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QualityAssurance in ChangingTimes: Proposalsfor Reform and Research in the Clinical
Laboratory Field1
Michael L Kenney

The U.S. Department of Health and Human Services recently
commissioned a comprehensive analysis of the effectiveness
and appropriateness of federal clinical regulations. The anal-
ysis found that many federal regulations are technically
obsolescent and many may be operationally unnecessary as
a result of changing laboratory technology and changed
federal reimbursement policies. Among changes recom-
mended by the HHS-funded analysis are: (a) the regulatory
classification system based upon physical location of labora-
tories is no longer appropriate and should be replaced with a
classification system reflecting laboratory functions; (b) a
single, uniform set of federal regulations should be devel-
oped that covers all civilian laboratories receMng federal
reimbursement or operating in interstate commerce; (c) a
revised federal regulatory system should emphasize mea-
sures of performance such as personnel and inspection
requirements; and (c clinical laboratory regulations should
be based upon objective data to the maximum extent possi-
ble.

This special report summarizes a study commissioned by
the Office of the Assistant Secretary for Health for Planning
and Evaluation (ASPE) of the U.S. Department of Health
and Human Services to assess the effectiveness of federal
quality assurance (1) regulations for clinical laboratories in
meeting theirobjectivesof protecting the public health (2).
The ASPE study, completed in April 1986, was identified by
the Office of Management and Budget as a priority analysis
in the administration’s 1985 regulatory reform program (3).

Study ObjectIves

The two primary objectives of the ASPE study were:
(1) to assess the appropriateness and effectiveness of

clinical laboratory regulations under Medicare and the
Clinical Laboratory Improvement Act of 1976, as amended
(CLIA); and

(2) to identify and analyze alternatives to current federal
requirements.

Structure of the Analysis

The work program produced by ASPE defined three
primary tasks and a series of subtasks to achieve these
objectives:

Task I: Compare and contrast Medicare and CLIA labora-
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tory regulations in conjunction with selected state regula-
tory requirements for clinicallaboratoriesand voluntary
standards employed by the College of American Patholo-
gists, the Joint Commission on Accreditation of Hospitals,
and the American OsteopathicAssociationto identify: (a)
common requirements; (b) inconsistencies or conflicts
among programs; and (c) gaps in requirements, including
failure to encompass certain laboratory settings or aspects of
laboratory performance.

Task II: Review and analyze existing empirical research
regarding the efficacy of regulatory requirements in assur-
ing laboratory quality, thereby meeting statutory objectives
of protecting public health. Where empirical evidence was
not available to assessthe federal regulations, the contrac-
tor was charged with identifying the best-informed profes-
sional judgment on the topic. Task H contained a set of five
subtasks:

(a) Determine what evidence or qualified professional
judgment supports a conclusion that specific regulatory
requirements are “beneflcial”-that is, improve laboratory
performance and (or) reduce cost.

(b) Determine what evidence or qualified professional
judgment supports a conclusion that specific regulatory
requirements have negligible or detrimental effects on qual-
ity and (or) costs of services.

(c) Determine how reimbursement policies such as the
move to prospective payment and diagnostic related group
payments have affected sites, frequency, quality, and costs
of clinical laboratory services, and forecast future effects of
these policies.

(d) Determine if reimbursement policies such as prospec-
tive payment systems have led to shifts in providers of
services between for-profit and non-profit providers of serv-
ices.

(e) Determine to what extent changes in laboratory tech-
nology have affected costs, quality, and sites of clinical
laboratory testing.

Task HI: On the basis of findings of Tasks land II, identify
and evaluate alternatives to current regulatory require-
ments that hold promise for assuring high laboratory per-
formance while reducing costs or holding them at acceptable
levels.

Before describing the methods used in carrying out these
tasks, it is important to note that the implicit logic in
identifying inconsistencies in requirements between Medi-
care and CLIA (Clinical Laboratory Improvement Act)

regulations and assessing the efficacy of existing require-
ments is to determine if the federal government should
move to a uniform set of clinical laboratory regulations. The
implicit logic in identifying gaps in coverage and assessing
the appropriateness of federal exemptions is to determine if
the gaps in regulatory coverage create the risk of potentially
lower levels of public health protection than elimination of
the gaps would entail.

It is also important to note that the primary focus of the
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entire study was to determine the effectiveness of federal
regulations in protecting the public health at reasonable
cost-in other words, the central focus of the analysis was to
be cost-effectiveness (4).

Context of the Regulatory RevIew

Cost Containment

There has been a substantial increase in laboratory
testing and associated costs to patients and (or) third-party
payors during the past two decades since federal regulations
were put in place. The costs of clinical laboratory services
are seen as an important component of the general inflation
in medical and health-care costs of the past 10 to 15 years.
At present, there is a heightened concern with controlling
unnecessary costs associated with laboratory testing and
with regulating clinical laboratories.

