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EXECUTIVE SUMMARY

According to the World Health Organization (WHO), guidelines are “documents that contain
recommendations about health interventions, whether they be clinical, public health, or policy
recommendations.” Recommendations provide information about what policy makers, health care
providers, or patients should do. Recommendations imply choices between different interventions that have

an impact on health and that have ramifications for the use of resources.”

The Centers for Disease Control and Prevention (CDC) is a leader in developing public health guidelines.
Ideally, CDC guidelines are developed by a group of multidisciplinary stakeholders, based on evidence
from systematic reviews and expert judgment, and include an assessment of benefits and harms. CDC
guidelines should be clear, valid, transparent, reliable, accurate, and applicable. Although the term
“recommendations” may be used more narrowly to identify specific actions and the term “guidelines” may
more broadly refer to the umbrella under which multiple recommendations for action are provided, we use

the terms guidelines and recommendations interchangeably in this document.

Some guidelines are developed by federally-chartered advisory committees like the Advisory Committee on
Immunization Practices (ACIP) and the Healthcare Infection Control Practices Advisory Committee
(HICPAC) and are subsequently accepted and issued by CDC. Other guidelines are developed under the
initiative of CDC programs in collaboration with experts in the field. The most frequent CDC publication
venue is the Morbidity and Mortality Weekly Report (MMWR), but other outlets mechanisms such as peer-

reviewed journals and agency publications are also used.

Although CDC guidelines have garnered wide acceptance among stakeholders and partners, the rationale
and development process is not always clear to the user. Because of the breadth of public health topics
and audiences, adopting a single approach to developing guidelines at CDC poses a significant challenge.
As a result of this challenge, we have refrained from recommending a single methodological approach for
development and reporting of all CDC guidelines (although guidelines authors are encouraged to familiarize
themselves with methods already used at CDC). Yet CDC guidelines should meet certain standards. This
primer provides development and reporting standards to improve the transparency, validity, and reliability,
of CDC guidelines and recommendations. Development standards include:



o Identify the public health problem on a given topic, need for new or revised guidelines, and
required resources for development

e Involve knowledgeable, impartial, and representative participants in the process

e Minimize and disclose competing interests among participants

e Involve and consult affected organizations

e Include a written charge to the development work group

e Obtain the evidence preferably using systematic reviews

e Use evidence-based frameworks and decision-making rules

e Involve an explicit scientific quality and policy control process

The above standards, along with reporting standards, are provided and covered in detail in Section 9. By
following development and reporting standards, guidelines developers can improve the use of evidence,
minimize bias, and enhance quality and consistency in reporting. Although occasionally some of these
standards cannot be followed, most CDC guidelines will at least fulfill the intent of the standards. The
reader should be able to understand the methods used to develop the guidelines, how the evidence was
selected and assessed, and how the evidence led to the recommendations. Meeting these standards will
also support CDC programs in developing guidelines that can be trusted by the public health community
and the public. By improving the rigor and transparency of methods used to develop CDC's guidelines,
criteria-based guideline clearinghouses will more readily adopt and publish CDC guidance, enhancing

visibility and use.

—CDC Guidelines and Recommendations Work Group
July 2012
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1.1.

INTRODUCTION

“Guidelines are documents that contain recommendations about health interventions whether
they be clinical, public health, or policy recommendations.” Recommendations provide
information about what policy makers, health care providers, or patients should do.
Recommendations imply choices between different interventions that have an impact on health

and that have ramifications for the use of resources.”[1]

The Centers for Disease Control and Prevention (CDC) is a leader in developing public health
guidelines. Ideally, CDC guidelines are developed by a group of multidisciplinary stakeholders,
are based on evidence from systematic reviews and expert judgment, and include an
assessment of benefits and harms. CDC guidelines should be clear, valid, transparent, reliable,

and applicable.

Purpose

Guidelines developed at CDC cover a wide range of disciplines and needs. Guidelines may go
from providing recommendations for interventions to increase physical activity to the treatment of
pandemic influenza. Often, CDC guidelines address multiple stakeholders and provide
recommendations for individuals, groups, and communities. Audiences may include health
department staff, coordinating partner services, physicians looking for information on new
treatments, labs looking for screening tests, and individuals looking for prevention programs and
services. Recommendations in CDC guidelines may cover surveillance practices, program
implementation, or even policy interventions. Nuances exist associated with the selection of a
public health topic. For example, a particular public health topic selected for guideline
development may require the use of federally-chartered advisory committees. The selection of a
public health topic will affect the type and extent of the evidence of effectiveness. Or, addressing
a public health topic may include policy-based interventions that could be socially or politically

sensitive in nature.

Diverse audiences and the nuances of public health topics pose challenges to recommending a
common approach for developing and reporting guidelines. Content and format may vary with the

needs of each group of users. Additionally, diverse audiences may have access to guidelines of
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other organizations containing recommendations that may be inconsistent with CDC
recommendations. This diversity in audiences, topics, and communication formats poses
particular challenges for ensuring the clarity and acceptance of CDC guidelines. Because of all
these considerations, a standardized approach to guideline development is not recommended in
this primer. Instead, the primer provides a series of critical elements and standards that can be
used in CDC guideline development.

Audience

This primer is for CDC staff, contract review teams, CDC federal advisory committees, and CDC
partners and stakeholders. Guideline developers sponsored or co-sponsored by CDC will find the
primer particularly useful, as will anyone involved in the clearance or publication of guidelines.
Use of minimum standards in guideline development and reporting will improve guideline quality
and facilitate the clearance and publication processes.

Scope

Because of the difficulty in recommending a standardized approach for CDC guideline
development, this primer is not a how-to manual. Instead, it covers elements common to the
development of all guidelines, shows how standards can be integrated into the development

process, and provides critical ways to improve CDC guidelines. This primer supplements the
information outlined in CDC Guidelines: Improving the Quality (1996). [2]
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GUIDELINES, POLICIES, AND OTHER CONSIDERATIONS

Developing guidelines entails making many front-end decisions that, in the end, will save time
and money. Early considerations about the need, evidence, and current methods for guideline
development can assist developers in clarifying terms, concepts, and principles early on in the
development process. We suggest guideline developers consider the following questions before
beginning development of guidelines:

What are public health guidelines?

What are the differences between guidelines and policies?

Is there a need for new guidelines?

What type of evidence is available?

Who develops guidelines?

Answers to these questions will guide decision-making at the onset of guideline development.
This section will remind developers of organizations that can be sources of technical knowledge,

methods, procedures, tool kits, and software.

Guidelines, Recommendations, and Guidance

Although the term “recommendations” may be used more narrowly to identify specific actions and
the term “guidelines” may be used more broadly to refer to the umbrella under which multiple
recommendations are provided, we use the terms guidelines and recommendations
interchangeably in this document. Typically, public health guidelines are developed by a group of
multidisciplinary stakeholders, use evidence from systematic reviews and expert judgment, and
include an assessment of benefits and harms. [3] Guidelines should be clear, valid, transparent,

reliable, and applicable. These terms are defined in Section 10.

Although the term “guidance” is sometimes used to indicate a “less-direct type of advice,”
guidelines authors should be aware that the term “guidance document” is used by regulatory
agencies for specific types of documents and that the Office of Management and Budget (OMB)
has issued policies and procedures for developing guidance documents. [4] Therefore, be aware
that the use of the term “guidance” could lead to confusion with regulatory guidance documents,

and consider using other terms.
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Types of Guidelines

Guidelines cover the full range of public health areas represented at CDC. Guidelines may be
developed across the 10 essential public health services. [5] For example, guidelines might be
developed for monitoring health status, mobilizing community partnerships, selecting and
implementing programs and policies, and evaluating health services. The target audience can be
wide and varied, including, for example, clinicians, public health professionals, or policy makers.
The evidence base for guidelines may be robust or sparse. Sometimes CDC must develop
guidelines when evidence is lacking. In such cases, guidelines can be developed based on
expert judgment and historical knowledge about the intervention in similar or different settings.
Expert judgment may be based on experience and observations and on extrapolation of

evidence from different settings or similar interventions.

