Secretary Sabatini’s testimony and in my statement
today that we said that we hope the Federal Government will fol-
low our lead. Each State has a contract with CMS. And when we
go into a hospital laboratory or a hospital or nursing home, we are
working on behalf of the Federal Government.

So when we go into one of these regulated entities, we are bound
by the Federal rules and regulations. So that is why I said that we
hope there are some changes at the Federal level.

Mr. RUPPERSBERGER. But I don’t see the groups really commu-
nicating as they should.

Ms. BENNER. I couldn’t agree more.

Mr. RUPPERSBERGER. And you might have Federal regulations.
Again, I meant it when I said, why do we have to have a congres-
sional hearing to bring the parties to the table? I know politics is
probably worse in medicine than it is in politics. But notwithstand-
ing that, people’s lives are involved here. And thank goodness, Con-
gressman Cummings made it an issue, because it’s going to hope-
fully set standards throughout the country. But you don’t have any
accountability and communication, and you’re saying, well, we’re
doing it pursuant to Federal rules. That still doesn’t solve the ulti-
mate problem to get to the bottom line.

Ms. BENNER. I agree with that. And I think if you go back to Sec-
retary Sabatini’s testimony, he says, and Congressman Cummings
asked the question, did the State fail, we all failed. We all failed.
And what——

Mr. RUPPERSBERGER. I still haven’t heard any strong resolution,
that’s why I asked that question on what we’re going to do, or what
we should do as Members of Congress.

Ms. BENNER. Perhaps joint surveys, where the State goes on a
survey with the CAP inspection team.

Mr. RUPPERSBERGER. But you still need the standards and the
accountability. That’s something that has to be.

Ms. BENNER. That would automatically bring together the com-
munication. If CAP, before it went in to do its inspection, talked
with the State, who knows the hospital laboratory or knows the
laboratory and says, are there complaints, what do you know, what
do you hear, and we’re working together, and we go in and do the
survey together. We become far more powerful.

Mr. RUPPERSBERGER. That’s a result. Dr. Kass, you said that
each State has different accreditation issues, too, correct?

Dr. Kass. A lot of States have special requirements of us. And
a lot of States go in with us on inspections.

Mr. RUPPERSBERGER. So would you think there needs to be a
Federal standard? Sometimes the Feds get in and they muck it up.
We want to make sure

Dr. Kass. I've heard that happens.

Mr. RUPPERSBERGER. It happens a lot. Unfunded mandates, too.
But let me get to the issue. Do you feel, based on what you know
about what’s happened here, that we need a national standard to
hold people accountable, to have the transparency that is needed
to resolve the issue?

Dr. Kass. I think to have a standard of reporting, of communica-
tion, of complaint investigation, would be helpful. In fact, CMS is
holding a meeting next week, and I think CMS, I may be speaking
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totally out of turn here, because I'm not an expert on this, but I
think CMS probably has the authority to do this. We are asking
them to call a meeting of all the stakeholders to discuss these
issues. It would seem to me that CMS has the authority to demand
this.

If not, though, I'm certain you could give it.

Mr. RUPPERSBERGER. What’s the Nike phrase? Just do it.

Dr. Kass. Just do it.

Mr. RUPPERSBERGER. Let me ask you this. What are the implica-
tions of having four regulatory agencies simultaneously involved in
surveying labs, surveying a lab to discover potential deficiencies,
and monitor the implementation of solutions? Right there you have
four different agencies involved. What are the implications of that,
as it relates to what we know now?

Dr. Kass. Scheduling is difficult. Getting everybody together is
difficult. But those are just difficulties that can be overcome.

I think the more people you have looking at something, the bet-
ter it is. And whether or not State inspectors go with us or don’t
go with us, CMS frequently can go with us. They frequently follow-
up our inspections by their own inspections, unbeknownst to us,
and they find anything we’ve missed let us know. That works very
well.

