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INTRODUCTION
There has been a prodigious production of practice guide-

lines relating to health care issues in recent years. With so
many sets of guidelines being produced by so many organi-
zations, physicians now find that they need to assess guide-
lines’ quality and validity before using them in practice. The
question of how to evaluate clinical guidelines then arises.

We will entertain the hypothesis that a method of evaluating
guidelines exists by which chiropractic guideline quality can
be reliably evaluated.

Practice guidelines are expert or evidence-based recom-
mendations regarding optimal clinical protocols for a health
care field or condition under treatment. Guidelines, which
can be either procedure-based or condition-based, are con-
sidered valid when they optimize patient care and result in
health gain at the expected costs. Numerous guideline docu-
ments regarding chiropractic practice have been developed;
they have varying degrees of overall quality, validity, and
clinical applicability.1-3 High-quality practice guidelines
clarify what interventions are effective in various circum-
stances and specify the extent of the documentation support-
ing those interventions. Guidelines can also reveal those
procedures and interventions that are poorly supported by
the scientific literature or require additional research to
demonstrate efficacy. Flawed guidelines can result in inef-
fective or inappropriate treatment, overutilization, or poor
clinical outcomes and can harm patients by disseminating
information and advice that is scientifically inaccurate.4

Health care guidelines should be subjected to peer review
and testing by professional organizations or groups before
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the guidelines’ validation and application in clinical practice
to maximize the benefit and limit any potential harm arising
from the use of flawed guidelines.5-7

The development of clinical practice guidelines has
evolved from basing recommendations on expert opinions
to relying on a systematic review of evidence regarding the
efficacy of various procedures.8 Inasmuch as guidelines now
rely more on documented evidence and less on opinions, it
has become possible to evaluate the quality of a guideline in
a method similar to meta-analysis.9

It is our intent to identify and evaluate some currently
accepted guideline evaluation techniques and to apply them
to 2 chiropractic guideline documents: Vertebral Subluxa-
tion in Chiropractic (CCP),10 produced by the Council on
Chiropractic Practice, and Guidelines for Chiropractic
Quality Assurance and Practice Parameters (Mercy),11

forged at the Mercy Center Consensus Conference. The pur-
pose of our work is to (1) identify an effective evaluation
instrument and (2) use the instrument to evaluate these 2
chiropractic guideline documents. It is hoped that this work
will serve to identify a method that can be used to eval-
uate the quality of these and future chiropractic practice
guidelines. 

METHODS
Literature Review

A search of the medical literature was performed to iden-
tify current methods and applications of guideline evalua-
tion. This included a computer search and a hand search for
literature pertaining to guideline reviews. We found a signif-
icant amount of general information that was helpful in
assessing guidelines and a few organized procedures and
methods that were deemed applicable to our task.1,3-8,11-32 A
study by Graham et al32 reviewed the current literature relat-
ing to guideline evaluation. They identified and indexed 13
guideline appraisal instruments from 5 different countries.
This work is notable because it reviews the current status of
guideline evaluation instruments, including validity and reli-
ability issues. Graham et al32 evaluated assessment instru-
ments according to their ability to assess 10 major cate-
gories of desirable guideline attributes. The 10 attributes are
based on the recommendations of the Institute of Medicine
(IOM) regarding desirable guideline attributes.

The available literature indicates that guideline validity and
applicability is dependent on 3 essential elements: the nature
and composition of the panel formulating the guidelines, the
validity of the clinical evidence used to formulate the guide-
lines, and the construction of the guideline document itself.

Guideline development panels should include experts in
clinical content, systematic review, and guideline develop-
ment as well as potential users of the guidelines.26 Hayward
et al5 warned that panels dominated by single groups with-
out diversification can result in intellectually and financially
biased guidelines. In addition, Shekelle et al26 recommend-
ed that to limit individual bias, the process should have
input from all groups whose activities would be impacted by
acceptance of the guidelines. 

