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Rationale for Clinical Practice 

Guidelines

 Worldwide concerns about: 

Unexplained variations in clinical practice

Rising health care costs

 Exponential growth of information



Aim of Clinical Practice Guidelines

 To facilitate more consistent, effective and 
efficient practice and improve health outcomes 

for patients.

Suggestions, not rules 



Clinical practice guidelines (CPG)

 Clinical practice guidelines are 

recommendations for clinicians about the care 

of patients with specific conditions.

 At their best they are based on the best 

available research evidence and practice 

experience.

 Described as "a new reality in medicine".



Component of CPG

 Guidelines have two parts:

A systematic review of the research evidence 

bearing on a clinical question, focused on the 

strength of the evidence on which clinical 

decision-making for that condition is based.

A set of recommendations for how patients 

with that condition should be managed. 



Use and Users

 Clinicians use to help them take better care of 

patients.

 Insurers and administrators sometimes use 

guidelines to set policies on quality and 

payment for care.

 Lawyers may use well accepted national 

guidelines in malpractice litigation, arguing 

that physicians who have not followed such 

guidelines without a good reason are negligent



Recognizing credible guidelines

1) Expertise

2) Evidence-based

3) Quality

4) Comprehensive

5) Recency

6) Sponsoring society: respected national bodies

7) Review

8) Conflict of interest



1) Expertise

 Full range of expertise

 Generalist physicians 

 Subspecialists 

 Nurses, physician assistants 

 Public health specialists 

 Decision analysts 

 Behavioral scientists 

 Economists 

 Consumers 

 Ethicists



2) Evidence-based

 Guideline should be based on a systematic 

review of published research that is likely to 

include reports of all scientifically credible 

studies that relevant to the question. 

 Expert opinion not supported by research 

evidence may be included, but should be 

labeled and not take precedence over 

stronger evidence.



3) Quality

 Expert groups have summarized the elements 

of quality for clinical practice guidelines. The 

Conference on Guideline Standardization 

proposed an 18-item checklist.



4) Comprehensive

 The magnitude of effect 

 Harms from the intervention 

 Convenience and side effects 

 The clinical skills necessary to carry out the 

intervention successfully 

 Patient preferences 

 Cost 

 Cost-effectiveness 



Types of Economic Analysis

Methodology Cost measurement 

unit

Outcome unit

Cost effectiveness Dollars Natural units (life 

years, mg/dl blood 

sugar, LDL 

cholesterol)

Cost benefit Dollars Dollars

Cost utility Dollars Quality adjusted 

life years



Perspective

 The “point of view” considered in economic analyses 

influences the outcomes and costs considered to be 

most relevant:

 Provider 

 Patient

 Payer

 Society



Direct Medical Costs

(Medications, hospital days, 

tests, procedures, etc.)

Intangible Costs

(Pain, suffering, etc.)

Cost 

Data

Measurement of resource use

Indirect Costs

(Unpaid assistance, days lost 

from work, decreased 

productivity, etc.)

Other Direct (non-medical) Costs

(transportation to the doctor’s office, hiring a 

baby sitter so a parent can visit the doctor, etc.)



5) Recency

 Need to update



6) Sponsoring society

 Respected national bodies

 National Health Security Office: NHSO

 Organization

 The Royal College of Physician of Thailand: RCPT

 Society

 Thai Society of Nephrology



7) Review

 Review by sponsor organization, other than 

panel member.



8) Conflict of interest

 When an individual or organization is involved in 

multiple interests, one of which could possibly

corrupt the motivation for an act in the other

 No conflict of interest





Conflict of interest



Conflict of interest



Disagreement among guidelines

 Guidelines on the same clinical question by different 
expert groups often disagree.

 Usually the differences are minor; with screening 
guidelines, for example, they might differ on the 
age at which screening should begin and end or the 
time interval between screening examinations.

 Disagreement may be a barrier to acceptance of 
guidelines.

 Disagreement among recommendations is not 
necessarily a sign of poor quality because a weak 
evidence base may lead to various conclusions.



Attitudes and acceptance

 Clinicians are most likely to accept 
recommendations from their own specialty society, 
less likely to trust those prepared by government 
agencies, and least likely to believe in guidelines 
prepared by managed care organizations and 
insurance companies.

 Clinicians are more likely to trust guidelines if they 
have had a hand in developing them. 

 However, it is neither practical nor necessary for local 
physicians to build new guidelines from the ground up if 
guidelines by national groups already exist.



Grading guidelines

 A common approach is to grade the strength 

of the evidence and the strength of the 

recommendation separately.

 There are many grading systems.

 The US Preventive Services Task Force (USPSTF)

 The Grading of Recommendations, Assessment, 

Development, and Evaluation (GRADE) system

Guideline recommendation and evidence grading 

(GREG)



USPSTF grading scheme for 

recommendations

Classification

A The USPSTF strongly recommends that clinicians provide [the service] 
to eligible patients. The USPSTF found good evidence that [the service] 
improves important health outcomes and concludes that benefits 
substantially outweigh harms.