When guidelines on a specific topic are first developed, they may be called “initial” guidelines.
Initial guidelines may be limited in scope. For example, a guideline might focus on recognition
and initial assessment and less on differential diagnosis, management, or treatment issues after
diagnosis. The guideline to recognize and assess early Alzheimer’s disease produced by the

Agency for Health Care Research and Quality (AHRQ) is an example of an initial guideline. [6]

“Comprehensive” or final guidelines (also called “full guidelines” by WHO) [1] are broader in
scope and are developed by a wide range of stakeholders, usually with participation from several
agencies, academia, nongovernmental organizations, and communities. Such guidelines provide
full consideration of a disease, condition, environmental emergency, or natural disaster.
Comprehensive guidelines usually include many aspects related to the disease or condition
including surveillance, detection, control, treatment, and prevention. An example of
comprehensive guidelines is the Guidelines for Foodborne Disease Outhreak Response,
published by the Council to Improve Foodborne Outbreak Response. [7]

“Interim” guidelines are those developed in response to emergencies or to rapid increases in
cases of a disease or condition. These guidelines are labeled “interim” to clarify that such
guidelines were developed using less thorough processes or were based on tentative or

emerging data. WHO refers to such guidelines as “rapid” guidelines and their development



2.3.

period may vary between a few weeks and a couple of months. [1] An example of an interim
guideline is the CDC guideline for the use of face masks and respirators during an influenza

pandemic. [8] Initial and interim guidelines are often updated when new evidence is available.

“Supplemental” guidelines update topics considered in previous guidelines or cover new topics.
These guidelines—which may be initial, interim, or comprehensive—supplement previous
guidelines with new or revised information. Examples of supplemental guidelines are the CDC

updated guidelines for management of occupational exposures to HIV. [9]

Guidelines and Policies

Guidelines, unlike some types of policies, are not mandatory. In health care and public health,
guidelines are not meant to enforce but rather to recommend programs or practices based on the
best evidence available. Often, however, CDC and others’ guidelines become “the standards of
practice,” unintentionally acquiring the force of policy. The adoption of a set of guidelines can
affect an entire organization. Whatever the organization (for-profits, nonprofits, public health
departments, or federal government agencies), guidelines provide information for decision-

making. Implementation of guidelines might improve organization effectiveness and efficiency.

Policies, on the other hand, are laws, regulations, procedures, administrative actions, incentives,
disincentives (e.g. taxes, fines, fees, or other pecuniary or non-pecuniary penalties) or voluntary
practices of government and other institutions. Many policies are enforceable and their
implementation is frequently reflected in resource allocations. Policies also can be maps of
actions that guide an organization or group in decision-making. Policies frequently address the
impacts of decision-making on population health, the society, the economy, and the environment.
Mandatory policies are similar to executive orders or decrees. [10] Occasionally, policy making
follows the issuing of guidelines. When this occurs, the policies function like road maps and are
essential to implementing the guidelines.

Increasingly, policies are being used as tools to improve public health efforts. Although
guidelines typically support programmatic interventions or health practices, guidelines can also

aid the use of policy to improve public health efforts (e.g., guidelines for policies on nutrition
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standards for food in schools; guidelines for policy on alcohol-impaired driving such as ignition
interlocks, expanded use of sobriety checkpoints, and minimum drinking age).

Establishing the Need for New Guidelines
Guideline developers should make sure that new guidelines are needed before guideline
planning is started. Establishing the need for new guidelines entails assessing the public health
need for systematic advice and identifying the existence of current or past guidelines on the
same topic covering the same population and settings. This process also entails determining the
existence of guidelines that need to be updated because of new research findings. The following
questions may help guideline developers assess the need for new guidelines:
¢ Are guidelines needed to sufficiently address the public health threat under
consideration?
e Why are guidelines needed now?
o Are there new interventions that require new guidelines?
e Have there been changes in the disease or pattern of the disease?
e Have there been changes in the guideline audience?
e s there a new role for the CDC?
e |s there sufficient new evidence available to develop the guidelines?
e Are there current guidelines on the same topic published by other authorities that might
be used instead?
e If other guidelines exist, do they apply to the same target cohort, settings, and
demographics?
o Are there sufficient funding and resources available to support the planning,

development, and dissemination of these guidelines?

Use of Evidence in Guidelines

Guidelines should be developed using the best available evidence of effectiveness of pre-
selected outcomes. “Evidence” is knowledge gained from scientific research that is interpreted in
the context of public health practitioner experience, conditions of intervention implementation,

and experience of the population targeted. [11,12] When research evidence is available,
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systematic reviews can inform guideline development. Different types of research evidence exist
for inclusion in systematic reviews including evidence from randomized controlled trials,
observational studies (e.g., quasi-experimental and time-series studies), and qualitative studies.
Keep in mind, however, that guidelines extend beyond systematic reviews in important ways.

Although systematic reviews provide information about the scientific evidence behind an
intervention (“this works”), guideline developers combine this information with expert judgment,
information about harms and benefits, economic efficiency, and values and preferences to inform
public health or clinical practice in guideline form (“this should be done”). The quality and
strength of the evidence varies across areas of public health. Sometimes, practitioners in the
field are needed to provide key pieces of information that can't be culled from the empirical
literature. A practitioner perspective can be critical to understanding how interventions are carried

out and which populations are targeted.

Organizations That Develop Guidelines

Many organizations produce guidelines, develop databases of existing guidelines, or provide
methods, tools, and training for developing guidelines. Some organizations, such as the AHRQ
National Guidelines Clearinghouse, act as repositories of national guidelines. The clearinghouse
has registered 2,373 clinical practice guidelines to date, produced by 285 organizations. [13]
Other organizations, like the Cochrane Collaboration and Campbell Collaboration, also act as
repositories of their own accredited systematic reviews but also offer methods and electronic
tools for conducting systematic reviews by independent groups in academia or government.
[14,15] The Oxford Centre for Evidence-Based Medicine (CEBM) provides free support and
resources to doctors, clinicians, teachers, and others interested in learning more about evidence-
based medicine. CEBM conducts research and development on the barriers to and improvement
of the clinical practice of evidence. The center trains students and clinicians in evidence-based
medicine and trains trainers to teach others. The center also conducts research and
development in evidence-based medicine. [16]

Other organizations including WHO and institutions in the United Kingdom such as the National
Institute of Health and Clinical Excellence (NICE), and the Centre for Reviews and Dissemination



at the University of York (CRD) develop guidelines internally or under contract. [17,18] The
Canadian Medical Association provides a database of guidelines with a summary listing methods
and development processes. [19] In the United States, the U.S. Preventive Services Task Force
(USPSTF) and The Community Preventive Services Task Force (CPSTF) develop
recommendations under the umbrella authorities known as the Guide to Clinical Preventive
Services (Clinical Guide) and Guide to Community Preventive Services (Community Guide),
respectively. [20, 21] The Institute of Medicine (IOM) has published standards for developing
clinical practice guidelines. [22] CDC produces guidelines developed at the program level. Such
guidelines are often developed in consultation with field experts and are typically published in the
MMWR. [23] CDC also works with advisory committees that develop guidelines like the ACIP and
HICPAC. [24, 25]
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GUIDELINE DEVELOPMENT PLANNING

Guideline planning is critical to setting the stage for methods, processes, and procedures used
during the development phase. Early planning will make the development process more fluid and
the end product more transparent. Planning activities include: a) identifying the audience, b)
identifying contributors and their roles, ¢) deciding on evidence and outcomes, d) developing the
guideline logic framework, e) planning for guideline dissemination, implementation, and

evaluation, and g) planning for guideline updates.

Identifying the Audience

Public health guidelines often have diverse audiences (e.g., practitioners, policy makers, health
care businesses, government agencies). Umbrella guidelines may try to balance information
needs for these audiences. Audiences can be identified by addressing the following questions:
e For whom are the guidelines or recommendations being developed?
e To whom are the guidelines and recommendations being addressed?

e To what extent are these guidelines going to assist them?

Companion or support materials may further distill and interpret guideline content for specific
audiences. For this reason, developers should distinguish between the actual guidelines and the
support materials that will reference the guidelines. Supporting materials might include training
materials, fact sheets, applications, pocket cards, algorithms, etc. Supporting materials differ
from actual guidelines and require various development and dissemination methods. Developers
therefore need to decide beforehand whether supporting materials will be part of the guideline

development process or they will be developed after the primary guideline document is complete.