The Health Care Financing Association (HCFA) estimat-
ed that total Medicare expenditures for outpatient labora-
tory testing in FY 1984 were $1.6 billion. About half of this
amount went to hospitals, with 80% of the remaining $800
million going to physicians’ office laboratories and 20%
going to independent laboratories (5). HCFA did not have a
data system that could track laboratory expenditures for
inpatients, which are certainly also substantial.

Market Estimates

During the past two decades there has been a rapid
growth in markets for clinical laboratory services with
growth rates varying in different sectors of the market. The
American Hospital Association (AHA) in 1985 estimated
that there was a 20% annual growth rate for laboratory
testing in the 1960s and 1970s. The AHA estimates that the
1985 market for all testing services was at $20 billion, with
$10 billion in hospital laboratories and $5 billion each in the
independent and physician’s office settings (6). E. I. Du Pont
de Nemours and Company estimated (7) utilization volumes
and market percentages in 1985 by setting 51% of testing
volume in hospital laboratories (over three billion tests),
30% in independent laboratories (1.8 billion tests), 11% in
physicians’ office laboratories (66 million tests); and 8% in
the home (48 million tests). Du Pont estimates that the
overall market will nearly double by 1990, with the physi-
cian’s office setting growing at 15% per year.

Physician’s Office Testing-the New Growth Area

Hospitals magazine identified the physician’s office set-
ting as the “new growth area” in the market (6). A sense of
the growth in the volume of testing in this setting may be
seen in the Boston Biomedical Consultants forecast of 2.7
billion tests with revenues of $16 billion in clinics and
physicians’ offices by 1990, a 14% growth rate per year and a
fourfold increase in revenues over 1985 (8).

Changing Laboratory Technology

Existing federal quality-assurance regulations are con-
sensus-based rather than data-driven. They reflect a consen-
sus of professional thought and relative political-power
positions that existed in the mid-1960s, and as such are
based upon technological, economic, and political conditions
current two decades ago. A central feature of earlier labora-
tory technology was that it was highly labor intensive,
requiring the efforts of extensively trained, dextrous work-
ers, who proceeded through a series of complicated manual-
testing steps. Each step in the process was subject to human

error. As a result, there was a need for extensive technical
training and socialization of laboratory personnel into pro-
fessional norms. Beginning in the 1950s, semi-automated
systems entered the market that mechanically performed
some of the previously manual test steps. By the mid-1960s
laboratory testing was still largely dependent upon manual
operations performed by technologists and technicians.

A set of “good laboratory practices” designed to bring
about uniform standards of practice and performance in
laboratories was developed by the profession in response to
the sensitivity to human error that was associated with
manual and semi-automated systems. These standards were
incorporated into voluntary quality-assurance programs
and were later adopted in large part by federal and state
regulatory programs for clinical laboratories. In general,
these standards of good laboratory practice and their related
regulations were not empirically tested to determine their
efficacy in assuring accurate, precise laboratory testing.

Since the federal regulations were adopted there have
been revolutionary changes in laboratory technology involv-
ing three components: a continuous growth of new tests
from research centers, refinements in previously developed
tests, and the miniaturization and computerization (auto-
mation) of laboratory testing methods. Along with automa-
tion has come the introduction of prepackaged reagents. The
primary features of automation of laboratory testing and
use of prepackaged reagents are the reduction or almost
complete elimination of analytical testing steps subject to
human error, and the development of feedback loops to
internally monitor and control the quality of testing.

Miniaturization of laboratory technology has opened the
possibility for a major decentralization of testing to sites
distant from centralized hospital or reference (independent)
laboratories. It is now possible to conduct increasingly
accurate and precise testing, especially in chemistry and
hematology, in physicians’ offices, isolated clinics, and on
the wards or at the bedside.

Changed Laboratory Payment Policies

By the mid-1970s, rising federal health and medical
expenditures had become a major political issue. Beginning
with the Omnibus Budget Reconciliation Act of 1980, a
series of changes in Medicare and Medicaid reimbursement
policies for clinical laboratory services was initiated in an
attempt to substantially reduce federal expenditures for
these services. Section 916 of the Budget Reconciliation Act
of 1980 put a cap on open-ended “reasonable-charge” labora-
tory fees, thereby creating incentives for physicians to do
laboratory tests in their own office, in order to recover
diminished revenues from markups previously applied to
tests referred to independent or hospital laboratories, and
from reductions in income they later experienced under the
1984 freezes in physicians’ payments for medical services
under the Deficit Reduction Act.