For instance, in Pennsylvania, the State there does, we do an in-
spection every 2 years. They do an inspection in the intervening
year, their own inspection. That’s another way to go about it. There
are many ways to address this issue which can be worked out.
Sometimes what is good for one State isn’t necessarily good for an-
other.

Mr. RUPPERSBERGER. My time is running out. I'm looking for so-
lutions. I think we need to develop that. And we want to know,
from our perspective, and we’ll make an analysis through the
chairman or ranking member, where we go with this.

Dr. Kass. I think the solution to this

Mr. RUPPERSBERGER. We want to make sure we don’t create an-
other problem by a Federal program that’s not going to work.

Dr. Kass. A solution to this might come out of the stakeholders
meeting that CMS I’'m sure will call very shortly.

Mr. RUPPERSBERGER. That’s very important and very relevant.

Dr. Kass. Right.

Mr. RUPPERSBERGER. Do you agree with the stakeholders that I
mentioned? Is there anybody that’s missing, hospitals, pathologists,
States, FDA, CDC, employee representatives?

Dr. Kass. CMS, obviously, and JCHO.

Mr. RUPPERSBERGER. Anybody else, any other stakeholders?

Ms. BENNER. There are other accreditation organizations that go
into laboratories. COLA is one.

Mr. RUPPERSBERGER. But they need to come under one. You have
too many in a room, you’re not going to get anything accomplished.

Ms. BENNER. The same problems that exist with the CAP accred-
itation could easily exist with the other laboratory accrediting orga-
nizations.

Mr. RUPPERSBERGER. Is there one stakeholder in that group that
I mentioned that really might have too much power or too much
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influence, that might affect the whole group as a whole coming to-
gether?

Ms. BENNER. I don’t think so, no.

Mr. RUPPERSBERGER. What do you think, Mr. Notebaert?

Mr. NOTEBAERT. Well, I think simplification and standardization
are the goals for any body that’s convened.

Mr. RUPPERSBERGER. I agree.

Mr. NOTEBAERT. From the hospital stakeholder point of view,
having multiple agencies inspecting, using different standards and
different interpretations is burdensome. It’s not cost efficient, and
it really wastes talented resources of the various agencies. So I'm
in favor of them getting together, creating simplification and stand-
ardization.

Mr. RUPPERSBERGER. And also, I would think, oversight, coordi-
nation and accountability, those five.

Mr. NOTEBAERT. Absolutely.

Mr. SOUDER. Mr. Cummings.

Mr. CuMMINGS. Just one last statement. Whenever we sit in
these hearings, I'm often, I often think about what I say to my con-
stituents. A hundred years ago, none of us were here, 100 years
from now, none of us will be here. The question is, what do we do
while we are here for each other. And I really don’t want this issue,
at this critical moment, this is a critical moment, thanks to Ms.
Turner and Ms. Williams and other people at Maryland General,
a critical moment to do something. If we don’t do it now, it may
not be done, not during our tenure here, anyway.

I just want to make sure, I can see where Mr. Ruppersberger
was going, trying to come to some kind of conclusion as to where
we go from here, so it is not something that just, we had a hearing,
and then 10 years from now, when another Maryland General
crops up, hopefully some place else, then we are saying the same
things, different set of people, people having suffered, people hav-
ing gotten wrong results, whatever.

I guess what I'm saying to you, Dr. Kass, it sounds like CAP and
CMS seem to be going in the direction of doing some things about
it. The question that still remains is how do we, going back to Mr.
Ruppersberger’s inquiry, how do we make sure that we take advan-
tage of this moment to make things better? I think it would be
criminal if we did not take this moment to make things better.

So what do you suggest we do? Mr. Ruppersberger was very clear
that not everything, and the chairman was even clear, that every-
thing does not require a Federal solution. But where all else fails
and we’re dealing with life threatening circumstances, then some-
times I think the Federal Government or government has to step
in.
So how do we do that balancing thing? Do we take a look at this,
say 6 months from now, and see where we are? What do you sug-
gest? And I direct it toward you because it seems like you’'ve been
moving, your organization has been moving in the direction of try-
ing to address it. It doesn’t sound like you just stuck your head in
the sand and just said, look, this is not a problem. You understand
our concerns. And we all have a responsibility to make a difference.