An opinion common in all of the literature reviewed is
that practice guidelines should be based on solid scientific
evidence.1,3,12,22,23 Recommendations based solely on opin-
ions, clinical judgment, and experience are those most sus-
ceptible to bias and self-interest.5,26 To help guideline users
evaluate whether a reasonable and rational method was used
in gathering and interpreting the evidence, Hayward et al5

recommended that a clear overview of the criteria used for
selecting evidence be included in any set of guidelines.
Clear and logical boundaries for determining the level of
admissible evidence and the strength of that evidence must
exist.5,16,26 The process must include the removal of irrele-
vant articles and the identification of papers with flawed
methods.16 Eccles et al16 recommended a review of evi-
dence with an emphasis on meta-analysis, randomized con-
trolled trials, reviews, and both controlled cohort studies and
controlled case studies.

Hayward et al5 recommended that guidelines should
report the degree of consensus reached by the panel as well
as strategies for reporting dissenting or minority opinions.
Shekelle et al26 recommended external review of guidelines,
and others have recommended actual testing of guidelines in
clinical practice.22,25

Some of the more intriguing guideline evaluation methods
identified include the IOM’s “Provisional Instrument for
Assessing Clinical Practice Guidelines” (IOM instrument),21

the “Method for Evaluating Research and Guideline Evi-
dence” (MERGE instrument),22 Cluzeau et al’s “Appraisal
Instrument for Clinical Guidelines” (Cluzeau instrument),6

and Shaneyfelt et al’s methodologic appraisal instrument
(Shaneyfelt instrument).3

The first of these instruments, produced by the IOM
Committee on Clinical Practice Guidelines, was designed to
provide an explicit method of evaluating the soundness of
clinical guidelines and a standardized method of assessing
guidelines. The IOM instrument uses 142 items to evaluate
guidelines for 8 attributes deemed by the IOM to be essen-
tial to usable practice guidelines.21

The Centre for Clinical Policy and Practice of the NSW
Health Department (New South Wales, Australia) developed
the MERGE instrument. It sets out an explicit, standardized
approach to reviewing and incorporating scientific evidence
into guidelines.22

The Cluzeau instrument is notable in that it was
designed to be easy to use by physicians in the field.
Moreover, its development did not include the elaborate
review process associated with the IOM and MERGE
tools. In addition, it provides a comparative scoring sys-
tem. The instrument was developed in response to a call by
the Committee on Clinical Practice Guidelines of the
Institute of Medicine (part of the National Academy of
Sciences) for the development of a generic guideline
appraisal instrument. The Cluzeau instrument has been
widely used throughout Europe and is currently being used
by the National Health Service Executive in the United
Kingdom to assist in guideline evaluation and recommen-
dation.6,15
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The Shaneyfelt instrument was designed to be used by clin-
icians and researchers to assess guidelines. Although it has
not undergone extensive testing, it has been evaluated and
endorsed as valid by experts in the field of guideline construc-
tion. This tool uses 24 questions to evaluate guidelines.2,3,32

Procedures
The IOM instrument and the MERGE instrument provide

for very thorough evaluations of guidelines and supporting

evidence. Although we found both of them to be very help-
ful in providing in-depth insight regarding guideline quality,
these instruments do not provide for comparative scoring
systems; this makes comparative assessment of the guide-
line reviews difficult.

The Shaneyfelt and Cluzeau instruments were the only
appraisal tools identified as having the ability to provide
comparative scoring systems.32 The Cluzeau instrument has
been tested and described as a reliable and valid method of

Table 1. Cluzeau instrument: “Appraisal Instrument for Clinical Guidelines” (version 1)

Instrument created by Françoise Cluzeau, Peter Littlejohns, Jeremy Grimshaw, and Gene Feder at St George’s Hospital Medical School in May 1997.
Reprinted with kind permission from the authors.

For a copy of the original document, contact: Health Care Evaluation Unit, Department of Public Health Sciences, St George’s Hospital Medical
School, Cranmer Terrace, London SW17 ORE. E-mail: I.hall@sghms.ac.uk.