Prospective payment for inpatient laboratory testing
(DRGs) convertedhospital laboratories from revenue cen-
ters to cost centers. There is evidence that pro-admission
and post-discharge testing shifted to other settings where
separate reimbursement is still allowed, especially the un-
regulated laboratories in physicians’ offices.

Reclassification of clinical pathologist services under the
Tax Equity and Fiscal Responsibility Act of 1982 (TEFRA)
substantially limited Part B Medicare Reimbursement pay-
ments to pathologists, further reducing hospital laboratory
income. This added additional incentives for hospitals to
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reduce costs, both by reducing numbers of tests per adinis-
sion and by reducing unit costs-in other words, to seek
increased efficiency through automation.
The Interaction of Changing Technology and Changed

Reimbursement Policies

Rapidly changing laboratory technology and changes in
federal reimbursement policies have interacted to initiate a
restructuring of the clinical laboratory industry that is
resulting in the shift of millions of tests among various
laboratory settings. New settings in which tests are per-
formed are emerging free-standing urgent-care centers,
free-standing diagnostic centers, and mobile laboratories.
New laboratory-ownership patterns are also developing,
such as a movement in response to changes in reimburse-
ment. For example, physicians who are not in group prac-
tices are forming limited partnerships to provide themselves
with laboratory services outside of the umbrella of federal or
state regulation.

This restructuring of laboratory testing has not been
reflected in changed regulatory requirements, which ad-
dress neither the new technology nor the decentralization of
laboratory testing that currently is underway. A major
feature of the ASPE study was to assess the current
regulations in the light of these two major changes, and to
recommend appropriate reform of existing quality-assur-
ance regulations.

Study Methodology

Fundamentally, the study was a collaborative effort on a
nationwide basis. Our primary role as researchers was to
collect, collate, and synthesize data and ideas from a wide
variety of participants in the clinical laboratory arena. As a
first step, we conducted an extensive literature review,
which, to my knowledge, produced the most complete bibli-
ography on the topic of laboratory regulations available to
date.

We also used an extensive interview process, which
involved face-to-face or telephone interviews with workers
at many levels in the clinical laboratory field representing
public and private agencies, manufacturers and their repre-
sentatives, leading academic authorities, and laboratory
workers. Some of the institutions included in this interview
process were: the American Association for Clinical Chemis-
try, the Health Care Financing Administration (HCFA);
The Centers for Disease Control (CDC); The Food and Drug
Administration (FDA); agencies regulating clinical labora-
tories in California, Pennsylvania, New York, and a number
of other states; The Joint Commission on Accreditation of
Hospitals (JCAH); the College of American Pathologists
(CAP); the American Osteopathic Association (AOA); the
American Society for Medical Technology (ASMT); the
American Society of Clinical Pathologists(ASCP); the
American Association of Bioanalyst.s (AAB); the National
Committee on Clinical Laboratory Standards (NCCLS); the
Health Industry Manufacturers’ Association (HIMA); and
some individual manufacturers. The names of the 134
individuals interviewed are listed in an appendix to the
report (9).

In addition to providing much of the content of the final
report, these interviews constituted one feature of a three-
part quality-assurance program for the study itselL Many of
those interviewed were contacted on a number of occasions
during the eight-month study and invited to comment on
our ideas as they evolved during the investigation. In this

way the research team received continual feedback on the
project as it unfolded. A second quality-assurance mecha-
nism was provided by a federal interagency review commit-
tee, composed of representatives from ASPE, CDC, and
HCFA, which met periodically to guide our efforts. As a
third quality-assurance mechanism for the study an inde-
pendent group of 10 reviewers who are recognized as leaders
in various aspects of clinical laboratory activities was invit-
ed to review the final report as it was being drafted. All of
them offered valuable suggestions for refining chapter
drafts and contributed greatly to the overall quality of the
final product. (See Appendix A for a list of these indepen-
dent reviewers.)

Study FIndings-General
Public Health in the Clinical Laboratory Context

Although the stated purpose of quality-assurance regula-
tions for clinical laboratories is to protect the public health,
the concept of public health in the clinical laboratory context
is undefined, either in the professional literature or in
legislation. Under these conditions it is not possible to assess
the efficacy of federal regulations in meeting their stated
purpose of protecting public health. The focus of the ASPE
study was forced to shift to the efficacy of federal regulations
in assuring acceptable levels of accuracy and precision of
laboratory testing-the tacitly accepted operational defini-
tion of public-health protection in the clinical laboratory
arena.

