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EXECUTIVE SUMMARY

PURPOSE

To determine whether the Clinical Laboratory Improvement Amendments of 1988
have restricted the availability of laboratory services to Medicare patients.

BACKGROUND

In February 1992, the Health Care Financing Administration (HCFA) issued
regulations implementing the Clinical Laboratory Improvement Amendments of 1988
(CLIA). These amendments extended Federal regulation to all sites, including a
significant number of physician office laboratories (POLs) and other sites that had
previously been exempt from Federal regulation. The passage of CLIA has raised
concern that laboratory sites, especially POL sites, might cease operations and thus
restrict patient access to certain types of laboratory tests. Concerned about this
possibility, HCFA requested that we conduct this study.

FINDINGS

Since passage of CLIA in 1988, the volume, number of tests per patient and
expenditures have increased rapidly. Growth seems to have slowed after
implementation in 1992, but data is incomplete.

The number of laboratory tests used in patient care has risen consistently since 1983.
In 1983, Medicare paid for an estimated 139 million laboratory tests. In 1988, the
year in which CLIA was passed, Medicare paid for 232 million laboratory test; today,
Medicare pays for more than 403 million tests annually. The number of laboratory
tests provided to Medicare Part B enrollees has more than doubled from five tests per
enrollee in 1985 to an estimated 12 tests per enrollee in 1993.

The CLIA appears not to have affected physician ability to secure laboratory services
for their patients.

None of the 232 physician practices, including the rural practices, contacted during this
study indicated that they had any trouble securing laboratory tests for their patients.
All had access to a laboratory and nearly all (98%) used more than one laboratory to
perform testing. We found that the number of physicians having access to an in-office
laboratory has remained unchanged since 1988 even though the actual number of POL
sites operated by them has decreased. This is, in part, due to the consolidation of
medical practices that has resulted in larger physician groups.




Only 38 counties in the United States have no physician medical practices and no
laboratories. While POL sites are not as common, rural counties have 7.4 hospital
laboratory sites per 100,000 persons versus 5 such sites per 100,000 population in
non-rural counties. Since hospital sites are more likely to perform moderate and high
complexity testing, persons living in rural areas appear to have available to them
laboratory sites equivalent to their non-rural counterparts.

Physicians who changed their in-office laboratory operations were influenced by factors
broader than CLIA; these influences include other government regulations and non-
government factors, such as sales, mergers and managed care.

Of the 232 physician practices we contacted in our 2 random samples, 18 had closed a
POL site and 8 had opened new sites. Eleven primarily cited governmental
regulations as reasons for closure, three cited governmental and non-governmental
factors, and four cited primarily non-governmental factors. The governmental factors
included the Stark Amendments, Occupational, Safety and Health Administration
requirements, CLIA and/or other government initiatives. Physician decisions to close
an in-office laboratory were often not attributable to a single cause but to the
cumulative effect of multiple factors.

Non-government factors have also caused some laboratory operators, including POLs,
to re-evaluate the kinds of testing they offer and the number of sites they operate.
Between 1988 and 1994, non-government factors appear to have affected physician in-
office laboratories. Of the 232 practices we contacted, 64 volunteered information
about the sale, merger, or changes in their practices. Of these, 30 noted non-
government factors as the major reason for change in their in-office laboratory
operations. These changes were the primary influence in their decision to close their
in-office laboratory or to limit the kinds of testing they perform.

The CLIA appears to have affected the type of testing performed in POLs. Growth in
the volume of tests billed by POLs appears to have slowed. Shifts from moderate and
high complexity test procedures to waived testing procedures are evident in glucose,
sedimentation rates and other areas of testing. While volume for some other
procedure codes billed by POLs has declined, this decline was also experienced by all
laboratories billing these codes; thus, indicating that factors other than CLIA may have
influenced volume.

ii



COMMENTS ON THE DRAFT REPORT

We received comments on our draft report from the American Medical Association,
American Society of Internal Medicine, American Clinical Laboratory Association and
HCFA. Based on comments we received, we have reordered and reworded the report
findings. The full text of comments received can be found in Appendix E.

The HCFA and the American Clinical Laboratory Association concurred with our
report findings. The American Medical Association and the American Society of
Internal Medicine pointed out that our study does not address CLIA’s impact on
patient convenience or the speed and quality of testing afforded by physician in-office
laboratory testing. While important subjects, these issues were beyond the scope of
our inquiry which was simply to determine whether CLIA has restricted the availability
of laboratory services.
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INTRODUCTION

PURPOSE

To determine whether the Clinical Laboratory Improvement Amendments of 1988
have restricted the availability of laboratory services to Medicare patients.

BACKGROUND
Clinical laboratory regulation

In February 1992, the Health Care Financing Administration (HCFA) issued
regulations implementing the Clinical Laboratory Improvement Amendments of 1988
(CLIA). These amendments require HCFA to identify and regulate all sites where
analysis of blood, urine, tissue and other specimens derived from the human body
takes place. The passage of CLIA marks the first time that Federal regulation of
laboratories was extended to all sites, including a significant number of physician office
laboratories (POLs) and other testing sites that had previously been exempt from
Federal regulation.

Initially, the new amendments divided laboratories into three groups based on the
sophistication of the testing they perform.! All laboratory tests are classified as either
waived, moderate or high complexity. The nine tests in the waived category include
those that:

» are approved for home use by the Food and Drug Administration,
» pose no reasonable risk of harm to patients if performed incorrectly, and

» employ simple and accurate test methodologies that reduce the likelihood of
erroneous results.

Laboratory sites performing tests in the moderate and high complexity categories must
institute quality assurance programs and meet specific personnel standards and quality
control requirements. These laboratories are subject to periodic onsite inspections
and must successfully engage in an approved proficiency testing program. The test

1 Physician-performed microscopy (PPM) was later added as a separate sub-category of moderate complexity
testing. While physicians performing tests in this sub-category are not subject to routine inspections, they must meet
the same standards that apply to moderate complexity testing with the exception of personnel standards. In a final
rule published April 24, 1995, HCFA expanded the "physician-performed microscopy” sub-category to include PPM
tests performed by certain mid-level practitioners in addition to physicians. The name of the sub-category was
changed, accordingly, to "provider-performed microscopy.”




methodologies in the moderate and high complexity categories are more complex and
can pose great risk of harm to the patient if not performed correctly.

All laboratory sites must pay registration fees and must follow manufacturers’
instructions to ensure that equipment functions properly and that test results are
reliable. However, laboratory sites performing only waived tests are exempt from
CLIA standards including quality assurance requirements.