Identifying Contributors and Their Roles

Major efforts to develop guidelines typically involve at least two distinct groups: a guideline
steering committee (GSC) and a technical development group (TDG). Other groups might be
needed, such as a dissemination group. Typically, the GSC will be comprised of CDC personnel.
The function of the GSC is overseeing the guideline development process. GSC functions have
been adapted from those proposed by NICE and might include: [17]



Select members of the TDG (see below)

Draft standard operating procedures for the TDG

Define the goals and elements of the proposed guidelines

Approve the methods to synthesize the evidence and develop the recommendations
Guide the TDG through the process of guideline development

Consider the evidence presented by the TDG

Make final decisions about recommendations

Consider recommendation drafts prepared by the TDG

Oversee editing and clearance of the guideline document

Ensure external review (vetting) of the guidelines

Approve the final version of the guidelines before sending it to CDC clearance
Ensure that the cleared guidelines are published

Work with the dissemination group to develop a distribution and translation plan

The TDG will include personnel familiar with evidence-gathering methods. Technical

development work may be conducted by in-house staff or outsourced. The technical

development team might be responsible for the following functions:

Determine the sources of evidence

Conduct a systematic search for evidence

Select and review the evidence

Summarize the evidence and specific outcomes

Assess the quality of the evidence

Present to the GSC the summary of the evidence

Provide the GSC with a preliminary assessment of the recommendations’ strength
Provide the GSC with a preliminary draft of recommendations to the GSC

Draft the guidelines with members of the GSC

Discuss and incorporate suggestions from external reviewers

Write the final version of the guidelines

10
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If the guidelines are being developed with the help of other authorities and task forces, members
of these groups might participate in the GSC and provide input during the development process.
Stakeholders may also participate in the development of the guidelines through the GSC.
Stakeholders are groups whose activities could be affected by implementation of the guidelines
or who have legitimate reasons for providing input. Inclusion of stakeholders in developing
guidelines will ensure that a) the right issues are identified and b) there is early buy-in and a
better chance for early adoption of the guidelines. Inclusion of liaison groups will ensure that
guidelines address the needs of the collaborating agencies and can increase adoption among
communities, patients, and individuals in at-risk groups. Liaison groups may include
representatives from affected populations, patients, or at-risk groups. Frequently, CDC
collaborates with international organizations or Ministers of Health in developing joint guidelines
and recommendations. For joint guideline documents, CDC developers should work with

collaborators to encourage the use of evidence-based frameworks in developing guidelines.

In developing a panel with outside members, whether they are stakeholders, liaisons, subject
matter experts or members of international organizations, one might unknowingly construct a
committee that is subject to the regulations of the Federal Advisory Committee Act (FACA).
FACA regulations define how federal advisory committees legally operate and ensure that advice
is objective and accessible to the public. FACA committees have fixed membership,
organizational structure, and comprise members other than full- or part-time employees. FACA
outlines requirements for developing a charter and membership, conducting public meetings,
issuing statements, using federal register announcements, keeping minutes, and documenting
decisions. [26] CDC guideline developers are encouraged to review regulations pertinent to the

development and use of federal advisory committees. [27]

Protecting Scientific Integrity by Minimizing the Influence of
Personal Interests

Users of guidelines and recommendations need to feel confident that those participating in the
development process were not unduly influenced by personal interests. Minimizing competing
interests among members of steering committees and technical groups improves guideline

acceptability, credibility, and scientific rigor. These interests might be financial, intellectual or

11



professional. [28] For example, competing financial interests might include research support,
stock holdings, or employment at organizations affected by the guidelines. Intellectual and
professional interests might include authorship of studies or provision of expert opinion publicly
or in testimony related to the guidelines topic.

Guidelines developers should assess whether participants’ interests might influence their
consideration of the scientific evidence or other factors that can influence the recommendations
under consideration. CDC guideline developers should make every effort to either eliminate or
manage financial, intellectual, or professional interests that compete with the goals of producing
an evidence-based guideline. Developers should disclose in the guideline document the
presence of financial, intellectual or professional interests. For example, a participant with a
competing interest might be excluded from participating in the development of the final
recommendation statement. The GSC might also choose to assign participants with competing
interests a limited role, perhaps by excluding them from developing or approving
recommendations. Participants should be chosen to balance interests in those cases where
competing interests cannot be eliminated because it is desirable to have a range of opinions
represented. For example, if a member of a systematic review team is the author of a study
included in the review, the Cochrane Collaboration requires the inclusion of other team members
who were not involved in the study in question. If employees of a pharmaceutical company or
medical device manufacturer are members of a team conducting a review on a product produced
by that company or manufacturer, extra effort should be made to make the review team
multidisciplinary. The majority of the team members should have no employment or financial
relationship to that particular company. Those with a direct financial interest in an intervention
may consider abstaining from becoming members of the review team conducting a systematic

review of that intervention. [14]

Special rules about conflicts of interest pertain to federal employees and “special government
employees” (in the case of federal advisory committees) who participate in the developing
guidelines. Federal employees and special government employees must abide by financial
conflict-of-interest laws and regulations (18 USC 208 and 5 CFR pt. 2635). [29, 30] Contractors
may have to follow pertinent contract language or other Procurement and Grants Office (PGO)

requirements. For information about how to handle conflicts of interest for federal employees,

12
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contact the Ethics Program Activity Office. [31] For information about how to handle conflicts of
interest for special government employees, contact the Federal Advisory Committee
Management Team in CDC’s Management Analysis and Services Office. [32]

Deciding on Evidence and Outcomes
Core issues in determining the types of evidence to use in the development of recommendations
hinges upon several considerations. Below are some considerations adapted from those
suggested by NICE [17]:

e What is the most appropriate type of evidence to answer the question?

e How can the most relevant evidence (published and unpublished) be identified?

e How can the quality and applicability of evidence be assessed?

e How can evidence from different kinds of research be synthesized?

e How can quantitative and qualitative data be combined?

Evidence-based approaches vary according to the sources used in gathering the evidence.
There are many sources of evidence. The following is a listing of some of the most commonly
used sources, combined or standing alone:

e Systematic reviews of research studies

e Meta-analyses of research studies

e Econometric analyses

e Decision analyses

e Review of published systematic reviews

e Review of published meta-analyses

e Nonsystematic review of research studies

e Expert judgments

Once the TDG decides on approaches to obtain the evidence, it needs to identify the outcomes
of interest. The identification of outcomes is topic specific. Qutcomes can be prioritized, rated by
the TDG, and presented to the GSC for review. [3] Logic frameworks can be used to depict the
links between the health problem and the interventions and between the interventions and

outcomes of interest.

13
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Developing the Logic Framework
Logic frameworks (also known as conceptual or analytical frameworks) guide the assessment of
an intervention’s effectiveness for which guidelines are being developed. The logic framework
may have a written format or be represented by a flow chart, algorithm, concept map, decision
tree, or graphic. The logic framework illustrates the chain of cause and effect that links the
interventions or health practices whose effectiveness are being assessed to the desirable health
outcomes in a defined individual or population. The logic framework helps potential guideline
users understand when the supporting rationale is based on empirical evidence, theory, expert
judgment, conventional standards of practice, or other potential sources of influence. [33] The
logic framework is an effective conceptual tool for planning, conducting, and communicating
results of the guideline development process to potential users. It provides a roadmap for
guideline users and helps to maintain procedural discipline among guideline developers by
increasing objectivity and completeness of the literature searches, reducing bias in the bodies of
evidence, and increasing reliability of the systematic reviews. Logic frameworks are often
developed based on the Participants, Interventions, Comparators, and Outcomes (PICO)
approach. [14] Frameworks assist in addressing the following questions:
e What interventions or professional practices are to be included in the guideline?
e Which health outcomes (ultimate or intermediate) are expected effects of the
intervention?
e What types of evidence of effectiveness of the interventions are being considered?
o How will the quality, quantity, and relevance of the evidence of effectiveness be
assessed?
e How will the strength of evidence of effectiveness and the strength of recommendation
be related?
e What assumptions about causal relationships of interventions and health outcomes will
be accepted without direct scientific proof?
e What form of exposition (narrative or graphic—flow chart, influence diagram, decision

tree, or clinical algorithm) is most appropriate for describing the logic framework?

14



The logic framework also helps guideline developers compose a persuasive supporting rationale
for the interventions included in the guidelines. The logic framework links the interventions under
consideration with the estimated effect, benefits, and harms. We recommend the inclusion of the
logic framework in graphic format in the published version of the document. For examples of
logic frameworks included in published recommendations, see the publications of the Community
Guide. [34, 39]

Planning for Dissemination, Implementation, and Evaluation
At this point in the development process, the GSC needs to decide whether the dissemination
and translation of the guidelines will be done using “in-house” personnel or contractors. Those
responsible for disseminating and translating the guidelines need to develop a plan that includes
the following:

e Target audiences

e Venues (hard copies or electronic)

e Peer-reviewed journals targeted

e Professional organizations targeted

e Development of focus groups (quantity, audiences, etc.)

