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SUMMARY 1

Summary

Guidelines for the provision of clinical care have been linked in recent years to
almost every major problem and proposed solution on the American health policy
agenda. Practice guidelines have been tied in some way, by some individual or
organization, to costs, quality, access, patient empowerment, professional
autonomy, medical liability, rationing, competition, benefit design, utilization
variation, bureaucratic micromanagement of health care, and more. The concept has
acted as a magnet for the hopes and frustrations of practitioners, patients, payers,
researchers, and policy makers.

This recent surge of interest notwithstanding, guidelines are not new.
Professional organizations have been developing guidelines for at least half a
century, and recommendations about appropriate care can be found in ancient
writings. What is new is the emphasis on systematic, evidence-based guidelines and
the interest in processes, structures, and incentives that support the effective use and
evaluation of such guidelines.

Given this history, the Institute of Medicine (IOM) study reported here had two
objectives: first, to encourage constructive expectations for guidelines and, second,
to promote the kind of care and rigor in their development, application, evaluation,
and revision that would help such expectations to be realized. A committee of
experts in clinical practice, health care policy and administration, health services
research, and related fields met five times between June 1990 and September 1991
to develop this report.’

I Committee activities and sources of information included site visits, a public
hearing, focus groups, commissioned papers, and published and unpublished literature.
The committee was assisted by two liaison panels representing health care organizations
and medical specialty societies.
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The committee used as a starting point the 1990 IOM report, Clinical Practice
Guidelines: Directions for a New Program. That report advised the Agency for
Health Care Policy and Research (AHCPR) and its Forum for Quality and
Effectiveness in Health Care on their responsibilities for guidelines.

Guidelines for clinical practice cannot realistically be viewed as the solution to
the country's health care problems, in particular, the problem of escalating costs.
Nevertheless, systematically developed, science-based guidelines can become part
of the fabric of health care in this country, and they can serve as useful tools for
many desirable changes. Their potential reach extends from improving the quality of
clinical care (and its measurement) to helping reduce the financial costs of
inappropriate, unnecessary, or dangerous care. Practice guidelines are among the
building blocks for informed patient decision making and rational social judgments
about what care should be covered by public and private health benefit plans.

As tools and building blocks for positive change, guidelines need to be
understood and encouraged in context. That context includes powerful economic
interests; changing and sometimes conflicting attitudes about professional and
patient autonomy; policy making and implementing institutions that are intensely
stressed and sometimes incapacitated; and scientific research that simultaneously
expands both knowledge and uncertainty. Above all, the context includes the
complex, intimate relationship between individual patients and practitioners who are
trying to protect health, manage illness, and preserve dignity under conditions that
range from routine to desperate.

WHAT ARE PRACTICE GUIDELINES?

As defined in the IOM's 1990 report, practice guidelines are "systematically
developed statements to assist practitioner and patient decisions about appropriate
health care for specific clinical circumstances." Medical review criteria, which are
also discussed in this report, are "systematically developed statements that can be
used to assess the appropriateness of specific health care decisions, services, and
outcomes."

Practice guidelines focus, in the first instance, on assisting patients and
practitioners in making decisions, but this defining characteristic does not and
should not preclude their use for other purposes including quality improvement and
payment policy making. Conversely, medical review criteria and related tools
emphasize the evaluation of health care decisions, actions, and outcomes, but they
should and do build on guidelines and may in some cases be virtually identical.

Practice guidelines are not synonymous with the reimbursement or coverage
policies of Medicare and other health insurance plans, which traditionally have
excluded some items from coverage (for example, immuniza
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tions and blood products) for reasons unrelated to the appropriateness of the service.
Policies for reimbursement and coverage certainly may be informed by practice
guidelines, but the two should not be confused.

The potential users of clinical practice guidelines are diverse, and any single
user of guidelines may employ them in various ways. Five major purposes for
guidelines, which are not mutually exclusive, are (1) assisting clinical decision
making by patients and practitioners; (2) educating individuals or groups; (3)
assessing and assuring the quality of care; (4) guiding allocation of resources for
health care; and (5) reducing the risk of legal liability for negligent care. This report
focuses on the primary users of guidelines: practitioners, patients and their families,
and health care institutions. Other users include those payers, health benefit plans,
and public policy makers and regulators who may use guidelines in making specific
decisions about what health care to reimburse, cover, or encourage and in evaluating
the decisions, actions, or performance of the primary users of guidelines.

WHY ARE POLICY MAKERS INTERESTED IN GUIDELINES?

Some would explain the interest in practice guidelines shown by legislators,
regulators, and purchasers of health care (as contrasted with practitioners and
patients) with a single phrase: out-of-control health care costs. Although the
importance of costs as a stimulus for guidelines should not be understated, concerns
about quality of care, risk management, and improved patient outcomes also figure
prominently in the call for more and better practice guidelines.

Much of the interest in guidelines has been prompted by perceptions that
higher health care expenditures have brought only marginal health benefits and that
guidelines can help remedy this problem of "value." Virtually every major
discussion of guidelines begins with a similar list of reasons for these perceptions:
(1) wide variations in physician practice patterns and use of health services; (2)
research indicating inappropriate use of many services; and (3) uncertainty about the
health outcomes achieved by the use or nonuse of various services and procedures.

Whether the issue is unexplained variation, inappropriate care, or uncertain
outcomes, many analysts come to similar conclusions. More research on outcomes
and effectiveness of health care services is needed; more effort should be invested in
using such research to formulate specific guidelines for clinical practice; more use
of the resulting guidelines will help limit spending for health services.

How are guidelines to limit health care costs? How are they to increase the
perceived value of health care spending? Implicitly or explicitly, the basic argument
or hypothesis runs along these lines:
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Scientific evidence and clinical judgment can be systematically combined to
produce clinically valid, operational recommendations for appropriate care that
can and will be used to persuade clinicians, patients, and others to change their
practices in ways that lead to better health outcomes and lower health care costs.

At least six formidable—and often unrealistic—assumptions lie behind this
model. First, a sufficient quantity and quality of scientific evidence exists to serve as
a foundation for guidelines. Second, programs to develop guidelines will be
organized, funded, and effectively managed to produce a considerable volume of
valid, usable statements about appropriate care for clinically and financially
significant health conditions or technologies. Third, substantial numbers of
clinicians, patients, and others will have the opportunity, the support, and the
incentives to read, understand, accept, and use these statements in ways that change
patterns of clinical practice, health behavior, or payment for health care services in
desired directions. Fourth, such changes will be broad and intense enough to
improve health outcomes. Fifth, on balance, the entire body of guidelines as actually
developed and used will lead to more cost-controlling than cost-increasing behavior
on the part of providers and patients. Sixth, the body of guidelines will continually
expand to cover new areas so that net rates of increase in health care costs and
absolute levels of expenditures will be lower than they would otherwise be.

Again, these are formidable expectations. They outstrip current capacities with
respect to the base of scientific knowledge, the translation of that science into usable
practice guidelines, and the incentives and structures to encourage application of
such guidelines. Even if the first four expectations stated above were to be fulfilled,
the fifth and sixth expectations about the cost consequences of change are
questionable. Some guidelines undoubtedly will save money by reducing the use of
inappropriate or unnecessary services; some will increase expenditures by
encouraging more use of underutilized services; and some will shift costs from one
type of service to another or from one payer to another. The result should be better
value, but the net impact on the rate of increase in total health care spending cannot
be predicted with confidence, even if future priorities for guidelines development
stress clinical conditions for which costly overuse of services is suspected.

In sum, guidelines for clinical practice are a promising but not a quick or sure
strategy for improving and rationalizing the overall use of health services. The
attention and resources now invested in guidelines could dissolve in the face of a
collision between unrealistic hopes and limited immediate results. Persistent
commitment over the long term is required from both policy makers and health care
professionals.
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GENERAL STRENGTHS AND WEAKNESSES OF CURRENT
PRACTICE GUIDELINES ACTIVITIES

It is usually easier to spot problems than successes. The committee notes the
limitations of current efforts to develop and use guidelines in a spirit of identifying
opportunities for progress. It hopes that this attitude will help to encourage those
interested in better development, use, and evaluation of guidelines. Ultimately, the
committee is confident that the history of clinical practice guidelines will be a
positive one.

What Are the Strong Points of Current Efforts?

A first strength of current efforts is their pluralism. The commitment of both
public- and private-sector resources helps to protect guidelines efforts from real or
perceived "capture" by narrow interests. The lack of a dominant model and the
existence of multiple, diverse sponsors have encouraged innovation in methods and
flexibility to accommodate different potential users. By fostering a wider range of
development and implementation activities than would be prompted by less diverse
sponsorship, pluralism may also facilitate wider understanding and acceptance of
guidelines.

A second strength of the guidelines enterprise is simple enthusiasm. Policy
makers have endorsed the undertaking, funding is increasing, and how-to-do-it
conferences and similar products have been multiplying. Professional and specialty
societies are clearly involved to a degree far beyond that observed two to five years
ago. Processes for guidelines development are even seen as mechanisms for
defining health insurance and benefit packages in ways that were rarely thought
possible just a short time ago.

Third, guidelines are gaining credibility. Expectations about the rigor needed to
develop sound guidelines are increasing, and processes for guideline development
are beginning to be reshaped. Also growing is professional consensus on two scores:
the outcomes of patient care must be more broadly defined and carefully appraised,
and the appropriateness of both new and old services must be subjected to more
objective, critical scrutiny.

A fourth strength is that researchers, clinicians, educators, and managers are
being stimulated to consider how guidelines and other efforts to improve the quality
and efficiency of health care can support and complement each other. These efforts
include outcomes and effectiveness research, methods for strengthening informed
patient decision making, and both traditional and newer techniques for quality
assessment and quality improvement.

The above strengths have not emerged from an overarching, deliberate plan.
Rather, they are the result of a combination of deliberate steps (for
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example, the creation of a guidelines function in AHCPR) and the unorchestrated
accumulation of many separate organizational initiatives. Part of the message of this
report is the dual need to understand and capitalize on these processes and to
channel them to better match health care needs.

What Are the Limitations of Current Efforts?

Another part of the message of this report concerns the current limitations and
weaknesses of efforts to develop and apply practice guidelines. Some of these
drawbacks are the "downsides" of factors mentioned above. Others relate to more
general problems inherent in the nation's health care system.

First, pluralism—the involvement of diverse groups in guidelines development
—has negative as well as positive consequences. The limited resources for guideline
development, use, evaluation, and improvement are inefficiently deployed.
Development efforts are fragmented across groups with greatly varying goals,
methods, and capacities, and cooperative efforts to develop guidelines that affect
multiple specialties and practitioner types are still too atypical. Even when formal
priorities have been established, actual selection of topics for guidelines
development seems to be haphazard within organizations and thus across the entire
system.

Second, the lack of quality control over methods and procedures is a
particularly serious drawback of both national and local processes for developing
guidelines. Many national organizations involved actively in developing guidelines
and review criteria are moving to improve their programs, but weak procedures and
products are common. Methods and procedures for local adaptation of national
guidelines and for translation of guidelines into medical review criteria have not
been thoroughly documented, but they certainly appear to be subject to equal or
greater weaknesses. Potential users of guidelines and review criteria have no ready
means to judge the soundness of materials produced by different groups with
different approaches.

A third weakness is that efforts to evaluate the impact of practice guidelines
have been limited. Despite widespread interest in guidelines as a tool for improving
the quality and cost-effectiveness of care, virtually nothing is known about whether
they can or do contribute to these goals.

IMPROVING THE DEVELOPMENT OF GUIDELINES

Although this committee intended to focus almost exclusively on the
implementation of guidelines rather than on their development, it discovered that the
application of guidelines was sufficiently dependent on certain characteristics of the
development process that revisiting this subject became imperative. In doing so, the
committee stressed several points. First,
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guidelines developers must do better in anticipating the needs and concerns of
potential users and in building a case for their recommendations that users will find
compelling. Second, for developers to do this, procedures and methods need
improvement. Third, more attention should be paid to the identification and analysis
of inconsistencies among guidelines and to the rationales and results of local
processes to develop or adapt guidelines. The committee also questioned whether
guidelines developers should be expected to take on even more demanding tasks by
factoring cost-effectiveness into all their recommendations or by defining the
minimum level and types of care that should be provided for all individuals.

Building a Compelling Case for Recommendations

Most guidelines fail to build a compelling case for the relevance, importance,
and soundness of their recommendations. To varying degrees, practitioners, payers,
risk managers, and those involved in quality assurance and improvement perceive
that many guidelines fall short in their applicability to real-world circumstances and
in their clarity and precision. In fundamental ways, they do not anticipate the needs
of clinicians, patients, and programs to assure quality, control costs, and reduce
medical liability.

One theme of this report is that the way clinical practice guidelines are
developed can strongly affect their potential for effective use by practitioners,
patients, and others. Those who devise guidelines must anticipate what will make
the guidelines practical and credible. Thus, planning for successful implementation
should begin with development and continue through cycles of revision and updating.

The IOM has specified desirable attributes of clinical practice guidelines and
medical review criteria (Tables 1 and 2). Each attribute affects the likelihood that
guidelines will be perceived as trustworthy and usable or the probability that they
will, if used, help achieve desired health outcomes. For practice guidelines, four of
the eight attributes relate to substantive content: validity, reliability, clinical
applicability, and clinical flexibility. Four others relate to the process of guideline
development or the presentation of guidelines: clarity, multidisciplinary process,
scheduled review, and documentation. For review criteria, additional attributes are
sensitivity, specificity, patient responsiveness, readability, minimum obtrusiveness,
feasibility, computer compatibility, and appeals criteria.

This report emphasizes that every set of guidelines should be accompanied by
(1) a statement of the strength of the evidence and the expert judgment behind the
guidelines and (2) projections of the relevant health and cost outcomes of alternative
courses of care. Assessments of relevant health outcomes will consider patient
perceptions and preferences.

To the extent that guidelines move toward the characteristics outlined
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TABLE 1 Desirable Attributes of Clinical Practice Guidelines

Attribute

Explanation

VALIDITY

Strength of Evidence

Estimated Outcomes

RELIABILITY/
REPRODUCIBILITY

CLINICAL APPLICABILITY

CLINICAL FLEXIBILITY

CLARITY

MULTIDISCIPLINARY PROCESS

SCHEDULED REVIEW

DOCUMENTATION

Practice guidelines are valid if, when followed, they
lead to the health and cost outcomes projected for
them. A prospective assessment of validity will
consider the substance and quality of the evidence
cited, the means used to evaluate the evidence, and the
relationship between the evidence and
recommendations.

Practice guidelines should be accompanied by
descriptions of the strength of the evidence and the
expert judgment behind them.

Practice guidelines should be accompanied by
estimates of the health and cost outcomes expected
from the interventions in question, compared with
alternative practices. Assessments of relevant health
outcomes will consider patient perceptions and
preferences.

Practice guidelines are reproducible and reliable (1) if
—given the same evidence and methods for guidelines
development—another set of experts produces
essentially the same statements and (2) if—given the
same clinical circumstances- the guidelines are
interpreted and applied consistently by practitioners
(or other appropriate parties).

Practice guidelines should be as inclusive of
appropriately defined patient populations as evidence
and expert judgment permit, and they should explicitly
state the population(s) to which statements apply.
Practice guidelines should identify the specifically
known or generally expected exceptions to their
recommendations and discuss how patient preferences
are to be identified and considered.

Practice guidelines must use unambiguous language,
define terms precisely, and use logical and easy-to-
follow modes of presentation.

Practice guidelines must be developed by a process
that includes participation by representatives of key
affected groups. Participation may include serving on
panels that develop guidelines, providing evidence and
viewpoints to the panels, and reviewing draft
guidelines.

Practice guidelines must include statements about
when they should be reviewed to determine whether
revisions are warranted, given new clinical evidence or
professional consensus (or the lack of it).

The procedures followed in developing guidelines, the
participants involved, the evidence used. the
assumptions and rationales accepted, and the analytic
methods employed must be meticulously documented
and described.
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above, they will identify how compelling is the case for particular services or
courses of care under particular clinical circumstances. They will distinguish care
for which there is good scientific evidence, care for which there is good consensus
but limited or no evidence, and care for which there is neither evidence nor
consensus. Conclusions backed by scientific evidence are more compelling than
those based on subjective judgments. To the degree that review criteria build on
such guidelines and follow the attributes
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TABLE 2 Desirable Attributes of Medical Review Criteria

Attribute Explanation

SENSITIVITY Review criteria are sensitive when it is highly likely that a
case will be identified as deficient given that it really is
deficient. (This assumes that a guideline or other source
provides a "gold standard.")

SPECIFICITY Review criteria are specific if it is highly likely that they
will identify truly good care as such.

PATIENT RESPONSIVENESS Review criteria should specifically identity a role for
patient preferences or ensure that the process for using
them allows for some consideration of patient preferences.

READABILITY Review criteria should be presented in language and
formats that can be read and understood by nonphysician
reviewers, practitioners, and patients/consumers.

MINIMUM OBTRUSIVENESS Review criteria and the process for applying them should
minimize inappropriate direct interaction with and
burdens on the treating practitioner or patient.

FEASIBILITY The information required for review should be easily
obtained from direct communication with providers,
patients, records, and other sources, and the decision
criteria should be easy to apply. Review criteria are
accompanied by explicit instructions for their application
and scoring.

COMPUTER COMPATIBILITY  Review criteria should be straightforward enough that
they can be transformed readily into the computer-based
protocols and similar formats that can make the review
process more efficient for all involved parties.

APPEALS CRITERIA Criteria should provide explicit guidance about the
considerations to be taken into account when adverse
review decisions are appealed by professionals or patients.
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listed in Table 2, they will help those reviewing care to identify appropriate care
more accurately.

In addition to following a careful analytic strategy in creating guidelines,
developers should present their work to clinicians in ways that reflect the rigor of
this approach and its emphasis on reasoning and critical analysis. Thus, the product
of the process should not be perceived solely as information but more generally as
an explication of the thinking processes that should be used in evaluating and
applying that information. If guidelines are perceived only as information, they may
very well be used (or rejected) as the "cookbooks" that many physicians decry. They
will also not achieve their potential as educational tools.

In fact, few guidelines today provide any formal projections of health benefits
and harms, any explicit treatment of patient preferences, or any estimates of the cost
implications of their recommendations, certainly not in comparison with alternative
practices. Most also lack explicit assessments of the strength of the evidence behind
their recommendations. In addition, the educational opportunities implicit in
guidelines cannot be fully exploited because the evidence and rationale for the
guidelines are often not presented. Many of the future directions endorsed by this
committee depend on better performance in these areas.

The committee recognizes that the development strategy recommended here is
highly demanding and that some, perhaps most or all, guidelines will never fully
achieve the ideal. It also recognizes the considerable gaps in empirical information
about the natural history of many diseases and conditions, about health outcomes for
many diagnostic or therapeutic interventions, and about the costs of providing those
(or alternative) interventions. Nonetheless, if developers of practice guidelines make
serious, persistent efforts in the directions recommended here, their products should
become substantially more valuable and credible.

Procedural and Methodological Issues Needing Particular
Attention

Although developers of guidelines have considerable room for improvement in
the use of existing techniques, the methods for guidelines development are
themselves in need of refinement. Given its emphasis on evidence, outcomes, and
patient preferences and its concerns about the impact of guidelines on the quality
and costs of health care, the committee focused on six questions of methodology:

1. means for setting priorities among topics for guidelines development;

2. procedures for securing thoughtful and useful statements of expert
judgments;

3. methods for analyzing and rating scientific evidence;
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4. techniques for improving knowledge of health outcomes and giving
due importance to patient preferences;

5. methods for identifying and projecting the costs of alternative courses
of care and comparing their cost-effectiveness; and

6. mechanisms for identifying and evaluating inconsistent or conflicting
guidelines.

At the Interface Between Development and Use

The committee considered three subjects that arise at the interface between
guidelines development and guidelines implementation: local adaptation of
guidelines, inconsistent guidelines, and formatting and dissemination. In this
context, the term local is used broadly to include multihospital systems, nationwide
networks of HMOs, or other similar groups that may develop their own guidelines
and modify those developed by others.

Local Adaptation of Guidelines

Some local adaptation of national guidelines is probably inevitable and may be
useful, because even well-developed guidelines may have gaps and may not foresee
significant local objectives or constraints. The process of adapting guidelines can
also educate practitioners and serve as a ratifying mechanism that helps win
acceptance.

Moreover, within a framework such as is offered by continuous quality
improvement, empirical and incremental testing and modification of guidelines may
well be appropriate (indeed, even necessary). Such testing may not conform to the
highest standards of experimental research design, but it can provide a systematic,
practical, and direct means of identifying where guidelines—as well as clinical
practice—may need revision. Ideally, this kind of local but systematic information
will become part of the broader evolutionary framework for guidelines
development, revision, and improvement nationwide. To this end, the committee
urges organizations that adapt guidelines to notify the originating group and explain
the circumstances that led to their modifications.

Adaptation may also serve less benign purposes—for example, protecting
professional habits and local customs for their own sake or guarding economic self-
interest by endorsing unnecessary care or care that others could provide as well or
more economically. Casual, "back-of-the-envelope" approaches to adaptation offer
particular temptations and opportunities for such unacceptable behavior. Where
carefully developed and documented "national" guidelines exist, local adaptation
processes should provide explicit rationales that relate to specific, well-defined local
conditions or objectives and that take notice of the strength of the case for the
original guidelines.
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Inconsistent Guidelines

Inconsistent guidelines appear to be unavoidable, even for groups looking at
the same scientific evidence and using defensible expert-judgment procedures.
Inconsistencies may worry or annoy clinicians, deter the use of sound guidelines,
and undermine the credibility of guidelines generally. In some respects, however,
inconsistent guidelines provide an opportunity as well as a problem. The
opportunity resides in the process for identifying inconsistencies and for
determining whether they should be tolerated, rejected, or reconciled. A disciplined
approach to inconsistent guidelines would (1) strenuously seek areas of agreement,
(2) make rationales for different recommendations explicit and susceptible to
comparison with available evidence, (3) reject recommendations or options that
conflict with available evidence, and (4) allow options to remain where a case can
be made that evidence is inconclusive, professional consensus is split, and variation
is unlikely to harm quality of care. In any event, the areas of disagreement point
strongly to topics warranting further clinical research.

Formatting and Disseminating Guidelines

Finally, the work of guidelines developers typically extends to some activities
beyond the formulation of statements about appropriate care, activities that shade
into the work involved in guidelines implementation. One step is effective
formatting—presenting guidelines in physical arrangements or media that can be
readily understood and applied by practitioners, patients, or other intended groups.
Another step is effective dissemination—delivering guidelines to the intended
audiences in ways that promote the reception, understanding, acceptance,
application, and positive impact of the guidelines. Effective dissemination
presupposes effective formatting.

The issues relating to dissemination are many, and the committee did not
explore them in depth. Certainly, dissemination alone will neither induce the use of
the information being disseminated nor change behavior, and excessive distribution
of information exacerbates information overload. The committee concluded that a
recognition of these complexities and appropriate planning for dissemination are
important components of what guideline developers should do in the future.

Going Further? Defining Cost-Effective and Minimum
Levels of Care

This report recommends that every set of practice guidelines include
information on the health and cost implications of alternative preventive, diagnostic,
and management strategies for the clinical situation in question.
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The rationale is that this information can help potential users, who must take
financial and other resources into account, to better evaluate the potential
consequences of different practices. Should guidelines developers go further?
Specifically, should every set of guidelines include cost-effectiveness as an explicit
criterion for judging or recommending what does or does not constitute appropriate
care? Should guideline developers distinguish minimum, essential, or required
levels of care in their products?

After much debate, the committee concluded that every set of guidelines need
not be based on formal judgments of cost-effectiveness; sound guidelines for
clinical practice can stand on rigorous assessments of clinical evidence and carefully
derived expert judgment. In addition, the committee declined—with some dissent—
to recommend that guidelines must include statements of what constitutes minimum
or required care for particular clinical problems.

The committee did not say that conclusions and decisions based on cost-
effectiveness should be or can be avoided. Governments, health benefit plans, health
care providers, and others must make such judgments, although they may not
always do so explicitly or rationally. However, committee members could not agree
that guidelines developers were, in general and from a policy perspective, the right
source of judgments about cost-effectiveness and minimum care. Indeed, several
members feared that such judgments would complicate the resource decisions of
managers, payers, and policy makers. Moreover, responsibilities for judging cost-
effectiveness may be too expansive for individual guidelines panels or for
organizations that face major challenges in following the path for guidelines
development set forth in Chapters 1, 2, and 7 of the report.

The committee did recognize that some developers of guidelines may be
technically, ethically, and politically positioned to make judgments about cost-
effectiveness, particularly for some kinds of problems or when those who are
developing guidelines are also the intended users. This report is not intended to
forestall such recommendations.

In considering the issue of minimum, necessary, or required care, the
committee noted troublesome inconsistency and confusion in terminology. For
example, terms such as medical necessity and basic benefits are used in very
different and even inconsistent ways that complicate and distort debates over
important social issues. The committee's discussion underscored the substantial
technical, administrative, ethical, and policy challenges involved in any effort to
define what care is required, beneficial, unindicated, inappropriate, or harmful.

Doing More? Guidelines for Informed Patient Decision
making

With respect to informed patient decision making, the committee concluded
that guideline developers should do more. Good medical care re
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quires shared decision making by practitioners and patients. However, a
commitment to shared decision making does not in itself define what information
should be provided to patients under different circumstances. Similarly, respect for
patient preferences does not in itself answer all technical and policy questions about
how to incorporate such preferences into the development or use of practice
guidelines.

Two separate paths are suggested here to deal with some of the difficult
practical and ethical questions related to patient decision making and informed
consent. The first path is the development of treatment-and condition-specific
practice guidelines that identify the strength of the evidence behind statements about
appropriate care and that estimate and assess outcomes in terms that patients
perceive as relevant.

A second path for improving the conditions for informed patient decision
making is the development of general guidelines for patient information and
consent. These guidelines would supplement condition- or treatment-specific
practice guidelines, on the one hand, and legally oriented patient consent forms, on
the other. Such "patient information guidelines" should be developed by a
systematic process similar to that described for clinical practice guidelines. Once
formulated, these guidelines would apply, unless specifically modified by condition-
specific guidelines, to broad categories of patient care. Patient information
guidelines would need to anticipate and specifically cover responsibilities and
procedures appropriate for (a) different kinds of care for (b) different kinds of
patients in (c) different delivery systems and settings, given (d) different levels of
certainty about the benefits, risks, and costs of care.

ENSURING THE USE OF GOOD GUIDELINES

Even when specific, well-founded guidelines exist, their effective use by
patients and practitioners will require a wide range of supportive conditions and
organizations. As those involved in programs to manage quality, costs, and liability
begin to rely on guidelines, these common uses will provide powerful support for
their consistent application in actual clinical practice. In particular, the force of peer
influence should not be underestimated.

Practitioner knowledge of guidelines and acceptance of their validity are key
conditions for their successful application, but acceptance is not equivalent to
behavioral change. As a practical matter, it may be better strategically or tactically
to focus less on knowledge and acceptance and more on what changes behavior in
desired directions. More than simple acceptance of a guideline's correctness may be
required to overcome countervailing forces, in particular, information overload,
habitual practice patterns, malpractice fears, and economic disincentives.
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Quality Assurance and Improvement

Well-developed, scientifically based practice guidelines have an important role
to play in assessing, assuring, and improving the quality of health care services
provided in this country. Clear, specific guidelines and associated review criteria
should help prevent or, alternatively, identify and remedy problems of overuse of
care, underuse of care, and poor technical and interpersonal provision of care.
Guidelines that have been accepted by those responsible for providing care,
financing care, and monitoring care in the public interest are one means of bridging
the chasm between internal and external quality assurance strategies.

With respect to models of continuous quality improvement, the committee
urges that their focus on systems problems, strong customer-supplier relationships,
improvement of average performance, and reduction of variation be more
systematically and explicitly joined with an effort to apply and improve sound
guidelines for clinical practice. Guidelines can support these and related quality
assurance models in several ways.

First, to the extent that guidelines become more sensitive to patient preferences
and participation in decision making, they should improve patients' informed
consent, their participation in decision making and, ultimately, their satisfaction
with both the processes and outcomes of care. Guidelines can also help identify
important patient outcomes to incorporate in patient satisfaction surveys and other
instruments designed to assess or improve performance. Second, guidelines and
review criteria can play a role in identifying possible quality problems arising from
underuse, overuse, or incompetent provision of care. They may be particularly
useful in instances in which short-term health outcomes (those that are most readily
employed) may not be good indicators of long-term results. Third, to the extent that
guidelines identify how compelling is the evidence for certain clinical practices,
they can help to determine priorities for improving or standardizing specific patterns
of clinical care and to sort out competing claims for funding for biomedical and
outcomes or effectiveness research. Fourth, participation by clinicians in the review,
critique, and improvement of practice guidelines can help bring the science of
medicine more forcefully into the planning, action, evaluation, and adjustment
cycles required for quality assurance and improvement.

More specifically, the committee recommends the following:

¢ Guidelines, medical review criteria, and other evaluative tools should be
used both to improve average performance and—as is still important—
identify substandard performance;

* Inquiries into how individual practice patterns differ from average patterns
should go beyond statistical analysis to consider relevant practice
guidelines as benchmarks for performance;
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* Both the statistical information from such analyses and the pertinent
guidelines should be part of educational feedback on practice patterns;

» Evaluations of performance and outcome data should seek to determine the
sources of poor outcomes and deviations from guidelines so that systems
problems can be corrected and, if necessary, impaired individuals dealt
with through training, counseling, limiting of privileges, or other
appropriate mechanisms;?

* Evaluations of performance and outcomes data should be used to indicate
or determine whether practice guidelines ought to be updated or revised;

* Developers of guidelines and health care institutions should convene
educational conferences to acquaint practitioners with specific guidelines
and provide an opportunity for them to discuss and plan setting-specific
applications; and

» Institutional activities to develop or adapt guidelines or review criteria
should aspire to meet the attributes for guidelines and for review criteria
described in Tables 1 and 2.

Cost Management

On both philosophical and strategic grounds, this committee believes that
thoughtfully designed and applied programs to encourage cost-effective use of
health care have an important place in supporting the wider application of guidelines
for clinical practice. Such programs are a clear market for guidelines and related
materials that provide information on the cost-effectiveness of alternative ways of
managing particular clinical problems.

Those who pay for health care services and their agents can use guidelines in
various ways: (1) to help determine health insurance coverage and avoid payment
for unnecessary or inappropriate care, (2) to aid in selecting or credentialing
practitioners for participation in various health plans or institutions, and (3) to tailor
other economic incentives to affect practitioner or patient behavior. Such
approaches usually do not depend on a specific organized practice setting; that is,
they can affect practitioners and patients in solo or group practice settings as well as
those in larger organizational or institutional settings. Some approaches may be
more or less confined to third-party payers whereas others may be shared by health
care institutions, quality review programs, and others.

2 The committee explicitly recognizes the need for protection of privacy and
confidentiality as those concepts are understood in usual quality assurance terms (e.g., in
actions of Medicare peer review organizations, state medical licensure boards, hospital
quality assurance committees, and the like).
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Programs that develop or employ review criteria to assess the appropriateness
of care for specific patients should be guided by the attributes noted in Table 2 and
should be supplemented by explicit efforts to monitor the quality and
appropriateness of care. This recommendation applies to organizations that
formulate or use criteria for retrospective review of care, that generate prospective
preprocedure or preadmission criteria, and that engage in all manner of "review"
between these two extremes. Review organizations of all sorts, if they follow these
attributes, will perforce do certain things that should make their programs more
effective, more palatable to practitioners, and less vulnerable to legal liability. They
will make their review activities as manageable and as nonintrusive as possible for
both patients and practitioners. They will make their review criteria available to
practitioners and others. They will provide an explicit process for appealing
negative decisions that is free from unreasonable complexity, delay, or other barriers.