Registration and inspection fees are based on the level and volume of testing being
performed. An inspection fee is charged only if the laboratory undergoes an
inspection.

Laboratory specimen collection and analysis

Many physicians collect patient blood, urine, tissue and other specimens for laboratory
analysis in their office. When the physician has an office laboratory some or all of the
patient’s specimens will be analyzed onsite. Tests that the physician office is incapable
of performing are usually picked up by courier(s) and transported to independent or
hospital-owned reference laboratories capable of performing the desired tests.

When specimens are not collected in the physician’s office, patients are sent to an
independent or hospital-owned laboratory or collection site. Nothing requires a
physician to use the nearest laboratory facility; consequently, the distance a patient
must travel to obtain laboratory tests varies considerably. Patient preference, urgency,
the nature of the test, insurance requirements, physician contractual obligations and
practice affiliations are but a few of the factors that influence how far a patient may
have to travel to obtain laboratory services. Consequently, patients living in urban
areas where laboratory testing site density is greatest often travel distances comparable
to patients living in rural areas to secure laboratory tests.?

In most cases, laboratory test results are returned to the ordering physician in 24 hours
or less. Turnaround times greater than 24 hours were usually encountered when
testing methodologies required longer processing times (i.e., cultures).?

Other environmental influences
Regulations implementing the Clinical Laboratory Improvement Amendments were

published in February 1992. Between passage of the law in 1988 and its
implementation in 1992, numerous other changes were also taking place.

2 "CLIA-88: Clinical Laboratory Improvement Amendments of 1988 Impact Study," Levine Associates, Inc.,
April 1992, Vol 1, Page A-17.

3 When physicians need a test result immediately (i.e., to confirm a diagnosis for a potentially life threatening
situation and to decide whether to admit a patient to the hospital) they will request that a test be done "STAT."
Such requests are rare and when STAT testing is required, the closest laboratory capable of doing the testing is
usually used. In many cases this is a hospital laboratory.




On the private side, growth of managed care fueled sales, mergers and changes in
physician business affiliations. Also influencing physicians, hospitals, clinical
laboratories and other health care entities were Occupational, Safety and Health
Administration requirements and the "Stark Amendments,"” which generally prohibit
physicians from referring patients to entities in which they have a financial interest.

While POLs are exempt from the Stark Amendments, many joint ventures and other
business arrangements between physicians and other laboratory operators are
prohibited. Awareness of prohibited business ventures and practices increased during
the 5 year period following passage of CLIA. The number of patients enrolled in
managed care grew and the number of entities providing managed care services also
increased. New Federal and State laws, coupled with policy, billing and payment
reforms, the rise in managed care and increased competition for patients, affected
nearly everyone involved in providing medical care.

Implementation of CLIA has raised concern that laboratory testing sites, especially
POL sites, might cease operations and thus restrict patient access to certain types of
laboratory tests. Concerned about this possibility, HCFA requested that we conduct
this study.

SCOPE AND METHODOLOGY

The scope of this study was limited to those factors that would enable us to determine
whether the Clinical Laboratory Improvement Amendments of 1988 had restricted the
availability of laboratory services to Medicare patients. This study does not address
CLIA’s impact on patient convenience or CLIA’s impact on the quality of physician
in-office laboratory testing.

We assessed three major questions through our methodology: overall trends in
laboratory usage, physician access to laboratory testing, and influences (both
governmental and non-governmental) on laboratory testing patterns. To develop
information on these questions, we accessed a number of data sources.

Trends in Overall Volume, Type and Frequency of Testing. We analyzed the volume,
type and frequency of laboratory tests provided to Medicare patients between 1985

and 1993, including an analysis of where laboratory testing was conducted. We used 1
percent samples of laboratory data obtained from HCFA’s Common Working File and
its predecessor the Part B Medicare Annual Data file. These 1 percent samples have
been extracted annually, since 1985, by the Office of Inspector General from data
maintained and collected by HCFA.

Carrier data in HCFA’s Common Working File for 1992 and 1993 was consistent with
information collected by the Office of Inspector General in earlier years and with
other published statistics. However, the Common Working File hospital outpatient
laboratory data for 1992 and 1993 appears to be inconsistent with other data collected




during this study. Therefore, we derived our own estimates of hospital outpatient
laboratory test volume and expenditures and did not use the 1992 and 1993 Common
Working File data.

We assumed the hospital outpatient department share of the laboratory marketplace
to be 40 percent for the years 1990 through 1993. This percentage was reported as
the 1990 hospital share of the laboratory marketplace by Levine and Associates, Inc.
in a study released in 1992. Other industry estimates place the hospital outpatient
market share of laboratory services, in 1994, at 50 percent or more. While some
evidence exists to support the higher figure for 1994, we used 40 percent for each year
beginning with 1990 and ending with 1993. Hospital outpatient data on laboratory
services for years prior to 1992 is based on estimates published in other studies.

Physician Access to Laboratory Testing. This indicator involved two parts. First, we
assessed trends in the numbers of physician office laboratories. We recontacted the
200 medical practices that participated in a study we conducted in 1988. We knew
from our 1988 study which medical practices were operating a POL in 1988. We
recontacted them to determine what, if any, impact CLIA had on their laboratory
operations. We were able to contact 176 of the 200 medical practices selected for our
1988 study.

Second, we charted the availability of laboratories to physicians. We used HCFA’s
Online Survey, Certification and Reporting System database to identify Medicare
certified laboratories. Our analysis was based on CLIA certificates and not sites.
Therefore, hospitals operating multiple laboratory sites under one CLIA certificate
were counted as one site. However, if the hospital chose to have a separate certificate
for every site they operated, each site was included in our analysis.

Our decision to count as one entity multiple laboratory sites under a single certificate
reduces the number of sites used in our analysis from the 151,658 reported by HCFA
to 129,634. The net effect of this decision understates the actual number of
laboratories available for use by physicians and patients.

We combined HCFA'’s Online Survey, Certification and Reporting System data with
HCFA provider number information and with 1990 census information. This resulting
data set enabled us to analyze the number and location of medical practices and
laboratory sites available to physicians and patients.

Government and Non-Government Influences on Testing. To understand what factors
may have affected laboratory testing (both governmental and non-governmental) we
used the responses of the 176 medical practices that participated in our 1988 study.
We also used a HCFA file that identified 1,532 medical practices. Each of these
medical practices had advised HCFA that they would no longer perform laboratory
tests. Using this file, United States Postal Service zip codes and 1990 census
information enabled us to identify 658 medical practices that met our definition of
rural. We selected 112 of these 658 rural practices using simple random sampling, and




attempted to contact them by telephone to determine the current status of their
laboratory operations. We also wanted to know whether they were experiencing any
problems in securing laboratory services for their patients.