For each question, please answer “Yes,” “No,” “Not sure,” or “Not applicable.”

Dimension 1: Rigor of Development
Responsibility for guideline development

1. Is the agency responsible for the development of the guidelines clearly identified?
2. Was external funding or other support received for developing the guidelines?
3. If external funding or support was received, is there evidence that the potential biases of the funding body (or bodies) were taken into account?

Guideline development group
4. Is there a description of the individuals (eg, professionals, interest groups—including patients) who were involved in the guidelines development group?
5. If so, did the group contain representatives of all key disciplines?

Identification and interpretation of evidence
6. Is there a description of the sources of information used to select the evidence on which the recommendations are based?
7. If so, are the sources of information adequate?
8. Is there a description of the method(s) used to interpret and assess the strength of the evidence?
9. If so, is(are) the method(s) for rating the evidence satisfactory?

Formulation of recommendations
10. Is there a description of the methods used to formulate the recommendations?
11. If so, are the methods satisfactory?
12. Is there an indication of how the views of interested parties not on the panel were taken into account?
13. Is there an explicit link between the major recommendations and the level of supporting evidence?

Peer review
14. Were the guidelines independently reviewed prior to their publication/release?
15. If so, is explicit information given about methods and how comments were addressed?
16. Were the guidelines piloted?
17. If the guidelines were piloted, is explicit information given about the methods used and the results adopted?

Updating
18. Is there a mention of a date for reviewing or updating the guidelines?
19. Is the body responsible for the reviewing and updating clearly identified?

Overall assessment of development process
20. Overall, have the potential biases of guideline development been adequately dealt with?

Dimension 2: Context and Content
Objectives

21. Are the reasons for the developing the guidelines clearly stated?
22. Are the objectives of the guidelines clearly defined?

Context
23. Is there a satisfactory description of the patients to which the guidelines are meant to apply?
24. Is there a description of the circumstances (clinical or nonclinical) in which exceptions might be made in using the guidelines?
25. Is there an explicit statement of how the patient’s preferences should be taken into account in applying the guidelines?

Clarity
26. Do the guidelines describe the condition to be detected, treated, or prevented in unambiguous terms?
27. Are the different possible options for management of the condition clearly stated in the guidelines?
28. Are the recommendations clearly presented?

Likely costs and benefits
29. Is there an adequate description of the health benefits that are likely to be gained from the recommended management?
30. Is there an adequate description of the potential harms or risks that may occur as a result of the recommended management?
31. Is there an estimate of the costs or expenditures likely to incur from the recommended management?
32. Are the recommendations supported by the estimated benefits, harms, and costs of the intervention?

Dimension 3: Application
Guideline dissemination and implementation

33. Does the guideline document suggest possible methods for dissemination and implementation?
Monitoring of guidelines/clinic audit

34. Does the guideline document specify criteria for monitoring compliance?
35. Does the guideline document identify clear standards or targets?
36. Does the guideline document define measurable outcomes that can be monitored?

National guidelines only
37. Does the guideline document identify key elements that need to be considered by local guideline groups?
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guideline evaluation.7,15,32 Graham et al32 concluded that the
Cluzeau instrument was the most well developed to date and
that the Shaneyfelt instrument was the second most well
developed. Only the Cluzeau instrument includes items that
relate to each of the 10 attribute categories established by
Graham et al.32 Because it encompasses the recommenda-
tions made in the literature reviewed, has been recognized
as valid by the scientific literature, provides a comparative
scoring system, and is supported by an explanatory users’
manual, we selected the Cluzeau instrument as the tool that
we would use to evaluate the quality of the 2 chiropractic
guidelines.