I just don’t want to leave here feeling like we had motion, com-
motion, emotion and no results.
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Dr. Kass. Mr. Cummings, I agree absolutely with you. And I
know that you’ve never met me before. However, I can assure you,
I will be President of the College for another year and a half. This
is my top priority. I will assure you that the College will implement
all of the things that I've alluded to today. We will provide you
with a detailed description of what those changes are in our proc-
ess.

I will also promise you that I am absolutely confident that CMS
is going to move in the right direction with the stakeholders con-
ference. However, if I run up against a brick wall in making this
happen, in getting the kind of oversight and accountability that I
think everybody here wants, I can assure you, I know who to call.

Mr. CUMMINGS. Well, since you're into promises and stuff, let me
promise you that you can call on us and we will back you up.

Dr. Kass. I would not hesitate one moment.

Mr. CuMMINGS. All right.

Mr. SOUDER. I was concerned you were enjoying this testimony
so much you would want to come up here multiple times over the
next few years. [Laughter.]

I want to tell Ms. Benner that while I don’t agree with Mr.
Sabatini’s proposal at this time, he’s one who can help it remain
accountable, if in fact CMS doesn’t move to continue to be vocifer-
ous in doing that.

I want to say to Mr. Notebaert that first off, it’s clear than when
confronted with a problem that was clearly at serious proportions
in Baltimore, in consumer confidence, you acted decisively, aggres-
sively, across the board, which was to be commended. Because no
matter what question it’s been, you were dealing with it and real-
ized it was going to be a general threat if you didn’t deal with it
d}?cisively. That’s a strong management praise for how you handled
that.

Mr. NOTEBAERT. Thank you.

Mr. SOUDER. The other thing I wanted to say is, your pipe dream
that we’re going to be clear by surveyor in anything we do in
health care is never going to happen. This is in nursing homes, all
divisions of hospitals, we try to do this. It’s the biggest complaint
we get in any related medical field.

But we get it in the business area, we get it in the environmental
area, that depending on what inspector you have no a housing site,
there’s so much variation, it is just very difficult. Even when we
apparently write it in clear English, often we’re so busy compromis-
ing the fudge words in the debate that by the time it gets through,
even if they've tried to implement it, it would be confusing.

Nevertheless, it’s a goal we ought to have in Government, to
make it as clear as possible. Because when we talk about the cost
of health care in the United States, we add to that. The less clear
we are, the more inspectors you have, even though we’re trying to
protect the health, that’s part of the cost of health. And that’s our
constant tradeoff.

So I wouldn’t hold your breath to have the clarity coming in from
each inspector in every agency, all suddenly seeing the light, say-
ing, oh, this is what this particular word means. Nevertheless, it’s
an admirable goal that we ought to strive for.

Mr. RUPPERSBERGER. Mr. Chairman, may I make one comment?
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Mr. SOUDER. Yes.

Mr. RUPPERSBERGER. Mr. Sabatini’s name has been mentioned
here. I too have not agreed with him on every issue. But I have
a lot of respect for him. Unfortunately, he’s retiring, I understand.
He is one of those individuals that does get to the bottom line when
it deals with health issues.

So maybe Dr. Kass or someone else should consult him, now that
he’s going to be gone, and he can really tell it like it is, to help us
with this issue. Because I think he is a true professional and he
does usually want to get to the bottom line. I'm sorry he’s leaving,
but maybe we can use his expertise.

Mr. SOUDER. And he doesn’t seem to have much reluctance so
far, so I'm sure he’ll continue to do so. [Laughter.]

With that, the subcommittee stands adjourned.

[Whereupon, at 5:38 p.m., the subcommittee was adjourned, to
reconvene at the call of the Chair.]
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