¢ Different formats according to audience needs

e Activities and respective leads

e Possible training needs

e Timetable

e Resource needs and costs

e Use of plain language and audience-appropriate visuals that match the text

¢ Need for translation of information into languages other than English

If the GSC decides that electronic dissemination is the best option, the dissemination and
translation group needs to determine the facilitators and barriers for the dissemination and
identify the public’s needs for evidence-based scientific information on the Internet. If the
guidelines will be posted online, some organizations recommend developing online tools to

evaluate the website.
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Implementation and impact evaluation of guidelines are not covered in detail in this primer.
However, and because implementation and impact evaluation may influence the development of
the guidelines, we encourage developers to consider during the planning phase the main issues
that may arise after the release of the guidelines. A systematic review of the effectiveness of
various interventions designed to assist in the implementation of research findings conducted by
Bero et al in 1998 found that reminders alone or combined with audit and feedback, local
consensus processes, and marketing and interactive training were best suited for consistently
effective interventions. Audit and feedback alone, local leaders (such as practitioners), local
consensus processes and patient-mediated interventions aimed at changing the behavior of
health care providers were best suited for interventions of variable effectiveness. Educational

materials and educational meetings were best suited for interventions with little or not effect. [36]

The use of specific strategies to implement research-based guidelines and recommendations
seems to be necessary to ensure that practices change. The most successful are intensive
efforts to alter practice. Bero et al contend the choice of intervention should be guided by the
evidence on the effectiveness of dissemination and implementation strategies, the characteristics
of the message, the recognition of external barriers to change, and the preparedness of

practitioners to change. [36]

Another activity in the entire cycle of guideline planning, production, dissemination and
implementation is the evaluation of impact. Impact evaluation methods are not explored in detail
in this primer. However, like in the case of dissemination and implementation, developers need to
keep in mind that the initial planning for impact evaluation may affect the development of the
guidelines. Impact research in developing countries shows that several factors increase the
impact of practice guidelines like involvement of the end-users in developing, launching, and
introducing the guidelines; multiple training modalities; providing feedback to prescribers on their
prescription practices in relation to guidelines; and effective monitoring and supervision. [37] The
main elements in evaluating the impact of guidelines and recommendations follow:

e Assessing awareness

e Assessing uptake

e Assessing health impact

e Assessing other impact (e.g., economic, social, environmental)
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3.6

Planning for Updates

We recommend the planning phase address dates and formats for updating the guidelines. As
for dates, guideline developers may choose to indicate a specific time frame for retiring the
guidelines— either because new knowledge becomes available or technological advances render
the existing guidelines obsolete. Guideline developers may also elect to indicate a time frame for
updating the guidelines, either as a one-time event or periodically. As for format, guideline
developers may choose to indicate that guidelines will be updated in their entirety or on specific
sections. In that case, guideline developers may opt for publishing updates in summary and
appendix form. Indicating retiring dates and publication formats for subsequent updated
guidelines will make users prone to seeking updates and decrease the probability that

practitioners will continue using out-of-date information or practices.
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4.1.

4.1.1.

DEVELOPING GUIDELINES AND RECOMMENDATIONS

Developing guidelines encompasses diverse processes and activities. This section mainly
discusses processes for guidelines and recommendations based on evidence obtained from
systematic reviews. The main processes involved in systematic reviews are 1) gathering the
evidence, 2) abstracting and assessing the evidence, 3) summarizing findings, and 4)
interpreting the evidence to develop the recommendations. Activities within each of the main
classifications are included and explained below. If other sources of evidence are used, like
expert judgment or surveillance data, the methods used to collect and assess the evidence need
to be described in detail in the guideline document. Obtaining evidence in the absence of data is
covered briefly in section 4.5. Descriptions of methods to gather information from other sources,

including expert opinion, can be found in the literature. [38, 39]

Gathering the Evidence

Once decisions are made on the type of evidence, sources for that evidence, and outcomes of
interest, the next step of conducting a systematic review is gathering the evidence. The main
activities included in gathering the evidence are 1) developing a search protocol and inclusion
criteria, 2) conducting a literature search, and 3) selecting the relevant literature according to the

pre-determined criteria.

Developing the Search Protocol
Developing the search protocol involves determining where and how to look for evidence. The
following are examples of sources of evidence:

e Electronic and manual searches of published literature (peer or non-peer reviewed)

e Electronic and manual searches of unpublished literature (e.qg., reports, proceedings)

e Searches of published or unpublished surveillance data

Studies included in the search can be guided by the public health question of interest. Search
protocols describe the selection of search terms (i.e., keywords), the sources and databases
used for the search, the earliest date from which studies will be sought, and the inclusion criteria

for those studies that will form the body of literature selected for screening. The search criteria
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4.1.2.

may include language, human subject participation, or domain areas like study design (e.g.,
experimental, observational, qualitative, economic) or setting. There are public knowledge
domains such as immunization practices, communicable diseases, disaster control and
emergency services, and environmental health. There are also geographical or setting domains
such as community, schools, and health care centers. There are target population domains such
as those from country, state, city, and community. There are also target population domains such
as patients, employees, clients, females, males, etc. And finally there are age domains like
infants, teenagers, adults, elder adults, etc. For details, consult the method sections of various

authorities on systematic reviews. [1, 14-21]

Conducting the Literature Search

The search is guided by the search protocol. The types of databases listed in the search protocol
will depend greatly on the topic. Most searches, however, include readily available databases.
The development of search terms and the locating of topic-specific databases can pose
challenges, which can be mitigated by consulting those who are more experienced in the
discipline. CDC's Library Services staff provides assistance when formulating and conducting
literature searches. Different search platforms may yield different results, especially for recent
data. For example, a search of OVID for search term “X” may yield a slightly different citation list

than a search of PubMed for the same search term.

The following databases, accessible via CDC'’s Library Services, are the most commonly used
for systematic literature reviews: [40]

e PubMed

e Medline (OVID)

e Web of Knowledge

e PsycINFO

e Cochrane Library

e Campbell Library

e Embase

o CINAHL

e Education Resources Information Center (ERIC)
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4.1.3.

4.2,

e CAB Direct

e EconLit

If the body of evidence includes systematic reviews conducted by others, we recommend
searching the following databases: AHRQ National Guidelines Clearinghouse, Cochrane
Collaboration, Campbell Collaboration, CEBM, NICE, CRD, Clinical Guide, and Community
Guide.[13-21]

Selecting Relevant Literature

The selection of relevant literature involves screening the search output according to the pre-
determined inclusion criteria. Those studies that meet the inclusion criteria are selected using a
two-stage screening approach:

o Titles and abstracts are screened independently by two reviewers

e Full papers are screened independently by two reviewers

Any difference of opinion should be resolved between the two reviewers or with the help of a
third reviewer under the guidance of the technical lead. The selection process needs to be fully
documented. Flow charts may be used to illustrate the inclusion and exclusion process. Software
programs can be used to manage search results, but the use of software for this purpose should

be explained in the final report.

Abstracting and Assessing the Evidence

To ensure consistency, reduce bias, and improve validity and reliability, some organizations have
developed standardized procedures to abstract and assess the evidence. Most of these tools are
published online. For details on these instruments, consult the procedures of the Cochrane
Collaboration [14] and the Clinical Guide or the Community Guide. [20, 21] Evidence from new
systematic reviews can be presented along with evidence from existing systematic reviews,
meta-analyses, or review of meta-analyses. Developers need to keep in mind that the use of

evidence from existing systematic reviews follows different criteria than the use of evidence from
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systematic reviews of single studies. For a critical assessment of existing systematic reviews,
consult the CEMB. [16]

4.2.1. Assessing Evidence Quality
Evidence quality is defined as the extent to which one can be confident that an estimate of effect
or association is real. [16] Assessing evidence quality is important, as it is one of the factors that
affect the strength of the recommendation. Methods chosen to assess evidence quality will likely
be determined by the evidence-based approach selected for guideline development. These
methods vary among guideline authorities like the ones developed by the Clinical Guide,
Community Guide, and the Grading of Recommendations Assessment, Development and
Evaluation (GRADE) authorities. [20, 41, 42]

Evidence quality assessment usually occurs in two phases: assessing individual study quality
(often addressed in part by using study inclusion and exclusion criteria, as discussed in Section
4.1.1), and assessing the quality of the body of evidence. Determining the quality of the body of
evidence may include assessing study designs and their limitations, as well as assessing internal
validity, generalizability, consistency of results, effect size, confidence intervals, and applicability

of the evidence to the target population and setting.

For example, the Clinical Guide appraises evidence quality on the factors noted above and rates
the overall certainty regarding the quality of the full body of evidence as high, moderate, or low.
To illustrate, high-quality evidence generally includes consistent results from well-designed, well-
conducted studies in representative primary care populations that assess the effects of the
preventive service on health outcomes; the conclusion is therefore unlikely to be strongly
affected by the results of future studies. In contrast, low-quality evidence signals that the
evidence is insufficient to assess effects on health outcomes because of a limited number of
studies, flaws in design, gaps in the chain of evidence, etc. The Clinical Guide uses evidence
quality to estimate the expected magnitude of benefits, harms, and net benefits (benefits minus
harms) that would result from widespread implementation of the preventive service. An indication
of evidence certainty is provided within the recommendation statement. More detailed

information on how the
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Clinical Guide rates evidence quality and develops recommendation statements can be found on
its website. [20]

Similarly, the Community Guide rates the quality of individual studies based on potential threats
to internal validity, such as description of the intervention implementation and potential for biases
in sampling, measurement, analysis, recruitment, and interpretation of results. [41] After
individual study quality is assessed, the quality of the full body of evidence is characterized
based on execution of the study designs, design suitability, number of studies, consistency of the
results, and whether expert judgment was used or not. Final categories of evidence quality

include “strong,” “sufficient,” “insufficient,” or “based on expert opinion.” Evidence quality directly
relates to the Community Guide recommendation statements. For example, when the evidence is
strong, the intervention is recommended based on strong evidence of effectiveness; when there
is insufficient evidence, it is determined that available studies do not provide sufficient evidence

to determine the effectiveness of the intervention.