It is the committee's hope that economic incentives and quality review
mechanisms will, in the future, reduce the need for so-called micromanagement of
professional and institutional behavior. External utilization review still may have a
role in monitoring practice and targeting problem practices, but many payers will
admit that they would prefer to rely more on effective self-regulation by
practitioners and providers. Consistent with quality improvement principles, they
can then stress education and feedback to physicians aimed at improving practice
rather than punishing errors.

Risk Management and Medical Liability

Guidelines that are based on available scientific evidence and that are clear,
specific, and developed by a reputable process should carry greater weight in
malpractice decision making than vague, nonspecific guidelines that lack
documentation and careful reasoning. Guidelines that underscore their
recommendations with reference to a strong foundation of scientific evidence should
be particularly helpful.

Specific statutory recognition of guidelines, which is intended to provide legal
protection to conforming clinicians, is desirable but premature. Acceptable
legislation that provides immunity from liability would need to specify operational
criteria for the organizations developing guidelines or particular criteria for
guidelines themselves, or both. The criticisms directed at the variability and
weaknesses of review criteria developed or adopted by Medicare PROs and carriers
(and the fact that the criteria of the latter groups are often secret as well) made the
committee reluctant to accept organizational imprimatur alone as a sufficient basis
for a grant of immunity. Absent explicit procedures and standards for assessing the
soundness of
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practice guidelines (as recommended in this report), the committee believes that
giving formal legal stature to any guideline at this early stage may create more
problems than it solves.

Information and Decision Support Systems

No existing information infrastructure can support the kind of effective,
unobtrusive, easy application of guidelines envisioned by quality improvement
models, future-oriented utilization management and cost-containment systems, and
patient-centered care proposals. Clearly, however, information technologies are
being developed that will make the application of guidelines much -easier,
particularly if other conditions support their use. For clinicians, creating user-
friendly decision aids that relate information about specific patients to guidelines
about classes of similar patients deserves greater emphasis and more effort.

The work of the National Library of Medicine and others to establish some
capability of responding to user inquiries and dissemination needs related to
guidelines should be encouraged. The committee also supports efforts of the library
to expand its capacity to assist in guideline development through expansion of its
Office for Health Services Research Information. In addition, the committee favors
the translation and movement of guidelines into computerized decision aids of
various sorts. It recommends, however, that those efforts conform to emerging
computer industry standards to enable guidelines (however transformed) to be used
on different types of computer-based equipment and systems.

A CRITICAL NEED: MEANS TO ASSESS THE SOUNDNESS
OF GUIDELINES

This committee has strongly urged that processes for developing and revising
guidelines be soundly based on science and expert clinical judgment and that
guidelines should anticipate the needs of practitioners, patients, and many other
interested parties. How can these groups determine whether different guidelines
measure up to these expectations? The committee believes that one answer would be
a mechanism for independent assessment of practice guidelines—a stance backed by
many of the individuals and organizations consulted during this study.

The design and application of an assessment process will depend on many
factors—ethical, political, economic, and organizational. Furthermore, such a
process requires at least two basic program components. One is a practical and valid
assessment instrument; the other is a feasible structure and process for applying that
instrument.
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Assessment Instrument

A major task of this committee was the development of a provisional
instrument for assessing practice guidelines. The instrument (presented in full in
Appendix B) is provisional because it requires more practical testing of its utility. It
covers both the process used to develop a specific guidelines document and the
substantive content of that document and its recommendations. In essence, the
assessment instrument attempts to operationalize the attributes defined in Table 1. A
major goal was an instrument that would not allow a set of scientifically invalid or
questionable guidelines to receive a "good" rating based on process criteria alone.
The committee believes the instrument will be useful as (1) an educational tool for
those beginning to develop guidelines; (2) a self-assessment tool that developers of
guidelines can use to check their work; and (3) a tool for external groups to use in
judging whether a set of guidelines should or should not be recommended or adopted.

Assessment Organization

In considering recommendations about an assessment organization, the
committee posed several questions. Is such an entity needed? What are the
minimum conditions for its successful operation? Is there a reasonable probability
that these conditions can be achieved?

The committee concluded that such an assessment organization could lead
practitioners, patients, and others to the better guidelines from among the mixed lot
now available and could generate several specific benefits. These benefits include:
(1) firmer judgments about what care should be paid for under public and private
health benefit programs; (2) better decisions about what information is necessary for
informed patient decision making; and (3) improved use of scientific evidence and
expert judgment in malpractice cases and stronger assurance for practitioners that
compliance with sound guidelines would reduce their exposure to medical liability.

The minimum conditions for the successful operation of an assessment
organization were relatively easy to identify: effective demand for the product (that
is, the assessments); integrity of process, participants, and assessments; and
sufficiency and stability of effort and resources. The probability of achieving these
conditions is less easy to determine. Nonetheless, the committee concluded that it
could propose an approach to creating an assessment organization that was feasible.
The four key elements of this approach are the following:

* Governance. Weighing the various pluses and minuses of governance
options, the committee finally concluded that an assessment entity

Copyright © National Academy of Sciences. All rights reserved.


http://www.nap.edu/catalog/1863.html

not from the

original typesetting files. Page breaks are true to the original; line lengths, word breaks, heading styles, and other typesetting-specific formatting, however, cannot be

retained, and some typographic errors may have been accidentally inserted. Please use the print version of this publication as the authoritative version for attribution.

About this PDF file: This new digital representation of the original work has been recomposed from XML files created from the original paper book

SUMMARY 20

would best be organized as a private not-for-profit organization and that it
should have a governing board drawn from a wide range of interested
parties, both public and private. The entity must be apart from, but able to
work with, all parties that have a stake in clinical practice guidelines. To
forestall criticisms about objectivity and integrity, its board would develop
clear procedures regarding bias, conflicts of interest, and other issues of
accountability.

Products and focus. The proposed assessment entity would have one
primary product: periodic publication of assessments of guidelines issued
by public and private organizations. A regular journal is an attractive
option. Its articles or reports should combine the academic rigor of top
professional journals with the user-oriented style of a publication like
Consumer Reports. The latter journal has several attractive features. It
compares similar-purpose products rather than reporting on products in
isolation. It also uses graphics and other devices to great advantage to
provide easy-to-assimilate information on the strengths, weaknesses, and
characteristics of products. Finally, it explicitly recognizes that consumers
have different preferences and situations that may lead them to different
choices based on their own individual weighing of this information.
Funding. Both public and private funding are desirable. This could be in
the form of start-up monies, long-term core support, and special project
grants. Of these, the long-term core financing is the most important.
Additional financing could be obtained in several ways. One is to charge a
substantial subscription for the products of the entity. The subscription
response would provide an early test of market appeal and feasibility.
Credibility. All of the features described above are intended to provide the
assessment entity with initial and continuing credibility. One key objective
should be the creation of a virtual "fail-safe" mechanism to prevent
clinically flawed guidelines from receiving a generally favorable
assessment. This may require a pretesting process. An important first step
is for AHCPR to test the IOM's provisional assessment instrument and to
compare the results with pretests of its guidelines. Another key to
credibility is that the procedures used by the entity, the assessment
instrument, and other tools be open and in the public domain.

* The assessment organization should be oriented toward a broad set of

potential users of guidelines. Nonetheless, its assessments should be
particularly attuned to everyday clinical practice and sensitive to
practitioners' reliance on their professional societies for guidance and
support. Establishing a constructive relationship with these professional
societies must be a priority for the organization.
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RESEARCH AGENDA

In addition to proposing an assessment entity and identifying guidelines
methodology issues in need of attention, the committee suggests a set of research
activities aimed at guidelines development, implementation, and evaluation. They
include three key areas: (1) testing and perhaps refining the provisional assessment
instrument; (2) expanding research on the adoption and diffusion of medical
innovations and information to consider whether, how, and why guidelines are
adopted; and (3) evaluating the actual impact of clinical practice guidelines on what
clinicians and patients do and on patients' health status. With respect to this last
topic, "no-difference" results should be viewed as opportunities for further
investigation rather than as dead ends; it is important to understand why particular
guidelines have no impact.

More generally, the committee urges that recent investments in outcomes
research and technology assessment be continued as a necessary part of the
scientific support for clinical decision making and guideline development. Such
investment will also support better policy and management decision making about
how to allocate limited resources among alternative uses.

Finally, the committee notes that the clinical and health services research
communities have an important role to play in smoothing the path from clinical
research to better clinical practice and improved health outcomes. If more attention
is paid to testing the effectiveness of procedures and patient management strategies
in real-life settings rather than only assessing efficacy in highly controlled clinical
trials, then developers of guidelines will be more likely to have a knowledge base
with greater practical relevance. In turn, the more practitioners and institutions
adopt the tools of outcomes management, the more information there will be to
evaluate and revise guidelines.

FINAL NOTE: GUIDELINES AND HEALTH CARE REFORM

During its deliberations, the committee was quite conscious of the intense
debates about broad health care reform and about the contributions that practice
guidelines might make to workable reform. In the committee's view, reform is about
two issues: access and cost. Politically, expansion of access is contingent on some
sense that the rate of escalation in health care costs can be reduced. As noted
already, the net impact of guidelines on costs cannot be predicted, and expectations
in this area should not be too high. The committee also expressed reservations about
cost containment strategies that would assign guideline developers the task of
judging what
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care is worth paying for. It recommended instead that developers concentrate on
providing the clinical information, judgments, and rationales on which policy
makers, payers, managers, and others might base such decisions.

Some proposals for reform include provisions for cost containment that
incorporate roles for clinical practice guidelines in defining or administering basic
benefit packages, strengthening health plan competition and consumer choice, or
restructuring malpractice decision making. The specifics vary, but the basic ideas
are that the reforms would do one or more of the following: override state benefit
mandates, circumvent court-ordered coverage in individual cases, rewrite
malpractice laws, reduce administrative costs through national or regional
administrative and regulatory structures, and limit the coverage eligible for tax
deductibility. These and other proposals for health care reform raise many questions
that are beyond the scope of this committee's charge. Some reform proponents
envision sweeping changes in the nation's health care delivery and financing
systems that would certainly place guidelines in a framework of incentives for cost
containment that is much different from what currently exists.

Some reforms—for example, those that foresee practice guidelines as the basis
for defining a basic benefits package for all health insurance plans— would put a
premium on the kinds of credible, accountable processes for developing and
applying guidelines described in this report. The danger in such proposals is that the
potential contributions guidelines have to make in improving the quality of health
care and health outcomes may be lost in a perception that guidelines are to serve
only cost-containment ends. The committee sees, therefore, both unprecedented
opportunities for the clinical practice guidelines movement and exceptional
challenges as well in the years ahead.
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1

Introduction

Everywhere the old order changeth, and happy those who can change with it.
Sir William Osler, 1895

Guidelines for the provision of clinical care have been linked in recent years to
almost every major problem and proposed solution on the American health policy
agenda. Practice guidelines have been tied in some way, by some individual or
organization, to costs, quality, access, patient empowerment, professional
autonomy, medical liability, rationing, competition, benefit design, utilization
variation, bureaucratic micromanagement of health care, and more. The concept has
acted as a magnet for the hopes and frustrations of practitioners, patients, payers,
researchers, and policy makers.

The broadest hopes of all parties are that practice guidelines will raise the
quality of care and improve both the real and the perceived value obtained for health
care spending. Beyond such widely held aspirations, individual groups differ in the
emphasis they place on other narrower objectives. For example, administrators,
regulators, and purchasers tend to stress cost control and reduced variation in
practice patterns much more than physicians do. Practitioner groups tend to
emphasize professionally developed guidelines as a means to maintain autonomy
and to free professional decision making from external micromanagement.
Consumer and patient advocates focus on guidelines to inform patients' decisions,
clarify patient preferences, and strengthen patient autonomy.

Each group that has positive objectives for practice guidelines also fears their
misuse. Their fears are essentially the obverse of their hopes--less sensitivity to
patient needs, poorer outcomes, increased costs, lower quality, reduced autonomy or
"cookbook" medicine, more bureaucracy, and
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greater inequity in resource use. In particular, many physicians, especially those
longer in practice, see guidelines as a challenge to clinical judgment and resist them
as a threat to the most fundamental element of professional autonomy.

Recent public attention notwithstanding, guidelines are not new. Professional
organizations have been developing guidelines for at least half a century, and
recommendations about appropriate care can be found in ancient writings (Chassin,
1988). What is new is the emphasis on systematic, evidence-based guidelines and
the interest in processes, structures, and incentives that support the effective use and
evaluation of such guidelines.

Carefully developed guidelines for clinical practice can become part of the
fabric of health care in this country and serve as important tools for many desirable
changes. Their potential reach extends from improving the quality of clinical care
(and its measurement) to helping to reduce the financial costs of inappropriate,
unnecessary, or dangerous care. Practice guidelines are among the building blocks
for informed patient decision making and rational social judgments about what care
should be covered by public and private health benefit plans.

To the extent that guidelines provide well-argued translations of scientific
research and expert judgment framed as statements about appropriate care, they will
be more readily accepted by many kinds of decision makers. Such acceptance in the
domains of physician practice, health education, quality assurance, medical liability,
cost management, and elsewhere will provide mutually reinforcing support for the
application and improvement of practice guidelines. Guidelines are not the solution
to the country's health care problems, but they do have a significant, useful role to
play.

As tools and building blocks for positive change, guidelines need to be
understood and encouraged in context. That context includes powerful economic
interests; changing and sometimes conflicting attitudes about professional and
patient autonomy; policy making and implementing institutions that are intensely
stressed and sometimes incapacitated; and scientific research that simultaneously
expands both knowledge and uncertainty. Above all, the context in which guidelines
will be used includes the complex, intimate relationship between individual patients
and practitioners who are trying to protect health, manage illness, and preserve
dignity under conditions that range from routine to desperate.

Also relevant are other strategies or forces for change that have their own
challenges and uneven pace. Better clinical and outcomes research cannot produce
results quickly, but the knowledge such studies generate will both strengthen
guidelines over the longer term and build structures and processes for more
constructive monitoring and feedback of information on performance to clinicians,
managers, and others. Generational change, which obviously takes time, should lead
to some greater acceptance of standardized, science-based guidelines as it brings to
the fore practitioners,
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administrators, and patients who have been socialized in an era of growing resource
constraints, oversight, and technological and organizational complexity. If new
quality improvement models can be successfully applied and sustained, they may
provide a more positive environment for evidence-based practice guidelines.
Technological advances in information systems may help guidelines on all fronts—
in development, application, evaluation, and revision. The pace and nature of
developments in each of these areas will influence the content, acceptability, and
impact of practice guidelines.

PURPOSE OF THE REPORT

The examination undertaken and reported here has had two objectives: first, to
encourage constructive expectations for guidelines and, second, to promote the kind
of care and rigor in their development, application, evaluation, and revision that will
help such expectations be realized. The charge to the Institute of Medicine (IOM)
study committee had three parts: (1) describe existing initiatives to develop, use,
evaluate, and improve guidelines for clinical practice, (2) assess the strengths and
limitations of these initiatives, and (3) based on these assessments, recommend a
conceptual and practical framework for the future development, use, and evaluation
of guidelines. This framework could include whatever new public and private
institutional arrangements seemed to be needed and feasible.

The committee has built on the work of other groups including previous IOM
committees. In particular, its starting point was the 1990 IOM report, Clinical
Practice Guidelines: Directions for a New Program (I0M, 1990c). That report
provided advice to the Agency for Health Care Policy and Research (AHCPR) and
its Forum for Quality and Effectiveness in Health Care. Its recommendations
focused on guideline development, stressing the need for (1) systematic, science-
based processes for developing guidelines, (2) careful documentation of the
assumptions, evidence, and rationale for recommendations, and (3) explicit
projections of the health and cost outcomes expected from the use of particular
services or procedures. (This report often draws on the earlier report without
specific reference.)

To conduct this more comprehensive examination of practice guidelines, the
IOM appointed a committee of experts in the spring of 1990. Appointments
included experts in medical and nursing practice, clinical and health services
research, research methodology and program evaluation, medical informatics, and
health care policy, financing, and administration. Approximately half the committee
participated in the first IOM project for AHCPR.

IOM staff organized and conducted five meetings of the committee between
June 1990 and September 1991. Other study activities and sources of information
included several staff, committee, and commissioned papers, a public hearing, site
visits, and focus groups. In addition, the committee established a liaison panel
representing major organizations involved in the
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development, use, and evaluation of practice guidelines. It also created a specialty
society panel to assist communication with these groups. (See Appendix C for
rosters of these panels.) This report was drafted, circulated to the committee for
comment, revised, and then submitted for review in accordance with IOM and
National Research Council (NRC) report review policies. The report was revised
again based on the NRC review, and this document constitutes the committee's final
report.

The primary audiences for this study are public and private policy makers,
specialty society leaders, and managers of institutions or organizations that may
support the application of practice guidelines. Others who are not likely to read an
IOM report firsthand may nevertheless learn and benefit from the study as it is
discussed in journals, conferences, and similar venues.

Throughout this report, implementation of practice guidelines is a particular
focus. Policy makers, researchers, guidelines developers, and others have thus far
paid more systematic attention to guidelines development than to guidelines
implementation or evaluation. In contrast to that emphasis, in this document even
the chapters on development of guidelines emphasize how the content of guidelines
and the way they are developed may affect their use.

WHAT ARE PRACTICE GUIDELINES?

Definitions of Key Terms

Definitions for the word guidelines abound, as do other terms that different
organizations or individuals prefer to use instead of guidelines (IOM, 1990c).
Sometimes the term practice guideline serves as an umbrella label for practice
standards, protocols, parameters, algorithms, and various other types of statements
about appropriate clinical care; at other times, sharp distinctions are drawn. Debate
about terminology reflects, in part, controversy and disagreement about the uses of
guidelines and related materials.

This report, like its predecessor, uses the term practice guideline, largely
because it is the term most generally used. For example, the 1989 legislation that
created AHCPR and the Forum employed the term.! Prac

I Two terms found in OBRA 89 (the Omnibus Budget Reconciliation Act of 1989)-
standards of quality and performance measures-are not used here. The first term has
quite different and even contradictory uses. The 1990 IOM report to AHCPR defined
standards of quality as "authoritative statements of (1) minimum levels of acceptable
performance or results, (2) excellent levels of performance or results, or (3) the range of
acceptable performance or results." Statements described as standards should clearly
indicate whether they articulate minimums, maximums, or ranges of quality. The term
performance measures has no clear professional usage, and the 1990 report defined them
provisionally as "methods or instruments to estimate or monitor the extent to which the
actions of a health care practitioner or provider conform to medical review criteria and
standards of quality."
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tice guideline also will be the main entry term for the reference subject headings
used by the National Library of Medicine to index the literature on health services
research (Peri Schuyler, National Library of Medicine, personal communication,
May 20, 1991).

As defined in the IOM's 1990 report, practice guidelines are "systematically
developed statements to assist practitioner and patient decisions about appropriate
health care for specific clinical circumstances"> Medical review criteria are
"systematically developed statements that can be used to assess the appropriateness
of specific health care decisions, services, and outcomes."

Practice guidelines focus, in the first instance, on assisting patients and
practitioners in making decisions, but this defining characteristic does not and
should not preclude their use for other purposes including quality assurance and
payment policy making. Conversely, medical review criteria and related tools
emphasize the evaluation of health care decisions, actions, and outcomes, but they
should and do build on guidelines and may in some cases be virtually identical.?

Practice guidelines are not synonymous with the reimbursement or coverage
policies of Medicare and other health insurance plans, which traditionally have
excluded some items from coverage (for example, immunizations and blood
products) for reasons unrelated to the appropriateness of the service.
Reimbursement and coverage policies certainly may be informed by practice
guidelines, but this report attempts to distinguish between the two.

Although the IOM definition of clinical practice guidelines emphasizes those
aimed at specific clinical problems such as diabetes, some apply to very broad
ranges of clinical problems, patients, and services. For example, so-called universal
precautions seek to control human immunodeficiency virus (HIV) and other
infections by requiring that certain practices (such as using gloves and discarding
needles in special containers) be followed for

2 This report often refers, first, to "sets of guidelines," which present a series of
statements about appropriate care and, second, to "guidelines documents," which may
include short statements of recommendations, longer presentations summarizing
methods and evidence, and very long documents describing methods, evidence,
rationales, and other issues in great depth.

3 One committee member strongly objected to the distinction between guidelines and
review criteria, arguing that "there should not be one iota of difference between a good
guideline intended for [practitioners] and a medical review criterion intended to assess
care; they are different uses of the same clinical statement." The committee felt, on the
whole, that distinguishing guidelines aimed at clinicians or patients from review criteria
aimed at assessing care was useful even though the latter may and should draw on the
former. In fact, given the importance accorded to quality assessment and cost
containment objectives, some organizations may choose the development of review
criteria as their starting point; however, the result may be statements that are presented in
formats that are easy for review organizations to use but that are not readily employable
by practitioners or patients.
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all patients whether or not they are known to be infected. Guidelines for informed
consent policies likewise apply quite generally. Broad guidelines, which are
frequently adopted as institutional policies, sometimes in response to accreditation
standards set by the Joint Commission on Accreditation of Health care
Organizations or other bodies, may reflect difficult ethical, legal, and management
issues as well as clinical concerns. Recent American Medical Association (AMA)
guidelines on the use of "Do Not Resuscitate" orders are a case in point; they were
issued by the AMA's Council on Ethical and Judicial Affairs (1991b). Later in this
report, the committee recommends the development of general guidelines on
information for patient decision making.

A final note on terminology: the definitions of guidelines and review criteria
refer to appropriate care, a term that also presents definitional problems.
Sometimes it is used as a synonym for required care; at other times it seems to be
viewed (consistent with dictionary usage) as care that is suitable or proper but not
always necessary, absolutely required, or essential. For purposes of this report,
appropriate care is conceptually defined as care for which "the expected health
benefit [exceeds] the expected negative consequences by a sufficient margin" that
the care is worth providing (Park et al., 1986, p. 6). (Concepts of necessary,
appropriate, or minimum care resurface in Chapter 6.)

Terminological disagreements undoubtedly will continue, and rigid distinctions
could sabotage some productive discussions. The field of clinical practice guidelines
is still developing, and different terminology may prove more functional in the future.

Operationalizing this report's conceptual definition of guidelines is an exercise
fraught with difficulties, both technical and normative. The general strategy urged in
this report calls for developers of guidelines to state how compelling is the case for
a particular course of care based on the strength of the evidence, the strength of
professional judgment, and the importance of the benefits. If the case is clearly
stated, others will have information and a model for evidence-based decision
making that they may use to reach different judgments.

Desirable Attributes of Guidelines

The above definitions attempt to identify essential characteristics and are not
intended to describe the qualities that good practice guidelines and review criteria
should have in every use to which they can be put. Thus, the first IOM committee
on guidelines identified and discussed eight desirable attributes of guidelines for
clinical practice. Chapter 5 of this report presents desirable attributes for medical
review criteria. These two sets of attributes must be viewed as statements of
aspirations, which are intended to encourage developers of guidelines and review
criteria to improve their
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processes and products; they are not meant as vehicles for destructive criticism.

This committee has made one modification in the list of eight attributes
proposed in 1990.* Under the attribute of validity, it adds that every set of
guidelines should be accompanied by (1) a statement of the strength of the evidence
and the expert judgment behind the guidelines and (2) projections of the relevant
health and cost outcomes of alternative courses of care. Assessments of relevant
health outcomes should consider patient perceptions and preferences. The attributes
as amended are presented in Table 1-1.

The committee had two primary reasons for these amendments. First, those
citing or using the first IOM report have tended to stress the formal list of attributes
without mentioning the elements of validity that were identified in the
accompanying text. Second, evidence, outcomes, and patient decision making are
emphasized in this second report, particularly in the discussion of ethics, costs, and
informed consent; the amendments to the list of the attributes reflect this emphasis.

Four of the eight attributes relate to the content of guidelines: validity,
reliability, clinical applicability, and clinical flexibility. Four others relate to the
process of guideline development or the presentation of guidelines: clarity,
multidisciplinary process, scheduled review, and documentation. Each affects the
likelihood that guidelines will be perceived as credible and usable, and the
probability that they will, if used, help achieve desired health outcomes.
Collectively, these attributes tend to be what distinguishes systematically developed
practice guidelines from general textbook knowledge, although the boundaries
between these (and other) kinds of information or recommendations are not well
defined. Because the IOM and AHCPR recognized that it would be useful but
difficult to employ these attributes to assess practice guidelines, one objective of
this study has been to develop a practical instrument to guide such assessments. The
results are described in Chapter 8 and Appendix B.

Elements of Analysis

The above attributes imply a challenging analytic strategy for developers of
practice guidelines that reflects a rigorous scientific process—"a rigorous and
orderly asking and answering of questions," in the words of one reviewer of this
report.’ The components of such a strategy can be briefly summarized as

4 The attributes are discussed at some length in Chapter 3 of the first IOM report, and
readers are urged to consult that text for a fuller understanding of each attribute.

5 More detailed discussions of analytic strategies and steps for developers of
guidelines can be found in Eddy (1991c) and Woolf (1990a). Chapters 6 and 7 also
comment further on some issues of analytic strategy.
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TABLE 1-1 Desirable Attributes of Clinical Practice Guidelines

Attribute

Explanation

VALIDITY

Strength of Evidence

Estimated Outcomes

RELIABILITY/REPRODUCIBILITY

CLINICAL APPLICABILITY

CLINICAL FLEXIBILITY

CLARITY

MULTIDISCIPLINARY PROCESS

SCHEDULED REVIEW

DOCUMENTATION

Practice guidelines are valid if, when followed, they
lead to the health and cost outcomes projected for
them. A prospective assessment of validity will
consider the substance and quality of the evidence
cited, the means used to evaluate the evidence, and
the relationship between the evidence and
recommendations.

Practice guidelines should be accompanied by
descriptions of the strength of the evidence and the
expert judgment behind them.

Practice guidelines should be accompanied by
estimates of the health and cost outcomes expected
from the interventions in question, compared with
alternative practices. Assessments of relevant health
outcomes will consider patient perceptions and
preferences.

Practice guidelines are reproducible and reliable

(1) if—given the same evidence and methods for
guidelines development-another set of experts
produces essentially the same statements and

(2) if—given the same clinical circumstances-the
guidelines are interpreted and applied consistently by
practitioners (or other appropriate parties).

Practice guidelines should be as inclusive of
appropriately defined patient populations as
evidence and expert judgment permit, and they
should explicitly state the population(s) to which
statements apply.

Practice guidelines should identify the specifically
known or generally expected exceptions to their
recommendations and discuss how patient
preferences are to be identified and considered.
Practice guidelines must use unambiguous language,
define terms precisely, and use logical and easy-to-
follow modes of presentation.

Practice guidelines must be developed by a process
that includes participation by representatives of key
affected groups. Participation may include serving
on panels that develop guidelines, providing
evidence and viewpoints to the panels, and
reviewing draft guidelines.

Practice guidelines must include statements about
when they should be reviewed to determine whether
revisions are warranted, given new clinical evidence
or professional consensus (or the lack of it).

The procedures followed in developing guidelines,
the participants involved, the evidence used, the
assumptions and rationales accepted, and the
analytic methods employed must be meticulously
documented and described.
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» formulation of the problem (for example, the clinical condition to be
considered, the key issues to be addressed, and the relevant alternative
courses of care to be examined, which may include "watchful waiting");

¢ identification and assessment of the evidence from clinical trials, case-
control studies, and other sources to determine where evidence is weak,
missing, or in dispute;

* projection and comparison of health benefits and harms (including how
they are perceived by patients) associated with alternative courses of care;

* projection of net costs associated with achieving the benefits of alternative
courses of care;?

* judgment of the strength of the evidence (considering key areas of
scientific uncertainty and theoretical dispute), the relative importance of
the projected benefits and risks (again with patient perspectives
considered), and—overall—how compelling is the case for particular
interventions;

e formulation of clear statements about alternative courses of care,
accompanied by full disclosure of the participants, methods, evidence, and
criteria used to arrive at these statements; and

* review and critique of all these elements by methodologists, clinicians, and
other relevant parties not involved in the original process.

This framework is only a brief summary of the strategy that is elaborated on at
various points throughout the report. The analytic steps identified above can be
managed by a single organization. Alternatively, different parties may contribute to
the process. Today, for example, most professional societies do not consider costs or
patient preferences. Others can add these steps later, although such additions will be
more difficult if the initial work has not anticipated the questions to be asked in
these later analyses.

In addition to following this analytic strategy in developing guidelines,
developers should seek to present their work to clinicians in ways that reflect the
rigor of this approach and its emphasis on reasoning and critical analysis. The
product of the process should not be perceived solely as information but more
broadly as an explication of the thinking processes that should be used in evaluating
and applying that information. If guidelines are perceived only as information, they
may very well be used (or rejected) as the "cookbooks" that many physicians decry.

6 In addition, comparisons may usefully involve different clinical problems as well as
different approaches to the same problem. For example, the cost-effectiveness of
screening for hypertension ($16,280 per quality-adjusted life year—or QALY—for
asymptomatic men aged 60) has been compared not only with other heart disease
screening but also with treatment of heart disease (such as surgery for left main coronary
artery disease, $4,500/QALY) and treatments for other problems (such as hospital
hemodialysis for end-stage renal disease, $57,300/ QALY Littenberg et al., 1991).
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Guidelines presented to patients will necessarily be simpler than those
presented to physicians, but they, too, should try to emphasize responsible decision
making and not just cut-and-dried advice or information. As guidelines are
developed that are more sensitive to variations in patient preferences and the role of
patients in making decisions, the initial formulation of guidelines is likely to make
their translation into patient-usable forms easier. These initial formulations should
clearly describe the possible outcomes of alternative management strategies in terms
that are relevant to patients, discuss what is known about variations in patient
preferences for different outcomes, and note points at which patient choices among
alternatives should be requested.

The analytic framework presented above represents an ideal. Making progress
toward this ideal will take time. Some, perhaps most or all, guidelines will not fully
reach it. The committee recognizes this to be the case but, at the same time,
emphasizes the importance of keeping the ideal in mind and making a serious and
persistent effort to achieve it. In addition, the committee urges research
methodologists and others to work to improve (and, when possible, simplify) the
procedures and tools for analyzing evidence, reaching responsible group judgments,
and otherwise arriving at sound recommendations for care (see Chapter 7 for further
discussion).

State of the Evidence

In developing guidelines, conclusions backed by scientific evidence should
take precedence over statements based on subjective judgments. When the empirical
evidence has important limitations (as will typically be the case) or when experts
reach conclusions that are not consistent with the evidence, the limits of the
evidence should be clearly described and the rationale for departing from it should
be explained. When expert judgment proceeds in the absence of direct empirical
evidence about a particular clinical practice, the general scientific reasoning or
normative (ethical, professional) principles supporting the expert judgments should
be described. Statements about the importance of particular benefits and harms will
reflect both empirical analyses and value judgments; Chapter 6 returns to this point.

For users of guidelines, this kind of argumentation, reasoning, and
documentation can help in sorting out conflicting claims, considering how
guidelines should or should not be adjusted to local circumstances, and
independently evaluating the claims made for guidelines. That the relationship of
evidence to recommendations cannot be taken for granted is illustrated by an
analysis of recommendations on dietary cholesterol that found virtually all the cited
references to be irrelevant or in conflict with the recommendations (Reiser, 1984;
see also Eddy and Billings, 1988).