Cost-Effectiveness

We found no cost-effectiveness studies of the current sets
of federal regulations governing clinical laboratories in the
literature, nor of any state standards or voluntary accredita-
tion requirements. Perhaps more importantly, we found
that at the present time it is not possible to develop cost-
effectiveness analysis of federal quality-assurance require-
ments for clinical laboratories, because there are no specified
effectiveness criteria (e.g., public health, accuracy, or preci-
sion) that can serve as program objectives, nor are there cost
data available to assess achievement of program effective-
ness in meeting objectives.

Obsolete Regulatory Classification System

At present, laboratories are categorized for regulatory
purposes on the basis of their physical location-i.e., wheth
er they are situated in hospitals, physicians’ (or group
practice) offices, or in other settings. Laboratories in the
residual category are labeled “independent.” There are three
levels of ambiguity to this typology.

Independent laboratories. “Independent” laboratories may
be individual units in large regionalor national chains.
Their ownership is not ‘independent” in the classical eco-
nomic sense of the term. The defining characteristic of
“independent” laboratories is that they are in physical
locations where physicians and patients do not directly
interact. Independent laboratories must operateunder more
stringent and burdensome federal regulations than are
applied to hospital laboratories-and, of course, more strin-
gent regulations than physicians’ and group-practice labora-
tories, which are not regulated at all under either Medicare
or CLIA (some states regulate some physicians’and group-
practice laboratories). They are placed at a competitive
disadvantage as a result of these more-stringent regula-
tions, although there is no empirical justification for this
discriminatory policy, which assumes that physician-pa-
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tient interaction on the premises offers greater assurance of
quality than in the “independent” setting.

Physicians’ office laboratories. The term “physicians’ office
laboratory” implies a small laboratory in the office of a solo
practitioner or a very small group practice (perhaps two to
three physicians). However, the term is routinely used to
include laboratories in much more substantial group prac-
tices. Indeed, there may be hundreds of partners in group
practices with exempt laboratories. Laboratories in large
group practices may be very extensive and functionally
equivalent to hospital or independent community labora-
tories, and in many cases may do a larger volume of work
than many hospital or independent laboratories while re-
maining exempt from regulation. This is an important
point, because one of the primary justifications for exempt-
ing physicians’ office laboratories from regulation is an
assumption of low volume and therefore low public-health
risk. And, as has been pointed out above, changing labora-
tory technology and federal reimbursement policies are
interacting to dramatically increase volume of testing in
this unregulated setting. There is some empirical evidence
to indicate that low laboratory volume is associated with
poorer performance, ironically indicating increased risk to
the public health at low test volumes (10-14). In addition,
there is evidence that a dimension related to volume-
namely, the scope of laboratory services offered-is also
inversely related to laboratory performance (15, 16).

The second key justification for exempting physicians’
and group practice laboratories is the assumption that
laboratory testing in a physician’s office is an integral part
of the practice of medicine. The M.D. degree in the primary
care setting is treated as a necessary and sufficient condition
to assure clinical laboratory quality. However, a series of
court cases and attorneys-general opinions in the hospital
setting have found that the production of laboratory reports
is not the practice of medicine. The assumption that labora-
tory work is an integral part of the practice of medicine may
no longer be a persuasive argument for exempting labora-
tories in primary-care settings. In addition, there is a small
but increasing body of empirical evidence that indicates that
levels of accuracy and precision of testing in the unregulated
settings are consistently lower than work done in regulated
laboratories (15, 17).

New laboratory test settings. The third level of ambiguity
in the regulatory typology is centered on the newly emerg-
ing settings for laboratory testing free-standing primary
and emergency-care centers, free-standing diagnostic cen-
ters, mobile laboratories, independent laboratories operat-
ing in hospitals under contract with hospitals, networks of
satellite laboratories operated by hospitals outside of central
hospital facilities, and the changing ownership patterns
already described. These new developments have not been
addressed in quality-assurance regulations under Medicare.

These three levels of ambiguity serve to illuminate the
inappropriate nature of the present regulatory typology.
Although it is increasingly clear that this typology is
obsolete, given current technological and financial condi-
tions, there is little evidence that it was justified even when
it was originally adopted into the federal regulations two
decades ago.

The Three-Part Quality-Assurance Regulatory System

In federal, state, and voluntary quality-assurance re-
quirements three sets of regulations are used, corresponding

to Donabedian’s classic three-part quality-assurance typolo-
gy in medicine (18): structure, process, and outcome.

Structural requirements refer both to physical character-
istics of laboratories and to their tables of organization for
their personnel. Process requirements specifr procedures
such as periodic quality-control steps that must be followed
by laboratories to make certain that their testing methods
are in control. They include provisions for inspections of
laboratories to make certain that process requirements are
being followed. Outcome requirements refer to measure-
ments of laboratory performance-the accuracy and preci-
sion of test reports. In general, federal, state, and voluntary
programs require that laboratories successfully participate
in mailed proficiency-testing programs to assess outcome.
An essential feature of this three-part system is that both
structural and process standards are surrogates for perform-
ance. It is assumed that compliance with structural and
process is equivalent to good laboratory performance.