The Instrument
In response to the IOM’s call for the development of a

generic appraisal instrument, Cluzeau et al developed an
appraisal instrument to assess the quality of clinical guide-
lines.33 This appraisal tool was designed to assist in the
identification of guidelines that lack rigorous development
to minimize bias.6 The instrument reviews each guideline in
terms of 3 recognized attributes, or dimensions, of good
guidelines in a checklist format.6,12,22,23,30 Dimension 1
addresses the rigor of development, including evaluation of
the development process and methods of identifying and
interpreting evidence. Dimension 2 measures context and
content, rating the guideline’s readability, applicability, clar-
ity, and focus on cost and benefit issues. Dimension 3
addresses dissemination, implementation, and application
strategies for the guidelines. The resulting scores can be
used to evaluate and compare guidelines. The data can also
be used to assist guideline developers with revisions or with
the development of updated guidelines. Part of the function-
ality of the Cluzeau instrument is that it can be used by
physicians or groups on a grassroots level without the need
of their going through the elaborate review process associat-
ed with the IOM and MERGE instruments. In addition, it is
the only available instrument that has undergone testing for
reliability and validity.32

The instrument has been found to have acceptable relia-
bility, with a Cronbach α coefficient of 0.68 to 0.84 and an
intraclass correlation coefficient of 0.82 to 0.92.6 Because
there is no gold standard with which to compare this instru-
ment, its validity has been difficult to assess. Nevertheless,
there are some data to support the instrument’s validity. The
instrument’s authors report that the Pearson correlation
coefficients between appraisers’ dimensions and global
assessment scores were 0.49 for dimension 1, 0.63 for

dimension 2, and 0.40 for dimension 3. A research project
known as BIOMED-2, which involved the utilization of this
instrument in 10 European countries and Canada, further
supported the tool’s validity.6,32 A European guideline
appraisal tool called the “Appraisal of Guidelines, Research,
and Evaluation in Europe” (AGREE) is currently under
development and is based on the Cluzeau instrument.32

The Cluzeau instrument is shown in Table 1.15

Appraisal Instrument Application
The CCP and Mercy guideline documents were reviewed

through use of methods of guideline evaluation derived
from the search described above. Using the Cluzeau instru-
ment, 10 volunteer appraisers performed independent evalu-
ations of each of the guideline documents by assigning the
document a score—”Yes,” “No,” “Not sure,” or “Not applic-
able”—for each of the 37 criteria in the instrument. Each of
the 10 appraisers had postgraduate training or experience in
critical evaluation of scientific literature or research design.
Version 1 of the “User’s Guide” for the instrument was used
to clarify criteria questions. For scoring purposes, 1 point
was allotted for each criterion scored “Yes,” and simple
totals were calculated for each of the 3 dimensions and
expressed as a percentage. These independent evaluations
were tabulated, compared, and used to formulate a consen-
sus on a final guideline evaluation synopsis. Mean scores,
SDs, and confidence intervals were calculated. As a check
of the internal validity, the reviewers separately scored each
of the 2 sets of guidelines for its global assessment by
reporting whether the guideline document was “strongly
recommended for use in practice,” “recommended for use
with some modification or proviso,” or “not recommended
as suitable for use in practice.” The relationship between
each appraiser’s global assessment and scoring was assessed
with a Pearson correlation coefficient.

RESULTS
The total mean score for the CCP guidelines was 14.32%;

this compared with a total mean score for the Mercy guide-
lines of 71.08%. Table 2 shows the distribution of scores for
each dimension for the CCP and Mercy guidelines. Each of 7
criteria (35%) of dimension 1 are contingent on a “Yes”
answer to another criterion in that dimension. Failure to quali-
fy as “Yes” also results in failure to earn a point for that depen-
dent criterion, resulting in significantly low scores for the CCP
guidelines in both dimension 1 and total score, for which
dependent criteria account for 19% of the possible points.