An alternate approach to rating evidence quality comes from the GRADE Working Group. [42]
This approach ranks evidence quality on several factors including study design, limitation of the
studies in execution and analyses, consistency of results across studies, applicability of the
evidence to the populations and settings proposed for the intervention, and precision in the
estimate of effect. [43] Study design is the first step for rating evidence quality. Studies are
broadly classified into either randomized controlled trials (RCTs) or observational. Observational
studies include time-series, cohort studies, case-control studies, case series, and case reports.
Studies are given a numerical quality rating based on their design (e.g., a rating of “1” for RCTs,
a rating of “3” for observational studies.) This numerical quality rating can be rated down based
on risk of bias (i.e., study limitations that threaten internal validity), publication bias, imprecision,
inconsistency, or indirectness. The quality rating can be rated up based on the effect size, dose-
response relationship, or if plausible confounders would have reduced a demonstrated effect.
Based on a review of the evidence quality for all the studies, the full body of evidence is given a
rating of either high (very confident that the true effect lies close to that of the estimate of the
effect), moderate (moderate confidence in the effect estimate), low (limited confidence in the

effect estimate), or very low (very little confidence in the effect estimate). [44] A notable
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4.3.

characteristic of the GRADE approach is the separation of the rating of evidence quality from the
process by which the recommendation is determined. That is, evidence quality does not always
equate with the strength of the recommendation. Although high-quality evidence usually leads to
a strong recommendation, this is not always the case. On the other hand, low-quality evidence
can sometimes lead to strong recommendations depending on factors such as values,
preferences, and costs. For information on how evidence quality ratings inform

recommendations, see Section 4.4.

Summarizing Findings

The types of studies reviewed, methods used to summarize the evidence, and available statistics
will determine the best ways for depicting the results. The summary of findings typically includes
a narrative description of the findings along with tables or graphics depicting the outcomes of
interest. Typically, findings from quantitative studies are presented in summary tables that
describe the characteristics of included studies, sample sizes, measures of prevalence or health
burden, effect sizes, and confidence intervals. Figures such as forest plots of effect size or risk of
bias plots can be used to display the data. In addition to data that speaks to effectiveness of a
particular public health strategy, developers should consider summarizing data on feasibility,
economic efficiency, acceptability, risks, and unintended consequences in narrative or graphic

form.

Findings from qualitative studies that are included in the body of evidence should also be
reported in text, table, or graphic form. Qualitative data might be reported within intervention
studies and address questions related to the effectiveness of a public health intervention (e.g., to
understand intervention feasibility and appropriateness; heterogeneity of findings; and values,
preferences, and experiences of practitioners and intervention recipients). Qualitative data might
also be collected directly by guideline developers through interviews with researchers or
practitioners in the field. Also, qualitative data may be obtained among others from program
evaluations, gray literature, opinion polls, and policy analyses. Systematic review authorities and
academia have developed frameworks and tools for synthesizing qualitative data. [14]

Regardless of the methods used, or whether the data are coded from existing research studies
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or collected directly by guideline developers, the approach to summarizing the findings should be
as transparent as possible. Formats may vary, as long as appropriate findings are summarized
thoroughly in the guideline document. [45, 46]

Interpreting Evidence and Developing Recommendations
Developing evidence-based recommendations involves inductive reasoning when it is derived
from evidence, deductive reasoning when it is drawn from theory or methodological principles,
and inferential reasoning when it involves moving from certainty to uncertainty about what would
happen if the recommendation is implemented. [36] Even in those instances when logic
frameworks and systematic processes are followed, interpreting and translating evidence to
recommendations can be surprisingly difficult. Developing recommendations is influenced by
value judgments, policy considerations, and assumptions about a variety of factors, even after a
careful review of the evidence. For example, a group that is concerned with feasibility
considerations may come to a different set of recommendations than a group that is focused
more narrowly on health outcomes, even if both groups are working from the same body of
evidence. When considering the same body of evidence, a single specialty group may reach
different conclusions than a multidisciplinary group in those cases where the specialty group is
biased in favor of implementing interventions in which it has vested interest. Recommendations
with higher validity may be produced using multidisciplinary groups where individual biases might

be better balanced.

The GRADE approach takes these factors into account when determining the direction and
strength of recommendations. Recommendations are developed taking into account: 1) quality of
the evidence (determined when assessing the results of the systematic review), 2) benefits vs.
harms (by examining the health outcomes and legal and ethical considerations), 3) values and
preferences of the target audience, and 4) resources (cost implications including feasibility and
infrastructure requirements as well as cost-effectiveness analysis). By reviewing these four
factors, the TDG determines the direction (i.e., for or against) and the strength (i.e., strong or
weak/conditional) of the recommendation. It is important that factors used to develop the
recommendation be explicitly recognized and reported.
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The usefulness of recommendations might be enhanced when they possess the following
characteristics, adapted from those provided by NICE: [17]

e Are informed by the most appropriate and available evidence

e Are set within a framework that acknowledges a range of social judgment

e Take into account relevant theories of public health and behavioral change

¢ Reflect the views and experiences of both those being advised to take action and the

people who might be affected by that action
e Areclear

e Are practical

Furthermore, developing guidelines includes considering all sources of evidence, including
comments from committee discussions and expert judgment. It is important that the processes

used for incorporating expert judgment be deliberately considered and be as explicit as possible.

Developing Guidelines with Limited Data

On occasion, the rigorous research and findings needed for inclusion in the body of evidence are
either lacking or limited. In such cases, guidelines may be based on indirect evidence,
practitioner experience, and contextual knowledge. Guidelines based on empirical and contextual
knowledge are likely more susceptible to bias and self-interest than guidelines based on direct
research evidence. Therefore, the methods used to collect and assess information from
experiential and contextual knowledge need to be made as explicit as possible.

The complete lack of evidence on a public health intervention, action, or practice is rare. Most
often, the information collected to assess public health burden (e.g., from surveillance data), the
preferences of practitioners and communities (e.g., from expert opinion or solicitation of patient
experience), and the context within which a public health practice is implemented (e.g., from
case reports) may be accessed indirectly through the gray literature or drawn from expert
opinion. Developers need to report on the nature and source of the evidence when that evidence
was obtained from indirect sources. Developers also need to establish clear links between the
indirect evidence and the public health problem addressed by the guidelines. Developers can
use logic models to highlight how the pieces of evidence link to inform the recommendations.

25



When this evidence is synthesized relying heavily on expert opinion, the best methods for
identifying experts (or documents based on expert judgment) and developing consensus opinion
statements need to be used and reported. Minimizing bias is essential when obtaining expert
opinion and can be accomplished by selecting appropriate methods to gather and interpret the
information (e.g., through structured consensus methods such as the Delphi method, nominal
group process, or the Glaser method). [38, 39]
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ECONOMIC CONSIDERATIONS

The ways economic information is considered and incorporated in guidelines vary among
guideline authorities. In the Community Guide for example, the CPSTF reviews the economic
efficiency of interventions that it recommends based on strong or sufficient evidence of
effectiveness. According to S. Chattopadhyay (personal communication, April 13, 2012),
economic evidence is commonly incorporated in the rationale statement of the Task Force
findings. However, for interventions that are particularly expensive to implement, such as using
home visits to increase vaccination coverage for children or closing schools to control an
influenza pandemic, the economic information is also noted in the recommendation statement of
the Task Force’s findings. When NICE develops recommendations, both clinical effectiveness
and cost effectiveness are discussed. If there is strong evidence that one clinical strategy is both
more effective and less costly, clearly this strategy is recommended for the target population.
However, when one strategy is more effective but also more costly, then the magnitude of the
cost-effectiveness measure is compared to the threshold used by NICE (see below). [47] The
GRADE approach considers cost as one of the factors to be considered in the development of

the recommendations. [44]

One of the main concerns when considering economic information is that resources be chosen to
obtain the greatest health improvement or, in other words, whether the intervention is efficient in
economic terms. Economic efficiency influences the selection of an intervention, and this
selection in turn affects the combination and quantity of resources used in implementing the
intervention. Economic efficiency is informed by several economic measures. The most widely
used in public health are measures such as cost-effectiveness, cost benefit, cost utility, and to a
lesser extent, return on investment. The following considerations may be helpful when
considering the magnitudes of economic measures for the development of recommendations:
e The recommended level for the cost of an intervention depends on the available budget
and on how much money managers are willing to spend in the intervention
e The recommended level for cost-effectiveness ratios is set by convention and depends
on what managers consider an affordable cost per outcome
e The recommended level for cost-utility ratios varies among countries and organizations
0 The ratio used by NICE is £20,000 to £30,000 per quality adjusted life year (QALY).