There are very few well-crafted empirical studies de-
signed to analyze the effectiveness of individual regulations
in each of these categories in assuring acceptable perform-
ance, or to analyze the efficacy of the clusters of regulations
in the structural, process, and outcome categories. Finally,
there are few well-designed studies assessing the effective-
ness of regulatory systems as systems in assuring acceptable
levels of laboratory performance.

SpecIfic Study FIndings-EmpIrical Data

Overall Laboratory Performance

There has been a sustained and substantial improvement
in laboratory performance during the past two decades since
federal regulations for clinical laboratories were put in place
(29). Laboratory performance in general is now consistently
at acceptable or very high levels (20, 21). There is docu-
mented evidence of substantial and sustained improvement
in regulated laboratories (22-30). Several factors appear to
be behind this sustained improvement and continued high
level of laboratory performance, including improved tech-
nology, increased and improved voluntary quality-assur-
ance programs (which were themselves partially triggered
by the federal regulatory programs), improved education of
laboratory personnel, and the existence and enforcement of
mandatory federal (and some state) regulatory programs.

Although it is not possible to definitively ascribe to each of
these factors precise credit for the observed improvement in
laboratory performance, there is evidence to suggest that
mandatory regulatory programs have been effective in im-
proving and maintaining accuracy and precision in regulat-
ed clinical laboratories (15,17,31,32). There are no specific
studies comparing the effectiveness of Medicare and CLIA
regulatory programs.

There is also clear evidence that laboratory performance
is strongly affected by the analytical methods used by
laboratories (33).

EffectIveness of Regulatory RequIrements

Personnel (Structural) Requirements

There is little empirical evidence supporting require-
ments for individual personnel requirements. Nor is there
evidence to support the more-stringent, discriminatory per-
sonnel standards applied to independent laboratories that
are not applied to hospital laboratories. The requirement
that laboratories be directed by persons with earned doctor-
ates has been challenged by some studies (15, 17, 34-36).



332 CLINICAL CHEMISTRY, Vol. 33, No. 2, 1987

There is limited evidence (37) that specialization of supervi-
sors and technical personnel is important to good laboratory
performance.

Process (Quality-Control) Requirements

Few studies have been designed to assess the efficacy of
individual process requirements in assuring acceptable pre-
cision and accuracy. One investigation (37) found that there
is no statistical relationship between deficiencies measured
on inspection and proficiency-testing results, indicating that
the surrogate process requirements do not measure the
same dimension of laboratory performance that is measured
by proficiency testing. This finding calls into question the
validity of the inspection process. The need for quality-
control requirements is not challenged by the profession, but
the frequency presently mandated for quality-control runs
with automated equipment has been challenged. We found
no studies that conclusively assess the effectiveness of
quality-control requirements.

Outcome Requirements

There is evidence that mandatory proficiency testing in
and of itself is an effective technique for improving labora-
tory performance (32,38).

Relationship between Surrogate Performance Measures

and Actual Performance

The theoretical relationship between structure and proc-
ess regulations and actual laboratory performance has not
been verified, although attempts have been made to do so
(33, 37, 39, 40).

In summary: There is strong evidence that systems of
mandatory regulations are highly effective in improving
clinical laboratory accuracy and precision and in maintain-
ing accuracy and precision at very high levels. However,
there is also evidence that a substantial number of individ-
ual regulations may be unnecessary and ineffective in
maintaining accuracy and precision. Research has not yet
been able to distinguish between the core of essential
regulations and superfluous regulations that currently are
in effect.

Summary of ProfessIonal Judgment and OpInIon

The literature review and interview process indicated
that there is a strong professional consensus for continued
laboratory regulation by the federal government. It is
generally agreed that personnel standards are required,but
agreement over specific requirements is lacking. In general,
attitudes toward individual requirements appear to be a
function of economic self.interest. There is strong support
for a uniform system of federal regulations for laboratories
for which participation is mandatory.

There is general agreement that quality-control require-
ments are essential, although there is also widespread
recognition that quality-control standards should be revised
to meet changed technological requirements. This recogni-
tion is part of a larger interest in reform of federal regula-
tions to meet changed conditions in general, with elimina-
tion of unnecessary or obsolete standards, simplification of
the entire set of regulations, and increased flexibility of the
regulatory system to respond to changing technology as key
points. The need to reduce dependence on surrogate mea-
sures of laboratory quality and to increase reliance on
performance measures, both accuracy and precision, is

broadly supported. There is strong, though not unanimous
support for linking performance standards to medical-use-
fulness criteria rather than continuing to use the current
arbitrary standards to judge whether performance is satis-
factory or unsatisfactory.