Of the 112 rural practices selected at random, 56 agreed to participate in this study.
The remaining 56 fell into 2 groups. One group consisted of 12 practices that refused
to participate in our study and the other consisted of 44 practices that had closed,
merged or moved outside the rural county in our sample.

To identify rural counties, we used statistics from the United States Bureau of the
Census. If the Bureau of the Census classified more than 50 percent of the residents
in a county as rural, we classified that county as a rural county. Medical practices
within these counties were considered "rural" for purposes of this study.

Overall, in our two samples, we spoke to 232 physician practices, the American
Medical Association, the American Clinical Laboratory Association, the American
Society of Internal Medicine and the Health Industry Manufacturers Association for
their views on the impact of the 1988 laboratory amendments. We also reviewed a
number of other studies and articles about CLIA, physician practice trends and
laboratory services.




FINDINGS

Finding 1: Since passage of CLIA in 1988, the volume, number of tests per patient
and expenditures have increased rapidly. Growth seems to have slowed after

implementation in 1992, but data is incomplete.

Continued growth in the laboratory
marketplace indicates that the 1988
amendments have not impaired the
availability of laboratory services. The
volume of laboratory services provided
to Medicare patients has increased each
year since 1983. The top graph to the
right shows estimated growth in the
volume of laboratory tests experienced
by the Medicare program. In 1983, the
Medicare program paid for an estimated
139 million laboratory tests. In 1988,
the year CLIA was passed, Medicare
paid for 232 million tests. By the end of
1993, this number had grown to over 403
million tests annually.

The middle graph shows the estimated
average number of laboratory tests
provided to Medicare Part B enrollees.
This number has more than doubled
between 1985 and 1993. In 1985,
Medicare paid for five laboratory tests
per Medicare Part B enrollee. In 1988,
the year CLIA became law, Medicare
was paying for approximately seven tests
per Part B enrollee. By the end of 1993,
Medicare was paying for nearly 12 tests
per Part B enrollee.

The bottom graph reflects our estimate
of the total dollars paid by the Medicare
program for outpatient laboratory
services. In 1983, Medicare expenditures
for these services were just over $1
billion. In 1988, the year CLIA became
law, Medicare was paying $2.8 billion.

At the close of 1993 payments had risen
to $5.9 billion.
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As these graphs show, the number of laboratory tests used in patient care has risen
consistently since the passage of CLIA in 1988.* Over the last 10 years, the number
of Medicare beneficiaries has increased by less than 3 percent a year. Growth in the
volume of laboratory services provided to them has averaged 17 percent a year.

The 1993 data appears to show that the rapid growth of Medicare laboratory services
has slowed and that POL services declined slightly since implementation of CLIA

in 1992. However, our data is incomplete. Only when hospital outpatient data
becomes more reliable will we be able to determine whether growth has, in fact,
leveled off, declined or continues to increase.

Finding 2: The CLIA appears not to have affected physician ability to secure
laboratory services for their patients.

All of the 232 physician practices we contacted in our 2 random samples indicated that
they had access to a laboratory and nearly all (226 of the 232 or 98.3%), including
those operating POLs, used more than one laboratory to perform some of their
testing. Medical practices that collected their own patient specimens had daily courier
service(s) that picked up specimens for analysis at other laboratory sites. Physicians
who did not collect laboratory specimens in their office sent their patients to nearby
collection sites.

We found that the number of physicians with access to an in-office laboratory has
remained unchanged since 1988. In 1988, we projected that 162,100 physicians had
access to an in-office laboratory (operating a POL). Based on our recontacts with
these medical offices, we project that 162,300 physicians still had access to an in-office
laboratory in 1994. This information (obtained from physicians who were in active
practice in 1988 and who were still in active practice in 1994) indicates that CLIA has
had little impact on physician access to in-office laboratories. Complete survey
information can be found in Appendix A.

Examination of survey results shows that the number of POLs (41,400) operated by
physician groups remains unchanged, although the number of physicians in the groups
has increased. The number of POLs operated by physicians in solo practice had
declined from an estimated 57,000 sites in 1988 to an estimated 44,500 sites in 1994.
This decline in the number of POLs operated by physicians in solo practice appears to
reflect the ongoing trend away from solo practice and toward larger group practices.’

4 Data for POLs and "Other" sites (primarily independent clinical laboratories) is actual billing data. The
hospital outpatient department (HOPD) data is projected. Totals reflect projected hospital outpatient data and
actual Part B data for POLs and Other.

5 Philip R. Kletke, David W. Emmons and Kurt D. Gillis, "The Changing Proportion of Employee Physicians:
Evidence of New Trends." (Chicago: American Medical Association, 1994).




As of January 30, 1995, HCFA had issued CLIA certificates to 151,658 laboratory
sites.® On average, there are nearly 51 clinical laboratory sites for every 100,000
persons and nearly 1 site for every 4 physicians. All but 66 of the 3,140 counties in
the United States have at least 1 medical practice site and at least 1 laboratory site.
Of the 66 counties without a single laboratory, 38 have no physician medical practices
and no laboratory sites. Additional information about the types and numbers of CLIA
certificates and counties without laboratories can be found in Appendices B and C,
respectively.

Adjusting for population density, rural counties compare favorably with non-rural
counties. While rural counties have fewer POL sites and independent laboratory sites
they make up for this shortage with other laboratory sites. For example, rural
counties have 7.4 hospital laboratory sites per 100,000 persons versus 5 such sites per
100,000 population in non-rural counties. Since hospital sites are more likely to
perform moderate and high complexity testing, persons living in rural areas appear to
have available to them laboratory sites equivalent to their non-rural counterparts.
However, rural POL sites are not as common as in non-rural areas. Table A provides
additional information on how rural counties compare to their non-rural counterparts.

Table A

6 For analysis purposes we eliminated multiple certificates issued to laboratories located at the same site. This
reduced the number of laboratory sites used for analysis to 129,634 sites.




Finding 3: Physicians who changed their in-office laboratory operations were
influenced by factors broader than CLIA; these influences include other government
regulations and non-government factors, such as sales, mergers and managed care.