27



0 The ratio used in the United States varies between $50,000 and $100,000 per
QALY.

o The amount recommended by WHO is 1 to 3 times the per capita gross domestic
product (GDP).

e Intheory, a project is accepted if the net present value from a cost-benefit analysis is
larger than 0 where the benefits are larger than the costs; however, in those cases
where health interventions are not cost saving, managers must decide what level of cost
per dollar of benefit is acceptable given current resources.

e The recommended level for return on investment in financial terms is a positive return
per unit of investment; that is, a positive ratio from dividing positive benefits by positive
investments. A positive ratio is mathematically feasible by dividing negative benefits by
negative investments. However, this is not conceptually feasible because there is no

such thing as a “negative investment”.

By summarizing and interpreting economic studies, systematic reviews make economic information useful
and accessible to guideline users. Economic data from systematic reviews facilitates the process of using
limited resources in implementing interventions that contribute to making the greatest possible
improvement in population health. For information on methods for conducting systematic reviews of
economic evaluations, consult Carande-Kulis et al (2000) and the online methods section of the Community
Guide. [48,49] For standardized methods of economic evaluation and their application to public health,
consult the online CDC course Economic Evaluation of Public Health Preparedness and Response Efforts.
[50]
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WRITING THE GUIDELINES

Guideline documents introduce recommendations to the public health community, describe
the evidence supporting the recommendations and explain the process used to move from
the evidence to the recommendations. In other words, when guidelines work groups start the
writing process, a shift is needed from focusing on the scientific evidence to communicating
the recommendations in a way that is most likely to influence practice. Additionally, the
communication styles often used in scientific publications are not necessarily appropriate for
guidelines documents. The authors of guidelines will need to carefully consider the needs of
the target audience and adjust the format of the document and the communication strategy
accordingly. The federal Plain Writing Act requires new or substantially revised documents
for the public to be written in plain language. In general, a plain writing style that follows the
federal language guidelines will make the information understandable for most readers,
particularly for those who do not have technical knowledge of the subject matter. [51]

Identifying the Level of Detail

A major choice when developing the guidelines document is its level of detail. Although some
guideline users may want a full and detailed description of the evidence synthesis process and
background data, others may prefer a shorter format that focuses on the recommendations. A
longer format can provide a wide range of information needed for multiple audiences
(practitioners, policy makers, researchers, etc.) in a single document, but with the downside that

user-specific information might be harder to find.

Because the document may have multiple audiences, the authors might consider developing
multiple versions instead of a single document for everyone. For example, full guidelines
may be developed for publication in the MMWR, a reduced version for publication in a peer-
reviewed journal, a short synopsis for the practitioner, and a fact sheet for the public. A
common approach is to publish a concise set of guidelines for practitioners, accompanied by
a more comprehensive treatment of the science that can be published separately (or posted
on the Web). Hybrid approaches, such as formats that combine a concise presentation of the

guidelines along with a brief summary of the scientific evidence, can also be used. This
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combined approach makes important evidence available to those who want to dig a little
deeper than just the bare-bones guidelines.

Describing the Audience

The document needs to state: a) who will use the information, b) in what format, and c) how they
will use it. Authors need to ensure that the communication style and technical levels are
appropriate for the readers and that their needs are being met. Answering the following questions

may ease the writing of the guidelines:

e What population (age, gender, race and ethnicity, socioeconomic status) and setting
(state or local health agency, community, home, workplace, hospital, ambulatory clinic)
will the guidelines target?

e Who are the guideline users (public, public health professional, advocate, or clinician)?

¢ Whose knowledge, practices, behavior, or decisions will the guidelines attempt to
address?

e What health measurement, outcome, or condition (risk factor, prevalence, morbidity,
mortality, quality of life, healthy, at-risk and asymptomatic, symptomatic, diseased) will
the guidelines target for improvement?

o What intervention, public health service, or provider practice will the guidelines target to

implement or improve?

The following questions may help the authors adjust the style and content to the target
audience:
e What kind of background information and evidence will the audience need?
e What information will be needed to determine when the guidelines do and do not apply?
¢ What information and resources will the readers need to implement the guidelines?
o Wil the audience be largely receptive to the guidelines, or will some readers be skeptical

and need more rationale to support the recommendations?
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6.3.

6.3.1.

Providing a Methods Section
The methods section should provide readers with sufficient understanding of the processes
leading to development of the guidelines, enabling them to judge the guidelines’ quality,
strengths, weaknesses, and limitations. Often, a methods section does not get much
attention when guidelines documents are being developed. Sometimes a methods section is
added as an afterthought, if at all. However, a well-crafted methods section establishes trust
with the reader. Through the methods section, the reader gains an appreciation for the rigor
and limitations of the guidelines development process. At a minimum, the methods section
should state the following:

¢ the evidence sources

e what evidence was (and was not) considered

e who participated in the synthesis

e how evidence was summarized

e how effect size of selected outcomes was reported

e how evidence quality was assessed

e how the evidence led to the recommendations

e how the strength of the recommendations was assessed

e how evidence gaps were treated

More detail on each of these elements is provided below.

Describing the Evidence

The methods section should briefly summarize the evidence domains considered and how
the evidence was identified. The methods section should indicate the analytic framework and
the specific review approach used to obtain the evidence. The method used to obtain the
evidence should be described (e.g., systematic review) and justified. The search protocol,
including search terms (e.g., keywords), sources used (e.g., databases, journals,
repositories), and inclusion criteria (e.g., language, study type, human subjects inclusion,
time frames, population) should be described. The criteria used to select the final evidence

for developing the guidelines (e.g., study design, population, intervention, outcomes) should
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6.3.2.

6.3.3.

be detailed and justified. How evidence was coded and synthesized should be described
(e.g., how data were extracted from studies; how data were synthesized, such as through
use of effect measures; whether data were combined through meta-analysis; how
heterogeneity in effects was explored). The method used to assess evidence quality should
be described.

Describing Relevant Evidence That Was Not Considered

Often, some evidence domains could be viewed as relevant but are not considered. For
example, evidence may be excluded if it is not in English, not in the peer-reviewed literature,
outside certain disciplines, etc. Excluded domains should be mentioned along with the
rationale for why the evidence was not considered. Writers also might want to note topics
that were not included (e.g., not addressing issues in pregnant women, in non-adults, a

particular period for a birth cohort) and why these groups were not included.

Describing Partners Who Participated in the Guideline
Development Process

Guidelines are developed by people, and knowing who participated may be just as important
to the reader as knowing what evidence was considered. Answering the “who” question is a
crucial component of all methods sections and is especially important for guidelines that rely
upon expert opinion. The document should indicate who participated, how they were
selected, their expertise, and disciplines represented. The document should list the
professional organizations from which participants were solicited. It should also state
whether the work group was composed of or worked under one of CDC’s official advisory
committees. The document should specify the participants’ roles (e.g., authors, advisors,
reviewers) distinguishing between participants who approved the final recommendations and
those who provided review or input. Finally, authors need to make sure the document
specifies how competing interests (e.g., financial, intellectual, professional) among
participants were identified, disclosed, and handled (e.g., through recusal from evidence

synthesis, deciding on the final recommendation statements).
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6.3.4. Describing How the Evidence Led to the Recommendations

A good methods section describes how the evidence led to the recommendations.
Frequently, this section is the most difficult to write. One challenge is that virtually all
guidelines include some measure of expert opinion or judgment. Concisely explaining the
rationale used by a panel of experts can be difficult, especially when the evidence base for
the recommendation is sparse or a clear effect is not evident. But even for recommendations
based on solid evidence, judgment calls will be made, which adds to the difficulty in
developing a simple explanation for how the evidence led to the recommendation.

The document should explain how the evidence was weighted, how evidence quality was
judged, what evidence was considered more (or less) compelling, and how the strength of
the evidence was determined. If information was obtained from expert opinion, the processes
used (e.g., Delphi process, focus groups, questionnaires) should be described. The
document also needs to include the processes used to reach agreement, such as informal
consensus, formal consensus, or voting. Most guideline development efforts use a

combination of processes.