Table 2. Mercy and CCP dimension scores

Guideline Dimension 1 Dimension 2 Dimension 3 Total score

Mercy mean score 77.00 69.17 52.00 71.08
SD 7.89 14.72 21.50 9.19
CI (α = .05) 4.89 9.13 13.32 5.70

CCP mean score 20.00 10.83 0.00 14.32
SD 6.67 10.43 0.00 6.38
CI (α = .05) 4.13 6.46 — 3.95



Journal of Manipulative and Physiological Therapeutics
Volume 24 • Number 3 • March/April 2001

Evaluating Guidelines • Cates et al

174

Overall, appraisers agreed in responses to 85% of criteria
applied to the Mercy guidelines and to 95% of criteria
applied to the CCP guidelines. The disagreements pertain-
ing to the CCP guidelines were for different criteria than
those pertaining to the Mercy guidelines. Interappraiser
agreement for individual dimensions, as measured by inter-
class correlation coefficient, was good (range, 0.84-0.939),
and the mean dimension scores have small confidence inter-
vals (4.13-9.13).

Appraisers rated the Mercy document as not specifying
criteria for monitoring compliance, as not identifying clear
standards or targets, and as not having been piloted.
Although review and updating of the guidelines are men-
tioned in the Mercy document, the document did not satisfy
the criterion asking for a date for that reassessment, nor does
the Mercy document provide an estimate of the costs or
expenditures likely to be associated with the recommended
management.

Appraisers were unanimous that the CCP guidelines did
not satisfy 81% of the possible criteria on the Cluzeau
instrument. The CCP guidelines scored poorly in the area of
guideline development because they do not include repre-
sentation from several of the major interest groups within
the chiropractic profession. Appraisers rated the CCP docu-
ment as having failed to state the methods used to assess the
quality and strength of the evidence selected for uses in the
guidelines. In addition, the CCP guidelines failed to provide
an acceptable rating scheme to support the quality of evi-
dence for the given recommendations. The appraisers rated
the CCP guidelines as having problems with context and
clarity regarding application and recommendations. The
CCP guidelines did not satisfy the criterion regarding a
reassessment date, nor did they provide an estimate of the
costs or expenditures likely to be associated with the recom-
mended management.

Most (90%) of the appraisers scored the Mercy document
as “recommended for use with some modification or provi-
so,” and most (90%) scored the CCP document as “unac-
ceptable.”

The Pearson correlation coefficients between appraisers’
dimensions scores and their global assessments were 0.68
for dimension 1 (P < .001), 0.54 for dimension 2 (P = .014),
and 0.61 for total score (P = .004); the correlation between
dimension 3 (measuring implementation, dissemination,
and monitoring strategies) and global assessment was not
significant (r = 0.40, P = .077).

The comparative scores of the guideline appraisals are
shown in graph form in Fig 1. Narrative consensus guideline
appraisal reports were generated for each guideline docu-
ment.

DISCUSSION
The CCP guidelines are condition-specific and focus on

the diagnosis and management of the vertebral subluxation.
Within the chiropractic profession, there is debate as to the
significance and existence of the vertebral subluxation. The
CCP guidelines fail to objectively address both the scientific
evidence and the controversy regarding the existence or sig-
nificance of a subluxation as a diagnostic entity. It is not
within the intent or scope of the present article to address
this controversial issue, but the view that subluxation
assessment is a valid diagnostic method is questioned in
both the scientific literature1,34,35 and those chiropractic
guidelines indexed in the National Guideline Clearinghouse
that have evidence rating systems suited to scientific and
technical areas of practice.11,36 Hayward et al5 recommend
that readers look for an explanation if new guidelines differ
from those currently in use. It is also noted that those recom-
mendations based solely on clinical judgment and experi-
ence are most susceptible to bias and self interest.26 In the
end, if the underlying evidence is weak, no matter what
degree of consensus is attained, the validity of the guide-
lines will be limited.5 Lack of methods to assess and report
the quality and strength of scientific evidence considered,
failure to consider relevant data, and over-reliance on clini-
cal judgments and opinions appear to be the major flaws
associated with the CCP guidelines. In addition, the CCP
guidelines lack a rating system that is suited to scientific
areas of practice; the document thereby prohibits the reader
from assessing the evidence supporting the guideline rec-
ommendations. These flaws account for the poor appraisal
scores noted for the CCP guidelines.