POL Closures

Of the 232 physician practices we contacted in our 2 random samples, 18 had closed a
POL site and 8 had opened new sites. Eleven primarily cited governmental
regulations as reasons for closure, three cited governmental and non-governmental
factors, and four cited primarily non-governmental factors. The governmental factors
included the Stark Amendments, Occupational, Safety and Health Administration
requirements, CLIA and/or other government initiatives.” Physician decisions to close
an in-office laboratory were often not attributable to a single cause but to the
cumulative effect of multiple factors. Government related reasons given for closing an
in-office laboratory include:

» Management or other arrangements for procuring laboratory services that
might violate Federal or State statutes enacted since 1988. (2 of the 1988 sites)

» Increased cost of doing business to comply with personnel, quality control and
proficiency testing regulations and/or the cost to comply with CLIA regulatory
requirements. (4 of the 1988 sites and 6 rural sites)

» Red tape, hassle and inability to show a profit due to non-specified Federal or
State regulations. (2 rural sites)

» Low reimbursement. (4 rural sites)

Information collected during this study indicates that some medical practices may have
closed their POL prematurely. More than half of all the practices in this study that
reported closing their POL due to CLIA did so during the period between passage of
the amendments in 1988 and publication of the final regulations in February 1992.
This indicates that their decision to close was not based on the final regulations as
published by HCFA.

Between the passage of the Amendments in 1988 and the implementation of the final
regulations in 1992, there was much speculation as to what the final regulations would
be and what the effect of regulation would be on POLs. The final regulations actually
allowed more laboratory tests into the waived category than were originally
anticipated. The final regulations governing personnel standards and other
controversial aspects of CLIA were also considerably different than first proposed.

7 As noted earlier, POLs are exempt from requirements of the Stark Amendments. Despite this, respondents
did note this as a factor in their decision to close their POL.




Additional evidence that some POLs may have prematurely closed can be found in the
number of POLs that advised HCFA that they were closing operations due to CLIA
and subsequently did not do so. In our rural sample, we found 33 of 56 physician
practices that had advised HCFA that they would close their POL due to CLIA had
reconsidered this decision and were still operating their in-office laboratory.

Non-government influences may have had a greater impact on physician in-office
laboratory testing than did government influences. Of the 232 physician practices
contacted during this study, 7 of 18 POLs that closed indicated that their decision was
influenced in part, or totally, by non-government factors.

Sixty-four told us in unsolicited discussion that the organization of their practice had
changed since 1988. About a third of the 64 practices indicated that they had
downsized. The rest indicated that their affiliation with other physicians or institutions
had resulted in a larger medical practice organization. Many had become employees
of a hospital, others had merged with other physician practices and some had become
more involved with health maintenance organizations and other managed care entities.

Of the 64 practices that volunteered information about the sale, merger or changes in
their practice, nearly half (30 practices) indicated that the change had affected their
in-office laboratory testing. Respondents provided anecdotal information about what
happened to their in-office laboratories. Several indicated that, after their practice
was sold to a hospital, testing at the office was reduced to waived tests or eliminated
altogether. Several respondents mentioned that, following the hospital acquisition of
their practice, an in-office laboratory was established to perform waived tests. In
virtually all cases involving hospital acquisition of a physician practice, the hospital
required that tests of moderate and high complexity be sent to the hospital. Other
physician respondents indicated that their affiliation with a managed care entity
required them to use a specific laboratory and that they subsequently closed their
in-office laboratory because the managed care entity would not pay them for in-office
laboratory testing.

At this point in time, information about physician business practices and alliances is
available. However, without reliable hospital outpatient laboratory data and managed
care laboratory data the impact of the changing business environment on POLs is
unclear. Information obtained from study respondents suggests that sales, mergers
and other changes in physician practice have influenced the number of POL sites in
operation and the types of tests performed at those sites.

POL Testing

To assess the extent to which CLIA may have limited the kinds of tests being offered
by POLs, we analyzed 60 laboratory procedures billed to Medicare carriers between
January 1, 1985 and December 31, 1993. Analysis of billing data for these 60
laboratory tests shows POL volume for chemistry tests has increased each year since
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the passage of CLIA® The increase in POL chemistry test volume indicates that
POLs continue to provide this testing and the volume continues to increase.

The 1988 amendments dictated that billers differentiate waived testing procedures
from moderate and high complexity testing procedures. This differentiation is seen in
certain procedure code volume data. The volume of tests billed by POLs for
quantitative glucose, a moderate category test under CLIA, have decreased sharply.
On the other hand, there has been a corresponding increase in glucose testing by
reagent strip (82948), which falls in CLIA’s waived test category. Similar shifts in POL
volume from moderate to waived testing procedures is evident for sedimentation rate
tests and other tests. Tables containing the information used for this analysis can be
found in Appendix D.’

The CLIA appears to have had some effect on the volume and types of tests being
billed by POLs. Shifts from moderate and high complexity test procedures to waived
testing procedures are evident in glucose, sedimentation rates and other areas of
testing. Volume for some other procedure codes billed by POLs has also declined.
However, volume decreases experienced by all types of laboratories for these codes
indicate that factors other than CLIA have influenced volume and where laboratory
tests are performed.

8 Policy, billing and processing changes initiated by HCFA have resulted in a decline in the volume of some
chemistry, hematology and other procedures performed by all laboratories. For example, change in policy has
resulted in a decline in procedure code 80012, used to describe a 12 chemistry tests, and in declines for other
chemistry tests codes (i.e., 84132 potassium, 82465 cholesterol). The change in policy is reflected in increases in
procedure codes 80002 through 80019.

? Our analysis took into consideration all of the procedure codes used that might be used by laboratories having
a certificate of waiver. Some codes with no volume or extremely low volumes were not used in our analysis, since
including them would have had no impact on the analysis or conclusions drawn from the data.
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COMMENTS ON THE DRAFT REPORT

We would like to thank the American Medical Association (AMA), American Society
of Internal Medicine (ASIM), American Clinical Laboratory Association and HCFA
for responding to our request for comments on the draft of this report. Based on
comments we received, we have reordered and reworded three of the report findings.
The full text of comments received can be found in Appendix E.

The HCFA and the American Clinical Laboratory Association concurred with our
report findings. The AMA and ASIM expressed concern that our study does not
address CLIA’s impact on patient convenience or the speed and quality of testing
afforded by physician in-office laboratories. While important subjects, these issues
were beyond the scope of our inquiry which was simply to determine whether CLIA
has restricted the availability of laboratory services.

The AMA suggests that we have not estimated correctly the number of physicians in
active practice in 1988, and hence questions the accuracy of other estimates in the
report. We believe the difference in OIG and AMA estimates of physicians in active
practice is largely due to differences in definition and does not affect the accuracy of
other estimates in this report.