To the extent that guidelines move toward statements and arguments
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such as those outlined above, they will identify how compelling is the case for
particular services or courses of care under particular clinical circumstances. They
will distinguish care that is strongly or moderately supported (or contraindicated) by
strong scientific evidence and consensus, care that is supported chiefly by consensus
without any direct research backing, and care about which experts differ in the face
of mixed or absent evidence. Along these lines, Eddy (1990e) has divided
statements about appropriate care—what he calls practice policies—into three
categories depending the clarity of the evidence about outcomes and the importance
of the outcomes to patients. When the case for a particular course of care is very
strong, standards can be delineated for care that is to be provided or recommended
to patients with only rare circumstances justifying exceptions. When the case is
somewhat less compelling, guidelines (used by Eddy in a narrower sense than in this
report) can be defined for courses of care to be provided or recommended in most
cases but with more exceptions allowed than are warranted for standards. Options
note that different courses exist and that evidence does not warrant specific
recommendations.’

By the term strong evidence, the committee refers to (1) the characteristics of
the evidence itself (for example, whether it shows a strong effect, no effect, an
inconclusive effect, or something in between) and (2) the qualities of the process for
generating that evidence. Formal hypothesis-testing processes range in strength
from experimental to quasi-experimental to nonexperimental. However, a strong
research design that is improperly executed may provide poorer evidence than a
weaker but properly executed design. Single case reports and case series do not test
hypotheses but do provide relatively weak forms of empirical evidence. Formal
methods of generating expert consensus yield evidence of what clinicians believe
about a particular form of care, based on their experience and their assessment of
such evidence as does exist; statements of consensus may provide useful guidance
but do not constitute clinical evidence as the term is used here. Problems involved in
rating and combining evidence are revisited in Chapter 7.

Inevitably, given the state of scientific knowledge, many courses of care will
not be supported by good evidence. Table 1-2 presents a purely hypothetical (but the
committee believes plausible) illustration of how evidence and consensus might be
distributed across the entire range of health care services. It is based on an example
offered by one committee member

7 In a similar vein, the American College of Cardiology has distinguished three broad
classes of guidelines: (1) general agreement exists that the service/technology is
appropriate; (2) general agreement exists that the service/technology is not appropriate;
and (3) opinion is divergent (Dreifus, 1990).
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as a means of clarifying the committee's understanding of the range of good science
and evidence in today's world.

TABLE 1-2 Hypothetical Distribution of Evidence and Consensus for All Health Services and
Patient Management Strategies

Strength of Evidence Strength of Consensus Percentage of All Services
++ ++ 2

++ + 2

++ - 0

+ ++ 20

+ + 25

+ - 0

- ++ 20

- + 25

— — 6

NOTE: ++ strong; + modest; - very weak or none.

A guideline having strong evidence and strong consensus is the U.S.
Preventive Services Task Force (USPSTF, 1989) recommendation that
erythromycin ophthalmic ointment be used for all babies as soon as possible after
birth to prevent gonococcal ophthalmia neonatorum infection.® In the category of
little evidence but general consensus is the widely accepted, easily remembered
blood "transfusion trigger" (hemoglobin levels of less than 10 grams per deciliter).
There is no rigorous (and little nonrigorous) clinical research that evaluates patient
outcomes for transfusions at this or other levels (Welch et al., 1991). Clearly,
however, for a physician faced with a woman bleeding to death from a ruptured
ectopic pregnancy or some similar emergency, the absence of research on specific
thresholds for transfusion cannot be a counsel for inaction.’

8 As rated using a scheme formulated by the USPSTF, the statement was based on
evidence rated "[" (drawn from at least one properly designed randomized clinical trial)
and strength of recommendations rated "A" (good evidence for the recommendation).

9 The situation portrayed in Table 1-2 would be even more stark if the universe of care
were defined in very detailed clinical terms. This point can be illustrated with one
currently applied guideline for hysterectomy (Mark Chassin, Value Health Sciences,
personal communication, September 19, 1991). This guideline (part of a larger set of
guidelines) states that hysterectomy is inappropriate for women with all these
characteristics: under age 30, no children, an expressed desire for no future pregnancy,
mild dysfunctional bleeding (defined objectively and clinically), one dilatation and
curettage in the previous 12 months, and no trial of hormone therapy. At this level of
clinical detail, there are no outcome data, no functional status data indicating whether
women experience the condition as impinging on their daily lives, no data on
complications for this specific cohort of women, and no data on costs or even charges for
care for this cohort.

Copyright © National Academy of Sciences. All rights reserved.


http://www.nap.edu/catalog/1863.html

not from the

original typesetting files. Page breaks are true to the original; line lengths, word breaks, heading styles, and other typesetting-specific formatting, however, cannot be

retained, and some typographic errors may have been accidentally inserted. Please use the print version of this publication as the authoritative version for attribution.

About this PDF file: This new digital representation of the original work has been recomposed from XML files created from the original paper book

INTRODUCTION 35

Those who develop guidelines can highlight areas for which evidence exists,
for which it is missing, and for which it is flawed. This process will identify specific
holes in research—for example, the absence of work on appropriate intervals for
blood pressure screening. It will also provide researchers and research funders with
a helpful picture of the gaps in whole categories of research questions (for example,
testing intervals in general).

Any discussion of the state of scientific evidence must also note the challenge
posed by the rapid advance of clinical research (McGuire, 1990). Months of effort
may be rendered largely or partly irrelevant by new information; for example,
follow-up results may challenge earlier findings, or convincing findings from
clinical trials may arise unexpectedly. This fact of life underscores the importance
of processes for updating guidelines and for disseminating important contradictory
research findings. However, constantly changing guidelines (based on changing data
and consensus) are cited as one reason for an unsuccessful Swedish initiative to
develop and apply practice guidelines in the 1970s (Little, 1990).

Inconsistent or Conflicting Guidelines

Guidelines are one means of clarifying acceptable and unacceptable variation
in medical practice. Nevertheless, that clarification itself has limits that may lead
different groups to different and even inconsistent guidelines. Weak evidence is still
weak evidence, although the processes discussed in this report should allow the best
use of whatever evidence is available. Moreover, differences of opinion (and, thus,
differences in guidelines) can be expected about such matters as whether a research
design flaw "matters" or whether differences in the results of two treatment
alternatives are "clinically important" or only "statistically significant." In addition,
individuals and groups will vary in their values and tolerance of risk. (For an
interesting illustration of these factors at work in the debate over childhood
cholesterol screening, see Newman et al., 1990 and Resnicow et al., 1991).

When evidence is limited or nonexistent, developers of guidelines have used
different strategies for making recommendations (Hayward et al., 1991). Some offer
recommendations; others do not. In any case, this committee calls for guidelines to
explain the rationale for the presence or absence of a recommendation and to
describe how compelling is the case for alternative approaches to particular clinical
problems. Guidelines that do this can build a more credible and more powerful base
for decision making by patients, practitioners, and others. Ways of dealing with
inconsistent or conflicting guidelines are discussed further in Chapter 7.
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Guidelines and medical review criteria can be categorized along many
dimensions. As illustrated in Appendix A, guidelines and guidelines-like materials
may vary in five main ways:

* Clinical orientation. Some guidelines deal with clinical conditions or
problems (for example, throat infections in children), whereas others
describe the indications for using procedures or services (for example,
tonsillectomy).'0

* Clinical purpose. Guidelines may address several broad kinds of health
care interventions: (1) screening and primary prevention, (2) diagnosis, (3)
treatment and management (including secondary prevention), and (4)
rehabilitation.

* Complexity. Complexity is a function of many factors: the nature of the
specific clinical conditions or technologies being dealt with; the extent and
certainty of knowledge about the conditions or technologies; the options
and interrelationships among options for managing the conditions; and the
objectives, approaches, and skills of those developing the guidelines. As a
case in point, the number of appropriateness criteria developed by
researchers at the RAND Corporation ranges from 49 for cholecystectomy
(Solomon et al., 1986) to 2,862 for colonoscopy (Kahn et al., 1986).

* Format. Format refers to how guidelines (particularly the statements about
appropriate care rather than all the supporting documentation and
rationales) are physically presented, whether in free text, through tables or
other graphics, as algorithms, or by other means.

* Intended users. As noted elsewhere in this chapter and in this report, the
sets of potential users are quite large and diverse; for purposes of the
descriptions used in Appendix A, the main categories are "practitioners"”
and "patients."

WHY ARE POLICY MAKERS INTERESTED IN GUIDELINES?

Some would explain the interest in practice guidelines shown by legislators,
regulators, and purchasers of health care (as opposed to that of practitioners and
patients) with a single phrase: out-of-control health care costs. If, despite nearly two
decades of intensifying efforts to contain spending, health care costs had not been
increasing substantially faster than costs in other sectors, most of the recent
legislation, conferences, and other activities to promote guidelines probably would
not have happened despite the

10 For further discussion of reasons for focusing research or guidelines on clinical
conditions or specific technologies, see IOM (1989b, 1990j; 1992).
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other concerns—most notably, quality improvement—that guidelines also address.
Many interested parties may be disappointed if they think guidelines will not reduce
costs (Bouxsein, 1988).

Although the importance of cost concerns as a stimulus for guidelines should
not be understated, concerns about quality of care and risk management also figure
prominently in the call for more and better practice guidelines. The attraction of
guidelines also has had a political component. Guidelines were offered by and to
physician groups as an acceptable, partial alternative to the specter of more stringent
controls on Medicare payments for physician services (American Society of Internal
Medicine [ASIM], 1989, 1990; Physician Payment Review Commission [PPRC],
1988, 1990; Kosterlitz, 1991). They were promoted as a selective approach that
targets inappropriate or unnecessary care and relies on informed decision making by
practitioners and patients rather than by far-removed officials.

More specifically, the growing interest in guidelines has been prompted by
perceptions, first, that higher health care expenditures have brought only marginal
health benefits and, second, that guidelines can help remedy this problem of
"value." Virtually every major discussion of guidelines begins with a similar list of
reasons for these perceptions (PPRC, 1988, 1989; IOM, 1989a; Billings, 1990;
Leape, 1990; Hammons, 1991). The discussion generally proceeds as follows.

* Research demonstrates major variations in physician practice patterns
and utilization of health services (Wennberg and Gittelsohn, 1973, 1982;
Wennberg, 1984, 1991; Chassin et al., 1986a, 1987; R.E. Brown et al.,
1989). The lowest level of use may not be the right level, but the variations
raise troubling questions about the justification for these variations and
their accompanying costs.

* Other research indicates considerable inappropriate use of many services
including laboratory tests, diagnostic and surgical procedures, prescription
medications, and inpatient hospital admissions and days of care (Brook et
al., 1986; Eisenberg, 1986; Lohr et al., 1986; Chassin et al., 1987; Foxman
et al.,, 1987). Estimated inappropriate use of care for selected services
ranges from 10 percent to more than 30 percent; estimates of associated
unnecessary expenditures vary widely. Many of the services studied,
however, have been those particularly suspected of overuse; even for these
services, some degree of underuse may also exist.

* In addition, much health care is characterized by considerable uncertainty
about the health outcomes achieved by the use or nonuse of various
services and procedures (Office of Technology Assessment [OTA], 1978;
Dersimonian et al., 1982; Eddy, 1984; Wennberg, 1984; Eddy and
Billings, 1988; Roper and Hackbarth, 1988; Roper et al., 1988; Brook,
1989, 1990; IOM, 1989b, 1990a,b,e,f,h). Clinical research documenting
the effective
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ness of many services does not exist, particularly at the level of very
specific patient circumstances; thus, the value received for spending on
these services is likewise unknown.

Whether the issue is unexplained variation, inappropriate care, or uncertain
outcomes, many analysts come to similar conclusions. More research on outcomes
and effectiveness of health care services is needed; more work should be done,
using such research, to formulate specific guidelines for clinical practice; and more
use of the resulting guidelines will help limit health care spending.

How are guidelines to limit health care costs? How are they to increase the
perceived value of health care spending? The basic argument or hypothesis runs
along these lines:

Scientific evidence and clinical judgment can be systematically combined
to produce clinically valid, operational recommendations for
appropriatecare that can and will be used to persuade clinicians, patients,
and others to change their practices in ways that lead to better health
outcomes and lower health care costs.

Six formidable and often unrealistic assumptions or expectations lie behind this
partly explicit and partly implicit causal model.

* First, scientific evidence of sufficient quantity and quality exists to serve as
a foundation for guidelines.

* Second, programs to develop guidelines will be organized, funded, and
effectively managed to produce a considerable volume of valid, usable
statements about appropriate care for clinically and financially significant
health conditions or technologies.

* Third, substantial numbers of clinicians, patients, and others will have the
opportunity, the support, and the incentives to read, understand, accept,
and use these statements in ways that change patterns of clinical practice,
health behavior, or payment for health care services in desired directions.

* Fourth, such changes will be broad and intense enough to improve health
outcomes.

* Fifth, on balance, the entire body of guidelines as actually developed and
used will lead to more cost-controlling than cost-increasing behavior on
the part of providers.

* Sixth, the body of guidelines will continually expand to cover new areas so
that net rates of increase in health care costs and absolute levels of
expenditures will be lower than they would otherwise be.

Unfortunately, these six expectations outstrip current capacities in several
respects. For many clinical conditions and services, the science base is limited, and
even when it is reasonably satisfactory, clinicians and analysts
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may disagree in their interpretations of the evidence (recall Table 1-2). Developing
guidelines based on systematic, evidence-based processes is expensive and time-
consuming, and the volume of such efforts, though increasing, is still small in
relation to the scope of clinical care. Moreover, despite the good intentions of many
involved parties, much guideline development remains relatively unsystematic; the
enterprise as a whole still lacks proven mechanisms for evaluating, improving, and
targeting the development of guidelines. Psychological, economic, and other factors
limit clinician and patient acceptance of and conformance with guidelines.
Organizational systems for quality, cost, risk, and information management are not
planned and structured to support awareness, acceptance, and use of credible
practice guidelines. For the uninsured, underinsured, and others, indicated care may
not be affordable or otherwise accessible.

Even if the first four of these expectations about the scope, quality, application,
and health outcomes of guidelines were to be fulfilled, the committee regards as
questionable the last two expectations about the cost consequences of change. As
argued earlier, some guidelines undoubtedly will save money by reducing the use of
inappropriate or unnecessary services; some will increase expenditures by
encouraging more use of underutilized services; and some will shift costs from one
type of service to another or from one payer to another. The net impact of guidelines
on the rate of increase in total health care spending cannot be predicted with
confidence, even if future priorities for guidelines development stress clinical
conditions for which costly overuse of services is suspected.'!

Furthermore, the current system of delivering and financing care does not have
incentives for economy and efficiency that are strong and consistent enough to
capitalize fully on the opportunities for cost control that some guidelines present.
New technology and other factors also will continue to exert upward pressure on
total costs, as will policies to improve access to care for the uninsured and other
disadvantaged groups.

In sum, guidelines for clinical practice are a promising but not a quick or sure
strategy for improving and rationalizing the use of health services. The attention and
resources now invested in guidelines could dissolve in the face of a collision
between unrealistic hopes and limited immediate results. For guidelines to fulfill
their potential, persistent commitment over the long term is required from both
policy makers and health care professionals.

11 Besides costs, other relevant factors in selecting topics for guideline development
include the potential for an assessment to change health outcomes, the amount of
practice variation, the prevalence of a condition (or rate of use of a technology), and the
burden of the illness (for example, quality-adjusted life expectancy).
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WHO USES GUIDELINES AND FOR WHAT?

The potential users of clinical practice guidelines constitute a diverse group.
This report focuses on the primary users of guidelines: practitioners, patients and
families, and health care institutions. Other users include those payers, health
benefit plans, and public policy makers and regulators who may use guidelines in
making specific decisions about what health care to reimburse, cover, or encourage
and in evaluating the decisions, actions, or performance of the primary users of
guidelines. In addition, some individuals and organizations act, in a sense, as
"conduits," facilitating or promoting the use of guidelines without directly applying
them to make decisions. Examples of such users include educators of many sorts
and science writers and journalists who may facilitate discussion and dissemination.

Any single user of guidelines may employ them in various ways, and any
particular set of guidelines may need to be presented in different ways for different
users and uses. Five major purposes for guidelines, which are not mutually
exclusive, are

assisting clinical decision making by patients and practitioners,
educating individuals or groups,

assessing and assuring the quality of care,

guiding allocation of resources for health care, and

reducing the risk of legal liability for negligent care.

Nk W=

The first and second uses may reflect a fairly straightforward application of
guidelines; the third and fourth typically entail the translation of guidelines into
medical review criteria and other evaluation tools. The fifth use may be a more
indirect product of the other uses, although some guidelines have been developed
with this use in mind.

The definition of guidelines used in this report highlights one crucial purpose:
to assist individual practitioners and patients in making decisions about specific
clinical problems. For example, a physician might use a guideline to assess medical
management of a given condition versus expeditious surgical intervention before
discussing risks, benefits, and options with the patient. Another physician might
consult a guideline to determine the appropriate prescription medication to use,
given that medical management of an illness is warranted. A patient may consult
guidelines in deciding whether to seek specific screening services. A nurse might
review a guideline in preparing a care plan for a homebound patient or nursing
home resident; a nurse-practitioner might check a guideline, perhaps in the form of a
protocol, to determine whether to treat a patient or refer the patient to a physician.
These examples represent the central uses envisioned by most developers of
guidelines.
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Guidelines are also used for individual educational purposes. Physicians,
nurses, and others may rely on guidelines to help patients and families understand
clinical situations and available courses of action. Depending on the complexity of
the guideline, its distribution, and patients' prior level of knowledge, patients might
also use guidelines fairly directly in their own decision making. In addition to
individual educational uses, many guidelines are employed in continuing medical
education, public health campaigns, and other organized programs to educate broad
categories of professionals, patients, or others about appropriate health care or
behavior.

To assess and improve the quality of health care, organizations and individuals
may refer to practice guidelines (and review criteria) for several reasons: to structure
organizational procedures, to guide equipment purchases and hiring decisions, and
to set and implement priorities for monitoring, feedback, and other efforts to assess
and improve performance. For example, health care plans may check their records
to determine how successful their practitioners have been in immunizing children or
screening adults for particular problems; depending on the results, they may then try
to improve their reminder systems, patient education efforts, or other aspects of plan
operation.

Given the hope of many that guidelines can help control health care costs, it is
not surprising that individuals, health care organizations, and public and private
payers refer to practice guidelines in making decisions about resource use and in
attempting to influence the decisions of others. For example, practitioners and
institutions at financial risk from their participation in capitated, per-case, or other
non-cost-based payment schemes may employ guidelines and review criteria to
identify wasteful patterns of care, avoid expensive purchases of equipment with few
approved indications for use, and forestall inappropriate referrals to specialist
consultants. Public and private payers may use practice guidelines or review criteria
to help them make broad decisions about whether to cover particular services (for
example, pancreas transplants) or to precertify the appropriateness of specific
services for particular patients (such as carotid endarterectomy for asymptomatic
individuals). To the extent that guidelines can be used to help rationalize the
provision of health services, demands for explicit rationing of useful care may be
avoided or minimized.

Specialty societies, health care institutions, malpractice insurers, and even
legislators have become acutely interested in how guidelines and related review
criteria may reduce the exposure of practitioners and institutions to malpractice
liability. Such a use of guidelines, although worth noting in its own right, can also
serve both quality-and cost-management goals. For example, less inappropriate or
dangerous care should improve the processes and outcomes of care and reduce the
number of malpractice claims and judgments, thereby reducing litigation and
compensation costs.
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BASIC PROPOSITIONS

This report offers six broad propositions about the current state and future role
of clinical practice guidelines. First, practice guidelines can be (and are being)
formulated and used now to improve the quality and value of health services. Even
if limited in scope, they are a positive step.

Second, although guidelines development is not a firmly established enterprise
with well-tested methods and procedures, efforts to develop practice guidelines are
widespread, growing, and diverse. The movement is likely to remain pluralistic and
perhaps in some ways even competitive—a circumstance that offers opportunity for
growth and progress as well as some risk of confusion and contradiction.

Third, a major challenge for practice guidelines is better follow-through. To
capitalize on sound guidelines that constructively anticipate practical problems
faced in real clinical situations, practitioners, policy makers, and others need better
strategies and processes to ensure that guidelines are effectively implemented.

Fourth, science can contribute more effectively to useful knowledge-based
guidelines by devising research strategies to evaluate the effectiveness of emerging
and existing services that better reflect the conditions of actual practice. The gap
needs to be reduced between, on the one hand, clinical research conducted on
homogeneous populations within carefully controlled settings and, on the other
hand, effective knowledge for those providing health care to heterogeneous
populations in diverse settings.

Fifth, although effectiveness research and clinical practice guidelines can
inform action and contribute to basic ethical debates over what constitutes an
appropriate distribution of resources or an appropriate structure for health care
delivery, they can not resolve those debates. Decisions depend on many other
factors including political judgments, cultural norms, economic calculations, and the
power of affected interests.

Sixth, expectations that practice guidelines will help control total health care
spending should be restrained. Wider application of guidelines aimed at currently
overused services will likely reduce some spending. In other cases, spending will
shift from inappropriate to more appropriate care. At the same time, guidelines that
focus on currently underused services may stimulate increased expenditures,
particularly if strategies to improve access for those who are not now adequately
insured are successful. Collectively, the result undoubtedly will be better value but
not guaranteed net savings— particularly given the health care system's lack of
strong, consistent incentives for efficient and economical behavior by practitioners,
patients, and others.

These caveats notwithstanding, clinical practice guidelines have real potential
to help clarify the knowledge base for clinical practice and to
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improve the quality and effectiveness of medical care. Realization of that potential
will depend on astute policy making and steady management, as well as on sound
scientific evidence and clinical judgments.

REPORT ORGANIZATION

The next chapter of this report discusses current efforts to develop clinical
practice guidelines. The emphasis is on national activities; local development and
adaptation of guidelines are considered later. As a prologue to later chapters, it
begins by stressing that what happens during the development process will influence
the probability of successfully implementing guidelines for clinical practice.

Chapter 3 provides an overview of guidelines implementation, including the
various factors that shape decisions about implementation strategies and affect their
application. In an attempt to bring to this report some sense of the real world in
which guidelines are—and are not—used, the chapter uses several hypothetical case
studies to illustrate various implementation issues.

Chapter 4 examines the societal context and the philosophical and strategic
considerations that may influence efforts to bring guidelines into use. It also
considers specifically the roles of education and of information and decision support
systems. Chapter 5 then discusses how systems to manage quality, costs, medical
liability, and information may support and be supported by clinical practice
guidelines. It also proposes desirable attributes of medical review criteria.

Chapter 6 considers the pervasive issue of health care costs and some of the
related ethical, political, and technical controversies about how guidelines should be
developed and used. It includes an examination of issues in cost and cost-
effectiveness analysis and consideration of informed consent and minimum
standards of care.

Using the discussion in the preceding three chapters as a base, Chapter 7
returns to the procedures and methods for developing practice guidelines and
reflects further on how guidelines developers can plan for effective implementation.
This chapter also considers actions of local organizations in adapting national
guidelines, problems of conflicting or inconsistent guidelines, and efforts to
translate guidelines into medical review criteria.

In Chapter 8, the committee presents its views on the strengths and weaknesses
of current efforts to develop and use clinical practice guidelines. It offers a research
agenda and, more generally, proposes a framework for future development, use,
evaluation, and improvement of clinical practice guidelines. A particular focus is
strategies to assess the soundness of existing and future guidelines.

Several appendices help illustrate or elaborate on points raised in the
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text. Appendix A provides 16 diverse examples of guidelines and related materials.
Appendix B presents a provisional instrument for assessing practice guidelines, a
document that was reviewed independently of the report according to NRC
procedures. Appendix C presents rosters of the committees and panels involved with
or contributing to this study.

SUMMARY

The recent surge of interest in clinical practice guidelines was born of
frustration about seemingly uncontrollable increases in health care expenditures
combined with grave doubts about the real value of that increased spending. Very
high expectations for what guidelines might do to control costs and improve the
value or quality of care are, however, giving way to a more pragmatic appreciation
of the potential and limitations of guidelines.

The challenge to this committee was to provide a constructive analysis of
current efforts to develop, use, and evaluate guidelines and to propose a framework
for the future that offers realistic potential for improving the caliber and
effectiveness of these efforts. This chapter has provided definitions and a context for
the description, analysis, and recommendations that follow.
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2

Developing Clinical Practice Guidelines

Medicine ... is mobile, and many of us get breathless not so much by trying to
keep up with medical progress as by trying to avoid being run over by it.
Roger I. Lee, 1958

The rapid pace of development in biomedical science and technology can, on
the one hand, make guidelines a useful aid to busy practitioners and, on the other
hand, subject guidelines to rapid obsolescence. This reality underscores the
importance of the review and updating process noted in Chapter 1.

More generally, the way clinical practice guidelines are developed can strongly
affect their potential for effective use by practitioners, patients, and others. Thus,
planning for successful implementation must begin with development and continue
through cycles of revision and updating.

One theme underlying the attributes presented in the preceding chapter is that
those who devise guidelines should anticipate what will make the guidelines
practical and credible. Most obvious is that guidelines need to be specific,
comprehensive, and flexible enough to be useful in everyday clinical practice. In
addition, the logic, language, and symbols used in the guidelines should be
unambiguous to intended users and easy to follow. Because practitioners and other
potential users will want to know who developed the guidelines and how they did it,
the development process and the participants in the process should be documented.
Developers of guidelines should describe the strength of the evidence and the
relative importance of the projected benefits and risks; they should also, in general,
indicate how compelling is the case for particular interventions.

A multidisciplinary development process that includes all key groups will
encourage acceptance of guidelines by the members of these groups—including
patients and their surrogates. Inclusion in this sense need not be
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limited to representation in the group drafting the guidelines; it can extend to
participation in hearings, reviews, pretests, and similar activities. Such an inclusive
approach, although potentially requiring more time and funds, can help developers
of guidelines better understand the situations in which guidelines may be applied.

The sense of this committee, therefore, is that planning for implementation and
later evaluation of guidelines must take place during the development phase. What
does or does not happen at the development stage may materially affect the success
or failure of a set of guidelines, independent of the quality of the implementing
efforts that follow. The examination of guidelines implementation in Chapters 3, 4,
5, and 6 underscores this point and leads to further discussion of guidelines
development in Chapter 7.

The succeeding sections of this chapter first describe the major types of
organizations involved in guidelines development in both the public and private
sectors and then discuss how the enterprise is evolving. The chapter closes with a
brief commentary on methods and costs of guideline development. For this
overview, the study committee relied heavily on the published literature, its site
visits, the public hearing, focus groups, and other study activities, as well as on its
own expertise.

PLURALISM AND DIVERSITY IN GUIDELINES
DEVELOPMENT

Systematic efforts to develop clinical practice guidelines have grown
dramatically in recent years. Professional societies, public agencies, health care
institutions, and researchers have become appreciably more active and visible in the
guidelines arena (Woolf, 1990b; Kosterlitz, 1991); the field also has at least one
regular newsletter, Report on Medical Guidelines and QOutcomes Research
(Robinson, 1991). According to the American Medical Association (AMA), 8
physicians organizations reported active involvement in developing guidelines
before 1980; now, more than 50 organizations can report such activity (AMA,
1991a). ! The creation in 1989 of the Agency for Health Care Policy and Research
(AHCPR), and its Forum for Quality and Effectiveness in Health Care, provided
new focus and visibility for public-sector activities. Insurers, health maintenance
organizations (HMOs), and other private organizations have also become more
active.

This pluralism of sponsorship reflects the breadth of interest in guidelines, the
special concerns of different sponsors, and the varying outlooks on what topics
warrant guideline development and by what methods (Audet

! The AMA publishes a Directory of Practice Parameters (AMA, 1991a); as of late
1991, it listed and cross-referenced 1,319 practice parameters developed by 45 U.S.
organizations and provided information on how to obtain the actual parameters. The
AMA also publishes quarterly updates of this directory, indicating newly completed and
withdrawn guidelines.
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et al., 1990). A recent General Accounting Office (GAO, 1991b) survey of medical
specialty societies succinctly described this diversity: "No two medical specialty
societies with whom we spoke have produced similar guidelines for similar reasons
in a similar fashion" (p. 11). This observation applies broadly to the whole field of
guidelines development.

The following overview of types of activities and trends illustrates some of the
diversity of this undertaking without attempting to characterize the quality of
specific activities in terms of the attributes identified in Chapter 1. The discussion,
however, tends to slight less well-supported and less publicized efforts at guidelines
development, which may be quite numerous and idiosyncratic to particular
institutions; it also does not cover individuals working independently to develop
guidelines, medical texts, and similar materials. As a consequence, this chapter risks
implying that most efforts at guidelines development have the characteristics of the
better-organized work described here. Such programs still appear to be atypical,
although many organizations are attempting to improve their procedures and
methods as discussed further in Chapter 7.> This chapter's discussion of the work of
specific organizations does not imply endorsement.

PROFESSIONAL SOCIETIES AND RELATED ENTITIES

The last century has been marked by the development of professional medicine
and by broad deference to its judgments, a deference that has been challenged in
recent years. Although guidelines for clinical practice emerged initially as one sign
of professional responsibility, the current acceleration of activity is a function both
of the challenges to the profession and of the profession's responses.

Medicine is characterized by a wide array of professional organizations. Some
are general in focus (most notably, the AMA), but most center on the medical
specialties and subspecialties with which most physicians strongly identify. These
"academies," "colleges," or "societies" often sponsor specialty-specific, peer-
reviewed clinical journals that serve as a major source of information for physicians;
a number of these organizations have added the development of practice guidelines
to their agendas. Associations for health care professionals other than physicians—
for example, the American Nurses Association (ANA) and the American Dental
Association (ADA)— are also increasingly involved in guidelines efforts. Overall,
professional societies are generally seen as having taken the lead in organized
efforts to develop practice guidelines, thereby serving as an important, perhaps key,

2 Readers interested in technical descriptions of current methods might examine the
following: the AHCPR Forum manual developed to assist guidelines panels (Woolf,
1990a), the American College of Physicians procedure manual (ACP, 1986), and the
introductory manual commissioned by the Council of Medical Specialty Societies (Eddy,
1991c¢).
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source of authoritative communication to practitioners about what constitutes
appropriate care. As illustrated below, the involvement of individual professional
organizations varies both in scope and purpose.

How Are Professional Societies Involved?

Relatively formal specialty society activity in the area of guideline
development appears to date back at least 50 years to the American Academy of
Pediatrics (AAP) monograph on control of infectious diseases, first published in
1938 and now in its 22nd edition (AAP, 1991). Other organized efforts reaching
back more than a decade include those of the American College of Obstetricians and
Gynecologists (ACOG; beginning in 1959), the American Society of
Anesthesiology (ASA; in 1968), the American College of Physicians (ACP; in
1976), and the American College of Radiology (ACR; in the 1970s).?

Some efforts related to guidelines are those of single-specialty societies; others
are collaborative efforts. The ACP through its Clinical Efficacy Assessment Project
has developed a particularly broad program that cuts across all facets of medical
care and many medical specialties. Topics run from expensive and inexpensive
diagnostic tests (e.g., magnetic resonance imaging and complete blood counts) to
indications for surgery (e.g., carotid endarterectomy) to cardiac rehabilitation.
Narrower in range and more typical is the work of the American Academy of
Ophthalmology (AAO) to develop "preferred practice patterns” for comprehensive
eye examinations and various disease specific topics (Sommer et al., 1990). In a
broad-ranging look at a major medical problem, the American College of
Cardiology (ACC) recently published a supplement to the Journal of the American
College of Cardiology (ACC, 1989) based on a symposium covering quality-and
cost-conscious cardiovascular care and the role of decision modeling.