B The USPSTF recommends that clinicians provide [this service] to eligible 
patients. The USPSTF found at least fair evidence that [the service] 
improves important health outcomes and concludes that benefits 
outweigh harms.

C The USPSTF makes no recommendation for or against routine provision 
of [the service]. The USPSTF found at least fair evidence that [the 
service] can improve health outcomes but concludes that the balance of 
benefits and harms is too close to justify a general recommendation.

D The USPSTF recommends against routinely providing [the service] to 
asymptomatic patients. The USPSTF found at least fair evidence that [the 
service] is ineffective or that harms outweigh benefits.

I The USPSTF concludes that the evidence is insufficient to recommend 
for or against routinely providing [the service]. Evidence that the 
[service] is effective is lacking, of poor quality, or conflicting and the 
balance of benefits and harms cannot be determined.



USPSTF grading scheme for quality 

of evidence

Scale

Good Evidence includes consistent results from well-
designed, well-conducted studies in representative 
populations that directly assess effects on health 
outcomes.

Fair Evidence is sufficient to determine effects on health 
outcomes, but the strength of the evidence is limited 
by the number, quality, or consistency of the individual 
studies, generalizability to routine practice, or indirect 
nature of the evidence on health outcomes.

Poor Evidence is insufficient to assess the effects on health 
outcomes because of limited number or power of 
studies, important flaws in their design or conduct, 
gaps in the chain of evidence, or lack of information on 
important health outcomes.



The Grading of Recommendations, Assessment, 

Development, and Evaluation (GRADE) system

 In GRADE, grades have two components, 

A number (1 or 2) reflecting the strength of the 

recommendation.

 1 Strong

 2 Weak

A letter (A, B, C, or D) reflecting the quality of the 

evidence supporting that recommendation.



The GRADE system 

Strength of recommendations

Level Group Implications

1 Strong For clinicians Most individuals should receive the intervention.

For patients Most individuals want the recommended course of 

action.

For quality

monitors

Adherence to this recommendation could be used as 

a quality criterion indicator of your practice.

2 Weak For clinicians Offering the suggested action and helping

individuals to make a decision. Use decision aids.

For patients The majority of individual in this situation would 

want the suggested course of action, but many 

would not.

For quality

monitors

Consider clinicians’ discussion of the pros and cons 

of the intervention with the patients as a quality 

criterion.



The GRADE system

Quality of Evidence

Quality 

rating

Definition Underlying 

methodology

A 

High

Further research is unlikely to change 

our confidence in the estimate of effect.

-RCTs 

-Well-done observational 

studies

B 

Moderate

Further research is likely to have an 

important influence on our confidence 

and may change the estimate.

-RCTs with important 

limitation

-Well-done observational 

studies

C

Low

Further research is very likely to have 

an important influence on our 

confidence and is likely to change the 

estimate.

RCTs with serious 

limitations

-Observational studies

D

Very low

Any estimate of effect is uncertain. -Poorly controlled 

observational studies

-Case series, case report



Guideline recommendation and 

evidence grading (GREG)

Recommendation grade

A (Recommendation) There is robust evidence to recommend a pattern of 

care

B (Provisional recommendation) On balance of evidence, a pattern of care is 

recommended with caution

C (Consensus opinion) Evidence being inadequate, a pattern of care is 

recommended by consensus

Evidence grade

I (High) the described effect is plausible, precisely 

quantified and not vulnerable to bias

II (Intermediate) The described effect is plausible but is not 

quantified precisely or may be vulnerable to bias

III (Low) Concerns about plausibility or vulnerability to bias 

severely limit the value of the effect being 

described and quantified



Guideline recommendation and 

evidence grading (GREG)

 Recommendation grade:
o A (Recommendation): there is robust evidence to 

recommend a pattern of care
o B (Provisional recommendation): on balance of evidence, a 

pattern of care is recommended with caution
o C (Consensus opinion): evidence being inadequate, a 

pattern of care is recommended by consensus

 Evidence grade:
o I (High): the described effect is plausible, precisely 

quantified and not vulnerable to bias
o II (Intermediate): the described effect is plausible but is not 

quantified precisely or may be vulnerable to bias
o III (Low): concerns about plausibility or vulnerability to bias 

severely limit the value of the effect being described and quantified



The Conference on Guideline Standardization (COGS) 

Checklist for Reporting Clinical Practice Guidelines

Ann Intern Med. 2003;139:493-498.



Standardization elements of a complete 

report on clinical practice guidelines

Topic Description

1. Overview material Provide a structured abstract that 
includes the guideline's release date, status 
(original, revised, updated), and print and 
electronic sources.

2. Focus Describe the primary disease/condition 
and intervention/service/technology 
that the guideline addresses. Indicate 
any alternative preventive, diagnostic or 
therapeutic interventions that were 
considered during development.