Our estimate of the number of physicians in active practice in 1988 reflects physicians
who made themselves available to the general public. We realize that our definition is
a more restrictive one than the common definition used by the AMA. We considered
a physician to be available to the general public if they were listed in the yellow pages
or listed with telephone directory assistance. The AMA definition of active practice
includes physicians who do not make themselves available to the general public.
These physicians are employed by health maintenance organizations, hospitals,
government, community clinics or other entities. While the organizations for whom
they work may advertise for patients, the individual physicians employed by them do
not solicit patients by advertising in the yellow pages or other means. Given this
difference in definition, and other factors, the magnitude of discrepancy between the
AMA’s data and our data should not affect our projections, since the excluded
physicians generally do not operate in-office laboratories.
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APPENDIX A

1988 POL Survey Methodology
and results of 1994 recontacts with physicians
who participated in that survey

Note: The information presented on the following pages was used to determine what, if
any, impact CLIA had on physicians in active practice in 1988 who were still in active
practice in 1994. The data provided does not reflect the number of POLs in operation
today. It does not take into consideration physicians entering into medical practice since
1988 and their access to POLs.

Projections are based on information obtained from States in 1988. Today, more
accurate information as to the number of physicians in active practice is available. Using
this information and the experience gained during our 1988 and 1994 surveys suggests that
the current universe of laboratory sites that could be considered POLs ranges somewhere
between 97,000 and 114,000 sites.




POL SURVEY METHODOLOGY

The 1988 and 1994 physician surveys both used a two-stage cluster sample to estimate
the number of physician office laboratories (POLs) nationwide. In 1988, the States
were selected at the first stage with probability proportional to size, where the size of
the State was determined by the total number of laboratory procedures billed under
Medicare Part B during 1985. This data does not include hospital outpatient data.

The information on the total number of laboratory services was obtained from the
Health Care Financing Administration’s 1985 Part B Medicare data file. Ten States
were selected for inclusion in the survey. Table 1 gives the States selected, the
corresponding estimated total number of laboratory services and the proportion that
total is of all laboratory services for 1985. This proportion represents the probability
of selection associated with each State.

At the second stage of
sampling, each selected
State was contacted and
requested to provide a
listing of all physicians
licensed in that State.
Three of the selected
States were unable to
provide this listing. Each
Prudential NC 292 of these 3 States were,
: instead, asked to provide a
listing of the name and
BS of Greater NY 60,610 522 address for approximately
45 physicians selected at
random. This approach
was considered acceptable
due to the independent
nature of the sampling
within each State. From
the listings for the seven

. ' remaining States,
hb&’:’;ymxpm’#m“fxnﬁ‘:rmy;?%'mmm sampie of all physicians were selected
= within each State using

Table 1 simple random sampling.
The only criteria for
selection of a physician
was that the physician’s
mailing address be within

Gen’l Am Life (Missouri)




the selected State and that the physician be licensed as a medical doctor (MD). All
other physician groups, such as doctors of osteopathy, podiatrists, and chiropractors,
were excluded from this survey. '

Each State in the sample was also asked to provide a count as to the number of
licensed physicians with addresses in the State. This enabled us to identify the
universe of physicians within each State and to exclude out-of-State licenses from the
State universe. All of the selected States were asked to provide this count as of the
date of our inquiry.

It was felt that sampling 20 physicians in active practice, per State, was sufficient for
purposes of this study. We attempted to secure a telephone number from directory
assistance for each physician selected for study contact.

Telephone calls were made
to all physicians with listed
telephone numbers until
we reached 20 physicians
in active practice.
Physicians with unlisted
telephone numbers and
those with listed telephone
numbers who could not be
reached, or whose
answering service could not
be reached after three
attempts, were assumed
not to be in active practice
or not holding themselves
out to the general public.
We realize that our
definition is more
restrictive than the
common definition used by

* Estimates supplied by the State. the American Medical
** Adjustment is based on 20 physicians per State in the final sample. Association.

Each of the physicians (or
Table 2 office staff) contacted were

asked to confirm whether

or not the physician was in
active practice. The universe for each State was adjusted to eliminate those physicians
not considered to be in active practice.

When we had located 20 active practices, they were asked to participate in our study.
Approximately 10 percent refused. Those that agreed to participate were asked if
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they performed laboratory tests in their office. If they responded yes, they were asked
if laboratory testing exceeded 5,000 tests a year. Our wording of these questions was
consistent with the language of the Omnibus Budget Reconciliation Act of 1987
provision.

The results of the 1988 sampling process and the final adjusted estimates of the
number of active physicians in each State are displayed in Table 2 on the previous

page.

This methodology allowed us to estimate the number of physicians who use a POL. In
order to estimate the number of POLs, we also asked each interviewed physician if
any other physicians used this same laboratory, and if so, how many. From this
information we were able to estimate the number of POLs used by a single physician
and, using the mode of the distribution from the responses indicating more than one
physician used a given POL, we estimated the number of POLs used by more than
one physician. Using the proper weight, based upon the sampling design, we were
able to produce the national estimates given in Table 3. Included in this table are the
lower and upper bounds for the 90 percent confidence interval. All values in this
table are rounded to the hundreds position.

# of Licensed Physicians

# Using POLs

# with Multipie Physicians 24,000 16,900 31,200

Table 3




Results of 1994 Physician Office Laboratory Survey

The 1994 survey was designed to determine what happened to the 299,500 medical
practices that were active in 1988. Using data derived from recontacting the 200
physicians who participated in 1988, we were able to make the following projections
about the 299,500 physicians in active practice in 1988.

1) Projected number of medical practices that have closed POL operations since
our 1988 survey. Includes practices that have ceased testing altogether and
those that have consolidated sites:"

| Estimated # of POL Closures | 90% Confidence Interval |
| 17,170 | 12,470 - 21,870 |

2) Projected number of new POL sites:"

I Estimated # of POL Openings | 90% Confidence Interval |
| 14,900 | 6,500 - 23,300 |

3) Projected number of physicians operating POLs based on the 1994 survey:’

I Estimate I 90% Confidence Interval |
| 162,300 | 114,600 - 210,000 |

4a)  Projected number of physicians in solo pract‘ice and group practice in 1994:"

Physicians per Practice Type
in 1994 Estimate | 90% Confidence Interval

# of physicians in solo
practice 81,000 59,200 - 102,800

# of physicians in group
practice 195,000 148,600 - 241,400

Based on physicians in active practice in 1988 who were still in active practice in 1994.