In 1980, the ACC and the American Heart Association (AHA) together started
a Task Force on Assessment of Diagnostic and Therapeutic Cardiovascular
Procedures.* Work by this group on coronary artery bypass graft

3 Space does not permit a complete listing of all the topics on which these specialty
societies have developed guidelines in the past decade or so. As noted earlier, the AMA
is now tracking such efforts as are some commercial firms. The Medical Technology
Assessment Directory (IOM, 1988) provides a profile and complete list of assessment
documents and guidelines produced by many groups. See also the February 1990 issue of
the Quality Review Bulletin for detailed descriptions of selected specialty society
programs.

4 Among the ACC/AHA Task Force reports related to acute myocardial infarction
(AMI) are guidelines on the following topics: ambulatory electrocardiography,
percutaneous transluminal coronary angioplasty (see the excerpt in Appendix A), clinical
use of cardiac radionuclide imaging, exercise testing, and permanent cardiac pacemaker
implantation (IOM, 1990a). Some recent guidelines publications have discussed early
management of patients with AMI (Gunnar et al., 1990).
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surgery (Kirklin et al., 1991) is an instructive example of what can be accomplished
by cooperative actions of specialty societies. To cite another example, the American
College of Nuclear Physicians (ACNP) and the Society of Nuclear Medicine (SNM)
may begin jointly to develop guidelines for nuclear medicine practitioners.

The AMA has spearheaded two broad, multiorganizational activities limited
largely to physician groups. The first is a collaboration between the AMA and 14
national medical specialty societies known as the Specialty Society Partnership. The
second is the Practice Parameters Forum comprising "all national medical specialty
and state medical societies interested in participating . . . [in an activity] created for
the purpose of facilitating the development, evaluation, and implementation of
practice parameters" (AMA, 1990c, p. 16); the Forum numbers nearly 50 volunteer
specialty and state medical societies. (The AMA prefers the term practice
parameters to practice guidelines.)

In addition to playing a coordinating role, the AMA issues recommendations
on specific clinical problems and technologies through its Diagnostic and
Therapeutic Technology Assessment (DATTA) program and its Council on
Scientific Affairs. The Journal of the American Medical Association has published a
widely read and frequently cited series of articles on guidelines (Eddy, 1990a-j,1;
1991d,e). The organization also has issued a set of attributes to guide the
development and assessment of practice guidelines (AMA, 1990a).

In the recent history of guideline development, the 1987 annual meeting of the
Council of Medical Specialty Societies (CMSS) was a significant point (CMSS,
1987; Gschwend, 1990). Representatives of several societies that had taken a
leading role in guideline development up to that time (for example, ACOG, ACR,
ASA) debated the importance and risks of standard setting with representatives of
many specialty groups that had not yet become involved. In summarizing the
meeting, the president of the CMSS concluded that it is "the duty of specialty
societies and physicians to lead in shaping quality guidelines" (CMSS, 1987, p. 71).
The CMSS is also involved in coordination and training activities (Woolf, 1990b).

A 1988 conference sponsored by the congressional Physician Payment Review
Commission (PPRC) provided further national focus by linking specialty society
and other efforts to develop practice guidelines to a policy perspective that
emphasized guidelines as one vehicle for rationalizing and controlling expenditures.
AMA leadership in several areas has already been cited and also includes
publication of a major paper (1990b) on legal implications of practice guidelines.
That paper provided important reassurance to some groups that they would not be
imprudently inviting legal problems by developing guidelines—as long as they
followed objective procedures, focused on scientific and medical considerations,
and exercised due care in
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formulating and updating their recommendations. (For commentaries on the AMA
paper, see Miike, 1989; Brennan, 1990; Hall, 1990; and Havighurst, 1990b.)

The creation of the Society for Medical Decision Making in 1980 was a further
important milestone for guidelines development, insofar as the society serves as a
locus for experts in guideline and algorithm development and clinical decision
making to exchange information and share experiences. Some experts, in fact,
regard the advanced medical decision analyses of this group as having provided the
best advice about medical technologies and interventions in recent years. The field
has published its own specialty journals (such as The Journal of Medical Decision
Making) since the early 1980s.

An array of related professional initiatives, including certain kinds of textbooks
and other publications, also deserve recognition. For example, the Manual of
Medical Therapeutics (known colloquially as "The Washington Manual") from
Washington University in St. Louis is a widely used pocket reference, now in its
29th edition. It is aimed at and used chiefly by house officers and others for
assistance in how to perform diagnostic and other procedures, select correct
therapeutic dosages for medications, and conduct other patient care activities. In that
sense, it is more of a "how to do it" manual (for instance, how to perform a lumbar
puncture) than a "whether to do it" guideline document (that is, whether it is
appropriate to perform the lumbar puncture). Nonetheless, its popularity reflects
intense interest, across the medical education and practice spectrum, in easy-to-use
references and guidelines-like materials.

Several nonphysician professional associations are also engaged in guidelines
development and related activities. Since the late 1960s, the American Nurses
Association has developed standards of nursing practice and universal practice
guidelines in consultation with specialty nursing organizations (ANA, 1990).5 The
American Dental Association recently developed its first practice guideline on the
general-initial dental examination; the group is not planning a guideline for 1992 but
may return to the effort in 1993.

Why Are Professional Societies Involved?

It is not surprising that professional societies are involved in guidelines
development. In the GAO survey cited earlier (1991b), the 27 responding

3> The American Nurses Association defines a standard as an "authoritative statement
enunciated and promulgated by the profession by which the quality of practice, service,
or education can be judged" (ANA, 1990, p. 4). It defines universal practice guidelines
as "a process of client care management for nursing diagnoses with recommended
interventions to accomplish desired client outcomes for a specific cluster of phenomena
within a nursing specialty. These guidelines are established by research and/or
professional consensus by practitioners in the specialty” (ANA, 1990, p. 5).
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societies noted two primary reasons for involvement: (1) improving quality of care
and (2) defending against outside forces. The second objective may cover efforts to
reduce malpractice and its associated costs, to encourage greater uniformity in
health insurance coverage and utilization review criteria, and to counter conflicting
guidelines developed by other specialty societies.

Traditionally, the purposes and missions of specialty societies and professional
organizations, whether or not they are explicitly stated, include fostering the
provision of appropriate clinical care based on professional standards. In this vein,
the American College of Preventive Medicine (ACPM) sees its role as "leadership
in research, professional education, development of public policy, and enhancement
of standards for preventive medicine" (ACPM, 1989, p. 56). This is surely not an
atypical view, and it is entirely consistent with involvement in guidelines
development. The AMA argues that physician organizations need to be involved in
guideline development "to ensure that practice parameters are properly developed
and that quality improvement, rather than cost containment, serves as the foundation
for their development" (Kelly and Swartwout, 1990, p. 54).

Risk management—that is, the effort to lower or curb the number of events that
might lead to malpractice litigation—is another possible goal of guidelines
development. The American Society of Anesthesiology and the Risk Management
Foundation at Harvard University have been particularly prominent in this arena
(Holzer, 1990). Building on the work of anesthesiologists from the Harvard
University-affiliated hospitals, the ASA recently developed "stricter standards
intended for risk management activities, focusing on clinical practices that give rise
to malpractice claims" (Pierce, 1990, p. 61). The lowering of malpractice insurance
rates for physicians who agree to follow these anesthesia standards has attracted
much interest among other specialty societies, although anesthesiologists
themselves have noted that not all types of clinical practice lend themselves to this
approach to risk management.® As discussed in Chapter 5, policy makers have also
become interested in guidelines as one element in malpractice law reform.

In addition to professional societies, malpractice underwriters and self-insured
physicians groups have themselves developed guidelines for practice, an effort that
is sometimes characterized as a form of risk management (Holzer, 1990; Pierce,
1990).7 For instance, the Doctors' Company in Santa Monica, California, produces
for its member physicians a series called "Risk

6 The anesthesia guideline that had the greatest influence in malpractice terms was a
simple recommendation to use continuous oxygen saturation monitoring. The
development of transcutaneous oxygen monitors played a significant role in the success
of this guideline, which antedated the enormous increase in attention to guidelines at the
end of the 1980s.

7 For a broader discussion of risk management in this context, see Morlock and
colleagues (1989) and Kapp (1990), as well as Chapter 5 of this volume.
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Management Guidelines," which provides recommendations on diagnostic workups,
treatment, clinical management, and practice management. One guideline on the
evaluation of patients with chest pain, for example, makes recommendations about
the taking of an appropriate medical history, the focus of the physical examination,
and the proper use and interpretation of electrocardiograms.

Finally, some professional societies have tried to integrate concerns about
quality with concerns about appropriate payment for physician services. For
example, an explicit goal of the ACP Clinical Efficacy Assessment Project is to
produce sound definitions of good medical practice that can contribute to a rational
system of payment for medical care (White and Ball, 1990). Although in the past
some parties have criticized the ACP for its explicit cooperation with third-party
payers, the ACP maintains that "with the involvement of the professional societies,
guidelines for payment have a far better chance to reflect appropriate medical
practice” (White and Ball, 1990, p. 52). This broad policy perspective is also
reflected in the college's recent decision to create a Center for Applied Research that
will expand the ACP's involvement in both guidelines and outcomes research.
(Appendix A includes an excerpt on the use of erythrocyte sedimentation rates from
the organization's compendium Common Diagnostic Tests.)

PUBLIC AGENCIES

Government support for practice guidelines can serve two sets of aims: the
broad goal of promoting the public health and welfare and the narrower ones of
improving the quality and controlling the cost of government-funded health care
programs. The activities described in the next section fall into both categories.

For the most part, guidelines development has been the domain of federal
rather than state government, as described below.® The federal government has been
involved in guidelines development in at least three distinct ways:

8 States do get involved, however. The state of California, for example, requires
patients who may undergo blood transfusion to receive a standardized explanation of
risks, benefits, and options approved by the state Department of Health Services (an
excerpt is included in Appendix A). "Guidelines" relating to AIDS prevention, tracing,
reporting, and the like have been promulgated by virtually every state in the union. Many
if not most state guidelines appear to start with guidelines published by federal agencies.
To the extent that experimentation with health care reform takes place at the state rather
than the federal level, activities in the states may become more prominent in coming
years. A 1990 conference sponsored by the California Public Employees Retirement
System and the Oregon Medicaid initiative described in Chapter 6 reflect state interest in
defining basic health benefits using guidelines and similar materials as one basis for
decision making.
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* directly convening and managing groups to develop practice guidelines (or
similar statements of good clinical practice);

* funding the development of guidelines by other groups; and

* funding and conducting basic and applied research to strengthen the
clinical knowledge base and the methodologic tools that support better
guideline development.

U.S. Public Health Service

The major part of federal activity now occurs in the several agencies of the
U.S. Public Health Service (PHS)—especially AHCPR and the National Institutes
of Health (NIH). In addition, the Office of the Assistant Secretary for Health,
through its program on health promotion and disease prevention, has had a major
role in guidelines relating to screening and prevention. Other PHS agencies with
related activities include the Food and Drug Administration (FDA) and the Centers
for Disease Control (CDC). Some guideline-related activities for the Medicare
program are also carried out under the auspices of the Health Care Financing
Administration (HCFA).

Food and Drug Administration

Perhaps the earliest government entry into an activity similar to guideline
development came with the assignment to FDA of responsibilities for the
assessment of drugs (1938) and medical devices (1976). FDA activities involve both
more and less than guidelines development as defined in Chapter 1. The agency
engages in both technology assessment and formal regulation, and it has a defined
but limited process for securing information on the use of drugs after they have been
approved for marketing (postmarketing surveillance). FDA typically does not
formally approve off-label uses of drugs (uses for indications other than those for
which initial marketing approval was granted),” and the agency's assessments of
safety and efficacy do not include comparisons with alternative therapies.

National Institutes of Health

A major example of the first government role cited above—direct government
involvement in guidelines development or similar activities—is the Office of
Medical Applications of Research (OMAR) at NIH, which has traditionally viewed
its mission as knowledge building and dissemination.

® In a departure from its usual practices, FDA reviewed an ACP guideline on
methotrexate for rheumatoid arthritis (then an off-label use of that pharmaceutical agent)
that had been published in the Annals of Internal Medicine, and approved this use about
six months later.
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The NIH Consensus Development Conference Program, administered by OMAR in
the Office of the NIH Director, was established in 1977 (Mullan and Jacoby, 1985;
Perry, 1987, 1988; IOM, 1990d,g). Through a fairly stylized approach involving
small expert panels and invited conference participants, the program develops what
it calls consensus statements that it hopes will be useful to health care providers and
the public alike.

These statements are not meant to be a primary source of data or detailed
technical information; rather, the aim is to produce a document that will reflect the
commonly held views of an expert panel that grasps the issues and examines
relevant scientific information. Thus, consensus statements are expected to "help
resolve the issue at hand, advance medical practice, and provide a clear, concise
message for clinicians and the public" (OMAR, 1988, p. 2). A notable facet of the
NIH consensus development effort has been its wide-ranging dissemination efforts.

Although some observers have asserted that the consensus statements are not
guidelines (Jacoby, 1985), at least some OMAR-sponsored statements meet the
IOM definition of guidelines ("systematically developed statements to guide
practitioners and patients"). For example, the statement on the use of intravenous
immunoglobulin (IVIG) discusses the safety, risks, effectiveness, and recommended
regimens of IVIG for various clinical conditions and immunodeficiencies (NIH
Consensus Conference, 1990).

Other parts of NIH also contribute to the guidelines scene. For example, the
National Heart, Lung, and Blood Institute (NHLBI) has promulgated treatment
guidelines in the cardiovascular field through its National Cholesterol Education
Program for Adults and its National High Blood Pressure Education Program.

Centers for Disease Control

Another federal effort in direct development of guidelines is that of the Centers
for Disease Control. Its approach tends to be decentralized; individual divisions
develop guidelines using different procedures. Some use national committees,
appointed by the Secretary of Health and Human Services; others appoint panels
directly. By and large, however, guideline development involves a literature search
followed by a consensus recommendation by the panel or working group (Steven
Teutsch, Centers for Disease Control, personal communication, 1991). As examples
of guidelines developed by CDC, those of the Immunizations Practices Advisory
Committee are used by many state health organizations; they are published in the
Mortality and Morbidity Weekly Report and as stand-alone documents. Another
CDC publication, The Prevention and Treatment of Complications of Diabetes
Mellitus, comes in a version for primary care practitioners and a version for patients.
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Yet another example of the range of CDC publications is the annual report
Health Information for International Travel from the CDC Division of Quarantine,
which is updated biweekly with the "Summary of Health Information for
International Travel" or "Blue Sheet." The scope of the publication is broad,
covering such disparate topics as specific recommendations for vaccination and
prophylaxis, geographical analysis of potential health hazards, motion sickness,
cruise ship sanitation, and the possibility of anthrax contamination of goatskin
products. (Appendix A contains an excerpt on vaccinations for pregnant women.)
This publication is used by health departments, private practitioners, travel agencies,
international airlines, and shipping companies.

Agency for Health Care Policy and Research

A hybrid public role—one that involves more than financial sponsorship but
less than direct governmental promulgation of guidelines or review criteria—is
exemplified by the role that the U.S. Congress mandated for the AHCPR Forum for
Quality and Effectiveness in Health Care. The 1990 IOM report (IOM, 1990c)
provides details on the early tasks assigned to AHCPR in the Omnibus Budget
Reconciliation Act of 1989 (OBRA 89). The agency is to "arrange for"!0 the
development and periodic review and updating of "clinically relevant guidelines that
may be used by physicians, educators, and health care practitioners to assist in
determining how diseases, disorders, and other health conditions can most
effectively and appropriately be prevented, diagnosed, treated, and managed
clinically." (Appendix A includes illustrative excerpts from the first guideline
developed through this program.)

In addition, the Forum is also to arrange for the development of "standards of
quality, performance measures, and medical review criteria through which health
care providers and other appropriate entities may assess or review the provision of
health care and assure the quality of such care." AHCPR has recently awarded a
contract to the American Medical Review Research Center to translate three sets of
guideline—on urinary incontinence, postsurgical pain management, and benign
prostatic hypertrophy—into medical review criteria. Those criteria are to be applied
by Medicare peer review organizations (PROs) to cases that have already been
reviewed by PROs and are to be used in educational outreach programs. This project

10" As explained by one individual intimately involved in the development of this
legislation, the phrase "arrange for" is a key indicator of the "extent to which the
legislation was structured to create a public-private enterprise with respect to guideline
development. The Forum develops no guidelines; guidelines are not to be federal
creations” (Peter Budetti, George Washington University School of Medicine, personal
communication, July 13, 1990).
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is discussed further in Chapter 5.!! Thus, the Forum's broad objectives are to
promote the development of instruments to assist clinical decision making and to
evaluate the quality of that decision making and the resulting care.

OBRA 89 provided an option by which AHCPR could contract with others for
guidelines development; exercising this option would perhaps signal greater
emphasis on funding (and less on internal development). In fact, AHCPR moved in
this direction in September 1991, awarding three contracts for guidelines for otitis
media in children, congestive heart failure, and poststroke rehabilitation. The
contractors are, respectively, a consortium headed by the American Academy of
Pediatrics with subcontracts to the American Academy of Family Practice, the
American Academy of Otolaryngology, and the Children's Hospital of Pittsburgh;
the RAND Corporation; and the Center for Health Economics Research with a
subcontract to the Harvard School of Public Health for the literature review and
analysis.

The work for these contracts will be done in two phases. By the end of the first,
12-month phase the contractors are expected to produce a science-based, pilot-
tested, peer-reviewed guidelines document; at that point AHCPR will determine
whether the original contractor should continue with the second phase and translate
the guidelines into medical review criteria and standards of quality. For both phases
(phase 1 in parentheses), the funding ranges from just over $480,000 ($340,000) to
just over $800,000 ($675,000).

This approach will leave the agency out of direct involvement in certain
guideline development tasks, such as the review of the literature and of the scientific
evidence. The Forum does expect, however, to exercise considerable oversight of
the work (in view of the fact that the funding is awarded as a contract rather than a
grant), especially in such matters as formation of the panels, details of the work
plans, and the literature reports. The principal investigators for the three projects,
who will not be the panel chairs, have been asked to follow the general precepts for
guidelines panels laid out in the agency's interim manual (Woolf, 1990a), although
they need not adhere to every detail.

AHCPR, through the Medical Treatment Effectiveness Program (MEDTEP)
rather than the Forum, also sponsors a dozen or more Patient Outcomes Research
Teams (PORTSs), as authorized by Congress in 1989 (AHCPR, 1990).'> A
considerable fraction of AHCPR's annual budget (about $1

' Tn the early 1970s, AHCPR's predecessor, the National Center for Health Services
Research and Development, sponsored the Experimental Medical Care Review
Organization (EMCRO) program. Some EMCROs promulgated and acted on clear
criteria for appropriate and inappropriate health care services. The efforts of the New
Mexico EMCRO are probably the best known (Brook and Williams, 1976; Brook et al.,
1978).

12 A small unit in AHCPR-the Office of Health Technology Assessment (OHTA)-is
responsible for responding to requests from HCFA for "technology assessments," chiefly
of new
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million per project per year) is devoted to these multiyear, multisite, and
multidisciplinary research projects, which have several effectiveness and patient
outcome objectives; guideline development is not an explicit or primary task. Their
basic aim is to study the effectiveness of all (reasonable) approaches to care for
patients with a specific clinical condition. Among the conditions being studied are
those with large variations in clinical practices and outcomes, a criterion also used
to set priorities for guidelines development. Each project includes a literature review
and synthesis, an analysis of variations in medical practice and patient outcomes, a
planned method of targeted dissemination of its findings concerning optimal
approaches to patient management, and an evaluation of the impact of this
dissemination effort. The latter two activities may involve the development of
practice guidelines, although AHCPR and the projects do not necessarily label them
as such (AHCPR, 1991). As with the guidelines effort itself, however, expectations
that the PORTs (even at the collective levels of funding they now enjoy) will
contribute to clear cost savings or significantly improved health care practices—at
least in the short run—must be kept realistically cautious.

Other Public Agencies

Health Care Financing Administration

In the 1970s, HCFA-funded researchers associated with Boston University
began to perform conceptual and methodological work on ways to measure the
appropriateness of hospital use. This effort eventually led to the Appropriateness
Evaluation Protocol and other tools that are still widely used in public and private
quality assurance and utilization review programs (Gertman and Restuccia, 1981;
Payne, 1987). In the 1980s, HCFA also helped fund the RAND Corporation's
development of appropriateness criteria. These types of indicators, which have
become one of the benchmark categories of medical review criteria, are discussed
more fully in later sections of this chapter.

More recently, HCFA has also supported guideline development as part of its
contracts with Medicare PROs. PROs are private physician-directed organizations
funded by HCFA to perform a very specific scope of work as

or emerging technologies for which the other agencies must make insurance coverage
(e.g., Medicare program) decisions. One aim of the OHTA is to amass information about
the safety, efficacy, effectiveness, and other characteristics of certain technologies.
However, to the degree that the OHTA literature review and conclusions constitute
evidence or statements about appropriate (or inappropriate) use of a technology, they
might be regarded as at least kin to guidelines being developed elsewhere. (The OHTA
memo regarding reimbursement recommendations [yes or no] is not made public.)

Copyright © National Academy of Sciences. All rights reserved.


http://www.nap.edu/catalog/1863.html

not from the

original typesetting files. Page breaks are true to the original; line lengths, word breaks, heading styles, and other typesetting-specific formatting, however, cannot be

retained, and some typographic errors may have been accidentally inserted. Please use the print version of this publication as the authoritative version for attribution.

About this PDF file: This new digital representation of the original work has been recomposed from XML files created from the original paper book

DEVELOPING CLINICAL PRACTICE GUIDELINES 58

defined nationally by the agency. One PRO responsibility has been to develop or
adapt various kinds of guidelines or criteria for prospective (preadmission and
preprocedure) utilization review efforts.'?

In keeping with the legislative emphasis on "local" (regional or state) peer
review, and in the face of a dearth of accepted national guidelines, the PROs
generally have had and have exercised considerable discretion to create, adopt, or
adapt review criteria. This has led to substantial state-to-state variation in review
criteria as well as to criteria that are not based on much, if any, systematic analysis
of the literature and that may be quite minimalist and liberal. All of these factors
have played a role in the criticism leveled at past PRO utilization review criteria
(Project Hope, 1987; IOM, 1990i [see especially vol. 2]; Kellie and Kelly, 1991; see
also Chapter 5 of this report).

One way in which AHCPR and the PROs will be working together was noted
earlier—the recently initiated project to develop medical review criteria. Another
area in which the PRO program and AHCPR might link efforts is in the evolution of
HCFA's so-called Uniform Clinical Data Set (UCDS; Krakauer, 1990; Krakauer and
Bailey, 1991). The UCDS, which collects 1,600 data elements (typically about 250
to 400 per case), has between 3,000 and 4,000 algorithms governing how those
clinical data from hospital inpatient records should be abstracted for various PRO
review and data base purposes. It also includes 300 or more algorithms to identify
potential cases of substandard care that may require review by a PRO physician
advisor. Guidelines from AHCPR panels or other sources might be used to update
and upgrade the UCDS algorithms, which date to the late 1980s. Whether such
collaboration comes to pass, however, is a question for the future.

U.S. Preventive Services Task Force

Another example of a public-sector initiative involving substantial private
leadership and participation is the U.S. Preventive Services Task Force (USPSTF).
The initial objective of this four-year undertaking was "developing
recommendations for clinicians on the appropriate use of preventive interventions,
based on a systematic review of the evidence on clinical effectiveness" (USPSTF,
1989, p. xxi). The 20-person Task Force, commissioned in 1984 by the Department
of Health and Human Services (DHHS), developed guidelines on 169 interventions
and involved dozens of advisers, authors of background papers, and reviewers. (The
guideline on screening

13 The fourth scope of work for the Medicare PROs was released as this report was
being prepared. Over objections from the PRO community, it proposed to abolish the
prior-authorization tasks that the PROs have had for the past several years.
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for low visual acuity in children appears in Appendix A.) The Task Force report
states that "[r]Jecommendations for or against performing these maneuvers should
not be interpreted as standards of care but rather as statements regarding the quality
of the supporting scientific evidence" (p. vii).'*

Congressional Office of Technology Assessment

This discussion has focused on the federal executive branch. In the legislative
branch, the Office of Technology Assessment (OTA) of the U.S. Congress conducts
many studies related to health care technologies; their assessments are largely in the
form of reviews of published literature and publicly available data. For instance, in
1990, OTA released Preventive Health Services for Medicare Beneficiaries: Policy
and Research Issues, which compiles recommendations published by other groups
concerning such topics as periodic health examinations. It also cites assessments of
preventive services (e.g., screening for breast cancer, for other types of diseases
such as cervical cancer or glaucoma, and for abnormally high levels of cholesterol;
vaccines against pneumococcal pneumonia and certain types of influenza) that OTA
has itself conducted. The findings and conclusions of these assessments are not
guidelines in the typical sense of the term, but they may certainly be regarded as a
form of guidance for appropriate use of services.

PRIVATE RESEARCH, PAYER, PROVIDER, AND OTHER
GROUPS

Numerous other kinds of organizations have had some involvement in
guidelines development. They include private research organizations, academic
medical centers, staff- and group-model HMOs, hospitals and hospital systems,
health associations, and payment-related organizations. The following discussion
focuses on the relatively few such organizations that (1) have devoted considerable
resources to systematic development of guidelines and (2) have reached out to a
national audience with these guidelines. For the most part, the guidelines
development activities of most hospitals, HMOs,

14 The USPSTF used methods similar to those of the Canadian Task Force on the
Periodic Health Examination, which was established in 1976 and issued its first
monograph on 78 target conditions in 1979 (Canadian Task Force on the Periodic Health
Examination, 1979). The Canadian group reconvened following that work and issued
periodic updates in 1984, 1986, and 1988. The Canadian Task Force, following earlier
work by Frame and Carlson (1975), analyzes and grades research on different services
using a clinical-epidemiological approach. It has made, and continues to update,
recommendations to the government that are used by the Canadian provinces to make
decisions about the services to be included in the periodic health examination.
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payers, and similar organizations are internally focused and not publicly available.

The research organization best known for its involvement in work on
appropriate medical care is the RAND Corporation. Its Health Services Utilization
Study began in the early 1980s with funding from a variety of sources: the
Commonwealth Fund, the John A. Hartford Foundation, the Pew Memorial Trust,
the Robert Wood Johnson Foundation, and HCFA (Chassin et al.,, 1986b). The
project devised a formal (modified Delphi) consensus approach to the development
of detailed "appropriateness criteria" (ratings of the appropriateness of up to several
thousand separate indications for a given diagnostic or therapeutic procedure). The
researchers created such indications for six medical and surgical procedures and
conducted an extensive investigation of how variations in the per-capita rates of use
of these procedures related to variations in their appropriateness for specific clinical
problems; among the procedures studied were coronary artery bypass surgery and
carotid endarterectomy (Winslow et al., 1988a, 1988b). (Appendix A contains an
excerpt from RAND's publication on the latter procedure.)

Appropriateness criteria can be distinguished from guidelines (as understood in
this report) because the criteria were not primarily designed to assist physician and
patient decision making; rather, they were to help evaluate the appropriateness of
clinical decisions. RAND researchers have continued the appropriateness criteria
endeavor in various ways (including projects overseas).!> The approach has been
adopted by at least one for-profit utilization management group (Value Health
Sciences) that has contracts with a variety of private insurers and other health plans.

In 1990, the AMA, the RAND Corporation, and the Academic Medical Center
Consortium (AMCC) signed a memorandum of agreement to cooperate in an
initiative to develop appropriateness criteria and to convert them into practice
guidelines (parameters) for everyday use by physicians. The original notion was that
the AMCC and RAND would be responsible for conducting research to develop the
criteria and for using them to evaluate cases at the individual medical centers. The
AMA, through its Specialty Society Partnership and Practice Parameters Forum,
would use the research results to facilitate the development and dissemination of
practice guidelines. The four procedures that have been under study (and the sites of
the principal investigators and administrators) are coronary artery bypass surgery
(RAND); cataract surgery (University of Iowa); aortic aneurysm resection (Mayo
Clinic); and carotid endarterectomy (Duke University).

To date, the Blue Cross and Blue Shield Association (BCBSA) is the

15 However, as a contractor to AHCPR to develop guidelines on congestive heart
failure, RAND will be employing different methods that are more in line with those
followed by current AHCPR panels (David Hadorn, RAND Corporation, personal
communication, October 9, 1991).
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primary, and perhaps only, example of a private insurer that has invested
considerable resources in both public guidelines aimed at a national physician
audience and proprietary review criteria and other tools for use by local plans
(Morris, 1987). Like government efforts, the BCBSA effort has proceeded on two
fronts: primarily through funding of other organizations (what it calls a "catalyst
role") and secondarily through direct BCBSA guidelines development. The former
effort is based on several premises: subscribers (and all patients) are best served by
affecting clinical practice positively through provider education rather than through
retrospective review and possible claims denial; national medical organizations are a
leading and appropriate source of guidance; and physicians will more readily accept
such guidance when it is developed and provided by their representative medical
organizations than when it is provided by an insurer (Morris, 1987).!¢ BCBSA has
also created the Technology Evaluation and Coverage program to provide
proprietary information to Blue Cross and Blue Shield plans to use in making
benefit coverage determinations.

Another interesting initiative is that being developed in Minnesota by more
than 50 health care institutions and other organizations (Borbas et al., 1990;
Catherine Borbas, Health care Education and Research Foundation, personal
communication, December 31, 1991). Known as the Minnesota Clinical
Comparison and Assessment Project (MCCAP), the project has developed
guidelines on five conditions and procedures of interest to specific specialties.
MCCAP "consensus panels" have convened to draft guidelines, which were then
reviewed, revised, and disseminated to affected physicians. Data on physician
performance are being collected, analyzed, and compared to the initial guidelines.
MCCAP plans to rely as much as possible in future efforts on guidelines developed
by national organizations, and it has already revised its locally developed guidelines
to reflect and be consistent with new work by national specialty societies. It has
gone beyond these national guidelines by developing outcome measures consistent
with its data collection and analysis objectives.

Among the efforts of individual staff- and group-model HMOs in developing
guidelines for their health care professionals, those of the Harvard Community
Health Plan (HCHP) have received considerable attention (Gottlieb et al., 1990;
Burda, 1991b). The HCHP Clinical Guidelines Program has invested substantial
resources in the development of scientifically based clinical algorithms. Although a
central objective of the program has been to develop algorithms to guide HCHP
clinicians, it also has a major re

16 BCBSA independently considers the payment implications of the guidelines, but the
transformation of guidelines into medical review criteria, if recommended, is undertaken
primarily at the level of local plans, not at the central association level. Blue Shield of
California has been particularly active in developing medical policies and has involved
the public as well as professionals.
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search and educational component aimed at teaching a national audience, through
publications and training activities, how to develop and implement clinical
algorithms. In particular, the program has attended to practical issues regarding
guideline use in ambulatory care and in "continuous improvement" strategies for
clinical care management. In addition, other HMO systems, such as U.S. Health
Care, United Health Care, and Kaiser are involved in initiatives that include some
role for guidelines. Some may begin to make such guidelines publicly available.
Finally, other types of private initiatives include various kinds of commercially
sponsored publications. For example, Merck Sharp & Dohme Research Laboratories
produces The Merck Manual, an extensive compendium of information about
diagnosis and treatment (Berkow, 1982). Begun nearly a century ago, it has been
designed to meet the information needs of medical students, practitioners, and other
health professionals on a wide range of medical disorders and patient complaints
and concerns. Although the information (contained in volumes that exceed 2,500
pages) is not presented as guidelines per se, the manual supplies commentary on the
use, interpretation, and limitations of many common procedures and tests used in
diagnosis and patient care management. Other such compendia are the Physicians’
Desk Reference (which compiles, indexes, and cross-references information on
prescription and nonprescription pharmaceuticals) and Scientific American Medicine
(loose-leaf medical and surgical reference volumes that are periodically updated).