The value of mandatory proficiency testing is generally
recognized, although certain weaknesses in the system now
in use are repeatedly cited. The key weakness is that
proficiency testing is widely believed to measure the best a
laboratory can do rather than its routine performance,
because special consideration may be given to proficiency
test samples.

There is strong support for the maintenance of a federal
partnership with voluntary quality-assurance programs and
state agencies. This translates into support for decentraliza-
tion of regulatory functions, insofar as possible.

There is increasing acceptance of the need to provide
appropriate levels of regulation for currently unregulated
laboratories, although consensus on this issue has not been
achieved. There is a strong factor of economic self-interest
attaching to the positions of the various respondents.

The theme of major reform of the present regulatory
system for clinical laboratories contains several key compo-
nents in addition to those already identified, including (a)
that a professional consensus will be necessary to achieve a
major reform of the system; and (b) that such a consensus
will require as a necessary (but not sufficient) condition a

strong base of empirical evidence supporting proposed
changes.

Regulatory PolIcy for the Future

AlternativeApproaches to Federal Regulation of Clinical
Laboratories

There are three basic approachesthe federal government
could take towards regulation of clinical laboratories in the
future. The first would be to withdraw from clinical labora-
tory regulation entirely, leaving quality assurance to the
states or the marketplace. The second would be to maintain
present regulatory approaches with little or no change. The
third would be to implement a series of strategies designed
to substantially reform the present system to reflect current
technological and economic conditions affecting clinical lab-
oratories.

Total federal deregulation. The option of complete with-
drawal by the federal government from regulation of clinical
laboratories is not supported by empirical evidence; rather,
it is contraindicated by evidence showing sustained im-
provement in laboratory performance that in large measure
is a result of federal regulations. There is a strong national
consensus in the laboratory community that favors main-
taining federal regulatory oversight of clinical laboratories.
In addition to the apparent success of mandatory federal
regulations in improving laboratory performance, the mag-
nitude of federal reimbursement for clinical laboratory
services indicates a substantial federal interest in continued
assurance of high-quality laboratory performance. Complete
deregulation of clinical laboratories is neither feasible nor
appropriate. Such an action would result in a substantial
decline in public health protection and a patchwork o
differing private voluntary and mandatory state require-
ments, which would not cover a substantial proportion o
laboratories.

Maintain the existing federal regulatory approach. Chang-
ing laboratory technology and changing federal reimburse-
ment policies for clinical laboratories are interacting
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create conditions requiring a substantial restructuring of
federal laboratory regulations. The federal regulatory proc-
ess has been too inflexible to allow adequate changes in
regulations to reflect changed and changing technology. In
addition the shift by the federal government away from
open-ended “cost-plus” reimbursement to prospective pay-
ment or capped reimbursement is directly or indirectly
restructuring the provision of clinical laboratory services in
the United States in ways that make necessary a thorough
overhaul of federal quality-assurance regulations for clinical
laboratories.

Goals for regulatory reform. The literature review and
interview process led to a series of proposed goals to guide a
major restructuring of federal quality-assurance regulations
for clinical laboratories. A revised regulatory system should:

.provide minimum national public health protection lev-
els as measured by laboratory performance for all civilian
laboratories receiving federal reimbursement for clinical
laboratory service or operating in interstate commerce

#{149}involve reasonable compliance and administrative costs
#{149}be grounded in empirical evidence to the maximum

extent feasible; unnecessary surrogate measures of labora-
tory performance should be eliminated

#{149}use regulatory categories that are based on laboratory
function and (or) technology rather than spatial location

#{149}provide uniform and equitable standards for laboratories
within revised regulatory categories that reflect present
technology and operating conditions

#{149}be flexible enough to take into account different needs in
different settings and to change readily as technology and
other exogenous variables change

#{149}provide for maximum involvement of state and private
quality-assurance programs

#{149}address the linkages between laboratory-reimbursement
policies and quality-assurance regulations; revised quality-
assurance regulations should not create incentives for im-
proper utilization of laboratory services

Recommended Strategies for Regulatory Reform

Six recommended strategies for reform of clinical-labora-
tory quality-assurance regulations were presented in the
report. They are not mutually exclusive and are designed to
be phased in as empirical evidence is developed to support
detailed regulatory requirements and as professional con-
sensus is developed in support of the proposed revisions.