4b)  Projected number of POLs being operated in 1994 by physicians who were in
active practice in 1988 and who are still in active practice in 1994. This
number has been broken down to show the number of POLs being operated by
physicians in solo practice and to show the number of POLs being operated by
physicians in group practice:

" Estimated # of POLs in 1994 86,000 “
# of POLs by Practice Type in 1994 | Estimate 90% Confidence Interval
POLs operated by solo practices 44,600 29,800 - 59,400

" POLs operated by group practices 41,400 27,300 - 55,500

5a)  Percent of practices using national reference laboratories, local independent
laboratories, hospital-owned laboratories or no reference laboratories

(N=176):"

Laboratory Type Estimated percent | 90% Confidence Interval
National reference laboratory 42.1% 34.8% - 49.4%
Local independent laboratory 23.7% 16.7% - 30.7%
Hospital-owned laboratory 32.0% 20.4% - 43.6%
None 2.2% 0.4% - 4.0%

* Based on physicians in active practice in 1988 who were still in active practice in 1994.




5b)  Percent of practices using national reference laboratories, local independent
laboratories, hospital-owned laboratories or no reference laboratories by
Practices With or Without POLs in 1994:"

National Reference Laboratory

Estimated Percent

113% - 30.7%

POL

643%

532% - 75.4%

Hospital-Owned Laboratory

Estimate

90% Confidence Interval

No POL

69.8%

49.4% - 902%

POL

* Numbers too small to report.

* Based on physicians in active practice in 1988 who were still in active practice in 1994.




APPENDIX B

CLIA Laboratories by Type




Type of Laboratory % CLIA Applications

Health Fair 212 0.1%

Home Health Agency 6,907 4.6%

Hospital 8,789 5.8%

Industrial 1,265 0.8%

Intensive Care/Mental Rehabilitation Facility 545 0.4%

Pharmacy 243 02%

Skilled Nursing/Nursing Facility 13,157 8.7%

Other Practitioner 2,194 1.4%

Blood Banks 316 0.2%

Unknown* 34 0.0%




APPENDIX C

Tables of U.S. Counties
Without Laboratories

The information presented on the following pages was derived using information from the
United States Bureau of the Census, HCFA’s Online Survey, Certification and Reporting
System and from HCFA’s Unique Physician Identification Number (UPIN) file. We used
1990 census information. The HCFA data reflects information in file at the end of

February 1995.




Table 1

Yellowstone National Park, MT

Wheeler, NE




Table 2

Population

# of Physicians

Perry, AR

7,969

Glades, FL.

7,591

Long, GA

6,202

675

24,009

Falls Church, VA

9,578

King and Queen, VA

6,289




Table 3

County, State

Population

# of Physicians

":”Fredencksburg City, VA

19,027

19




APPENDIX D

Laboratory Procedure Codes
by Place of Service
1985 - 1993




The following tables were used to determine if changes in where testing takes place
have occurred since the passage of CLIA. The tables span the period beginning
January 1, 1985 through December 31, 1994.

The data used from this analysis was first collected by the Office of Inspector General
in 1985 and has been collected each year since that time. The data represents a 1
percent sample. The samples were drawn annually from HCFA’s Common Working
File and its predecessor the Part B Medicare Annual Data (BMAD) file.

The procedure codes represented on the following pages were initially identified for
use in our report entitled Quality Assurance in Physician Office Labs. At the time
these procedure codes were selected they represent procedure codes most often billed
as being performed in POLs.

We compared the volume data for 1987 with the volume data for 1993 to determine if
the billing for a particular procedure code had risen or fallen since the passage of
CLIA in 1988. The volume for some procedure codes has vacillated from year to
year. For purposes of this analysis, reasons for such vacillation was not taken into
consideration. A change was considered to have occurred if the volume for a
procedure code in 1993 was lower than the volume in 1987.
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June Gibbs Brown

Inspector General

5250 Wilbur J. Cohen Building
330 Independence Avenue, S.W.
Washington, D.C. 20201

Dear Inspector General Brown:

As President of the American Clinical Laboratory Association ("ACLA"), I am writing to
thank you for the opportunity to comment on the Office of Inspector General's recent draft report,
"CLIA's Impact on the Availability of Laboratory Services." As you know, ACLA is an
association representing independent clinical laboratories located throughout the United States.
All ACLA members were directly affected by the passage of CLIA'88 and the subsequent
regulations implementing that law.

ACLA has always believed that all patients should be assured that their clinical
laboratory testing was being performed in a facility that met certain basic quality and personnel
requirements, regardless of whether that testing was being performed in an independent clinical
laboratory, a hospital laboratory, or a physician's office laboratory. For that reason, ACLA
members strongly supported the enactment of CLIA '88, and have continued to support the
enforcement of its provisions.

As a result of our concern about these issues, we read with great interest the OIG's recent
report. We believe its basic--and most important--conclusion is stated at the bottom of page 7 of
the rcport. The report notes:

Despite changes in POL [Physician Office Laboratory] testing
capabilities, none of the practices that participated in our study indicated
that they have any trouble in securing laboratory services for their
patients. The availability of POLs, independent clinical laboratories and
hospital laboratorics appears to be adequate to meet the needs of
physicians and patients.




June Gibbs Brown
Inspector General
May 15, 1995
Page Two

In short, the report concludes that CLIA's imposition of basic quality and personnel
standards has not limited patients’ access to laboratory services. We believe this conclusion is an
important one to bear in mind as consideration is given to proposals to modify the law.

Thank you for the opportunity to comment on this report. If we can be of any further

------ aVa Vas¥esit)

assistance, please do not hes1tate to contact me.

Sincerely yours,
/‘> /TA (1 70
\,VMLCX— Y Jun o'todu

David N. Sundwall, M.D.
President




American Medical Association

Physicians dedicated to the health of America

James S. Todd, MD 515 North State Street 312 464-5000
Executive Vice President Chicago, Illinois 60610 312 464-4184 Fax
May 15, 1995

June Gibbs Brown

Inspector General

Department of Health and Human Services
330 Independence Avenue, S.W.
Washington, DC 20201

Dear Ms. Brown:

The American Medical Association (AMA) appreciates the opportunity to comment on
the Office of Inspector General’s draft report entitled "CLIA’s Impact on the Availability
of Laboratory Services." Clearly, no other regulation has caused more concern, anxiety,
and unrest in the physician community than has CLIA. We are, therefore, pleased that
the Administration has made the request that your office study CLIA and its effects on
the medical profession -- especially on those physicians who have opted to perform
laboratory testing in their office.