COSTS OF GUIDELINES DEVELOPMENT

Because evaluation of guidelines development eventually must consider the
results of the process in relation to development and implementation costs, the
committee tried to estimate the costs incurred in developing guidelines. This
exercise turned out to be quite difficult, for three major reasons. First, many
organizations had no cost estimates; the work was buried in the budgets of one or
more organizational units. Second, some who had tried to estimate costs found a full
description of costs so time-consuming that they abandoned the effort. Third, those
cost estimates that were available were generally not comparable or comprehensive.

In some cases, guideline developers can cite direct costs for such items as
travel, printing, meeting expenses, consultants, and other line items.!” Few
organizations, however, can report costs for staff support, general overhead,

17 For example, the cost of developing appropriateness criteria, evidently counting
staff time as well as other direct costs (including nominal honoraria to physician
participants) but excluding related research activities, has been estimated at between
$250,000 and $500,000 for each set of procedure-specific indicators.
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and the value of volunteer efforts. For example, neither the USPSTF nor OMAR/
NIH have good estimates of the fotal cost of their work to develop specific
guidelines (Robinson, 1991; Steven Woolf, U.S. Public Health Service, personal
communication, March 27, 1991). John Ferguson, the director of OMAR, estimates
that each consensus conference costs about $82,000 in direct costs, but that estimate
does not include staff or volunteer participant time (John Ferguson, National
Institutes of Health, personal communication, 1991).

AHCPR expected to allocate $2 million in 1990 and $3 million in 1991 to
guideline development. By the end of calendar year 1991, the agency probably will
have three finished guidelines and half a dozen more at various stages of
development. Exclusive of staff time, early costs for AHCPR panels appeared to run
about $200,000 to $250,000 per panel; more recent estimates put the range between
$350,000 and $800,000, depending on the complexity of the topic. The main
variable in costs appears to be the number of questions the panel eventually elects to
tackle and for which it must review the literature. AHCPR has been tracking some
specific costs, such as those entailed in literature reviews, and has found
considerable variation across its panels. Some of the variation in these direct costs is
attributable to simple differences in the volume of clinical research from topic to
topic; some of the variation also appears to be ascribable to differences in panel
strategy, frugality, or ingenuity. For example, the depression guideline panel opted
not to focus on a single type of depression but to look at a range of diagnostic
categories within that broad rubric; the panel thus will produce a "family" of
guidelines based on what may eventually total more than 90,000 abstracts from the
clinical and research literatures.

The GAO survey of medical societies (1991b) found that the cost estimates
provided by different groups varied substantially. The estimates, which excluded
volunteer time, ranged from $5,000 to $130,000 per guideline or set of guidelines.
One society estimated the value of volunteer time over a two-year period at more
than $500,000. A recent directory of guidelines initiatives reported estimated costs
per guideline from a few thousand dollars to more than $1 million (Robinson, 1991).

SUMMARY

Planning for successful implementation of guidelines begins with development.
This chapter has described selected guidelines development efforts in both the
public and private sectors as a means of highlighting how the enterprise is evolving.
The pluralistic nature of guidelines becomes quite clear, thereby underscoring the
utility of a firm understanding on the part of developers of the attributes of their
processes and their eventual products. The diversity of developers, of the topics that
are addressed, and
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of the guidelines that are produced are reflected especially in the methods used and
in the costs; generally, costs for producing authoritative guidelines are higher than
many experts originally anticipate, owing in large measure to the attention directed
to a definitive review and analysis of the literature.

This report now moves on to issues of implementation. It returns, however, in
Chapter 7 to reconsider development in the light of what has been learned about
implementation and surrounding policy issues.
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3

Implementing Guidelines: Overview and
Ilustrative Cases

It is getting to be harder to "run" a constitution than to frame one.
Woodrow Wilson, 1887

Difficult as it is to formulate guidelines, implementation is an even greater
challenge. Viewed generally, implementation refers to the concrete activities and
interventions undertaken to turn policies into desired results. In the context of
guidelines, two overlapping but distinct implementation tasks can be distinguished.
One is implementing a public or private program to develop and promote practice
guidelines.' The other is implementing the guidelines themselves.

Implementation in this second sense involves the programs and activities that
take guidelines out of the rather abstract phase of development and into the actual
world of health care decision making and action. This chapter provides an overview
of implementation issues. Chapters 4 and 5 describe some specific programs and
activities, focusing on those related to information systems, educational programs,
quality assurance, health benefits management, and risk management and medical
liability.

Guidelines implementation is a much more diffuse process than guidelines
development. The time horizon extends from the near to the indefinite future; the
number of involved parties multiplies; responsibilities blur; var

! The Omnibus Budget Reconciliation Act of 1989 gave primary responsibility for
establishing a public program to develop and promote practice guidelines to the
Department of Health and Human Services, through the Agency for Health Care Policy
and Research and its Forum for Quality and Effectiveness in Health Care. Necessary
steps for implementing this program include hiring staff, developing a program agenda,
letting contracts, convening and assisting expert panels, establishing an advisory council
for AHCPR, and generally establishing and administering a broad, ongoing federal
program.
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ied local circumstances and priorities complicate decision making and generate
conflicting incentives; and actions become more difficult to track. These conditions
make it hard to specify attributes of good implementation processes in the way that
the first IOM report specified the attributes of good guidelines. They also help
explain why efforts to implement guidelines and related kinds of recommendations
have met with limited success to date (Eisenberg, 1986; Schroeder, 1987; Lomas et
al., 1989, 1991).

GUIDELINES AND THE REAL WORLD

One challenging current reality surrounding the implementation of guidelines
is that many potential users are either unaware of guidelines or view them as being
of marginal utility in their day-to-day work. Hardly unique is the urban community
hospital staff who responded to the committee's inquiry about a site visit to discuss
the use of guidelines by saying that there was really nothing related to guidelines
going on at their institution.

For practitioners, guidelines are just one element in a range of practical and
interpersonal challenges of patient care and practice management. Further, the
perceived salience of formal guidelines may be lessened by the likely tendency of
clinicians to consider accepted, internalized guidelines as something other than
guidelines; for example, schedules for well-baby care may be so deeply ingrained
that they are simply no longer regarded as guidelines. Some practitioners may well
resist guidelines as threats to their autonomy even when the source is a professional
organization.

For senior health care executives, too, other issues come first: patients, staff,
payers, suppliers, competitors, institutional survival-although not necessarily in that
order. When these executives frame a vision of their institutions for the future and a
management strategy to achieve that vision, guidelines are not likely to appear in
mission statements and five-year plans.

For patients and their families, guidelines are even more remote. Few
laypersons will know about formal efforts to develop clinical practice guidelines;
even fewer will know of their initial products or be able to use them directly. The
focus of guidelines for patients, therefore, is likely to be educational—for example,
handbooks or brochures about proper care for a given ailment, appropriate
preventive regimens, or when to seek professional health care and when to manage
one's own care.

Keeping an overview of implementation reasonably compact but illuminating
is difficult, given the scope and variety of implementation efforts, on the one hand,
and the lack of systematic literature about the topic, on the other. Compared with the
development of guidelines, implementation is not only harder to do but more
difficult to describe and analyze. The complexity of the implementation task just in
terms of potential users may be illustrated (perhaps overdramatically) by estimated
numbers of those who may
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be involved in some aspect of implementation for some category of guidelines. In
the United States alone, there are roughly

* 250 million patients and potential patients, differing in myriad ways;

* 500,000 physicians, 1.5 million nurses, and 160,000 dentists distributed
across a large number of specialties and subspecialties;

* 6,000 hospitals and thousands of nursing homes, rehabilitation centers, and
other health care institutions; faculties and students in 120 medical
schools, 1,400 nursing education programs, 50 dental schools, and dozens
of other training programs;

* 600 health maintenance organizations and independent practice
associations, and hundreds of preferred provider networks, utilization
management organizations, and similar entities;

* 54 Medicare peer review organizations with hundreds of involved peer
reviewers;

* 6,000 to 10,000 attorneys specializing in health-related issues—even more
if personal injury lawyers are included;

¢ 1,800 medical libraries; and

* untold numbers of state, federal, and private health care regulators or
administrators as well as technical, lay, and clinical publications with
direct or indirect educational purposes or intentions.”

To convey something of the realities of implementation in the absence of much
documented description and analysis of actual experience, the committee has
devised what it calls "synthetic case studies." They draw on the study's site visits,
the diverse experience of the committee members and staff, the limited research and
descriptive literature, and conversations with many individuals and groups.

Each of the six case studies presented in the next section is a mix of these
sources, and none depicts any single organization or individual. The subjects of the
case studies were developed to illustrate the perspectives and environment of
individuals and organizations, practitioners and patients, and primary, secondary,
and tertiary care settings.

The cases are intentionally simplified portraits designed to convey some, but
by no means all, of the real and practical issues in the effective use of guidelines.
They are not intended to portray uniformly flawless application of impeccable
guidelines to achieve specifically desired results, nor can they provide the depth of
description and analysis possible with true case studies. (The latter would
undoubtedly be helpful and might be considered for funding by the government and
other organizations interested in guide

2 Obviously, these are duplicated counts. Clinicians, for instance, can also be patients,
"preferred providers." and faculty. No single set of guidelines is likely to involve all
these parties in significant ways.
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lines.) These composite cases attempt to show that guidelines can be more (or less)
than adequate in meeting the needs of practitioners and patients, that intended users
of guidelines vary in their willingness and ability to conform to guidelines, and that
systems and incentives differ in the degree to which they support the application of
guidelines. Nonetheless, the perceived relevance of guidelines is probably higher
than "average" for the individuals and organizations represented in these case studies.

Two of these hypothetical case studies focus on ambulatory (office-based) care
from the points of view of a physician and an administrator; two focus on inpatient
hospital care (one large academic center, one small community hospital); one deals
with nursing home and hospice care; and the final case study takes the point of view
of a patient. Each case is preceded by several key words; these are intended as quick
references to particular implementation issues that are raised by the case.

CASE STUDIES

Case Study 1: Small Internal Medicine Practice

KEY WORDS: patient needs, characteristics, and preferences; conflicts
between perceived patient needs and guidelines; specificity and format of
guidelines; utility of computer-based information and decision support
systems; time constraints; hassle factor

Dr. Marcus practices in a typical setting: a small (in this case, five-person) fee-
for-service internal medicine group in a middle-class suburb. Although she does not
see guidelines as a major issue in her practice, Dr. Marcus can cite a number of
them that she uses (for example, those related to preventive services, infectious
disease, and pharmaceuticals). For more complex clinical problems, she thinks
guidelines that include algorithms and flowcharts are the forms most likely to be
precise enough to guide decisions.

When talking about guidelines, Dr. Marcus is adamant that the patient comes
first—not the guideline. For example, one of her patients—a typical older patient—
has high blood pressure, diabetes, asthma, a family history of stroke, and possible
macular degeneration. Although guidelines for managing some of these conditions
are precise, comprehensive, and relevant, most do not deal with the particular
combination of clinical problems and preferences presented by this patient. It is
clear to Dr. Marcus that judgment and experience, not arbitrary compliance with
guidelines, are what this patient needs.

Dr. Marcus points out that the patient comes first not only in making judgments
about what to do but in implementing those judgments. This is particularly true for
office-based care because the patient, not the physician, has to carry out many steps
in a specific course of treatment. Dr. Marcus and her partners audited selected
preventive services for patients in their practice and learned that only 50 to 70
percent of their patients had, in fact, received the services that were recommended.
In some
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cases, the patients simply did not accept the recommendations; in others, they failed
to make return visits or to see referral physicians, despite follow-up calls and notes.

For example, Dr. Marcus has for several years urged one of her elderly patients
to get a screening mammogram. When the patient was asked why she had not done
s0, she said she thought the examination would be painful but was finally planning
to have one. The reason for her change of heart was that her neighbor had recently
had a mammogram that had revealed a small cancerous tumor. Dr. Marcus's patient
left the office with a mammography order form, specific advice about where she
could obtain the mammogram in the building or elsewhere, and a friendly,
concerned parting comment from Dr. Marcus that she would be looking for the
radiologist's report. Dr. Marcus estimates the probability that she will eventually get
such a report (that is, that this patient will have the mammogram) as not much better
than 50/50.

Although Dr. Marcus sees both the value and the limitations of existing
guidelines for physicians and patients, she is highly critical of the medical review
criteria applied by third-party payers. She faces multiple, detailed, and often
conflicting review criteria from different organizations. In fact, she often does not
even know what criteria are being used. In addition, the language associated with
Medicare and private insurer policies, which tends to be aimed at identifying "bad
apples,"” is demoralizing, as is the "hassle factor" that arises in complying with the
policies. The burden of paperwork and telephone calls is quite heavy, and Dr.
Marcus's group has had to hire an extra person to help handle this workload in
addition to the four clerical/data entry/ support staff needed for patient records,
receptionist duties, and so on. Dr. Marcus appreciates that some review
organizations have made an effort to minimize the burdens on physician offices and
to employ clinically knowledgeable reviewers and clinically respectable review
criteria; unfortunately, other organizations are less well managed.

Dr. Marcus and her partners are atypical in that their group uses computers not
only for administrative purposes but also for keeping patient clinical records and for
alerting physicians to the need for certain follow-up tests and other activities. The
system this group uses relies on software that was first developed in the mid-1970s;
it was installed in this practice in the late 1970s. More guidelines for preventive
services, diagnostic tests, and other topics could be programmed into this system's
alerts and reminders, but Dr. Marcus says that priorities must first be set, because
the number of services that could be provided with some marginal probability of
benefit was virtually uncountable.

Although the practice has been committed to the creative use of computers, it
has not yet invested in any on-line clinical information services. The partners feel
that available systems do not allow quick enough reference to practice guidelines
(while the patient is waiting) in an algorithmic or similarly accessible format.
Currently, computers are most useful to the practice in organizing and retrieving
information about individual patients.

Dr. Marcus still prefers well-known, hard-copy publications (such as the
Physicians' Desk Reference) to most available on-line information systems. One of
her partners does make limited, off-line use of some new software that helps him
calculate objective risk assessments using models and formulas that he could not
begin to keep in his head. At this time, however, these assessments are being
applied only to a few patients.
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Case Study 2: Managed Care Organization

KEY WORDS: local development and adaptation of guidelines; cost
management; coverage policy; selective contracting; utilization and quality
review; information feedback; patient education and incentives; sanctions

Columbia Care, or CC for short, is a 150,000-member health plan. It
selectively contracts with physicians and hospitals and pays them on a negotiated
basis that involves elements of capitation, per-case payment, discounts, and other
payment methods. Its members must accept higher cost sharing if they use
physicians or hospitals outside CC's panel of providers.

Dr. Potter, the plan's medical director, describes Columbia Care as an eager
"market" for guidelines and review criteria. The plan uses medical review criteria
and standards of quality in a variety of ways to influence clinical practice and to
make decisions about what services to cover. When professional societies and other
"suppliers" of guidelines and review criteria do not meet the plan's needs, Dr. Potter
organizes expert panels and consultants to develop guidelines and review criteria for
specific purposes.

For example, no completely acceptable guidelines were available to advise
physicians on how best to diagnose and treat adolescent depression and related
mental and emotional conditions. In particular, little consistent advice was available
about when to refer marginally symptomatic patients to psychiatrists or clinical
psychologists, or about when to manage patients in ambulatory versus inpatient
settings. The issue was significant for three reasons: the membership comprises
mainly families, so the plan covers a considerable number of adolescents;
adolescent mental disorders are rising in prevalence; and the employers with which
CC contracts were becoming alarmed at the proportion of expenditures for these
conditions.

Consequently, Dr. Potter, with the assistance of experts at a nearby research
firm, empaneled a group of clinicians (psychiatrists, psychiatric social workers,
clinical psychologists, internists, and pediatricians) to examine the existing literature
and to reach some consensus on appropriate indications for (1) referral from primary
care to specialty care and (2) inpatient treatment. The guidelines will be
implemented in several ways. First, CC will disseminate the guidelines (including a
description of the development process and participants) through its monthly
newsletter to practitioners and hospitals. Second, the inpatient indicators will be
enforced (except for emergencies) through a preadmission review program. Third,
the plan may require prospective member physicians or hospitals to agree to abide
by the guidelines as a requirement for selection. Fourth, Dr. Potter hopes to get
internal funds to evaluate whether referral and admission patterns change and
whether expenditures are reduced. He has no plans at the moment, however, to
monitor patient outcomes, although this is part of the organization's longer term
planning.

Dr. Potter sees advantages in local practitioner involvement in guideline
development. Even if local conditions may not require any changes from national
guidelines, local development or adaptation work—participating physicians getting
together and "chasing some rabbits," as Kentucky-raised Dr. Potter describes it—
can be useful. If nothing more, it makes practitioners more comfortable with
guidelines. Dr. Potter also says that the plan is willing to "shoot a few pigeons" (that
is, sanction deviant practitio
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ners) occasionally to show that guidelines are to be taken seriously. In general,
however, the plan prefers not to take a punitive approach but to use guidelines as
part of an information feedback process and as screens for selecting participating
physicians.

Because appropriate use of established procedures and services, such as
tonsillectomy and hysterectomy, often depends on a variety of patient-specific
circumstances, Dr. Potter oversees an array of programs to review the
appropriateness of care on a case-by-case basis. This process is contractually
permitted under a provision that limits payment to care that is medically necessary.
It includes prospective, concurrent, and retrospective review of care. The programs
use medical review criteria based on both practice guidelines and statistical norms to
screen, for example, hospital length of stay.

For preprocedure review, the plan uses a sophisticated system developed by a
private company. That system is, in turn, based on detailed appropriateness criteria
developed by a well-known research organization. Preprocedure review is viewed
primarily as a cost-management tool that can also serve quality assurance objectives
by deterring potentially harmful overuse or misuse of care. Dr. Potter insists that the
actual review of individual care is based purely on clinical judgments, not cost.

For the most part, Columbia Care relies for hospital quality assurance on the
processes required by the Joint Commission on Accreditation of Health care
Organizations (JCAHO). It has also instituted a quality assurance program for its
primary care physicians that, among other features, employs selected practice
guidelines. Each year, the plan reviews a sample of medical records for each of its
primary care groups to check conformance with two to five guidelines. Last year it
considered the percentage of female patients over the age of 49 who were
recommended for and who received mammography screening. In addition, the
quality assurance program has adapted process-of-care criteria for the outpatient
management of adult hypertension, both acute and chronic otitis media among
children, and evaluation of abnormal uterine bleeding. These criteria have been
distributed to participating physicians, who agree to periodic audits of their charts.
The physicians receive reports on how their performance compares with that of their
peers—for example, what percentage of the time they use an office-based procedure
(endometrial sampling) versus an inpatient procedure (dilatation and curettage) to
evaluate abnormal uterine bleeding. Whenever Dr. Potter sends these reports, he
asks for suggestions about how the reports and criteria might be improved.

As part of its marketing and patient service strategy, Columbia Care provides
health education and health promotion services (e.g., hotlines, brochures) that
employ various clinical practice guidelines. Some employer-customers want to set
up financial rewards (or penalties) for employees who pass (or fail) blood, urine,
and other tests related to cholesterol levels, blood sugar levels, blood pressure,
weight, and smoking. Dr. Potter has argued against this approach, believing that
such programs are too intrusive a way of encouraging patient conformity to
guidelines. Instead, he is working with employers to improve employer-based health
education programs and to strengthen CC's own efforts, including patient-specific
counseling by CC practitioners.
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Case Study 3: Academic Medical Center Hospital

KEY WORDS: quality of care and continuous quality improvement;
computer-based information and decision support systems; local adaptation of
guidelines; practice variation; behavior change; economic incentives

University Medical Center Hospital (UMCH) is one of the relatively small
number of sophisticated academic medical centers that have complex tertiary care
cases, major clinical training responsibilities, and extensive clinical and health
services research agendas. UMCH is also atypical in that it has officially adopted
continuous quality improvement (CQI) as a management strategy. Dr. Pierce, vice
president for quality improvement, has primary responsibility for overseeing
implementation of the CQI initiative and has active support and reinforcement from
the hospital's governing board and chief executive officer.

Consistent with CQI precepts, UMCH seeks to reduce unwarranted variations
in key diagnostic and therapeutic processes and to instill a sense of practitioner and
staff ownership of the processes and results. Outcomes management is a key
strategic aim, and Dr. Pierce cites the argument that one cannot properly understand,
measure, and manage patient outcomes until processes of care have been stabilized.

UMCH devotes considerable effort to identifying variations in care,
determining their sources, and devising remedies where appropriate. Some of the
variations can be traced to administrative problems. For instance, reports of
radiological examinations performed on Saturdays and Sundays reach the
appropriate physicians more slowly than examinations done on weekdays (and thus
delay possible Sunday or Monday morning discharges). The reason is that, for
months, the hospital has had fewer radiology technicians than it needs on weekends,
in part because of indecision about salary increases, which has slowed advertising
and recruitment efforts. On the clinical front, the hospital has been concerned about
variations in physician practices. A particularly troublesome area has been blood
transfusions: transfusion rates have varied from 0 to 70 percent of patients in some
heart surgery categories. Efforts were made to determine outcomes associated with
different practices and to identify clinical and administrative problems (e.g.,
inadequate blood retrieval procedures during surgery, long operating times, lack of
explicit guidelines for blood use) that created or permitted unwarranted variations in
care. Following the feedback of information on variations in blood retrieval rates
and operating times and the establishment of guidelines for appropriate use of
transfusions (including informed patient decision making), the higher transfusion
rates have begun to drop with no measured adverse effects on patients.

Although UMCH has invested substantial levels of resources in identifying
administrative problems that lead to errors and practice variations, the institution has
also devoted considerable effort to feeding back statistical information to physicians
in ways that encourage more consistent practice without relying on punitive
measures or embarrassment. As a case in point, when information showing the
distribution of specific physician practices (e.g., days following major surgery
before a patient is ambulated, preferences for certain kinds of antimicrobial agents,
lengths of stay for particular conditions) is presented at medical staff meetings, the
results for each physician are known to that physician but are blinded for the
remainder of the group.
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Sometimes the feedback is linked to practice guidelines ("benchmarking"), but at
other times only the statistical information is provided.

Dr. Pierce expects to operate this feedback system indefinitely because he
knows that practitioners often revert to old patterns of behavior once feedback is
stopped. He also believes that clear, quickly available feedback on actual practice
variations will change behavior more predictably, and sooner, than will simple
dissemination of published guidelines.

In the feedback process for physicians, Dr. Pierce relies primarily on the
structure offered by the medical staff meeting rather than on that of the hospital's
quality assurance (QA) system. This decision is based on his observation that
physicians look to their peers for guidance rather than to the administrative units of
the hospital. The QA department is oriented mainly toward utilization review, risk
management, and quality issues related to accreditation by JCAHO and external
regulation by the state's Medicare peer review organization.

UMCH management views the future as an era of additional cost pressures on
physicians; it believes that these pressures will take the form of resource-based
relative value fee scales, selective contracting, and shared financial risk in the
context of managed care systems. In recent years, Dr. Pierce has seen physicians
become much more interested in information that will help them build a record of
practice quality and efficiency that will attract invitations to participate in managed
care plans and similar networks.

One of the keys to UMCH's quality improvement program is its very
sophisticated computer-based information and decision support system, which not
only provides a great deal of institutional data but also integrates a variety of
practice guidelines in different formats. In describing UMCH's emphasis on this
system, Dr. Pierce says that, as a practical matter, no one could work at the
institution "without using the keyboard," although long-range plans are to introduce
less cumbersome data-entry technologies, such as voice-recognition systems.

The current system's clinical applications are related to several features: the
computer-based patient record; an integrated data base that permits timely
aggregation of and access to essential patient data; pharmacy alerts for possible drug
interactions; alerts about questionable or "red-flag" laboratory test results (such as
out-of-range electrolyte levels); on-line quality assurance including automated
screening, problem alerts, and reports; and clinical decision support involving
various kinds of protocols and other tools. For example, ordering of parenteral
hyperalimentation is controlled by a protocol that includes both default
recommendations and restricted opportunity to depart from the protocol. For blood
transfusion orders, the institution has—for the time being—made a deliberate choice
against on-line constraints; specifically, the system does not at present reject
physician orders when indications for possible transfusion are equivocal, but it does
alert the physician to that information.

A few years ago, UMCH purchased protocols for certain kinds of hospital care
from another institution; consistent with CQI philosophy, they were intended to
provide benchmarks for performance. The medical staff did not accept these
imported protocols, however, and they were subsequently abandoned. Dr. Pierce
says the effort was probably unsuccessful because the protocols were externally
created and were not accompanied by any explanation or rationale that could be
evaluated by the UMCH staff. Now, protocols and guidelines from other
organizations are consulted,
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but they are not adopted without the medical staff's explicit evaluation or, in some
cases, modification and adaptation.

Case Study 4: Community Hospital

KEY WORDS: risk management and medical liability; management decision
making and follow-through; provider payment incentives; management of
patient care; guideline content

Memorial Hospital is a 250-bed hospital serving a community of 58,000 and a
large rural area around it. The hospital was facing substantial increases in its
malpractice premiums, especially those related to anesthesiology. In response to this
problem, Dr. Houlihan, a surgeon and chief of the medical staff, undertook with his
anesthesiologist colleagues to learn more about the guidelines of the American
Society for Anesthesiology (ASA) for different aspects of anesthesia care.

Having determined that these guidelines were being widely accepted
throughout the state's hospital sector and were viewed favorably by malpractice
insurers, Dr. Houlihan lobbied for their adoption to improve quality of care and to
qualify the hospital and its anesthesiologists for lower malpractice premiums.
Although in the past many of the medical staff had expressed a distinct lack of
enthusiasm for practice guidelines, in this case they unanimously agreed to adopt
the anesthesiology guidelines. They also appointed a subcommittee to work with
hospital management on practical matters related to the selection of equipment and
the establishment of institutional procedures and training programs. Simultaneously,
the chairman of the board of the hospital appointed a subcommittee to undertake a
special fund-raising effort to secure the funds necessary to quickly purchase the
equipment needed to apply the anesthesiology guidelines. (The hospital
administrator, however, would rather have used the money to acquire a magnetic
resonance imaging machine because a competitor hospital in a nearby community
had just ordered one.)

Memorial Hospital has a traditional utilization review and quality assurance
department that bases most of its activities on retrospective reviews of samples of
patient charts, which are judged against common "generic screens." However, Dr.
Houlihan prevailed on the QA coordinator to institute a special, concurrent study of
all adverse events related to the surgery and anesthesiology departments. Using
before-and-after comparisons, they hope to be able to demonstrate a drop in the
number and rate of adverse anesthesiology-related events. One of the hospital's QA
analysts doubts that they will find enough events over a reasonable period of time to
permit valid comparisons-but agrees it is worth a try.

As the anesthesiology efforts were gearing up, Dr. Houlihan and Ms. Johns,
vice president for nursing, began to discuss how the hospital might develop or use
practice guidelines of other sorts. One incentive for doing so is that Memorial
Hospital is located in an "all-payer" state, meaning that hospital payments are
regulated by a state agency that uses per-case reimbursements to hospitals, a method
similar to Medicare's diagnosis-related groups. Dr. Houlihan and Ms. Johns
hypothesized that "national" guidelines might be helpful in streamlining the care the
hospital provides so that they do better financially under the state's payment scheme.

Through the nursing literature that she follows carefully, Ms. Johns began to
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learn more about various kinds of guidelines, including "critical pathways"—
documents, often in the form of a matrix, that identify what major elements of care
(e.g., ambulation, discontinuation of intravenous fluids or medications) should occur
on which day of hospitalization to prepare patients for timely discharge.
Development of these pathways does not appear to involve an explicit assessment of
scientific evidence about appropriate care; rather, existing practice patterns (in this
case, for both medical and nursing care) seemed to be the predominant source of
information. Further, as Ms. Johns discovered, both consulting firms and other,
similarly sized hospitals are also developing such pathways on their own.

To pursue this activity at Memorial Hospital, Dr. Houlihan and Ms. Johns have
gone to the hospital's board of trustees. They saw this step as necessary because the
pathways will be a new endeavor for medical and nursing staff at the hospital and
because they believed that they needed the political backing of the board. A further
reason for going to the board was that the acquisition of literature and similar
materials would involve costs beyond those normally budgeted. Dr. Houlihan and
Ms. Johns hope to start the clinical pathways effort coincidentally with the start of
the hospital's next fiscal year.

Case Study 5: Nursing Home and Hospice

KEY WORDS: limited resources; regulation and interpretation of guidelines;
local adaptation of guidelines

The Mapletown Home is a long-term care facility in a large metropolitan area.
It also serves as an inpatient care unit for a local hospice program. It is a private,
nonprofit, nonsectarian organization affiliated with University Hospital Medical
Center (case study 3). About two-thirds of the home's patients are on Medicaid. The
home has a long history and a considerable reputation in the area; it thus enjoys
more-than average support from philanthropic sources.

Despite the home's modest endowment and other private resources, Dr. Blake,
the medical director, emphasizes how government reimbursement levels have
directly limited patient care and patient choices. Furthermore, she notes, those levels
have a somewhat pernicious indirect effect: once a "minimum" standard of care is
set for a particular clinical problem, it quickly becomes a "ceiling" as well, and the
institution's board of directors tends to question additional care or staffing levels
based on patient need.

For example, to prevent pressure sores, the apparent options indicated by
current research are a specially designed mattress, a specially designed bed, or
frequent turning and nursing care. Regardless of what would be best for the patient,
only the cheapest alternative—the mattress—is really possible. Dr. Blake stressed
that exceptions to this and other similar policies that are made for the benefit of a
particular individual bring "palpable and present trade-offs" in the care of the other
residents.

Dr. Blake sees government as virtually incapable of treating guidelines as
anything but rigidly applied regulations, noting that the nuances or variations that
might be acceptable to guideline developers simply get lost in the insistence on
conforming to rules. She cites, for example, regulations that severely circumscribe
the use of physical and chemical restraints, which were promulgated following
documented evi
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dence of their widespread overuse. Although in complete agreement with the thrust
of the new guidelines, Dr. Blake also points out that physical restraints may be
required for some patients (for instance, those who are severely disturbed or
demented) to permit use of a feeding tube or to prevent injury to themselves or to
other patients. Yet the regulations, as presently interpreted and enforced by
government surveyors, limit the use of restraints to such an extreme that for some
patients the home has to choose between running the very great risk that they will
hurt themselves (or others) and discharging them. Dr. Blake is distressed that more
flexibility is not possible in taking account of the needs of all resident patients.

Dr. Blake described efforts at the Mapletown Home to develop guidelines—in
this case, physician orders for pain control—adapted to the very special
circumstances of hospice inpatients. The guidelines were developed empirically
after observing the effects of different doses and combinations of medications on
many different hospice patients. Compared with what the Physicians' Desk
Reference indicates is appropriate for most clinical situations, these guidelines allow
a much larger than usual range of pain-killing medications and dosages to prevent
recurrent manageable pain. Once orders are initialed by a physician, they can be
implemented within the specified ranges as needed by the hospice nursing staff.
Physicians are not required to accept or use the guidelines, but if they do not,
hospice nursing staff must telephone them to obtain authorization for each change in
medication, dosage, timing, or route. Physicians thus have an incentive to accept the
guideline, although most appear to have fully supported it from the beginning.

Case Study 6: Patient

KEY WORDS: human errors, incentives and disincentives, conflicting
guidelines

Joan Chapman is 41 years of age and has no family history of breast cancer or
other risk factors for this disease. She calls her gynecologist to make her yearly
appointment for a breast and pelvic examination. When the receptionist learns that
Ms. Chapman has not had a mammogram in the past two years (not since a baseline
mammogram when she was 38), the receptionist asks that she schedule a
mammogram so that the results can be sent before the physical examination.