3. Goal Describe the goal that following the 
guideline is expected to achieve, 
including the rationale for development of 
a guideline on this topic.



Standardization elements of a complete 

report on clinical practice guidelines

Topic Description

4. Users/setting Describe the intended users of the 
guideline (eg, provider types, 
patients) and the settings in which the 
guideline is intended to be used.

5. Target population Describe the patient population 
eligible for guideline recommendations 
and list any exclusion criteria.

6. Developer Identify the organization(s) 
responsible for guideline 
development and the 
names/credentials/potential conflicts of 
interest of individuals involved in the 
guideline's development.



Standardization elements of a complete 

report on clinical practice guidelines

Topic Description

7. Funding 
source/sponsor

Identify the funding source/sponsor and describe 
its role in developing, and/or reporting the 
guideline. Disclose potential conflict of interest.

8. Evidence collection Describe the methods used to search the 
scientific literature, including the range of dates 
and databases searched, and criteria applied to 
filter the retrieved evidence.

9. Recommendation 
grading criteria

Describe the criteria used to rate the quality 
of evidence that supports the recommendations 
and the system for describing the strength of the 
recommendations. Recommendation strength 
communicates the importance of adherence to a 
recommendation and is based on both the 
quality of the evidence and the magnitude of 
anticipated benefits or harms.



Standardization elements of a complete 

report on clinical practice guidelines

Topic Description

10. Method for 
synthesizing evidence

Describe how evidence was used to create 
recommendations, eg, evidence tables, meta-
analysis, decision analysis.

11. Pre-release review Describe how the guideline developer reviewed 
and/or tested the guidelines prior to release.

12. Update plan State whether or not there is a plan to update 
the guideline and, if applicable, an expiration 
date for this version of the guideline.

13. Definitions Define unfamiliar terms and those critical to 
correct application of the guideline that might be 
subject to misinterpretation.



Standardization elements of a complete 

report on clinical practice guidelines

Topic Description

14. Recommendations and 
rationale

State the recommended action precisely and the specific 
circumstances under which to perform it. Justify each 
recommendation by describing the linkage between the 
recommendation and its supporting evidence. Indicate the 
quality of evidence and the recommendation strength, based 
on the criteria described in 9.

15. Potential benefits and 
harms

Describe anticipated benefits and potential risks 
associated with implementation of guideline recommendations.

16. Patient preferences Describe the role of patient preferences when a 
recommendation involves a substantial element of personal 
choice or values.

17. Algorithm Provide (when appropriate) a graphical description of the 
stages and decisions in clinical care described by the guideline.

18. Implementation 
considerations

Describe anticipated barriers to application of the 
recommendations. Provide reference to any auxiliary 
documents for providers or patients that are intended to 
facilitate implementation. Suggest review criteria for 
measuring changes in care when the guideline is implemented.



Example





Thromboprophylaxis



Treatment AF algorithm











Formulating questions of interest



Literature yield of primary articles for all topics





Strength of recommendation



Quality of the supporting evidence



Prevention of CKD progression











Algorithm for further investigation of a 

positive reagent trip test



Critical appraisal



Users’ guides for the validity of 

recommendations

1. Do the recommendations consider all relevant 
patient groups, management options, and possible 
outcomes?

2. Are there systemic reviews of evidence that 
estimate the relative effect of management options 
on relevant outcome?

3. Is there an appropriate specification of values and 
preferences associate with outcomes?

4. Do the authors grade the strength of their 
recommendation?



1) Do the recommendations consider all relevant patient 

groups, management options, and possible outcomes?

 Did the recommendation consider all relevant patient groups?

 Low risk and high risk

 More and less susceptible to adverse effects

 Did the recommendation consider all relevant management 
options?

 Surgical and medical

 No-treatment option

 Did the recommendation consider all patient-important 
outcomes?

 Morbidity and mortality

 Quality of life

 Toxicity and adverse effects

 Inconvenience

 Psychological burden

 Cost to the patient or to society



2) Are there systemic reviews of evidence that estimate the 

relative effect of management options on relevant outcome?

 Systematic review: high quality

 Recommendations may deal with the best (often 

low-quality) evidence available  weak 

recommendation 



3) Is there an appropriate specification of 

values and preferences associate with outcomes

 Relative importance of diseases is vary.

 Example:

 HRT  Risk of developing breast cancer

vs. Decreased in perimenopausal hot flashes



4) Do the authors grade the strength of 

their recommendation?

 The grades of recommendation, assessment, 

development, and evaluation (GRADE) system

 Classify recommendation in 2 levels

 Strong

 Weak

 Quality of evidence classification

 High

 Moderate

 Low

 Very low



Conclusion

 Clinical practice guidelines are recommendations 

for clinicians about the care of patients with specific 

conditions. 

 Guidelines are suggestions for care, not rules. 

 Guideline development should involve a systematic 

review of the research evidence related to decision-

making for the targeted condition/question.

 Guidelines vary widely in quality. 