In requesting the study, HCFA had raised concerns that testing sites, especially physician
office laboratory (POL) sites, might cease operations and thus restrict patient access to
certain types of laboratory tests. The study concludes that CLIA has had little or no
impact on the availability of laboratory services. What the study fails to address is the
effect CLIA may have had on the availability of In-office testing, regardless of whether
outside laboratory services were available, and what such a decrease in the avallablhty of
In-office testing may mean to patient convenience and quality of care.s

Certainly, lab closure was one possibility that POLs had to consider when faced with
volumes of regulatory requirements. Other possibilities include the higher costs
associated with the provision of laboratory services brought about by compliance with
CLIA, costs associated with inspections of private physician office practices, and
excessive administrative requirements. As the study indicates a number of physicians
did opt to close their laboratories. However, we would challenge a number of the
study’s other conclusions.

For example, we maintain that it is questionable, as the draft study suggests, that the
reduction in the number of POLs from 57,000 in 1988 to 44,500 in 1994 can be
attributed primarily to physicians moving from solo practices to group practices. While
group practices are growing in number, many physicians may have closed their labs due
to multiple factors such as the cost of complying with CLIA requirements, lower
reimbursements for lab services, OSHA requirements, and managed care requirements.




2

In addition, we believe that the report does not provide enough evidence to support its
conclusions concerning the underlying reasons for the apparent shift on the part of
physicians from solo practitioners to group practices. Specifically, the report does not
provide enough evidence of this shift as it only accounts for 1994. According to AMA’s
Socioeconomic Monitoring Survey, it is a fact that the percentage of physicians in solo
practice has fallen (from 35% in 1990 to 29%) in 1994. What is less certain, however,
is that the reduction in POLs operated by solo physicians can be necessarily associated
with the decrease in their numbers without evidence that would specifically link POL
closures to the trend of physicians merging practices. Thus, it would be more accurate
to conclude that some, but not all, of the lab closures are the result of physicians joining

groups.

We also find it troubling that the study does not differentiate between employee and self-
employed physicians. Surely, self-employed physicians are more likely to respond to
CLIA’s cost implications because they bear the financial risks directly. The study
ignores the fact that although physicians are able to maintain necessary laboratory
services, they may also incur additional costs.

In addition, it should be noted that some of the numerical projections in the study utilize
magnitudes that may be questionable. For example, the study shows an estimated
299,500 of 567,200 licensed physicians in active practice in 1988. Our records indicate,
however, that in 1988 there were approximately 567,587 licensed physicians, of which
521,328 were in active practice (According to the AMA’s_Physician Characteristics and
Distribution in the U.S.). These estimates, which are in our view inaccurate, make the
other projections used in the study suspect.

We agree with the study’s fourth finding where it states, "The CLIA appears to have had
an impact on the kinds of testing performed by physician office laboratories.” Clearly,
most physicians have chosen to restrict the variety of laboratory testing they perform for
their patients. Tests that had been routinely and safely performed for their patients
benefit pre-CLIA were subsequently considered highly complex or moderately complex
and became subject to stringent and costly requirements that made it no longer
economically practical or feasible to continue to perform those same tests in the POL
setting. POLs that did restrict their "menu" of tests were ultimately compelled to use
either hospital or independent labs to provide the complimentary additional needed
diagnostic data necessary to compile the treatment regiment for their patients. Reducing
the menu of tests routinely performed in a POL has resulted in disruptions in both
patient and physician access to immediate essential services. The draft study results do
not address this problem in particular.

The AMA maintains that the study would be enhanced if it could assess the hardship on
patients in having lab testing performed elsewhere other than in a POL. The
convenience to the patient and/or physician in having the full regiment of diagnostic
services readily available is an important issue. If the costs associated with performing
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critical and fundamentally essential testing are so high that physicians must curtail their
menu of laboratory testing, then the patient, the physician and the Medicare program
loses. The patient is forced to delay the initiation of a drug program or other medical
services until lab results are returned from an outside lab. Subsequent patient visits may
be necessary to convey the results and establish an appropriate treatment regime. The
patient and physician must adjust busy schedules to accommodate the additional visits.

For the physician the convenience of being able to perform essential lab tests that
complement his or her practice can mean that a more conservative course of treatment
can begin as quickly as possible. Waiting even twenty-four hours for lab results can
mean the difference between conservative treatment or surgery, patient anxiety or patient
satisfaction, professional autonomy or unnecessary government oversight.

The study should also recognize that the increase in the utilization of lab services per
patient and in expenditures has occurred, in part, due to the availability of sophisticated
automated lab equipment. That equipment is now being used safely and effectively by
hospitals, independent labs and physician office labs.

It is ironic that the regulation being examined by this study was enacted into law to
improve the quality of patient care by assuring the accuracy of laboratory testing, and
yet, the study draws no conclusions about the impact of the law on quality. If lab work
is delayed, quality is not improved. If a physician is unnecessarily restricted from being
able to practice medicine due to excessive costs and regulations, quality is not improved.
The study should attempt to correlate the benefits (improvements in the quality of
medical care) that accrue to physician office practices that are able to provide a full
array of necessary, in office lab testing to their patients, where access is not a problem.

The AMA appreciates the opportunity to comment on the draft report. Should you have
questions about these comments please contact Jack Emery in our Washington Office at
(202) 789-7414. '

Sincerely,

0.9ald w2

James S. Todd, MD
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The Hono able June Gibbs Brown
Inspector 3eneral

Departme 1t of Health & Human Services
200 Indep :ndence Avenue, SW
Washingtcn, D.C. 20201

Dear Ms. 3rown:

Thank yot: for giving the American Society of intemal Medicine (ASIM) the opportunity
to provide comments on the Office of Inspector General's draft report entitled "CLIA's
impact on the Availabllity of Laboratory Services.” In general, we find that this study
does not iddress the true impact of the CLIA law on physician office laboratories.

The study conciudes that CLIA has had little or no impact on the availability of
laboratory services. This conclusion Is based on the findings that there has not been
a signific: nt decrease in the number of physicians operating in-office laboratories
since CL!\ was enacted in 1988 and that none of the physicians contacted during the
study ind ated that they had trouble securing laboratory tests for their patients from
outside siiurces. The study fails to address whether CLIA has restricted the availability
of in-offic:+ laboratory services to Medicare patients and how such a change, if any,
may have impacted patient convenience and quality of care.