Ms. Chapman arrives for her appointment to find that her gynecologist is ill but
that his partner, Dr. Frank, can see her if she wishes. She agrees. After the history
and physical examination, Dr. Frank is ready to leave the examining room and end
the appointment when Ms. Chapman asks about the results of the mammogram. It
becomes clear that Dr. Frank had not checked the file for the radiologist's report.
The report describes a suspicious spot in the left breast and recommends that a
second mammogram be done in six months—even though the radiologist thinks that
the spot is probably just a lymph node. Ms. Chapman asks if this is really necessary.
Dr. Frank responds that the practice is purchasing a unit during the next year and
suggests that she simply obtain the second mammogram during her next annual visit
to their offices.

At this point, Ms. Chapman decides to seek advice from the internist she is
scheduled to see for another problem. He strongly recommends that the six-month
follow-up films be obtained and urges Ms. Chapman to ask the radiologist to make
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sure the suspicious spot is not a large mole that he noted during his physical
examination.

Ms. Chapman has the second mammogram, remembering to mention the mole.
No one, however, remembers to obtain the baseline mammogram for purposes of
comparison. While still at the radiology facility, Ms. Chapman is told that the
findings are normal. Three days later she gets a call from her internist saying that
the results indicate the need for follow-up biopsy. The internist, after hearing the
conflicting information that has been given directly to his patient, checks with the
radiologist's office and discovers that he has been sent an incorrect summary report.
He calls Ms. Chapman back, straightens out the final results, and recommends that
she get another routine mammogram in two years.

Motivated by this series of events, Ms. Chapman begins to read about
mammography screening. She learns that different medical organizations have
different guidelines for women in her age group and that many groups no longer
recommend a baseline mammogram. She goes on to read some of the background
literature and literature reviews on which the guidelines were based. She
understands that the evidence of benefit for screening in her age group is weak and
contradictory; she further grasps that some evidence suggests that cancers grow
faster in younger women, so that a two-year (or even a one-year) screening interval
may not be as useful for younger women as it is for older women in whom cancers
grow more slowly.

Ms. Chapman does not know what to think about when to get another
screening mammogram. Her indecision is a function of the conflicting guidelines,
the apparently careless and possibly acquisitive behavior of Dr. Frank, the confusion
surrounding the results of the follow-up mammogram, and the time and money
involved. She also is somewhat annoyed that neither her gynecologist nor her
internist mentioned any conflicting recommendations about screening for women
her age, and she wonders about other kinds of screening tests she has always taken
for granted. She is not prepared to complain to any of the involved physicians about
what happened, but she now plans to see a gynecologist who a friend says is willing
to explain options and discuss concerns.

GENERAL ISSUES IN IMPLEMENTATION

Factors Influencing the Effective Use of Guidelines

As these synthetic case studies illustrate, the attributes and context of specific
guidelines, the characteristics of practitioners and patients, and other factors interact
to influence whether and how guidelines are used. Those who develop and
implement guidelines need to anticipate how such factors may influence the
willingness and ability of individuals and organizations to make effective use of
guidelines. Lomas and Haynes (1988) identify five crucial classes of factors: (1)
patients and families, (2) practitioners, (3) provider institutions, (4) economics (as it
affects practitioners and institutions), and (5) the environment. Interacting with
these factors are characteristics of the guidelines themselves, as described in
Chapter 2 and elsewhere.

Copyright © National Academy of Sciences. All rights reserved.


http://www.nap.edu/catalog/1863.html

not from the

original typesetting files. Page breaks are true to the original; line lengths, word breaks, heading styles, and other typesetting-specific formatting, however, cannot be

retained, and some typographic errors may have been accidentally inserted. Please use the print version of this publication as the authoritative version for attribution.

About this PDF file: This new digital representation of the original work has been recomposed from XML files created from the original paper book

IMPLEMENTING GUIDELINES: OVERVIEW AND ILLUSTRATIVE CASES 78

Patient and family factors include most obviously the patient's health status
and particular clinical problems, as well as the expectations, preferences, and
knowledge about health care of the patient and his or her family. Age, gender, race
or ethnicity, reading skills, income, residence, and similar demographic, social, and
economic factors may also influence whether and how guidelines affect health care
decisions, behaviors, and outcomes.

In the case study of the internal medicine practice, Dr. Marcus's elderly patient
clearly feared mammography as painful and just as clearly was more impressed by
her neighbor's personal experience than by her doctor's advice. In the nursing home
case study, Dr. Blake sees the federal regulations barring physical and chemical
constraints as rigid and insensitive to the trade-off (for a family, even if the patient
is not aware of it) between a disturbed patient being physically restrained and that
patient having to be discharged because of the danger he or she may pose to others.
Ms. Chapman, the patient in the last case study, may be atypical in having the
educational background and willingness to invest in her own examination of clinical
research and practice guidelines related to mammography; she is probably not
atypical in her reluctance to complain directly to her physician about some aspect of
her care.

Practitioner  factors also encompass such demographic and social
characteristics as age, gender, and residence. Furthermore, the attitudes of
practitioners toward the value of guidelines may be affected by the site and type of
their professional training, their specialty affiliation, their association with academic
medical centers, and the kinds of continuing education to which they are exposed.
Other relevant variables include the type, size, and setting of their practices.

The physicians in the first and third case studies are representative of a cohort
of practitioners who are comfortable with computers. In the community hospital
case, Dr. Houlihan's experience as a surgeon and chief of the medical staff has most
likely suggested to him the need for careful groundwork with the medical staff and
the hospital board as part of his implementation strategy. At the academic center,
Dr. Pierce had a lesson in medical staff sensitivity during his unsuccessful effort to
import protocols from another institution. Drs. Marcus, Potter, and Pierce all reacted
negatively to guidelines that were inadequate in scope, precision, or rationale.

Institutional factors include both cultural characteristics, such as management
philosophy, objectives, and style of individual institutions, and their operational
capacities, including the basic physical plant, equipment, personnel, information and
monitoring systems and technologies, and quality-of-care and peer review structures
and processes. Relationships with public or private multi-institutional systems may
also affect how guidelines are identified and used.

In the case studies, the clinicians at University Hospital Medical Center,
Memorial Hospital, and Mapletown Home work in worlds that offer
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quite different opportunities for the use of many kinds of practice guidelines. These
opportunities are affected by the respective institutional missions and philosophies,
governing structures, medical staff and other personnel, information systems, and
other variables. At Columbia Care, Dr. Potter tries, for the most part, to emphasize
cooperation and positive incentives and to make only limited explicit use of the
organization's more regulatory or negative tools.

Economic factors that may affect potential users of guidelines include extent of
insurance coverage, methods and levels of institutional or practitioner payment (e.g.,
fee for service, per case, capitated), other financial incentives or disincentives (e.g.,
for referral to specialist consultants), and provider ownership of related services
(e.g., clinical laboratories, diagnostic testing facilities).

In the patient-centered case study, Ms. Chapman suspected, rightly or wrongly,
that the gynecologist she saw was unduly motivated by economic considerations in
recommending that she wait to have a follow-up mammogram until his practice had
purchased the necessary equipment. On the other hand, Dr. Pierce at the community
hospital and Dr. Potter at the managed care organization clearly view the financial
incentives associated with managed care as supporting their efforts to implement
guidelines. Dr. Blake just as clearly perceives the constrained economic
environment in which Mapletown Home must operate as promoting a narrow
application of guidelines and insensitivity to patient needs. Although generally
receptive to clinical practice guidelines, Dr. Marcus has few kind words for the way
they are used, misused, or not used by third-party payers.

Environmental factors include the prevalence and incidence of disease and
illness, the composition and capability of the overall system of health care delivery,
government regulations, the medical liability system, and the nature and extent of
social consensus about matters affecting health care decisions and behaviors.

In the nursing home setting, exposure to detailed federal regulation and
inspection in a resource-constrained and sometimes bleak environment has
evidently left Dr. Blake suspicious that guidelines are vulnerable to public hysteria
and regulatory intemperance. These kinds of public and private oversight—that is,
regulation and inspection—may increase conformity to some kinds of guidelines but
at the (perhaps considerable) cost of irritation and hostility. Although only touched
on in the Memorial Hospital case, the medical liability system is clearly a
noteworthy environmental variable.

Strategies to Encourage Effective Use of Guidelines

These six hypothetical cases barely begin to illustrate the diversity of strategies
that might be used to encourage the effective use of guidelines and the
considerations that might influence the choices made from among
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these strategies. The following discussion covers some of these considerations.

First, the particular short- and long-term objectives to be served by the
implementation process will make some approaches more relevant than others. For
example, an implementation strategy that is appropriate for quickly informing
clinicians in private practice (like Dr. Marcus) about newly revised guidelines (as
might be prompted by strong new research findings and expert consensus) is
unlikely to be appropriate if the objective is to provide comprehensive, continuously
accessible information to office-based physicians over the longer term. Further,
implementation schemes that are' suitable for either of the preceding situations are
not likely to be suitable (at least not alone) for implementing guidelines that are
intended to persuade patients (like those Dr. Marcus sees) to ask for and accept
recommendations about important screening services or changes in lifestyle or
personal habits.

Second, decision makers must assess the expected effectiveness of alternative
strategies in achieving the objectives in question. As a case in point, if Columbia
Care's objective is to reduce the rate of unnecessary repeat cesarean sections
consistent with authoritative guidelines, then Dr. Potter is likely to consider the
potential impact of several alternative ways of encouraging (and in some cases,
enforcing) practitioner conformity with these guidelines. These methods might
include provision of written information, education sessions using professional
opinion leaders, feedback of comparative information on individual practice
patterns, application of some form of utilization review, or perhaps reduction in the
payment differential for vaginal delivery versus cesarean section. Lomas and
colleagues (1991) tested the first three of these approaches and found the use of
opinion leaders to be the most effective.

Third, the expected benefits of a particular strategy to promote the use of
practice guidelines have to be weighed against predicted costs and available
resources. Consider again an organization that is developing sets of guidelines for
practitioners in private, office-based practice. To bring its guidelines to their
attention, the organization might consider press conferences, direct mailings of
announcements of guidelines or of the guidelines themselves, development of hard-
copy, desk-top compendia of the guidelines (for example, something like the
American Academy of Pediatrics' widely known "Red Book" [1991] on infectious
diseases), and developmental support for computer-based interactive software. The
costs of these and other kinds of implementation activities, singly or in combination,
must be laid against both the likely results and the available resources.

Fourth, in assessing alternative means to encourage the use of practice
guidelines, implementers must consider the demands made on target users by
different strategies and user receptivity and capacity to change. For example, an
organization considering implementation of a computer-based
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decision support system should take into account the benefits of user-friendly
software and voice-recognition systems, which demand less of practitioners and
patients than hard-to-use programs and keyboard entry systems. Recalling the first
case study, Dr. Marcus found hard-copy guidelines more attractive than available on-
line information systems. Similarly, the willingness to move on anesthesiology
guidelines at Memorial Hospital despite general skepticism about guidelines
illustrates the mixed picture of receptivity and resistance that doubtless prevails in
the majority of settings.

A fifth issue is the manageability of the tasks for administrators or others
responsible for implementing a strategy. Administrators face considerable
challenges in putting into place viable programs for introducing and using
guidelines and for evaluating their impact. Setting up and maintaining a system of
financial incentives, for instance, involves both similar and different management
tasks than installing and maintaining an information feedback system. The
perceptions of Dr. Houlihan and Ms. Johns that they might need the backing of the
hospital board, and the support of Dr. Pierce by the UMCH board and chief
executive officer, highlight the financial and administrative exigencies of guidelines
implementation.

Selecting the particular elements of an implementation plan plainly requires
that these and other variables be carefully assessed. Inevitably, tradeoffs will be
required among some factors such as expected effectiveness and cost or
manageability. In theory, these trade-offs may appear to be straightforward and easy
to analyze; in the real world, they are unlikely to be so amenable to investigation or
understanding. Little immediately relevant empirical research is available to guide
decisions. The next chapters look further at supportive conditions for guideline
implementation and at some organizational, legal, and policy aspects of
implementation efforts. This context includes educational activities and information
systems as well as structures and processes to assess and assure quality of care, to
manage health care costs, and to reduce medical liability.

SUMMARY

This chapter has provided an overview of some factors that affect the
implementation of clinical practice guidelines. Hypothetical case studies, based on
situations encountered in study site visits, literature reviews, and other sources,
illustrate the many ways guidelines may be employed and some real-world factors
that may encourage or hamper guidelines implementation.

Among these factors are variables that relate mainly to patients—for instance,
factors that motivate patients to follow or ignore professional advice (or guidelines)
and activities relating to patient education and incentives. Also important are
variables relating to practitioner behavior and
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decision making in everyday practice: conflicts between perceived patient needs and
guidelines, the hassle factor that confronts physicians in implementing guidelines,
financial incentives and disincentives facing physicians in private practice, and the
exigencies of day-by-day management of patient care. Several important elements
cut across settings of care: administrative decision making and follow-through;
collaboration (or lack of it) across the main departments of an institutional provider;
the role of top management; quality of care, quality assurance, and continuous
quality improvement; risk management and liability; computer-based information
and decision support systems; a myriad of elements relating to the local
development, adaptation, and implementation of guidelines; and simple human
error. External factors include the existence of conflicting guidelines, insurance
benefit plans and coverage policies, requirements concerning preprocedure review,
limited institutional or community resources, and local, state, and federal regulation.

Working models of the successful use of guidelines are not now abundant.
Thus, opportunities to learn from one's peers, so common in other areas of health
care management, seem to be rather scarce. This means that implementation is, in
some respects, a challenge that must be met de novo by each health care
organization. Until more practical experience with guidelines is available,
discussions of implementation will necessarily be somewhat theoretical. The next
two chapters consider how educational activities, information systems, and efforts to
manage quality, costs, and liability may—in principle—support and be supported by
guidelines for clinical practice.

Copyright © National Academy of Sciences. All rights reserved.


http://www.nap.edu/catalog/1863.html

not from the

original typesetting files. Page breaks are true to the original; line lengths, word breaks, heading styles, and other typesetting-specific formatting, however, cannot be

retained, and some typographic errors may have been accidentally inserted. Please use the print version of this publication as the authoritative version for attribution.

About this PDF file: This new digital representation of the original work has been recomposed from XML files created from the original paper book

IMPLEMENTING GUIDELINES: CONDITIONS AND STRATEGIES 83

4

Implementing Guidelines: Conditions and
Strategies

It was not enough to produce satisfactory soap, it was also necessary to induce
people to wash.
Joseph Schumpeter, 1939

Clinical practice guidelines may be meticulously developed, sound in content,
clearly presented, and widely known, but they are without value if they are not
successfully applied. Indeed, the resources consumed in producing and
disseminating such guidelines are wasted if the guidelines are not employed to
improve health or achieve other desired outcomes.

At the point of clinical decision making, the key actors are patients and
practitioners. Over time, guidelines can improve that decision making by
strengthening its science base, increasing its consistency across similar patients and
problems, and explicitly identifying how compelling is the case for particular
interventions. These steps require the projection and description of benefits and
risks of alternative courses of care in terms relevant to patients.

However, even when specific, well-founded guidelines exist, patients and
practitioners require a broad range of supportive conditions and organizations to
secure their effective use. The creation and maintenance of these conditions will
require resources and strong leadership by senior clinicians and managers.

This chapter begins by briefly examining the environment and the
philosophical or strategic considerations that can shape how these conditions will be
structured and how well they will function. The following sections consider how
educational activities and computer-based information and decision support systems
can encourage the application of guidelines. Chapter 5 discusses how quality, cost,
and risk management systems may support and be supported by guidelines for
clinical practice.
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CONTEXT, PHILOSOPHIES, AND STRATEGIES

The context in which guidelines are to be implemented is important, involving
as it does a cultural shift in American society. The nation is moving away from a
tradition of substantial deference to professional judgment and discretion toward
more structured support and accountability for such judgment. This shift takes
visible and sometimes controversial form when guidelines for clinical practice move
from the development to the application stage, especially when application is
backed by formal organizational structures and procedures and by forceful incentives.

The ways in which practice guidelines can and do operate as instruments for
professional support and accountability are affected by the dynamics of a health care
system that is changing and evolving, very often with no particular regard for
practice guidelines. These complex, ongoing changes involve such fundamental
matters as

* how medical care is organized and monitored

* how health benefits are provided to individuals and groups
* how practitioners and providers are paid

* how patient preferences are treated

* how information is recorded, manipulated, and retrieved.

These changes may both support and undermine practice guidelines. Although
policy makers may try to anticipate and avoid mismatched incentives, those
managing the health care system inevitably will be left to deal with inconsistencies
or conflicts, such as payment systems that reward overuse of care and guidelines
that are intended to discourage such excess.

In addition, guidelines are affected by the conduct of clinical research—its
scope, priorities, and methods. Clinical and health services researchers can play an
important role in making guidelines more applicable to operating environments. In
particular, if researchers pay more attention than they have in the past to testing the
effectiveness of procedures and patient management strategies in real settings as
well as in highly controlled clinical trials, developers of guidelines are likely to have
a knowledge base with greater practical relevance to practitioners and others. In
turn, the greater the number of practitioners and institutions that adopt the outcomes
management tools developed by health services researchers, the greater the body of
information that will be available to evaluate and revise guidelines to make them
still more useful in achieving desired outcomes. Overall, the influence on behavior
of the varied and complex operational environments in which guidelines are to be
applied cannot be stressed too much.

Practitioner knowledge of guidelines and acceptance of their validity are key
conditions for their successful application, but acceptance is not equivalent to
change. Thus, as a practical matter, it may be better strategi
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cally or tactically to focus less on knowledge and acceptance and more on what
changes behavior in desired directions (Schroeder, 1987; Lomas et al., 1989, 1991).
The rationale for this position is that guidelines may be resisted or, if accepted, fail
to motivate change, given strong countervailing forces—in particular, habitual
practice patterns, malpractice fears, economic disincentives, information overload,
and fear of diminished professional autonomy.! Eisenberg (1985, 1986) has
discussed six sets of activities required for successful alteration of physician
practice patterns—education, feedback, participation, administrative changes,
incentives, and penalties—and advised that a combined strategy is most likely to be
effective.

Proposals to change behavior generally reflect a mix of philosophical, strategic,
and tactical considerations. For example, discussions of the relative importance of
regulatory oversight versus market incentives typically reveal philosophical
positions as well as practical views about how to achieve particular goals. Likewise,
controversy about proposals to motivate individual conformance with dietary and
other health promotion guidelines by charging higher insurance premiums or
creating other penalties for noncompliers typically reflects disagreements about both
what is fair and what is likely to work. In fact, money and fear figure in many
behavioral change strategies (especially for practitioners), although proponents of
change may downplay this fact in public statements.

Furthermore, many attitudinal and "socialization" barriers stand in the way of
behavioral change for traditionally educated physicians and, by implication, other
health care professionals as well. These obstacles include the tension between
professional autonomy and accountability for the quality of care rendered, processes
of recruitment, training and socialization of members of the medical profession, and
their preference for informal rather than formal quality assurance interventions
(Donabedian, 1991). External barriers include the alienating effect (from the
physician's perspective) of formal quality assurance efforts that emphasize
identification of individual malfeasance and the near-total unfamiliarity of
physicians and other clinical professionals with the concepts, methods, and tools of
quality assurance or quality improvement. Among the approaches for overcoming
these barriers and changing professional behavior are educational interventions,
supportive organizational adaptations, directives, and incentives and disincentives of
various sorts. Cutting across these factors are variables such as level of institutional
resources and the commitment and competence of senior managerial and clinical
leaders.

The next section of this chapter discusses education and then turns to

! One anonymous reviewer of this report argued that physician resistance to guidelines
was part of a more general resistance to making clinical practice and judgment more
regular, and that clinical judgment remains the "inner rampart" of physician autonomy.
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information and decision support systems. Both are foundations on which to build
the quality, risk, and cost-management strategies discussed in the next chapter. The
discussion of educational strategies is intentionally brief. The committee judged that
its efforts were better spent in focusing on strategies that had been less widely
discussed. This lack of emphasis should not be taken to imply lack of importance.

EDUCATION

Education constitutes both a use of guidelines in itself and an essential
component of quality assurance, risk management, and most other strategies for the
effective application of guidelines. In medical school, residency, and continuing
medical education, weaving guidelines into the fabric of educational processes is an
important step in weaving guidelines into the fabric of medical practice. At this
time, however, incorporation of guidelines into medical education is little
documented and still subject to considerable debate (Darby, 1991b). In continuing
medical education programs, specialty societies may organize sessions related to
practice guidelines they have promulgated.

In medical education, the recommendations contained in a set of guidelines
may be less important than the literature reviews, descriptions of analytic processes,
rationales, and other materials that should accompany them. Guidelines that provide
thorough analyses of evidence, projections of benefits and harms for alternative
courses of care, and clear rationales for statements about appropriate care offer a
powerful teaching tool, more powerful in some cases than textbooks that lack such
documentation and such demonstration of the processes of scientific reasoning.

Greenfield, for example, argues that such guidelines can be "hyper-
educational” in exposing students to physiopathology, pharmacology, literature
review, and the translation of information into practice (Darby, 1991b). Exposure to
specific guidelines combined with explicit training in how to assess them (and, for
that matter, how to assess medical texts) provides opportunities to hone critical
faculties in ways that can benefit clinicians throughout their professional careers. To
this end, the Johns Hopkins University Program for Medical Technology and
Practice Assessment is developing a curriculum to teach physicians such assessment
skills (Robert Hayward, Johns Hopkins Medical Institutions, personal
communication, 1991; Ackerman and Nash, 1991). As the revision and updating of
guidelines become more systematic and as the opportunities for more-or-less instant
electronic communication are more fully realized, some guidelines may become, in
essence, the textbooks of tomorrow.

Current initiatives to improve the assessment of medical competence and
performance should be another stimulus to integrate guidelines into
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practice throughout a professional's career (Nuckolls, 1990; Langsley, 1991). Board
certification, which follows residency training and examinations administered by the
boards, is a statement about physician qualifications at the time of certification, not
about continuing competence over the long run of practice. Some medical specialty
boards (notably family practice but increasingly others such as internal medicine)
have begun to issue time-limited board certification; after 10 years, or some other
designated period, the physician needs to reapply for certification. The re-
certification process administered by the American Board of Family Practice
includes a review of office records using performance criteria that apparently are not
based on formal practice guidelines but that could be (Langsley, 1991). Some
groups, such as the American Board of Internal Medicine, have been considering a
role for clinical practice guidelines in establishing criteria either for re-certification
or for eligibility to apply for re-certification, but close links between guidelines and
board certification or re-certification almost certainly lie well into the future.

For patients, too, corresponding avenues exist for lifetime learning about
healthful behavior and problem-oriented decision making. Guidelines-related
information can be incorporated in school, employment-related, insurer-based, and
other health education activities; a long, albeit not uniformly successful, tradition of
such education already exists as a foundation for these efforts. For example, health
educators recognize that many patients or consumers—perhaps one in five—lack
important reading skills. When the American College of Obstetricians and
Gynecologists developed a magazine for parents or prospective parents who might
not be able to use its existing publication, it quickly received requests for 700,000
copies; it had expected to distribute 500,000 copies over three years (Rovner, 1991).

The American Cancer Society (ACS) has employed a different simplifying
strategy in some of its materials. To attract attention and help embed key
information in individual memory, the ACS (1990) uses a simple mnemonic device
that highlights the first letters of each of the seven warning signs for cancer to spell
C-A-U-T-I-O-N.

* Change in bowel or bladder habits

* A sore that does not heal

* Unusual bleeding or discharge

* Thickening or lump in breast or elsewhere
 Indigestion or difficulty in swallowing

* Obvious change in wart or mole

* Nagging cough or hoarseness

Educational strategies for both professionals and laypersons can help build a
foundation for specific quality assurance, risk management, and similar programs.
Unfortunately, the appeal of educational strategies appears to be offset by uneven
and sometimes discouraging information about
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their impact and cost-effectiveness (see, for example, Eisenberg, 1986). The
continuing challenge is to make this most commonly used approach for changing
behavior more consistently productive.

Many individuals and organizations are trying to meet this challenge, building
on extensive behavioral research and practical experience (Eisenberg, 1986;
Chassin, 1988; Kanouse and Jacoby, 1988; Green, 1991; Siu and Mittman, 1991).
The Agency for Health Care Policy and Research (AHCPR), in particular, is
committed to an extensive dissemination and education effort to support the
guidelines it is developing (AHCPR, 1991).

One important feature of educational strategies such as those cited above is
their diversity. Education can be

* informal or formal

* impersonal or personal

* one-way or interactive

* isolated or connected to ongoing relationships

* knowledge oriented or change oriented

* sponsored by individuals or organizations of varying credibility.

The most prominent educational strategies for practitioners focus on relatively
formal, organized activities. These activities include medical school, graduate
medical education, and continuing education courses that tend to be impersonal and
involve only one-way communication. Computer or other self-teaching modules, on
the other hand, are impersonal but can be interactive.

Research on the impact of different educational strategies indicates that
personal, interactive strategies tend to be more influential in changing practitioner
behavior than are more formal or indirect approaches (Avorn and Soumerai, 1983;
Eisenberg, 1986; Chassin, 1988; Soumerai and Avorn, 1990; Siu and Mittman,
1991). Programs undertaken by respected authorities in the context of ongoing
organizational relationships are also effective, and sometimes the involvement of
respected leaders may be the key to success or failure of efforts to modify the
clinical practice. Small group education, individualized "academic detailing," and
operations-level feedback of information on practice patterns are personal,
interactive strategies with both formal and informal aspects.> All of these activities
can vary in the degree to which they go beyond knowledge building to stress
behavioral change.

Adequate evaluation of strategies for change requires that benefits be

2 For example, Avorn and Soumerai (1983) and Soumerai and Avorn (1990) describe
academic detailing as including interviews to establish baseline knowledge and
motivation associated with a practice; programs focused on specific categories of
physicians and their opinion leaders; clearly stated educational and behavioral
objectives; sponsorship by a respected organization; use of authoritative and unbiased
information and concise graphic materials, and repetition of essential messages; active
participation by physicians; and positive feedback on improved practice. The approach is
built on marketing strategies used by pharmaceutical companies.
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weighed against costs. Yet many studies of educational strategies do not report
useful data on the cost-effectiveness of the strategies. Eisenberg (1986) notes that
despite the appeal of personalized face-to-face feedback, it may not generate savings
that exceed its cost. This is a serious problem if the primary object is cost
containment rather than quality assurance or some other purpose. Even when cost
containment is not the objective of an education strategy, managers need
information on benefits and costs of the alternative strategies available to them.

Educational strategies for patients or consumers tend to emphasize impersonal
and relatively inexpensive mass information campaigns or to rely heavily on the
physician-patient relationship, although this reliance is rarely reinforced by specific
reimbursement for patient education (Green, 1991). At its best, the latter is personal,
interactive, ongoing, and decision oriented (if not change oriented). The interactive
videos now being developed and tested for prostatism and other conditions promise
an attractive supplement to direct physician education of patients (see Chapter 6).
Evaluations of the effectiveness and costs of this tool will be received with much
interest.

Educational tools for both physicians and consumers are relying increasingly
on computers. A recent publication on pharmaceuticals (National Council on Patient
Information and Education, 1991) lists an array of products ranging from a self-
medication screening program developed at the University of Florida to commercial
software that pharmacists can use to generate easy-to-understand educational
materials for patients.

Williamson (1991) has emphasized the importance of educating physicians on
the needs of their patients for better information and education about the rationale
for a course of care and the expected or possible physical and psychological
consequences of compliance (including side effects) or noncompliance. He
describes one specific hypertension treatment program, built on some of the quality
improvement principles described in the next chapter, that includes education for
physicians (in particular, specific information about patients' beliefs and behavior),
an outcome-oriented plan for improving communication, feedback to practitioners
on outcomes, and reevaluation of the program and its statement of the maximum
acceptable level of patient noncompliance.

Informal educational processes (such as telephone consultations with respected
colleagues, bedside conversations, or lunchtime discussions) should not be ignored.
The power of respected leaders to facilitate the diffusion, acceptance, and
application of new information and technologies is undoubtedly felt in both
deliberately organized and less formal ways (Eisenberg, 1986; Lomas et al., 1991).
This applies as well to patients and consumers.

Repeating the point that introduced this section, education is an essential
component of most other strategies for effective application of guide
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lines. This report acknowledges the central role of educational strategies but,
consistent with its charge, has attempted only to frame issues and options rather than
to explore them in depth. As developers of guidelines improve the documentation
that accompanies guidelines, as well as the clinical specificity and the explication of
the reasoning that went into their formulation, the task of educators ought to become
easier. Likewise, as this happens, those who develop and manage clinical
information and decision support systems will find it easier to incorporate
guidelines into these systems.

INFORMATION AND DECISION SUPPORT SYSTEMS

In manufacturing and financial services, computer systems oversee and control
millions of individual actions. Such systems are ubiquitous and cover all activities
associated with the function of an institution—as they do, for example, banking. In
the medical care arena, however, even those settings with the most advanced
computer systems have not automated the majority of their core clinical and other
activities (IOM, 1991b). To the extent that automated systems support patient care,
such support generally consists of clinical data rather than guidance about
appropriate care; generally, it is hospital based and does not extend to the
physician's office and similar settings.

Information and decision support systems are crucial elements in long-term
strategies for promoting the application of guidelines, the evaluation of their impact,
and the feedback of such evaluation to revise and improve guidelines. The very
translation of guidelines into algorithms and computer-based formats can spotlight
deficiencies in guidelines (such as lack of specificity) and lead to revisions that will
make guidelines more usable (Margolis et al.,, 1991). Although the following
discussion emphasizes computer-based information systems, guidelines should also
be available, understandable, and usable in conventional hard-copy forms.

Current Systems

The committee visited several institutions that already have or are
implementing effective clinical information and decision support systems. An
example is the Regenstrief Medical Record System (RMRS), used by University of
Indiana house staff in the Wishard Memorial Hospital and its outpatient clinics
(McDonald, 1976; McDonald et al., 1984, 1988; Tierney et al., 1990). The RMRS
includes modules designed to record, retrieve, sort, and display medical encounter,
treatment, and diagnostic study data as reports and flowsheets. The system also
provides real-time clinical remind
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ers and alerts (based on patient-specific data) using protocols for pediatric,
medicine, and obstetrics and gynecology clinics.? For instance, reminders can alert
physicians to preventive care needs or untreated hypothyroidism in patients seen for
other ailments or reasons; they can also describe alternative diagnoses and therapies,
calculate medication dosages, and estimate Framingham Risk of Cardiovascular
Disease probabilities based on patient laboratory values. Regenstrief has developed
more than 1,400 rules and has documented their rationale and scientific base
(McDonald et al., 1988). In addition, users can create their own protocols.

Some evidence about the impact of such systems is available. For example, at
Regenstrief, a large, two-year randomized clinical trial found increases of up to 400
percent in the delivery of preventive care associated with use of the reminder system
(McDonald et al., 1984). Other researchers, including those at Latter Day Saints
Hospital in Salt Lake City and Massachusetts General Hospital in Boston, report
similar results with computer-based reminder and decision support systems (Barnett
et al., 1978; Hattwick et al., 1981; Pestotnik et al., 1990; Elliott, 1991; Williamson,
1991).