1. Consolidation of federal regulatory programs into a
single uniform federal quality-assurance program. The
Medicare and CLIA programs should be consolidated under
Medicare into a single uniform regulatory system for feder-
ally regulated clinical laboratories. The consolidated regula-
tory system would contain features of the present Medicare
and CLIA programs plus additions or modifications that
logically follow from the other five recommended reform
strategies.

2. Universal regulatory coverage. All civilian clinical lab-
oratories receiving federal funding, including the labora-
tories now exempt, should come under the uniform consoli-
dated federal clinical-laboratory quality-assurance stan-
dards recommended in the first strategy. Those uniform
standards should be tailored to a new classification system
for clinical laboratories, which is described below.

3. Simplification of federal clinical-laboratory quality-
assurance regulations. The consolidated set of federal clini-
cal-laboratory regulations should be simplified to reflect
empirically determined need. The entire set of federal

personnel regulations for clinical laboratories should be
systematically evaluated to determine which requirements
are essential and which are marginally effective or ineffec-
tive. Quality-control requirements should reflect current
and changing technology, and objective analyses should be
undertaken to determine the efficacy of current inspection
requirements. All following strategies are subsets of this
simplification strategy.

4. New regulatory typology. A strong recommendation
was made to replace the current obsolete and inappropriate
system for classifying laboratories for regulatory purposes.
Two options were presented in the report. The first is a
three-tiered system based on the medical-services model.
The second is a two-tiered system based upon technologies
used by participating laboratories.

(a) Three-Tiered System: Under the three-tiered option,
laboratories would be classified according to whether they
provide services to primary-, secondary-, or tertiary-care
patients, and would be identified as Class I, Class H, and
Class ifi laboratories. Class I laboratories would operate in
the primary-care setting: solo-practitioners’ offices and
small- to medium-size private group-practice offices, free-
standing urgent-care facffities, and publically supported
primary-care clinics (e.g., rural health clinics, Indian health
clinics, and the like). They would be restricted to a specified
(but expandable) list of procedures approved for use in Class
I laboratories, which would be largely defined by operation-
al complexity or degree of automation. As tests become less
complex and more automated, they would be added to the
approved list for Class I laboratories.

Because the major quality-assurance protection for this
class of laboratories would come from FDA approval of the
test processes and equipment, these laboratories would have
a minimal set of regulatory requirements, which would
include:

#{149}licensure of the laboratory director, whether a physician
or outside non-physician director employed by the facility;

#{149}certification that the persons conducting the tests are
trained to operate the equipment used in the laboratory;

#{149}conformity to appropriate quality-control requirements,
which might include following manufacturers’ recommend-
ed quality-control practices, if these are certified as effective
by the FDA, or participation in an approved regional
quality-control program; and

#{149}successful participation in an approved proficiency-test-
ing service.

Primarily, Class H laboratories would serve inpatients in
community hospitals who are receiving or are about to
receive secondary medical care. These laboratories would be
in hospitals, in laboratories presently defined as “indepen-
dent,” in medium to large group practices, in free-standing
emergency or diagnostic centers, and in other relevant
settings. They would perform a wide range of tests, possibly
defined by HCFA reimbursement experience.

Class ifi laboratories would be those in tertiary-care
hospitals and regional or national referral laboratories
independent of hospitals and would provide all tests provid-
ed in both Class I and II laboratories, but would be defined
by their function of providing relatively low-volume, esoter-
ic tests that require very highly trained supervisors and
bench personnel and that require extraordinary quality-
control efforts.

Class II laboratories would have more extensive person-
nel standards than Class I, and Class HI laboratories would
have more restrictive standards than Class II laboratories,



at least insofar as they perform more-complex tests. No clear
list of those standards was presented by respondents con-
sulted for this project; those standards would have to be
developed in coijunction with research efforts designed to
determine appropriate requirements. Detailed quality-con-
trol requirements for both Class Hand Class HI laboratories
would also be developed through a research process de-
signed as part of the reassessment of current standards,
which is part of the overall strategy of regulatory reform.
Class I, II, and HI laboratories would all be required to meet
identical outcome standards through proficiency-testing re-
quirements.

(b) Two-Tiered Option: The three-tiered option was devel-
oped as a result of many interviews with leading members of
the laboratory profession. A draft of this proposal was
shared with many other respondents and discussed in
personal interviews. A number of respondents criticized the
design as unworkable, because in their opinion there is no
valid operational distinction between Class II and Class HI
laboratories, although they agreed that there is an opera-
tional distinction between Class I (primary care) labora-
tories and other laboratories with more-complex testing
services. These respondents suggested a two-tiered classifi-
cation system. The first tier would be identical to the Class I
laboratories in the first option. However, all other labora-
tories would be combined into a second tier. Under this
option the two tiers would be distinguished by the degree of
automation used. Class I laboratories would be restricted to
fully automated procedures (41).