The study finds that CLIA has had an eftect on the kinds of testing perfoarmed by
physician office laboratories. Specifically, the study concluded that CLIA contributed
to a shan decline in the volume of 12 tests out of a sample of 60 procedures
performet| by physician office laboratories between 1987 and 1993. For example, the
volume o quantitative glucose and sedimentation rate tests--both moderate
complexi! 7 tests--performed by physician office laborataries has dropped sharply.
There ha: been a corresponding increase in the volume of the waived versions of
thesse tes 3. ASIM believes that a Jarge number of physicians have discontinued all
but waive d testing in order to avoid the costs associated with complying with the CLIA
reguiatior s for moderate- or high-complexity laboratories. This would explain both the
sharp de rease in office laboratory test volume for some procedures seen in this
study, an 1 the fact that over 50 percent of physician office laboratories now fall into
the waive d or physician-performed microscopy categories. It also would explain why
this study did not find a significant decrease in the total number of physicians
operating office laboratories.

We belie ‘e that this study may actually underestimate the impact CLIA has had on
patient a :cess to moderate- and high-complexity testing in the office iaboratory
setting. "he study compares pre-CLIA data from 1987 with 1993 data. We believe
the most significant changes in testing voiume did not occur until the period from
1991 to - 993. Feedback from our members indicates that the majority of them waited
- until after regulations were published before changing thelr test menus. Many walted

2011 PENN!YLVANIA AVENUE, NW ¢ SUITE 800 « WASHINGTON, DC 20006-1808
TELEPHON {(202) 835-2746 « FAX (202) 8B35-0443

E-7



even longer untit the regula ions were implemented in September of 1992 before discontinuing
tests for which no alternativ » waived method existed.

The study concludes that th 3 apparent change in office laboratory testing capability is not
important, suggesting that tiie physiclans contacted during the study had no problems securing
laboratory work for their pat ants from outside sources. We believe this conclusion is misleading
and ignores the special ber 2fits of having laboratory services performed where care is being
provided. Office laboratorie; allow physicians to obtain test results while patients are still in the
office so that they can begit immediate treatment of their medical problems. Although moderate-
and high complexity tests ¢: n usually be obtained from outside sources, thare often is a
substantial delay in receivin } the results of those tests. At best, outside laboratories can get
results back in a few hours. In some cases, It may take days to obtain test results from
commercial laboratories. T is means unnecessary delays in test resuits that may require revisits
to the physician's office or ¢ 1anges In treatment. At the least, this greatly inconveniences the
patient. At worst, such dela rs In diagnosis may have serious consequences for the patient, e.g.,
unnecessary hospitalizations .

Another consequence of the apparent change in the kinds of tests performed by office
laboratories is that patients 1 1ay be sent to outside laboratories for routine tests that were
performed for them at their | hysician's office pre-CLIA. This may pose a hardship for elderly, sick
and disabled patients who t ave difficulties in arranging transportation to other sites. As a result,
some patients may forgo ob aining necessary tests altogether. For working patients, this may
mean that they must take m:re time off from work to get test work, resulting in lost wages for the
employee and decreased pr iductivity for the employer.

ASIM Is also concemned abo it the possible impact CLIA has had on quality of testing. The study
fails to address the possibie quality implications if CLIA has indeed caused a farge number of
physicians to switch to less eliable, but lower category tests rather than use more reliable, but
more regulated methods. A: noted above, the study alsc fails to address whether CLIA has
caused delays in diagnosis : nd if patient care has been adversely impacted as a result.

Finally, the study data show hat 12,500 office laboratories operated by solo practitioners have
closed since CLIA was enaci3d. We question the assumption made by the study that all these
closures can be explained b’ the move away from solo practice toward larger group practices.

In conclusion, ASIM rejects i i@ overall conclusion of the study that CLIA has had no impact on the
availability of tests. Immedia e availabllity of many routine tests in a manner that is convenient to
patients and facilitates prom; t dlagnosis and treatment decisions has been adversely aftected by
CLIA. Patients no longer ha\ e the same access to moderate and high complexity in-office
laboratory services as they hd pre-CLIA. The study does not adequately address this concern.

Thank you for the opportunit to review and comment on the OIG's report on the impact of CLIA
on the availabllity of laborato y testing. ASIM looks forward to working with you and your staff cn
this issue in the future.

Sincerely,

Alan R. Neison, MD
Executive Vice President
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The Administrator
Washington, D.C. 20201
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TO June Gibbs Brown
Inspector General
FROM Bruce C. Vladec@\/ v
Administrator \
SUBJECT  Office of Inspector General Draft Report: "CLIA’s Impact on the
Availability of Laboratory Services," (OEI-05-94-00130)

We reviewed the subject draft report which examined whether the Clinical Laboratory

Improvement Amendments of 1988 have restricted the availability of laboratory services
to Medicare patients. Our comments are attached for your consideration.

Thank you for the opportunity to review and comment on this report. Please advise us

if you would like to discuss our comments.

Attachment




Comments of the Health Care Financing Administration (HCFA)

on Office of Inspector General Draft Report:
"Clinical Laboratory Improvement Amendments of 1988

(CLIA) Impact on the Availability of Laboratory Services"
(OEI-05-94-00130)

HCFA Comments on the Report Findings

Page i - We recommend rewording the first finding as follows: "CLIA appears not to
have affected physician ability to secure laboratory services for their patients." The
statement as it is currently written implies that physicians refer all laboratory services
which is not the case. This statement is also on page 5 of the report.

Page ii - We recommend replacing the wording of the last finding with the language
contained in the original draft document we reviewed, "Changes in the marketplace have
affected where some laboratory tests are performed." The discussion concerning the
change in billing codes does not take into account that, until CLIA, waived tests did not
have unique codes but were billed under existing billing codes that were not as specific.
Stating that coding changes show a shift in physician testing may not be a reliable factor
as these unique codes did not exist prior to CLIA. The present wording of the last
finding also fails to consider the other factors that are elaborated on in the discussion on
page 9. It might be helpful to expand the discussion on page ii to include these other
factors. (This finding statement is also on page 9.)

Another factor that should be mentioned in addition to the "Stark Amendment" should
be Occupational, Safety, and Health Administration requirements. These came into
place around the same time and there is concern in the medical community about these
requirements as well. This is also mentioned on page 9.

Page 3 - The discussion in the second paragraph concerning multiple sites is incorrect.
Since multiple sites are permitted under one certificate, the total number of laboratory
sites should be larger than 151,658, not smaller (129,634). This should also be corrected
on page 6.

Appendix C - It would be helpful to know the timeframe from which this information is
taken (currently, based on 1990 census . . . .). As it is presented we are unsure of the
time period involved. If this is current information is there similar information available
so that pre- and post-CLIA comparison could be made?
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