Existing computer-based information and decision support systems differ in
significant ways. These differences involve the degree to which the systems

* come into play automatically or at the discretion of the practitioner or
patient-for example, an on-line reminder or surveillance system versus a
user-initiated inquiry system;

* are more or less intrusive, a case in point being computer-based systems
for ordering laboratory tests that request only the reason for a test versus
systems that also require approval of the reason;

* emphasize information or control of behavior-for instance, on-line
reminders of appropriate practice versus on-line limits on ordering certain
services; and

* link practice guidelines to patient-specific information, a comparison being
a general reference system versus an interactive protocol that uses specific
information about a particular patient.

As discussed later in this section, change is occurring on two fronts—technical
and psychological—which should make computer-based information and decision
support systems far more useful and attractive to clinicians. Nonetheless, the
following constraints still apply to a considerable

3 Computer-supported reminder systems are not limited to practitioner use, although
patient applications are still relatively limited and untested. The simplest systems provide
medication storage containers with monitors that beep or otherwise alert patients to
medication schedules and record use. A telephone-based reminder system for
pharmacists is also available (National Council on Patient Information and Education,
1991).
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extent to most of the health care system; overcoming them is one aim of the
recommendations in the IOM's 1991 report on the computer-based patient record
(I0M, 1991b).

First, practitioners, institutional administrators, and others are wary of the
expense of the requisite computer hardware and software. The track record (or at
least the perceived record) of computer-related technology is one of failing to meet
expectations or of becoming out of date rather quickly, both of which intensify
investment concerns (Gardner and Perry, 1989; GAO, 1991a; Gardner, 1991).

Second, computer hardware and software remain threatening or unappealing to
many practitioners and patients. Even computer-literate practitioners object to
systems that make it onerous to enter data or to retrieve accurate and useful clinical
information and guidance on a real-time, interactive basis (Lundsgaarde et al., 1981;
Brightbill, 1990; Fliegel, 1990; Gardner, 1990b).

Third, current systems do not generally link all of the many sources of patient
data (e.g., the physician office, commercial laboratory, hospital). Even when the
source information is computer based, differences in data storage structures, record
identifiers, and coding systems may make information exchange difficult across or
within patient care settings (see, generally, Brodnik and Johns, 1991, which includes
many of the articles cited here). In addition to deficient linkages to support clinical
decision making for individual patients, linkages to support outcomes research and
guidelines development and revisions are still limited.

Fourth, independent of hardware or software limitations, guidelines themselves
are often too incomplete for translation into computer-based decision aids (Margolis
et al., 1991). A related problem is that computer-supported use of guidelines may
require integration of information on specific patients that is not accessible
automatically—for example, handwritten notes.

Promising Developments

Information and decision support systems are advancing on many fronts and in
many ways (Gardner, 1990a; Grossman, 1991; IOM, 1991a; McDonald et al.,
1991). These advances will make such systems more useful for many purposes,
including support for the application of clinical practice guidelines. Several areas of
progress can be cited.

First, standard definitions and ground rules for transferring and using
information from different computer systems are still limited but are emerging in
such forms as Health Level 7 (HL 7) and draft standard 1238 of the American
Society for Testing and Materials (ASTM, 1991; Hammond, 1991; McDonald et al.,
1991). For practice guidelines, the ARDEN syntax provides a formal way to define
guidelines so that they can be tested and
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executed automatically and shared across different computer systems (Hripcsak et
al., 1990).

Second, although most information and decision support systems are now
based in hospitals, hospital expansion of ambulatory activities and partnerships with
physicians are making computer-based information systems more available to
physicians in their offices. Starting at the other end, group practices and health
maintenance organizations are beginning to extend their systems to cover hospital
care. The Harvard Community Health Plan with its long history of computerization
and its link to Brigham and Women's Hospital is an example. These developments
make coordination of care easier and collection of data on episodes of care more
feasible.

Third, data collection and analysis strategies for laboratory, radiology, and
pharmacy departments in patient care settings have become increasingly
sophisticated. As information and decision support strategies are used in tandem
with other kinds of implementation approaches, they can simultaneously present
information and shape and control its uses.

A case in point is a test- or drug-ordering protocol programmed into a
computer-based decision support system, which can both display data and options
and limit the orders that will be accepted for certain combinations of clinical
problems. Today, most systems appear to be far less directive than this, but they are
likely to change as systems become more sophisticated and as the emphasis shifts
from merely providing information to producing desired changes in behavior and
outcomes. The committee expects that clinical information and guidelines will
become more integrated in such forms as expert rules, normal limits,
contraindications, drug interactions, and other supports for decision making
(Eckman et al., 1991).

Fourth, information input and retrieval technologies are becoming less
intimidating. Practical voice-recognition systems may be essential to widespread
clinician involvement in timely entry of key patient information. Such systems are
advancing, although they generally remain unable to handle normal, continuous
speech and the large vocabularies required by medicine.

Developments in the arena of information and decision support systems are
important because they can support the application and, for that matter, the
development of guidelines in at least three important ways. They can provide

 centralized storage, maintenance, and retrieval of guidelines;

* decision aids for practitioners (and, less commonly, patients) that are based
on authoritative guidelines; and

* means for collecting clinical information for effectiveness, outcomes, and
biomedical research that can, in turn, feed into the development or revision
of guidelines.
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Access to Information

Perhaps the best developed and most easily improved of these three elements is
the central clearinghouse function that permits access to good practice guidelines
through remote computer links. The National Library of Medicine (NLM), various
commercial vendors, and others are increasing the availability of -clinical
information through on-line literature search systems, floppy disks, and CD-ROM
disks* To date, these systems appear to include guidelines only incidentally, but this
state of affairs is changing as guidelines become more visible (Brightbill, 1990;
Frisch, 1991).

The Omnibus Budget Reconciliation Act of 1989 requires AHCPR to promote
dissemination of guidelines through organizations that represent health care
providers or health care consumers, and through peer review organizations,
accrediting bodies, and other appropriate entities. Among the first steps that the
agency took to fulfill this mandate was to begin work with the NLM for inclusion of
guidelines in various NLM bibliographic and information systems. The NLM is
arranging for easy access to AHCPR-sponsored (and eventually other) guidelines by

» staffing its recently established Office of Health Services Research
Information;

* developing bibliographic headings (Medical Subject Headings, or MeSH)
related directly to guidelines;

* creating in its indexing system the label "practice guideline" to identify
guidelines as a type of publication;

* highlighting citations for AHCPR guidelines in GRATEFUL MED (an on-
line software package for searching medical literature);

* providing on-line access (through its LOANSOME DOC system) to full
texts of the "short-form" versions of AHCPR guidelines; and

* allowing on-line requests for mailing of the complete text of AHCPR
guidelines and providing instant facsimile transmission of summaries or
short versions of guidelines.

Decision Support

Not a new feature but also not commonplace is the programming of guidelines
into management and decision support systems (Adams, 1986). Decision analysis
software also has a role to play in the application of practice guidelines. These
efforts can take several forms including the following:

4 CD-ROM (which stands for computer disk-read only memory) disks are computer
storage hardware that runs on personal computers and has a vast storage capacity.
Currently available CD-ROMs can store 500 million bytes of information, which could
translate into as much as 250,000 pages of data or up to 1,500 floppy disks. CD-ROM
systems also allow the user to consult several "books"—major diagnostic texts,
compendia on the use of medical therapeutics or pharmaceuticals, and so forth—at once.
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* Reminders and alerts. For example, a system that integrated information
from a patient's medical record with guidelines about appropriate care
might be able to state, "Patient had Class III Pap smear four months ago.
Repeat smear was due last month but was not done" (Adams, 1986). A
system that had on-line entry of clinical activities or patient status could
report, for instance, "Patient's throat culture is positive for beta
streptococcus. No appropriate antibiotic has been initiated." A more
forceful alert might state, "Tracheal tube cuff pressure greater than 27 cm
H,O. Indicates excessive pressure and potential for destruction of tracheal
cartilage, arterial bleeding, and sudden death." (This last example is
adapted from Elliott's [1991] detailed description of the respiratory care
system at the Latter Day Saints Hospital in Salt Lake City, Utah.)

* Embedded controls. For example: "Orders for parenteral nutrition are
governed by the following protocol (list). Overrides require (procedures
listed)."

* Decision assistance. An example might be the following: "Patient has
mildly elevated creatinine and is already on quinidine, so a lowered dose
of digoxin should be considered" (Adams, 1986). Or, "Patient has positive
hemocult. Steps in workup are (screen displays flowchart)."

* Risk prediction. For instance: "According to Goldman's computer
protocol for patients with chest pain, this patient has state 'K' and therefore
is at high risk for myocardial infarction" (drawn from Goldman et al.,
1988).

Outcomes and Guidelines Revision

Several IOM committees have emphasized the importance of revising
guidelines in the light of new evidence about health care technologies (IOM, 1989a,
1990c,i). To that end, better clinical information about the efficacy and effectiveness
of health care services must be acquired, and a number of organizations are engaged
in practical initiatives with that aim. Improved computer-based record systems offer
an opportunity to collect, aggregate, analyze, and transmit such data in a more
timely and more organized way than ever before (IOM, 1991b). Such data might, in
the future, be used to trigger review of an existing guideline or to provide some
defensible reason for local adaptation of a guideline. On a broader scale, these data,
as they are brought more quickly into the scientific literature, will become the
foundation for better guidelines.

Integrating Financial and Clinical Management Systems

What were originally financial management systems are increasingly becoming
clinical management systems as well, driven by changes in reimbursement systems
(in particular, diagnosis-related groups), managed care contracting, and quality-of-
care concerns. Two examples of these approaches

Copyright © National Academy of Sciences. All rights reserved.


http://www.nap.edu/catalog/1863.html

not from the

original typesetting files. Page breaks are true to the original; line lengths, word breaks, heading styles, and other typesetting-specific formatting, however, cannot be

retained, and some typographic errors may have been accidentally inserted. Please use the print version of this publication as the authoritative version for attribution.

About this PDF file: This new digital representation of the original work has been recomposed from XML files created from the original paper book

IMPLEMENTING GUIDELINES: CONDITIONS AND STRATEGIES 96

are the systems at Intermountain Health Systems (Salt Lake City) and the New
England Medical Center hospitals (Boston). Both are moving from retrospective,
externally oriented systems toward internal concurrent or prospective systems.

Such shifts require that data be integrated from operational systems (e.g.,
laboratory, radiology, pharmacy, nursing), medical records, and financial systems to
determine the costs of patient care "products." Depending on the quality and scope
of the basic information, such integration may also allow practitioners and managers
to develop budgets, to project how changes in ways of providing care will affect
costs and clinical outcomes, and to evaluate departures from projected costs. For
example, "if the laboratory is over budget, variances due to excessive test ordering
(the responsibility of physicians) or use of more labor than predicted (the
responsibility of the lab manager) can be identified" (Grossman, 1991, p. 242).
Practice guidelines offer a benchmark for judging the clinical elements so as to
identify problems.

The convergence of financial and clinical management systems motivated by
the economic and other pressures described earlier will be a powerful force for
moving guidelines into multiple environments, for facilitating comparisons of
provider performance and guideline impact, and for feeding back useful information
to both developers and users of practice guidelines. The recommendations in
Chapter 7 are designed to facilitate and test this proposition.

Directions for Information Systems

At this time, no adequate information infrastructure supports the kind of
effective, unobtrusive, easy application of guidelines envisioned by continuous
quality improvement models, future-oriented utilization management and cost-
containment systems, and patient-centered care proposals. Clearly, however, the
information technologies of the future will make the application of guidelines much
easier, particularly if other conditions support their use.’

The work of the NLM and others to establish some capacity for responding to
user-initiated inquiries and dissemination needs should be encouraged. In
succeeding years, the NLM may be in a position to expand its

5 The scope of the committee's charge did not permit extensive treatment of
information systems. For this discussion the committee drew on the recently published
report and background materials of the IOM Committee on Improving the Patient Record
(IOM, 1991b) as well as on the committee's site visits and the members' collective
experience. The IOM report covers the technical issues of computer-based patient
records (CPRs) and CPR systems in some detail.
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core responsibilities and activities beyond the collaboration with AHCPR to other
guideline development organizations.®

The committee also favors efforts to foster the translation and movement of
guidelines into computerized decision aids of various sorts. However, it believes
those efforts should be in conformance with emerging standards in the computer
industry that will permit the guidelines (however transformed) to be used on many
different types of computer-based equipment and systems (Gabrieli, 1991; IOM,
1991b; McDonald et al., 1991; Megargle, 1991).

Although comprehensive computer-based patient records and systems do not at
present exist, parts of them have been implemented in a small number of health care
institutions around the country. Likewise, sophisticated computer-assisted
applications of particular guidelines are not common but can be found in a number
of institutions at the level of individual departments, units, or practitioners.

More and better use of computer-based information and decision support
systems for all these purposes depend on several technical and behavioral
developments that are already in motion:

* improvements in the logical consistency and completeness of guidelines
through use of algorithms and formalized formats;

* technological improvements (e.g., voice-recognition systems to reduce data
input chores);

* integration of records of an individual patient's episodes of care into a
single system;

* rules of syntax, data base structures, and communication links that support
multiple users and settings of care;

¢ reductions in hardware and software costs;

* changes in attitudes and skills of prospective institutional and individual
users including patients as well as practitioners;

* resolution of confidentiality, privacy, and security concerns; and

* demonstrated clinical utility and practicality of the support provided.

Predicting the specific rate of change along these various dimensions is beyond
the capacity of this committee. The technical developments (including voice
recognition and better networking hardware and software) are more predictable, and
closer to hand, than the behavioral changes. The

6 The IOM has recently completed a study to advise the NLM on new and expanded
services for health services research and technology assessment (IOM. 1991c). These
services may lie primarily in the area of core library activities related to creating and
maintaining literature-oriented data bases, supplying basic guidance to regional and
organization-based libraries on sources of information, and suggesting likely information
search and retrieval strategies. Practice guidelines are seen as lying well within these
clinical evaluation fields.
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IOM committee studying the computer-based patient record called for concentrated
public-private efforts for the remainder of the decade, many of them to be focused
on attitudes and behaviors of users of computer-based patient records and systems.
By the end of that time, that committee believed, computer-based information
systems in health care could be both widespread and ingrained in the clinical life of
many practice settings.

SUMMARY

Among the supporting conditions for the effective application of sound practice
guidelines are educational programs and information and decision support systems.
The first is tied closely to the dissemination of guidelines but goes far beyond that
one role to promote understanding of the evidence base, rationale, and expected
consequences of guidelines. Guidelines that are clearly written, specific, based on
evidence, and well documented can be powerful tools of medical education,
although this application is more potential than real at this time. A critical adjunct to
education is to incorporate guidelines into routine information and decision support
systems. Both education and decision support have a concrete place in quality, cost,
and risk management initiatives. How these programs can support and be supported
by practice guidelines is examined next.
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5

Implementation: Quality, Cost, and Risk
Management

Administration is difficult; agitation is easy.
C. Rufus Rorem, 1946

Although those who plan and manage education programs and information
systems can encourage the application of practice guidelines, more central to this
effort will be those who design and administer programs to assure quality of care,
manage health care costs, and protect practitioners and institutions from malpractice
liability. The ways in which these programs can support and be supported by
guidelines is, so far, poorly charted, although journal articles, conferences, and
similar information sources are beginning to focus on the more practical challenges
of incorporating guidelines into programs for quality, cost, and risk management.
This chapter explores some of those challenges and presents the rationales for
investing resources to overcome or manage them.

Perhaps the most appealing rationale for the development and use of clinical
practice guidelines is that they can help improve the quality of health care; certainly,
it is the most positive and optimistic reason to invest time, resources, and energy in
guidelines development. The first section of this chapter thus focuses on programs
to assess, assure, and improve the quality of care and on the potential role that
guidelines might have in this area. The committee does not, however, take any
formal stance on the several approaches to quality assurance, improvement, and
management now being promulgated by various groups; neither its charge nor its
deliberations were this expansive.

Despite the near universal appeal of the quality-of-care rationale, cost
containment appears to be the most urgent and contentious motive behind calls for
guidelines development and use. Were it not for this motive, the
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recent flood of interest in and support for practice guidelines would probably have
been a more modest stream. The second section of this chapter examines how cost
management programs may employ guidelines, and the next chapter describes the
committee's vigorous debate about what developers of guidelines should do to better
support these programs.

Relatively few existing guidelines appear to have been prompted primarily by
liability concerns. Nevertheless, the broadly perceived medical malpractice "crisis"
has inevitably made the role of guidelines an issue in risk management programs
and tort law. The last section of this chapter takes up this topic.

QUALITY ASSURANCE AND IMPROVEMENT

Basic Concepts and Propositions

The IOM has defined quality of care as "the degree to which health care
services for individuals and populations increase the likelihood of desired health
outcomes and are consistent with current professional knowledge" (IOM, 1990i, p.
21). To the extent that guidelines are based on scientific knowledge, estimate
expected health outcomes, and delineate current professional judgment, they clearly
have a role to play in assessing and assuring the quality of care.

Efforts to ensure high-quality care must prevent or, alternatively, detect and
overcome three main problems: (1) overuse of unnecessary care and of
inappropriate care, (2) underuse of necessary care, and (3) poor performance (in
both the technical and interpersonal senses). Most experts now agree that a
comprehensive approach to quality of care must address all three problems, perhaps
to different degrees depending on the setting or nature of the care and various local
or institutional factors. Good practice guidelines have the potential to contribute in
each area.

First, guidelines and review criteria that explicitly and clearly describe
appropriate care for particular clinical problems provide a solid base for detecting
patterns of overuse or underuse. Second, detailed guidelines may improve the
technical provision of care. Certainly, some aspects of technique have to do with
physical capacity, skill built on experience and repetition, attention to detail, and
similar factors. Good performance, however, depends on a solid understanding of
what constitutes appropriate care (e.g., choice of antibiotic) or correct performance
of a technical task (e.g., sterile technique). Finally, when guidelines include good
estimates of outcomes (risks, benefits, harms), they can contribute to better
communication and shared decision making on the part of patients and practitioners.
These interpersonal processes lie at the heart of the humanistic "art of care" vision
of quality.
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Traditional programs of quality assurance (QA) (see Donaldson and Lohr,
1990) derive from a conceptual framework advanced more than a quarter-century
ago by Donabedian (1966). This conceptualization (further explicated in
Donabedian, 1980, 1982, 1985) emphasizes (1) the structure of care—that is,
characteristics of practitioners, institutions, and the health care system including
regulatory mechanisms; (2) the process of care, meaning at least patient care
activities and, in some formulations, the housekeeping, administrative, and other
activities that may affect quality of care; and (3) the outcomes of care, including
patient health status and functioning, well-being, and satisfaction.

Clinical practice guidelines, medical review criteria, and standards of quality
relate more directly to the processes of care than to outcomes because they describe
what constitutes appropriate management of specific clinical problems. Performance
measures describe the data needed to evaluate whether actual behavior conforms to
guidelines, criteria, and standards. Utilization and quality review programs may
employ all these instruments to identify and deter unnecessary and inappropriate
services. As more and more guidelines explicitly estimate expected benefits and
harms of care (that is, possible outcomes), they may more directly contribute to the
specification of sophisticated criteria that relate good quality of care to expected
(good) patient outcomes. The use and development of review criteria are discussed
further in a later section.

At a systems level of quality assurance strategies, the potential role of
guidelines in certification and re-certification programs and examinations should be
noted. For example, as mentioned in Chapter 4, the American Board of Family
Practice has for many years administered a re-certification process that involves
review of office records against a predetermined list of performance criteria
(Langsley, 1991). In Canada, the College of Family Physicians and McMaster
University have been involved in an extensive effort to develop and apply chart
audits, tests of basic clinical skills, and other methods. These criteria and
assessments do not appear to be based explicitly on published practice guidelines,
but such guidelines could certainly be factored into the certification and re-
certification processes. As specialty boards continue their work on methods to judge
qualifications accurately, attention to practice guidelines as one base for
performance evaluation is an obvious step.

Continuous Quality Improvement

The case studies in Chapter 3 reflect the extent to which the use of guidelines
to improve quality of care is a subtext in a managerial and policy debate over the
relative contributions of traditional QA strategies and newer quality management
approaches. These approaches are variously called
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total quality management (TQM) or continuous quality improvement (CQI). This
discussion, which employs the latter term and abbreviation, relies on a composite
model of CQI based on principles described in recent literature! and on observations
drawn from the health care press, committee site visits, and other discussions. (The
IOM committee that studied issues of quality assurance in Medicare [IOM, 1990i]
compared traditional QA and CQI models in more depth.)

The growing interest in CQI is reflected in statements by the Joint Commission
on Accreditation of Health care Organizations that it intends to shift from a QA to a
CQI perspective and develop new principles and standards of hospital accreditation
to reflect this shift (O'Leary, 1991). In describing the Joint Commission approach,
O'Leary (1991) says, "We tend to use CQI . . . because to us the term means a way
of life in an organization. Total quality management . . . might imply that there is a
single management style that is necessary for all of this change to happen" (p. 74).
A recent American Hospital Association survey states that more than 40 percent of
reporting hospitals say they are engaged in continuous quality improvement
(Utilization Review Newsletter, 1991b). The Maryland Hospital Association's
ambitious quality indicator project is cast in a continuous quality framework
(Maryland Hospital Association, 1990). In addition, the Robert Wood Johnson
Foundation supports a program for "Improving the Quality of Hospital Care"; a
quarterly newsletter for that program, entitled Quality Exchange, is produced at the
Johns Hopkins University.”

CQI models are generally described in terms of a set of reinforcing principles
for implementing change. They aim to make nonpunitive tactics for quality
assurance more usable and, it is hoped, more effective than they have been under
traditional approaches. Each of these principles has impli

I See Deming, 1986; Walton, 1986; Garvin, 1988; Batalden and Buchanan, 1989;
Berwick, 1989; Berwick et al., 1990; Gottlieb et al., 1990; Nash, 1990a,b; Jennison,
1991; Williamson, 1991.

2 Interest in CQI is not confined to the hospital community. For example, the
American Medical Record Association (AMRA; now the American Health Information
Management Association) has recently compiled a useful bibliography of QA and CQI
sources (AMRA, 1991) and distributed The Memory Jogger, a pocket-sized guide to
basic CQI tools and methods (Brassard, 1988). The CQI movement has also spawned at
least two newsletters. One is QI/TQM, which describes itself as the health care
executive's guide to quality improvement through total quality management (QI/TOM,
1991). Quality Connection is a quarterly produced by the National Demonstration
Project (NDP) on Quality Improvement in Health Care; NDP also sponsors a Quality
Management Network and an electronic "Quality Information Support System." In this
same vein, the Health care Forum, which offers educational programs for health care
leaders, has launched the Quality Improvement Network project; its aim is to use
quarterly meetings to link hospitals and hospital systems to permit them to share QI
models and ideas (QRC, 1991).
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cations for the way practice guidelines may be incorporated into the fabric of health
care organizations.? The principles emphasize the following:

* close relationships between so-called customers and suppliers, that is, the
partners in any given health care transaction;

» errors being more often the result of defects in systems (e.g., those for
reporting test results or scheduling operating rooms) than the consequence
of individual deficiencies ("bad apples");*

* planning, control, assessment, and improvement activities grounded in
statistical and scientific precepts and techniques;

* reliance on internal (self-) monitoring—as opposed to external (regulatory)
inspection—with mistakes viewed as "treasures" that should be used for
learning and for resolving problems rather than as an occasion for
punishment;

» standardization of processes (decreasing their variability) to reduce the
opportunity for error and to link specific care processes to health outcomes;

» feedback to practitioners of statistical information on how their practices
may differ from those of their peers or depart from evidence-based
standards for practice;

* visible commitment to quality by the top leadership of the organization and
involvement by all parts of the organization in processes of quality
improvement; and

* a striving for continuous improvement in contrast to simply achieving
preset goals.

Within this framework, sound practice guidelines and medical review criteria
have several possible uses. First, to the extent that guidelines become more sensitive
to patient preferences and participation in decision making, they should improve
patients' informed consent, their participation in decision making and, ultimately,
their satisfaction with both the processes and outcomes of care. Guidelines could
also help identify important patient outcomes to incorporate in patient satisfaction
surveys and other instruments designed to improve or assess "customer-supplier"
relationships. Second,

3 CQI has tended to assume an organizational context, that is, a hospital or large group
practice. Its application to individual and small group practice has been little explored,
although many of its principles, if not its techniques, appear relevant and worth
considering in these settings (Stocker. 1989).

4 Jennison (1991) notes that it is also important to study why competent physicians
make errors. For example, she cites one hospital that identified "inadequate hypothesis
generation” (consideration of possible diagnoses) as a major source of error in managing
patients with congestive heart failure: for patients with pneumonia, "mismanagement of
therapy" was the major problem (p. 453).
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guidelines and review criteria could play a role in identifying possible quality
problems arising from underuse, overuse, or incompetent provision of care. They
may be particularly useful in instances in which short-term health outcomes (those
that are most readily employed) may not be good indicators of long-term results.

Third, to the extent that guidelines identify how compelling is the evidence for
certain clinical practices, they will help in determining priorities for improving or
standardizing specific patterns of clinical care and in sorting out competing claims
for funding for biomedical and outcomes or effectiveness research. Fourth,
participation by clinicians in the review, critique, and improvement of practice
guidelines can help bring the science of medicine more forcefully into the
equivalent "cycles" emphasized by CQI.

Just as guidelines have the potential to contribute to continuous quality
improvement, the application of CQI principles and processes can support the
effective implementation of practice guidelines. Schoenbaum notes (1990, p. 102)
that between the step in an algorithm (guideline) directing a colonoscopy and the
actual procedure lie "dozens or hundreds of steps,” such as locating, notifying,
scheduling, and preparing patients. At all of these points things can and sometimes
do go awry in ways that may undermine the successful application of guidelines for
appropriate care. A number of CQI techniques are designed to uncover such process
flaws and to structure activities to correct them. Moreover, because CQI generally
tends to have a "quantitative" emphasis and to be detail oriented, it may encourage
those who design practice guidelines and medical review criteria to be more
explicit, specific, and comprehensive with respect to the clinical content of
guidelines and to better anticipate and confront the practical problems that may face
prospective users of guidelines. In addition, the CQI stress on cycles of planning,
testing, evaluating, and revising of procedures—the "Plan/Test/Check/Act" cycle—
can encourage the processes of guideline assessment and improvement called for in
this report and elsewhere.

Although practice guidelines have a potential role in CQI, some aspects of CQI
models or strategies may deflect attention from guidelines. To date, CQI efforts
have tended to focus more on nonclinical than on clinical issues. Quality problems
arising from poor clinical performance and decision making thus have not been
highlighted (Causey, 1991). In discussing a series of quality management projects,
Berwick and colleagues (1990, p. 24) reported that few of the project teams tackled
clinical processes; rather, they focused on problems similar to those found in other
industries, problems that were on the "comfortable fringes" of clinical processes.
Typical of the problems to which these and other projects gave attention were the
length of time needed to get X-rays posted to the medical record department, the
late arrival of patient meals, and delays in patient discharge or admission.
Williamson (1991) cites a study of TQM prepared for the feder
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al Office of Management and Budget that reports that "nearly 40 of 44 examples
[almost 90 percent] of improvement achieved focused specifically on administration
process variables as opposed to outcomes, especially health outcomes" (p. 55).

How much this near-total emphasis on administrative rather than clinical
processes will change as CQI becomes more institutionalized is unknown. Also
unclear is how much the focus should change given the unknown magnitude of
clinical versus nonclinical quality programs and the relative susceptibility of each to
improvement. The focus on nonclinical issues is, in any case, understandable. CQI
is still relatively new, users are looking for easier rather than harder targets of
opportunity, and nonclinical problems are likely to be easier to solve from both
technical and behavioral perspectives.

Nonetheless, even when clinical outcomes are at issue, practice guidelines and
outcome measures do not appear to be widely perceived or explicitly applied as
benchmarks for informing or assessing performance. For example, in a recent article
examining CQI concepts and applications for physician care, the only reference to
practice guidelines occurred in a discussion on the need for chart review and other
monitoring activities to supplement CQI (Kritchevsky and Simmons, 1991).

Among the hospitals visited during this study, several were using or trying to
develop clinical protocols or pathways that specified the sequence and timing of
various interventions for different clinical problems; the object was to standardize
practice and reduce errors. (Appendix A presents a pathway for coronary artery
bypass surgery.) Most pathways in these hospitals and elsewhere appear to be built
on implicit clinical judgments and local statistical data rather than on systematically
developed practice guidelines (Coombs, 1991). This reflects the highly operational
environment of pathway development and the relatively immediate opportunities for
incremental action, monitoring, and adjustment. The focus of most pathways
appears to be when and how to undertake a particular intervention (such as cardiac
monitoring or respiratory therapy), not whether the intervention is appropriate.

Similarly, in confidential materials reviewed by the committee, several
organizations structured their feedback to physicians almost entirely in statistical
terms, in part because they feared that substantive guidelines might antagonize
physicians, at least initially. An individual physician might be informed how often
he or she performed a particular procedure compared with patterns of care for the
same procedure by peers—without an explicit accompanying statement of the
appropriate indications for the procedure.

Notwithstanding that the principle of variation reduction may be generally
sound, specific reductions in practice variation and moves toward consistency are
not inevitably shifts toward more appropriate care. Quantita
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tive analyses of variation ideally should consider explicit practice guidelines as one
reference point, given that soundly developed guidelines represent the best current
understanding of which health interventions will produce desired results (Coombs,
1991). This understanding, in turn, can be evaluated and revised based on a systems
study of the link between practice choices and short- and long-term changes in
health outcomes.

To some degree, reliance on statistical feedback may reflect the lack of
credible, relevant, and specific guidelines for problems targeted by a quality
improvement effort. However, other explanations are also likely to apply. One
anonymous reviewer of this report observed that many advocates of CQI see
practice guidelines as "outdated." This view may reflect an identification of
guidelines with the procedures for external review that have been widely criticized
by CQI proponents, both on grounds of general principle and on grounds of poor
administration. In stressing internal strategies for improvement and rejecting outside
review, advocates of CQI may disregard the legitimate interest of other parties in
external oversight and systems-level monitoring through retrospective, concurrent,
and prospective review programs.

In this context, it is important to recall the observation in the IOM report
(1990i) on quality of care in the Medicare program that the superiority of specific
CQI techniques, although plausible, has not been demonstrated. Further, and
consistent with the sense of the committee, Williamson (1991) reports that "many
[CQI] advocates whom I have queried acknowledge that they have had difficulties
adopting industrial [quality improvement] methods to clinical outcomes" (p. 55). As
a practical matter, people are still trying to grasp what CQI means, how to use it,
and how to assess its impact.’ As one hospital manager said, "We are only at mile
two on a never ending journey" (Causey, 1991, p. 3). The stress on guidelines is
even more recent than the promotion of CQI and postdates the initiation of CQI
projects in many institutions. As credible and relevant practice guidelines become
more available and more widely known, they should be perceived as more relevant
to those attempting to implement quality improvement models in health care settings.

Medical Review Criteria

Although CQI programs may emphasize professionalism and internal quality
improvement rather than regulation and external inspection, both

5 One result is a thriving business for consultants as health care institutions call on
them for assistance in understanding and using the CQI model. One observer pungently
reflected on the quality of this business: "Some consultants are real gems; some are semi-
precious; and some are rocks" (Curt Lindberg, quoted in Burda, 1991a, p. 27).
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approaches are needed for a public program such as Medicare and for private health
plans that are accountable to employers and others for their performance. How well
a continuous improvement mentality can dovetail with outside monitoring, periodic
audits, and externally developed review criteria is an important—and unanswered—
question. The characteristics of specific medical review criteria and the processes
for developing and applying them can make coexistence either easier or more
difficult.

General Issues in the Use of Medical Review Criteria

Medical review criteria may be used for quality assessment and improvement
purposes and also as part of utilization management programs that aim to reduce
spending for unnecessary and inappropriate care. Some will be derived from
existing practice guidelines; others may be developed de novo. Like guidelines for
clinical practice, some review criteria will be more credible, sophisticated, and
useful than others.