The Mercy guidelines were found to be both procedure-
based and broad in scope and to have generally adhered to
acceptable rigors of development. This was reflected in the
final appraisal scores noted above. The major problem iden-
tified with the Mercy guidelines lies in the age of the docu-
ment. Inasmuch as the Mercy document is based on the lit-
erature published before 1993, there are obviously several
years of newer research to be considered. Nevertheless, the
general consensus of the appraisers in this study was that the
large majority of the recommendations found in the Mercy

Fig 1. Graphic comparison of Mercy and CCP guideline docu-
ments’ quality assessment scores.
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guidelines continue to be supported by the current literature
and that the guidelines are still valid and usable—with the
proviso that current research findings published since the
Mercy guideline’s publication should be taken into consid-
eration. According to the National Guideline Clearing-
house,36 the Mercy guidelines were reaffirmed in 1999 by
the Commission for the Establishment of Guidelines for
Chiropractic Quality Assurance and Practice Parameters.

The greatest shortcoming of this study is that it is based
on the utilization of an instrument that has not yet been
established as a gold standard. Graham et al32 note that cur-
rently there is insufficient evidence to support the exclusive
use of any one appraisal instrument, although the Cluzeau
instrument appears to be the one most well developed.
Although the gold standard validity of the Cluzeau instru-
ment remains to be established, it is considered the most
valid and utilitarian tool of its kind available at this time.
The appraisal tool was optimized to appraise condition-
based guidelines rather than procedure-based guidelines;
the Mercy scores may thus have been lower than they other-
wise could have been, inasmuch as certain criteria did not
apply well to the procedure-based Mercy document. The
appraisal instrument does require a degree of subjective
assessment, which is unavoidable in any evaluation tool. 

Statistically, our results are within the value range of
those of Cluzeau et al6 and in their analysis of 60 guide-
lines. This fact supports the notion that this guideline
appraisal instrument was applied and functioned as intend-
ed by its authors. Our independent appraisers reached a
remarkable consensus supporting the reliability of this
study’s outcomes.

Ultimately, physicians and groups need to determine the
quality of drafted guidelines, and the Cluzeau instrument
facilitates such analysis. To avoid unwarranted utilization of
poorly constructed guidelines, it is strongly recommended
that the quality of all future guidelines be similarly reviewed
for validity and scientific accuracy with the findings pub-
lished in a medically indexed journal before adoption by any
professional group. 

CONCLUSION 
Guidelines are considered valid when they optimize

patient care and result in health gain at the expected costs.
Procedures exist for guideline evaluation, and the utilization
of such procedures can identify problems with guideline
quality. At best, invalid guidelines can waste resources; at
worst, they can be detrimental to patient health.16 Early
identification of guidelines lacking validity is essential so
that professional acceptance of and reliance on flawed data
can be avoided.

The Cluzeau instrument is a valid and useful method of
guideline evaluation. It is recommended that future guide-
lines be evaluated for validity by means of an accepted
appraisal tool, such as the one used in this review of the
CCP and Mercy guideline documents.

A review of the results of this evaluation led us to con-
clude that the development process of the CCP document

might be flawed partly as a result of bias with respect to the
existence and significance of the subluxation and partly as a
result of a flawed evaluation protocol and poor correlation
of scientific evidence. According to the method of guideline
evaluation used in this study, the CCP guidelines fail to doc-
ument that fundamental steps of quality guideline develop-
ment were followed. The notably low quality assessment
scores for the CCP guidelines resulted in a general consen-
sus that they are not suitable for use in chiropractic practice,
and they received a rating of “Not recommended.”

Reviewing the appraisal scores and evidence led us to
conclude that the Mercy guidelines are valid and usable in
chiropractic practice, with the proviso that current credible
literature and research findings published since the Mercy
document publication should be taken into consideration.
On the basis of the results of our appraisal, the Mercy guide-
lines are “Recommended with proviso.”
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