The second option presents the same four sets of regula-
tory requirements for Class I laboratories, and would in-
volve a more extensive set of structure and process stan-
dards for the remaining laboratories grouped into Class II
laboratories under this proposal. The structure and process
standards for these laboratories would be developed as a
result of the reassessment process proposed above. Outcome
requirements would be the same for both Class I and Class
H laboratories.

Before leaving this topic, it is important to point out that
there is a dissenting view on the topic of identical outcome
measures for Class I laboratories and for other classes of
laboratories. This view holds that the advantages for patient
care of quick turnaround time for laboratory tests in the
physicians’ (and group practice) setting warrant a lessening
of outcome standards for Class I laboratories.

5. Assess appropriateness of increased reliance on outcome
measures. There is sufficient empirical evidence presently
available to question many existing structural and process
(surrogate) requirements and to warrant a full-scale feasi-
bility study to determine if it is possible to eliminate or
simplify many surrogate requirments while developingim-
proved systems for assessing laboratory performance that
produce increased confidence in measurements of outcome.
The Centers for Disease Control should be given responsibil-
ityto

#{149}assess empirically the extent to which mailed proficien-
cy-testing reflects routine laboratory performance;

#{149}assist the laboratory profession in redesigning mailed
proficiency testing to more accurately reflect routine labora-
tory performance, if proficiency testing as now practiced is
shown not to adequately reflect routine performance;

#{149}assist the laboratory profession in coordinating mailed
proficiency testing with other forms of proficiency testing to
more accurately reflect routine laboratory performance, if
warranted by assessments of mailed proficiency testing as
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currently practiced;
#{149}empirically assess the extent to which measures of intra-

laboratory precision can be used for regulatory enforcement
purposes; and

#{149}assess the appropriateness of decision criteria used to
determine satisfactory and unsatisfactory performance of
outcome measurements; this assessment should compare
the present system of using variable cut-points with arbi-
trary statistical limits (95% acceptable performance based
upon results falling in the central four standard deviations
of the distribution of scores being evaluated) with fixed
cutoff values, perhaps based upon clinical decision-making
parameters.

In addition, the processes used by the Food and Drug
Administration (FDA) to evaluate and approve laboratory
testing systems should be linked directly to quality-assur-
anceregulations in a way that will allow increased reliance
on FDA approval of automated laboratory equipment.

6. Assess feasibility of decentralization of enforcement
responsibility. It will remain necessary for the federal gov-
ernment to operate a national federal quality-assurance
program regulating clinical laboratories, but it may be
possible for the federal government to further decentralize
enforcement responsibilities to states and voluntary agen-
cies. The federal government might be thought of as “the
regulator of last resort” under this approach. State and
voluntary quality-assurance programs could be accepted by
the federal government as providing public health protec-
tion comparable to that provided by the federal require-
ments. State or voluntaryprograms would have to demon-
strate that actual performance levels of laboratories under
their systems meet minimum federal performance require-
ments. The core of such a decentralization would be the
development of ways to determine if programs operated by
state and voluntary agencies actually provide such levels of
public health protection. The current practice of validating
decentralized programs (e.g., granting deemed status) if
they are “equal or more stringent” in their requirements for
surrogate standards would have to be abandoned in favor of
reliance on demonstrated comparability of outcome mea-
surements between the federal and decentralized programs.

These recommended reform strategies reflect four under-
lying themes in both the literature search and personal
interviews: cost-effectiveness, equity, flexibility, and decen-
tralization. There are three other features of the report
which were not placed in the above list of themes but which
deserve specific attention. Two are closely linked. First, the
report notes that, ‘In order to bring about substantial
restructuring of clinical laboratory regulations, a deliber-
ately planned research and development program will be
required to secure necessary empirical evidence to support
proposed restructuring.” This observation underlies a series
of recommendations for empirical research to fortify regula-
tory provisions and leads directly to the second theme: in
order to minimize ineffective or inequitable regulations, the
burden of proof that proposed regulatory provisions are
empirically warranted should rest upon those proposing the
regulations. The third feature tying together all themes of
the report is the recommendation that the Department
consider a centralized federal administrative structure for
clinical laboratories similar to the projected Office of Clini-
cal Laboratories proposed by Congress in the 1975 and
succeeding proposed amendments to CLIA. Sueb an Office of
Clinical Laboratories would be expected to formulate a
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coherent set of quality assurance, utilization, reimburse-
ment, and research policies for clinical laboratories and to
administer those policies effectively.

The ASPE study indicates that a nationwide review of
quality-assurance standards for clinical laboratories and the
development of a major restructuring of the federal ap-
proach to clinical laboratories are warranted.
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