Those groups that have used formal evidence-based frameworks for developing guidelines
will likely find it easier to describe the links between the evidence and the recommendations.
However, even for guidelines that are largely based on expert opinion, the authors should
avoid simply stating that experts reviewed the available materials and made
recommendations. Invariably, some level of evidence and rationale exists even for guidelines
based on expert opinion, and the authors should provide as much of the rationale as
possible. Throughout the process, the authors should record major and possible subjective
decisions made and the rationale and assumptions contributing to the decisions, as well as
other alternatives considered. These records will enable the authors to accurately describe
the suggested details in the methods section. Note that this point should be considered while
the experts are still deliberating the recommendations because the rationale may be more
difficult to reconstruct after the expert panel has been disbanded.
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6.4.

If economic efficiency measures were presented as part of the evidence, the authors need to
explain how any of this evidence was used. Most of the time, this evidence is not included in
the decision criteria that translates the evidence into recommendations; instead, this
evidence is presented as supplemental information. If this evidence was discussed before
consensus on the recommendations was reached, the authors need to explain whether the
evidence (or lack thereof) of economic efficiency influenced the recommendation. Economic

efficiency is covered in detail in Section 5.

Describing How Evidence Gaps Were Treated

It is rare for guidelines to lack even a few gaps in the evidence. Guidelines authors should be
prepared to explain how these evidence gaps were addressed. Guidelines documents
sometimes include statements that evidence gaps were bridged by expert opinion.
Whenever possible, guidelines authors should explain what approaches were used by the
experts to bridge the gaps, how incomplete evidence was treated, who made the judgment
calls, and what assumptions were in play. For example, some guidelines panels may
withhold recommendations when conclusive evidence is lacking, whereas others may follow
a more precautionary approach and develop a recommendation even when evidence is
scarce (unless there is evidence that the measures are harmful). Or, when evidence is
lacking and as long as risks are minimal, guidelines panels may default to current
established guidelines or practices. Regardless of the approach, the methods section should
give readers sufficient information to understand the major gaps in evidence and to decide
whether they agree with how these gaps were treated. The manner in which evidence gaps
are treated can impede trust with the target audience. Glossing over evidence gaps may
damage the credibility of the guidelines.

Writing Guidelines for Maximum Impact on Policy and Practice
For guidelines to have maximum impact on policy and practice, the writing needs to be clear,
and in plain language when possible. Authors should use technically specific language only
when needed for clarity. User-friendly formats such as tables, flow formats and

recommendation boxes should be considered. Sometimes the key recommendations are lost
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within lengthy, technical guidelines documents that leave readers with a lack of clarity about
what should be done and how.

Guidelines might be consulted more often if the recommendations are stated clearly and
address WHO should do WHAT to WHOM, UNDER WHAT CIRCUMSTANCES, HOW, and
WHY. Newly developed software is now becoming available to assist guidelines developers
in crafting recommendation statements in this format. [52, 53] In addition, the Conference on
Guideline Standardization has developed a checklist for reporting practice guidelines that

can serve as a helpful resource. [54]

Of critical importance is clearly describing the methods used to synthesize and rate the
quality of the evidence. Practitioners may be more likely to follow guidelines when the
evidence base is strong and the recommendations are easy to understand. [55, 56] One
international research study suggests that practitioners are more likely to change their
decisions about practices when clear descriptions of evidence quality and strength of
recommendations are provided, particularly through use of the GRADE approach. [57]
Practitioners also value discussion of factors that might affect the implementation of the
recommended intervention or practice such as feasibility, reach, resource requirements, and

acceptability.
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7.1.

EXTERNAL REVIEW AND VETTING OF CDC GUIDELINES

Each release of a new CDC guideline might have a lasting impact on clinical and public
health practice. Guidelines may be converted to policy, implying widespread implementation
by a broad range of groups. Guidelines may be even converted into law, entailing
subsequent regulatory enforcement. Because of the high profile CDC guidelines may acquire
following their release, we recommend guidelines be vetted before publication. Vetting of
CDC guidelines ensures that key stakeholders have the opportunity to review and provide
critical input. Vetting not only assists in fostering transparency and credibility but also
improves the clarity and understanding of the guidelines. Even though it may not be possible
to incorporate all the feedback received, vetting of the guidelines has many benefits. Some
benefits of vetting are:
¢ Identifying overlooked issues (e.g., new evidence released outside of the literature
search period)
¢ Identifying possible post-guideline problems (e.g., feasibility considerations,
misinterpretation by the target audiences)
¢ Improving chances of buy-in and adoption
e Providing a preview for guideline implementers to prepare to adopt new

recommendations

Internal and External Vetting
We recommend that CDC guidelines be vetted internally and externally. Vetting processes
are defined by various factors such as scope (e.g., broad vs. narrow), level of controversy,
number of stakeholders, and timeline (e.g., recommendations for urgency vs. routine revision
of long-standing recommendations). Internal vetting is critical for guidelines that cross
multiple programs. However, guidelines of narrow scope might not need to be vetted
internally. Typically, the need for internal vetting should be determined by CDC's cross-
clearance policies. Questions about the need for cross-clearance should be directed to the
program or the CIO Associate Director for Science (ADS). When cross-clearance is required,
having involved the program or ADSs throughout the guideline development process will
help ensure timely clearance.
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External vetting can occur in public meetings during a CDC advisory committee meeting,
through informal reviews by key stakeholders, by community engagement forums when
public interest in the guideline is expected to be significant, by formal request for comments
(e.g., posting in Federal Register), or a combination of the above. [58] Regardless of the
format used, the vetting process must be carefully planned so adequate personnel and
financial resources are available to handle the reviews. For example, following posting in the
Federal Register, comments received will need to be compiled and reviewed. Responses
should be prepared for each individual who provided comments (e.g., response matrix). The
writing group will typically review the comments and craft responses. Having a record of
responses will demonstrate that CDC considered each comment. This documentation is
especially important when requests for follow-up occur through controlled correspondence or
the Freedom of Information Act. Although the vetting process might vary slightly for different
guidelines, each must have a process in place. Vetting is the critical step in the CDC
guidelines development process that ensures transparency and credibility.

Because of the importance and high impact of guidelines documents, authors should consult with
their division or the CIO ADS on whether external peer review is warranted before final
clearance. Peer review by external experts is common for guidelines documents as a way to get
an independent assessment of the quality of the guidelines. The peer-review process may be
limited to a review of the science of the guidelines or may include a review of all aspects of the
document. If the review is limited to the science, then reviewers are chosen for their scientific
expertise and are typically selected to be as independent of CDC as possible. For other types of
review, inclusion of partners and potential users might be desirable, especially those chosen to
represent a range of stakeholder positions. Reviews by stakeholders may be conducted within

the scientific review process or separately.

A specific type of external peer review is required for guidelines documents that are considered
influential scientific information (ISI) or highly influential scientific assessments (HISA) as defined
by the Final Information Quality Bulletin for Peer Review issued by OMB in 2004. [59] This

bulletin requires that specific information be reviewed by qualified experts before dissemination.
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Guidelines authors should consult with their CIO ADS to determine whether their document is
considered ISI or HISA, as defined by the bulletin, and to identify the appropriate level of peer
review for such documents. For details, consult CDC's guidelines for Ensuring the Quality of

Information Dissemination to the Public. [60] Additionally, guidelines authors need to consider

whether draft guidelines documents will benefit from public comment periods. (See Section 7)
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CLEARANCE OF CDC GUIDELINES AND RECOMMENDATIONS

Before publication, CDC guidelines must be cleared as required by the CDC policy Clearance of
Information Products Disseminated Outside CDC for Public Use. [61] CDC guidelines are
scientific documents and therefore are submitted for clearance using the e-Clearance (i.e.,
Documentum) system. Each CIO specifies the level of clearance required for each type of
scientific document, so the exact routing of guidelines documents in the clearance system will
vary among ClOs. Guidelines submitted for publication in the MMWR are always cleared by the
CDC Office of the Associate Director for Science (OADS). Generally, guidelines documents are
among the most influential documents produced by CDC, and programs are encouraged to
include the OADS in the clearance chain.

As noted in the CDC clearance policy, “Clearance is not a forum for extensive peer review or for
policy debate. Such discussions belong in the pre-clearance phase.” Therefore, guidelines
authors should ensure that guidelines documents have been appropriately reviewed for quality of
execution and reporting and that policy issues have been resolved before submitting these
documents for clearance. If guidelines documents have scientific or policy issues that overlap
with other CIOs, those CIOs should be consulted early in the guidelines development process

(and, should be part of the guidelines development team).