Although quality and utilization review require specificity in review criteria,
these criteria will not necessarily incorporate every recommendation or specification
contained in a set of guidelines. For example, in the judgment of a review
organization, some elements of a set of guidelines to assist clinical decision making
may not provide sufficient additional information to justify the cost of using them in
the review process.

Review programs may add to as well as subtract from particular practice
guidelines. As a case in point, review programs directed at patterns of care may
employ quantitative thresholds that do not appear in guidelines to assist individual
patient or practitioner decision making. Thus, such programs may specify
institutional rates of infection or percentages of surgery with normal tissue removed
that will trigger remedial actions or further investigation.

Processes for creating review criteria from scratch or for transforming
guidelines into review criteria and related tools have been little documented and
appear to vary considerably. Many review criteria are not based on clinical practice
guidelines at all but originate in "global" judgments about the "proper" frequency of
certain tests or the acceptable interval between office visits. Such judgments may
involve some kind of systematic process of expert judgment, or they may involve
only an organization's medical director or consultant. Organizations that consider
their review criteria proprietary may reveal little of the processes they use to create
them.

The lack of external scrutiny of review criteria is a major criticism of many
public and private utilization management programs (IOM, 1989a). Practitioners
complain that they cannot find out in advance what are the criteria for review
decisions; this particular criticism has been leveled frequently at the actions of
Medicare carriers and fiscal intermediaries (but not
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at Medicare peer review organizations, or PROs). Clinicians also complain that
criteria differ from organization to organization and sometimes conflict, even when
they are said to be based on the same starting point.° Nonpublic criteria also
preclude the kinds of education efforts described in the preceding chapter. Review
organizations, in turn, express concern about physicians who may try to "game the
system" if they know the review criteria in advance.

Selected Illustrative Activities Related to Medical Review Criteria

Public Sector Medicare peer review organizations have for the past few years
been expected to carry out a variety of utilization review activities, chiefly
preprocedure and preadmission review as well as some retrospective review (IOM,
19901, see especially vol. 2). The PROs, which are regulated and directed in great
detail in many respects, have been explicitly granted considerable freedom either to
use national criteria or to develop their own criteria for these tasks, based on local
patterns of practice.

PROs have submitted their criteria to the Health Care Financing
Administration (HCFA) for approval, but variability among PROs and between
PRO criteria and national guidelines has nevertheless been considerable (Project
Hope, 1987; IOM, 1990i). PRO review criteria have also been criticized for lack of
precision and specificity and poor documentation. A recent study of PRO
preprocedure review criteria found considerable variability in criteria for carotid
endarterectomy and cataract removal but less for cardiac pacemaker implants
(Kellie and Kelly, 1991). In an effort to move toward greater consistency (and
efficiency), the American Medical Peer Review Association in early 1991 drafted a
two-volume set of review criteria for some 3,000 surgical procedures.” Further,
HCFA-funded pilot projects to develop methods and criteria for evaluating office-
based care are being undertaken with a level of conscientiousness that reflects the
sensitiv

6 Criteria for reviewing the appropriateness of hospital admissions and continued
hospital stays are often based on the AEP or Appropriateness Evaluation Protocol
(Gertman and Restuccia, 1981) or the ISD-A criteria set (Intensity of services, Severity
of illness, Discharge and Appropriateness screens; InterQual, 1987). These systems
ostensibly provide the same or similar guidance about appropriateness of inpatient care,
but depending on the interpretations of information made by those who apply the criteria,
they may yield quite different findings.

7 The use of this document in actual PRO activities may prove moot if PROs do not
continue to conduct preprocedure reviews. The so-called Fourth Scope of Work issued
by HCFA for the PRO program eliminated all preprocedure review (as of October 1991).
The PRO community objected greatly to this change in their usual required activities,
believing that preprocedure review had been a successful aspect of their work. PROs are
permitted to propose to continue such activities as part of special review objectives.
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ity of the quality assurance community to charges of poorly developed or "black
box" criteria (Darby, 1991a).

Consistent with its charge to arrange for the development of medical review
criteria as well as practice guidelines, AHCPR in August 1991 issued a request for
proposals (RFP) with three major aims: (1) to derive review criteria from AHCPR
guidelines on benign prostatic hypertrophy (BPH), urinary incontinence, and
postoperative pain management; (2) to apply these criteria to samples of hospital or
nursing home records that have already been reviewed by the PROs to determine
how using these criteria will affect current PRO processes to identify quality and
utilization problems; and (3) to evaluate practitioner education programs related to
the parent BPH guideline document and its associated review criteria. The work will
begin in late 1991 under the direction of the American Medical Review Research
Center with the assistance of four PROs (Alabama, Massachusetts, Michigan, and
Pennsylvania) and a large group of consultants; it is scheduled to be completed by
September 1993. It is expected that the three (original) guideline panels will
evaluate the review criteria developed in this project. At the time this report was
being prepared, a similar "non-PRO" RFP was expected as well.

In addition to these efforts, the agency will create a new expert panel to
develop criteria for evaluating medical review criteria. The panel will consist of
representatives of Medicare PROs, health maintenance organizations, private
insurers, and others in the private sector, as well as HCFA staff.

Private Sector Value Health Sciences (VHS), a for-profit utilization
management company, creates its preprocedure and other prior-authorization review
criteria in a formal manner. Originally it based its Medical Review System (MRS)
criteria on appropriateness indications developed by a team of researchers at the
RAND Corporation and the University of California at Los Angeles. VHS
incorporated those very complex indications through a specific set of steps and
supporting tools into detailed computer algorithms. The RAND work is in the public
domain; the VHS work is not. Other companies are developing somewhat similar
strategies linked to the RAND methodology (Winslow, 1990).

The VHS MRS technology has the following components: (1) selection of
procedures according to several criteria including risks to patients, financial impact
of the procedure, and extent of agreement about appropriateness within the medical
community; (2) review of the medical literature with respect to circumstances in
which the procedure has been shown to be effective or ineffective; (3) development
of a "framework" of clinical criteria of appropriateness for major procedures, using
a "catalogue" of indications (detailed descriptions of specific classes of patients who
are potential candidates for the procedure); (4) review and refinement of the
framework
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by expert practicing physicians who rate the appropriateness of each indication and
define decision rules; and (5) development of "smart questioning logic" and other
software that will collect the key clinical data required to apply the criteria as well
as a set of detailed guidelines for each question in the logic to ensure that the
products are used consistently. VHS has also created a training program to help
nurses, administrators, and physicians understand both the clinical standards of care
embedded in the criteria and algorithms and use of the MRS itself. VHS updates the
criteria regularly.

Directions for Quality Assurance Strategies

The committee believes that well-developed, scientifically based practice
guidelines have an important role to play in assessing and assuring the quality of
health care services provided in this country. Clear, specific guidelines and
associated review criteria should help deter or remedy problems of overuse of care,
underuse of care, and poor technical and interpersonal provision of care. Guidelines
accepted by those responsible for providing care, those responsible for financing it,
and those responsible for monitoring care in the public interest are one means of
bridging the chasm between internal and external quality assurance strategies.

With respect to models of quality assurance as discussed earlier, the committee
urges that their focus on systems problems, on improvement of average
performance, and on variation reduction be more systematically and explicitly
joined with an effort to apply and improve sound guidelines for clinical practice.
Specifically, the committee urges the following:

¢ Guidelines, medical review criteria, and other evaluative tools should be
used both to improve average performance and—as is still important—
identify substandard performance.

* Analyses of how individual practice patterns differ from average patterns
should go beyond statistical analysis to consider relevant practice
guidelines as benchmarks for performance.

* Both the statistical information from such analyses and the pertinent
guidelines should be part of educational feedback on practice patterns.

» Evaluations of performance and outcome data should seek to determine the
sources of poor outcomes and deviations from guidelines so that systems
problems can be corrected, information efforts strengthened, and, if
necessary, impaired practitioners dealt with through counseling, limiting
of privileges, or other appropriate mechanisms.

* Evaluations of performance and outcomes data should also be used to
determine whether practice guidelines ought to be updated or revised.

* Developers of guidelines and health care institutions should convene
educational conferences to acquaint practitioners with specific guidelines
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and provide an opportunity for them to discuss and plan setting-specific
applications.

* Institutional activities to develop guidelines or adapt national practice
guidelines should aspire to the attributes for guidelines described in
Chapter 1 of this report.

The committee suggests that the popularization of continuous quality
improvement in the health arena may have underemphasized a principle that was
clearly articulated by Deming and others in their original discussions of CQI in the
industrial sector. This principle is that an organization must integrate the science of
its field into its day-to-day workings. When applied to health care, the principle
brings the role of science-based guidelines more to the fore. In other words, each of
the activities listed earlier is a vehicle for bringing science-based guidelines into
efforts at quality management and improvement.

In addition, the committee recognized the controversy that has developed over
the use and content of medical review criteria, and consequently identified several
desirable attributes of such criteria. These eight attributes are analogous to those
described in Chapter 1 for clinical practice guidelines. They are listed in Table 5-1.
Both sets of attributes build on the IOM report on quality assessment and assurance
for the Medicare program, which identified 23 desirable attributes of what it termed
appropriateness indicators, case-finding screens, and evaluation and management
criteria.

Generally, the committee would prefer carefully devised "national" review
criteria to those developed locally, for reasons that are discussed more thoroughly in
Chapter 7's examination of local adaptation of practice guidelines. In addition, like
guidelines, review criteria should be accompanied by documentation of the
procedures followed, the participants involved, and the evidence or guidelines used
as a basis for designing them. By providing such information, review organizations
can respond to some of the more serious criticisms of their credibility.

COST MANAGEMENT

Virtually everyone involved in health care stands to benefit from guidelines
that offer decision makers careful estimates of the costs of alternative courses of
care in relation to their benefits. Health care institutions may refer to such guidelines
in making investment and other decisions. For example, although recent reports
about the costs and benefits of alternative thrombolytic drugs are not formal
guidelines, they may influence purchasing decisions by hospitals as well as patient
management decisions by individual practitioners (O'Donnell, 1991). Similarly,
hospitals may look to similar reports about anti-infective agents to control
nosocomial infections
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as a means of selecting a cost-effective agent (Weinstein et al., 1986). New research
findings in turn may challenge these results—a fact of life for clinicians and those
trying to advise them.
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TABLE 5-1 Desirable Attributes of Medical Review Criteria

Attribute Explanation

SENSITIVITY Review criteria are sensitive when it is highly likely that a
case will be identified as deficient given that it really is
deficient. (This assumes that a guideline or other source
provides a "gold standard.")

SPECIFICITY Review criteria are specific if it is highly likely that they
will identify truly good care as such.

PATIENT RESPONSIVENESS Review criteria specifically identify a role for patient
preferences or the process for using them allows for some
consideration of patient preferences.

READABILITY Review criteria are presented in language and formats
that can be read and understood by nonphysician
reviewers, practitioners, and patients/consumers.

MINIMUM OBTRUSIVENESS Review criteria and the process for applying them
minimize inappropriate direct interaction with and
burdens on the treating practitioner or patient.

FEASIBILITY The information required for review can be obtained
easily from direct communication with providers,
patients, records, and other sources, and the decision
criteria are easy to apply. Review criteria are
accompanied by explicit instructions for their application
and scoring.

COMPUTER COMPATIBILITY  Review criteria are straightforward enough that they can
be transformed readily into the computer-based protocols
and similar formats that can make the review process
more efficient for all involved parties.

APPEALS CRITERIA Criteria provide explicit guidance about the
considerations to be taken into account when adverse
review decisions are appealed by professionals or patients.

Public and private payers are clearly interested in guidelines as potential
instruments to control costs. That kind of attention is a major source of anxiety for
professional groups that are involved in developing guidelines and for individual
professionals who are exposed to payer efforts to influence practice in conformity
with guidelines.
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Others involved in guidelines development and related technology assessment
efforts see payer interest as a major source of support. One analysis of the potential
gains to be made by eliminating unexplained variation in 25 common medical
interventions argues that the savings produced by convincingly executed technology
assessments of these services would greatly outweigh the cost of the assessments
(Phelps and Parente, 1990). Whether reality can be so ordered that it comes close to
matching this potential is untested. The committee reiterates its earlier caution
against overly optimistic expectations that guidelines, taken collectively, will
produce net reductions in the rate of increase in health care spending.

Payers can use guidelines in various ways: (1) to help determine health
insurance coverage and avoid payment for unnecessary or inappropriate care, (2) to
aid in selecting or credentialing practitioners for participation in various health plans
or institutions, and (3) to tailor other economic incentives to affect practitioner or
patient behavior. Such approaches usually do not depend on a specific organized
practice setting; that is, they can affect practitioners and patients in solo or group
practice settings as well as those in larger organizational or institutional settings.
Some approaches may be more or less confined to third-party payers whereas others
may be shared by health care institutions, quality review programs, and others.

The following sections discuss how these cost-management strategies may
support and be supported by practice guidelines and review criteria. One section
discusses legal liability issues for third-party payers and others, particularly as these
issues relate to decisions about payment.

Coverage Policy and Administration

As described in the second case study in Chapter 3, health benefit plans are a
clear "market" for guidelines and review criteria. These plans apply guidelines in
various ways to limit their liability for particular expenses and to influence
practitioner or patient behavior IOM, 1989a). When existing guidelines do not meet
their needs, health plans may undertake their own development initiatives.

In this context, health benefit plans include traditional indemnity insurance and
Blue Cross/Blue Shield programs, self-insured employer plans, preferred provider
organizations (PPOs), and health maintenance organizations (HMOs), as well as the
various organizations that may provide these plans with such services as claims
administration and utilization management. Although public plans such as Medicare
and Medicaid may operate under special legal and other constraints, much of this
commentary applies to these plans as well.
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Types of Coverage Decisions

In considering how health plan features may affect the application of
guidelines by practitioners and patients, several distinctions are useful. First,
coverage policy as explicitly delineated in health insurance contracts often is not
specific to particular clinical problems; rather, policies typically describe broad
ranges of covered services—for example, hospital care, physician services, or
prescription drugs.

Second, health plan contracts may state that coverage is limited to care that is
medically necessary or appropriate and not experimental. This kind of policy
requires criteria that allow payers to distinguish instances in which particular
services are not necessary or appropriate for patients with specific clinical problems.
Although these criteria may also be used for educational purposes and in contracts
that explicitly exclude the use of particular procedures for specific conditions, they
typically come into play in case-by-case examinations of care that has been
proposed or already provided.® Without a general contractual provision limiting care
to that which is medically necessary, denials of payment based on prospective,
concurrent, or retrospective utilization review may not be upheld. In fact, because
provisions in insurance contracts must, in common law, be interpreted in favor of
the insured in borderline or ambiguous situations, failure of a contract to authorize
prospective, concurrent, or retrospective review may lead to a similar finding.’

Third, when contracts exclude coverage for a specific type of procedure or
other service, the intent may be simply to contain costs by precluding or limiting
payment rather than precluding or discouraging behavior. Thus, traditional
insurance plans have often excluded immunizations from covered physician care;
the intent is to limit insurance payments for routine, inexpensive, predictable, and
thus budgetable services rather than specifi

8 One recent judicial ruling, if widely followed, could significantly increase the
burdens on insurers seeking to deny coverage for new treatments. A U.S. District Court
held that an insurer had to obtain data to show whether a procedure would work rather
than wait "until somebody chooses to present statistical proof that would satisfy all
experts that a treatment will work" (Pirozzi v. Blue Cross and Blue Shield of Virginia
741 F. Supp 586 [E.D.Va. 1990]). The procedure in question involved near lethal doses
of chemotherapy combined with a bone marrow transplant for a patient with breast cancer.

9 In one of the better-known cases on the liability of utilization review organizations,
Wilson v. Blue Cross of California (222 Cal. App. 3d 660 [1990]), a major issue is the
plan's apparent lack of a contractual basis for conducting a prospective review of medical
necessity. The case is more commonly cited for the appeals court decision saying that
physician failure to appeal a negative review decision is not a sufficient basis for
precluding a review program's liability for harm to a patient. An earlier case, Wickline v.
California (228 Cal. Rptr. 661 [Cal. App. 1986]) was widely viewed as suggesting such
protection might exist.
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cally to discourage patients from obtaining them.! Particular services may be
excluded, however, because of concerns that they have a high potential for
inappropriate or unnecessary use.

In sum, health plan coverage is a general term. Health plan contracts may
describe coverage in terms of (1) very broad categories of included services, such as
hospital or physician care, or excluded services, such as dental care; (2) specifically
named treatments or types of care that are covered or excluded, such as particular
transplants; or (3) care that is medically necessary or appropriate without explicit
contractual reference to specific services and conditions. Guidelines are most
relevant to decisions involving the last two categories.

Medical Review Criteria and Managing Benefit Costs

The general issues in medical review discussed earlier are also relevant to the
use of medical review criteria in programs to limit payment for medically
unnecessary or inappropriate care. For both quality assessment and cost containment
purposes, review programs have relied primarily on retrospective utilization review
(i.e., review after care has been provided) and secondarily on concurrent review of
inpatient care (Fitzpatrick, 1965; Young, 1965; Gosfield, 1975, 1989; IOM, 1989a).

Retrospective utilization review by third-party payers may comprise either the
review of individual claims for payment (and sometimes related patient medical
records) or the profiling of provider practice patterns. In some cases, payment may
be denied for services that are judged to be unnecessary; in other cases, efforts may
be made to inform physicians about practices that are viewed by the payer as
questionable. (Retrospective utilization review programs mounted by hospitals and
other organizations for their own purposes work somewhat differently, in part
because the results of such reviews are unlikely to affect reimbursement and are
more likely to feed into educational or management activities.)

Many health plans have shifted their emphasis to prior review programs. One
rationale for this shift is that such programs could have a sentinel effect, deterring
practitioners from proposing or performing certain unnecessary services in the first
place and thus shielding patients from needless medical risk and inconvenience.
Another rationale is that prior review programs are less negative or punitive than
denying payment for care that has already been delivered. Yet any familiarity with
the popular medical press, with legislative hearings, and with medical society
meetings will suggest that practitioners resent the intervention and second-guessing

10 To encourage these services and to compete with HMOs. many of these plans are
now covering selected preventive services.
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of such programs as much (or more) than they ever resented retrospective payment
denials. Many of the criteria used for prior review are adapted from criteria used for
retrospective review—in theory, with due regard for the greater uncertainty about a
patient's condition that exists before a hospital admission or other action.

Whether utilization review programs control costs has not been clearly
demonstrated (IOM, 1989a). The case is more convincing for prior review of
inpatient admissions; when administrative costs and costs for outpatient or other
alternative (or delayed) care are considered, the results are mixed.

In any case, the availability of sound guidelines for clinical practice and their
competent translation into criteria, software, and other elements of a review
program are clearly critical for the effective, responsible use of utilization review
programs. Conversely, the use of good guidelines and review criteria in well-
administered review programs can be an important vehicle for rationalizing care
and, perhaps, controlling costs.

Review criteria and programs have been criticized on many grounds, both
substantive and procedural. This report has noted the "hassle factor" at several
points and the nonpublic nature of the criteria used by many programs. Many of the
criticisms of review criteria parallel criticisms of guidelines: review criteria have
been described as subjective, arbitrary, vague, inconsistent with scientific evidence,
insensitive to patient preferences, and unevaluated with respect to health outcomes.

To the extent that review criteria reflect the eight attributes discussed earlier in
this chapter, organizations using these criteria should generate less hostility and
more acceptance (assuming open and sensitive application techniques). Similarly, to
the extent that the guidelines development efforts of public and private
organizations are shaped by the attributes identified in Chapter 1, the committee
expects that their products will generally be welcomed and used by review
organizations and payers; that, in turn, should make the criteria more credible.

Concerns about Tort Liability

Although developers of guidelines should expect to be treated as legally
accountable for exercising due care in formulating their recommendations and in
updating them in the light of new knowledge (Brennan, 1991b; Hall, 1991), this
committee at this time knows of no cases in which they have been sued or held
liable for harm to patients resulting from negligent standard setting (AMA, 1990b;
Miller, 1991). Even insurers, who have faced and lost many cases related to their
cost-containment programs, have been involved in few cases that involve
allegations of medical harm. Rather, most cases focus on financial harm, that is,
denials of payment for care.
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The primary issues are whether the denials were supported by contract language and
were administered competently and in good faith.!!

However, as insurers and review organizations have moved more aggressively
to apply guidelines, medical review criteria, and similar tools, they have been the
subject of some highly publicized litigation alleging that review determinations have
caused medical harm. Unfortunately, this litigation has, to date, produced more
questions than answers about when reviewers-to say nothing of developers of
guidelines—might be held negligent for medical harm to a patient (Helvestine,
1989; Gosfield, 1991a,b; Miller, 1991).

For a developer or third-party user of a guideline to be held liable for medical
harm to a patient, four questions must be answered positively (as in all negligence
cases; Miller, 1991). Do the guidelines developers or review programs applying
guidelines have a duty of care to patients? Has that duty been breached? Was there
injury? Was the breach of duty a proximate cause of the injury?

The answer to the first question about the duty of care appears fairly clear in
the case of review programs, despite the paucity of specific cases. For example, in
Wickline v. California (228 Cal. Rptr. 661 [1986]), the court held that "third party
payers ... can be held legally accountable when medically inappropriate decisions
result from defects in the design or implementation of cost containment
mechanisms" (p. 670). The third party in this particular case was the state Medicaid
program, whose application of length-of-stay criteria during concurrent review was
alleged to have resulted in patient harm (specifically, an avoidable amputation) that
resulted from the patient's premature discharge from the hospital.

The Wickline case, however, never directly addressed the question of whether
the Medicaid review program breached a duty of care—in particu

' In this regard, some recent cases should be noted involving the Employee
Retirement and Income Security Act of 1976, which generally has been interpreted as
exempting employers' self-insured health plans from state regulation and tort claims
(Costich, 1990-1991). In some cases, courts have rejected some denials of benefits by
such plans as being "arbitrary and capricious"; this standard substantially defers to the
judgments of plan administrators. In other cases, courts have more fundamentally
challenged the judgments of plan administrators, declaring certain determinations as
inconsistent with expert medical judgment on the basis of de novo judicial review of the
evidence. The cases have involved what the health plans have deemed noncovered
"experimental” or "investigational" services including some types of autologous bone
marrow transplants, radial keratotomy, and "coma arousal" programs: See, for example,
Pirozzi v. Blue Cross-Blue Shield of Virginia (741 F. Supp. 586 [1990]) and Rollo v.
Blue Cross-Blue Shield of New Jersey (D.N.J., March 22, 1990). Although the court in
the Pirozzi case indicated that health plan decisions based on medical necessity rather
than on the experimental nature of a service were due more deference, it is not clear that
health plans should count on other courts following this principle.
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lar, whether its review criteria were defective. The court held that the injured
patient's physician was "acting within the standards of the medical profession" (p.
667) in discharging the patient even though he disagreed with the Medicaid length-
of-stay criteria. Because the early discharge did not violate the standard of care and
was not a proximate cause of injury, the court did not need to consider the role of
the Medicaid directive itself.

For review organizations, the question of proximate cause seems to hinge
largely on the degree to which physicians are held responsible for care prompted by
review determinations and for failure to appeal a medically inappropriate
determination. The Wickline case seemed to suggest that, even if a review
determination was faulty, the action of the reviewers would not be viewed as a
proximate cause of harm if the patient's physician acquiesced to the review
determination without protest. It stated that "the physician who complies without
protest . . . when his medical judgment dictates otherwise, cannot avoid his ultimate
responsibility for his patient's care" (p. 671).

In contrast, in an as yet unresolved case, Wilson v. Blue Cross of California
(222 Cal. App. 3d 660 [1990]), an appeals court held that a physician's failure to
protest did not automatically protect a private review organization from tort liability
(even though a state government might set different rules for public programs); it
sent the case back to the trial court for further proceedings. It is unclear whether this
case, once it has been fully litigated, will provide more specific precedents on such
matters as negligent application of standards for appropriate care because other facts
of the case appear likely to determine the outcome.!> The issue of negligent setting
or selection of standards by the review organization apparently has not been raised.

Overall, prudence dictates that those developing guidelines or review criteria
and those applying them in medical review programs should expect to be held
legally accountable for their actions and should manage their affairs accordingly. In
the words of the IOM report on utilization manage

12 The Wilson case, which is emotionally charged because the patient in question
committed suicide, is factually complicated. The review organization (Western Medical)
that had advised that further hospitalization for the patient was unnecessary was an agent
of the California Blue Cross plan. The California plan, in turn, was acting for Blue Cross/
Blue Shield of Alabama, by which the injured party was insured. The plaintiffs argue
that the Alabama plan's contract with the patient had no provision for utilization review
and, in fact, explicitly defers to the attending physician to determine when hospital care
is necessary. Such contract provisions provide the basis for charges that the defendants
acted in bad faith—regardless of the soundness of the review procedures or criteria
employed. The reasonableness of those review procedures and criteria has also been
challenged, but this issue will not necessarily be addressed if the bad faith arguments are
successful. The physician in this case was not initially sued for malpractice for having
discharged the patient without protest; he has since been brought into the case as a cross-
defendant by the original defendants (Peter Aronson, attorney for the plaintiffs, personal
communication, December 10, 1991).
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ment (1989a), they should seek the general—but not infallible—protection against
liability offered by "good management, good judgment, good faith, and good
documentation."

Review programs almost certainly have more to worry about than independent
developers of guidelines such as medical specialty societies. Moreover, the potential
for liability related to the application of guidelines "can logically be extended to
cover any . . . entity—such as a hospital or malpractice insurer—offering benefits or
imposing sanctions for professional behavior related to specific guidelines" (Miller,
1991, p. 32). For example, one might question with respect to an HMO whether its
financial inducements for parsimonious care were so strong that "they could be
anticipated to corrupt clinical judgment" (p. 31). Those using the selective
contracting and credentialing techniques described below should also be aware of
the potential liability for defects in their application of guidelines and review criteria.

Credentialing, Selective Contracting, and Related Strategies

In theory, guidelines may inform decisions made by health care institutions,
HMOs, and other organizations about the selection and retention of practitioners.
Such decisions may involve the initial credentialing of physicians and ongoing
delineation of clinical privileges in hospitals and other institutions. They may also
involve hiring and contracting decisions in a variety of contexts. Most selection or
credentialing decisions are based on educational qualifications, licensure, board
eligibility or certification, previous positions, willingness to abide by organizational
policies, and similar factors. However, quality objectives, liability concerns, and
cost-management objectives are providing the impetus to develop and apply more
direct measures of medical competence and performance (Gosfield, 1991b). The
specifics of this process, including the role of practice guidelines, are still being
defined (Langsley, 1991).

Health benefit plans and health care institutions that somehow select or
"credential" practitioners have several opportunities to encourage the application of
practice guidelines.!> For example, they can make employment, participation, or
privileges contingent on a practitioner's prior agreement to practice in accord with
the organization's clinical policies. Among the sites visited by the study committee
was a group of primary care clinics that employed physicians with the
understanding that they would practice in

13 A variant on this theme is for the employer, rather than a health care institution,
HMO, or insurer, to hire or contract with practitioners directly to provide routine health
care services to employees. A practice with a long history in certain companies that
operate in geographically isolated areas, its revival as a concept apparently reflects its
cost-containment appeal.
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conformity with the clinic's primary care manual and that their practice would be
evaluated annually. The group's primary care manual is a collection of both what
this committee considers systematically developed guidelines and protocols and
policies that reflect the system's patient population, resources, and objectives.

Guidelines can be worked into credentialing and other decisions in several
ways. Depending on the access of a health benefit plan to relevant data sources, a
plan can examine or profile the practice patterns of candidates for new or continued
employment, contracts, or privileges to determine whether they already practice in
accordance with selected guidelines. This review of practice may be based on
claims data, medical records, and on-site observation (Stocker, 1989). Currently,
however, nonclinical factors, such as geography and the willingness of providers to
agree to health plan terms, may play the major role in selection and deselection
decisions. The committee knows of no good evidence on the subject, but it suspects
that profiling based explicitly on clinical practice guidelines is less common than
simpler profiling based on utilization rates or levels.'*

To the extent that credentialing, selective contracting, and similar strategies
work well and are supported by ongoing health plan structures and processes, they
presumably should bring into health plans and institutions those practitioners who
are already committed to the desired practice patterns and then help to maintain that
commitment. To maintain or redefine desired performance, other strategies are
necessary. These may be both negative (e.g., financial penalties or even dismissal
from the plan for unacceptable performance) and positive (e.g., education and
feedback consistent with quality improvement models). Guidelines may contribute
to the definition of what constitutes acceptable clinical performance for purposes of
education, feedback, or evaluation.

Interestingly, one major initiative that is very strongly linked to the concept of
selective contracting or purchasing, InterStudy's Outcomes Management System,
makes little explicit reference to practice guidelines (InterStudy, 1991). This system
is built on four main elements: (1) protocols and instruments for collecting data on
patient satisfaction, functional status, demographic and other characteristics of
patients, insurance status, and treatment setting; (2) condition-specific measures of
changes in patient status over a course of treatment; (3) construction of a national
data base; and (4) practitioners and analysts working in participating organizations
to analyze information and promote change.!> With InterStudy acting as coordinator,

14 What has been called economic credentialing may involve primarily comparisons of
costs and revenues generated by a practitioner.

15 The system has 16 data collection protocols, 3 of which were provided to the
committee. Only the protocol on diabetes made direct reference to practice guidelines;
the protocols on cataracts and prostatism did not (Hoogwerf, 1989; Javitt and Ware,
1990; Fowler, 1991).
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two consortia, one involving six large group practices and another (in the planning
stage) involving 24 employers, are engaged in a major effort to test this system.

One appealing feature of selective contracting is that it can reach beyond the
hospital and large group practice to office-based practitioners in small group
practices, at least when it is used by independent practice associations (IPAs), PPOs,
and similar groups. Thus, it can encourage conformity with good guidelines in
settings less readily reached by other strategies. However, one question about the
use of guidelines in closed panel systems with incentives for physicians to control
costs is what information should be provided to consumers about the incentives,
guidelines, or other components of these plans. This question is explored in the next
chapter.

Other Economic Incentives

Many health plans and public programs use explicit financial incentives to
influence practitioner or patient behavior without explicitly attempting to encourage
specific appropriate care and discourage specific inappropriate care (Brook, 1991).
For example, in and of itself, typical patient cost-sharing in the form of deductibles
and coinsurance applies equally to appropriate and inappropriate care. Likewise,
capitated and per-case methods for paying health care practitioners and providers do
not, in themselves, explicitly differentiate between appropriate and inappropriate
care. When, however, such provider payment methods are used in conjunction with
monitoring, educational, and other programs to detect poor quality care and to
promote specific types of appropriate care, they may play an important strategic role
in encouraging the application of sound guidelines.

Although explicit financial incentives have been rejected by many as
philosophically objectionable or simply too controversial, some employers and
insurers have designed positive or negative financial incentives to change specific
consumer or patient behaviors that are inconsistent with recommended health
practices and that are thought to lead to higher health care costs (New York
Business Group on Health, 1990; Becker, 1991; Sipress, 1991; Terry, 1991). For
example, some payers employ such incentives as insurance premium rebates
(positive) or higher insurance premiums (negative) for individuals based on the
results of blood, urine, and other tests related to recommended cholesterol and blood
sugar levels, blood pressure, weight, and smoking. Some health plans cover or
provide counseling for individuals who "fail" the tests; others do not. An unknown
number of employers go further and refuse to hire individuals who are thought to be
at higher risk of illness or injury because of their behavior or genetic inheritance.

Taking a different but also controversial approach, s