CDC sometimes develops guidelines jointly with other organizations. If a CDC staff member will
be listed as a coauthor of a document, or if the document will include the CDC brand, the
document requires clearance by CDC. For jointly developed documents, authors should discuss
clearance requirements early in the process so external authors understand CDC clearance
requirements and are aware that CDC will need to formally approve the final document. Also,
CDC authors should ensure they understand review and clearance requirements that the
collaborating organizations will impose. Additionally, CDC authors should consult with the
division and CIO ADS and others in the clearance chain early in the development of guidelines

documents to avoid surprises during the clearance process.
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Note that CDC clearance is required whenever CDC is listed as a coauthor on a guidelines
document—even if CDC is not listed as a formal sponsor or if the person is in a group author
listing. This CDC clearance requirement has two notable exceptions:

e When a CDC author helps develop guidelines as an approved outside activity
(conducted outside of working hours and without the use of CDC resources), the author
may be listed without CDC affiliation

e When CDC personnel are listed as contributors, reviewers, or consultants, although they

are not listed as coauthors

When these situations occur, include a disclaimer stating that these roles do not necessarily imply CDC
agreement or endorsement of the guidelines or recommendations. In such cases formal CDC clearance is
not necessary (although supervisory approval is needed). One additional clarification should be made on
the use of disclaimers in guidelines documents. CDC authors are accustomed to using the standard
disclaimer on journal publications required by OMB’s Final Information Quality Bulletin for Peer Review.
[59] However, because CDC guidelines documents represent the official position of CDC, the OMB
disclaimer should not be used on guidelines documents when they are sponsored by CDC or a CDC staff
member is listed as a coauthor. Guidelines authors can consider whether other types of disclaimers are
appropriate for the specific document (e.g., disclaimers noting that mention of specific products does not
imply endorsement by CDC).
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RECOMMENDED STANDARDS FOR CDC PUBLIC HEALTH
GUIDELINES

There are advantages to using standardized approaches for guidelines development. A number

of organizations have adopted uniform frameworks for guidelines they develop. However, the

breadth of disciplines and topic areas at CDC makes it impractical to use a single, unified

approach for CDC guidelines. Therefore, we are not recommending a single approach; instead,

we have identified a set of recommended standards we recommend for CDC guidelines.

Although these standards might not apply in special instances, most CDC guidelines can be

developed using these principles.

The guidelines development process should include the following:

1.

Identify the public health problem on a given topic, need for new or revised guidelines, and

required resources for development: Before developing CDC guidelines, the sponsoring

program should identify the topic for the guidelines and assess the basis for developing new
or revised guidelines. This assessment should include an evaluation of the public health
need for the guidelines on the topic, the relationship to CDC’s mission and priorities, a review
of existing guidelines on the topic, pros and cons of developing the new guidelines (including
implications if guidelines are not developed), estimated resources (personnel and budget),
timeframe for developing the guidelines, and a list of partners or organizations that will be
engaged. This assessment should be shared with senior leadership (e.g., CIO director)
before starting development.

Involve knowledgeable, impartial, and representative participants in the process: Guidelines

development work groups should comprise experts representing a range of interests and
covering the full range of medical or scientific disciplines covered by the guidelines.
Whenever possible, external partners should be included in the guidelines development
process.

Minimize and disclose competing interests among participants: Guidelines should be

developed in a way that minimizes real and perceived competing interests, or that balances

personal interests across a guideline panel. Competing interests should be declared in the
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guidelines document. Participants with competing interests should recuse themselves from
specific activities where there is the greatest real or perceived conflict.

Consult and involve affected organizations: If the topic of the guidelines impacts other

organizations (i.e., CIOs or other agencies), these organizations should be consulted early
and should have an opportunity to participate in the development of the guidelines.

Include a written charge to the development work group: Work groups should have a written

charge. The charge should state the purpose and target audience for the guidelines, the
scope (including areas that are specifically out of scope), the evidence framework that will be
used, major parameters or assumptions, expected timelines, and major expectations of the
sponsoring program. If a work group will be charged with helping to develop these
parameters, this task should be stated in the charge. This charge should be made available

to the readers of the guidelines document.

Obtain the evidence preferably using systematic reviews: Scientific evidence should inform

recommendations. When possible, developers should conduct a systematic review of the
literature, including the following steps: 1) gathering the evidence, 2) selecting relevant
literature, 3) abstracting the evidence, 4) summarizing the evidence, and 5) assessing the
quality of the evidence. Other methods used to inform the recommendations, such as use of
non-systematic reviews, expert opinion or contextual data (e.g., prevalence estimates from

surveillance activities) should be conducted with as much rigor as possible.

Use evidence-based frameworks and decision-making rules: Evidence-based frameworks

should be used to gather, select, summarize, assess the quality of the evidence, and indicate

the strength of the recommendations included in the guidelines.

Involve an explicit scientific quality and policy control process: The guidelines development

work groups should be provided with a description of how the guidelines will be finalized and
cleared and how disagreements or inconsistencies will be resolved. Typically, guidelines
development groups with external participants provide advice to CDC, and thus the role of

CDC clearance and final CDC acceptance of the guidelines should be explained.
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The guidelines document should report on the following topics:

1. Guideline development process: Guidelines documents should clearly describe the process

used to develop the guidelines. This description should include who participated in the
process, how they participated, how decisions were made, who had final approval of the
document, and potential competing interests among participants.

2. Evidence synthesis process: The guidelines document needs to describe the process used

to synthesize the evidence; for example, through systematic literature review. If a systematic
review was not feasible (e.g., because of resource allocations or time constraints) and only a
narrative review is included, make sure the evidence-gathering process is as complete and
methodical as possible and the report is clear about how the evidence was identified and
evaluated.

3. The evidence base supporting the recommendations: The evidence base used to develop

the guidelines should be described and summarized. A description of the methods used to
evaluate the suitability of articles should be provided. Unpublished data sources should be
described. If notable sources of evidence were not used, mention them and explain why they
were not included in the body of evidence.

4. The quality of the evidence and strength of the recommendations: The document should

describe the quality of the evidence, the method used to assess the quality of the evidence,
how the evidence led to the recommendations, and the strength of the recommendations
based on the effect size of selected outcomes and other factors (e.g., potential harms,

values and preferences, economic efficiency).

5. Limitations and applicability of guidelines: Guidelines documents should explain significant

limitations or caveats of the guidelines, including (when appropriate) situations where the

guidelines may not apply.

6. Relationship to similar or overlapping guidelines: Guidelines should state how they are

related to similar or overlapping guidelines. If a guidelines document updates or supersedes

previous guidelines, this should be stated.
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7. Plan for updating guidelines: Programs should have a plan and target date for when

guidelines will be reevaluated (e.g., every five years). At that time, the program should
determine if the previous guidelines are still current and can decide to update the guidelines,
reaffirm them (i.e., decide they are still sufficiently current and that no action is needed), or

retire them.
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10.

APPENDIX I - GLOSSARY

Analytic framework — A process usually represented by a diagram that shows hypothesized
links between an intervention and related intermediate or final health and non-health

outcomes. [21]

Applicability — Whether the intervention process could be implemented in the local setting, no

matter the outcome. [62]

Algorithm — A procedure consisting of a sequence of algebraic formulas and logical steps to
calculate or determine a given task. [63]

Bias — Deviation of results or interferences from the truth. [64]

Body of evidence — The complete set of qualifying studies compiled using systematic or non-
systematic reviews. [21]

Case study — Method of study in which persons with the disease (or condition) of interest are

compared with a suitable control group of persons without the disease. [65]

Comparison group — A group that was not exposed to a particular intervention; the control
group, used to determine what would have happened if the intervention had not been carried
out. [21]

Effect — The change in an outcome that results from an intervention. [21]

Effect size — The magnitude of the effect measured in a study of the intervention. [21]

Effectiveness — The degree to which an intervention achieves a desired outcome in practice.
[21]
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Efficiency — Carrying out production so as to obtain the maximum amount of output for any
given set of inputs (technical efficiency) or choosing inputs so as to minimize cost of

production (cost efficiency). [66]

Evidence-based - The use of scientific data to confirm that proposed interventions or
practices are appropriate in light of their high probability of producing the best and most

favorable outcome. [67]

External validity — The ability to generalize study results to populations and context beyond

the particular ones included in the studies themselves (see applicability). [21]

Guideline steering committee - In-house group composed of CDC staff with the functions of

overseeing each step of the guideline development process. [1]

Guideline development group —Technical group responsible for conducting the planning for
guideline development, developing the protocols for literature search, gleaning of the
evidence, presenting the evidence to the guideline steering committee, writing and
presenting the recommendations to the steering committee, finalizing the writing of the

recommendations and guidelines, and publishing the guidelines. [1]

Health outcome — The change in health that is hypothesized to result from the intervention
(e.g., reduced morbidity or mortality or increased physical, mental, or psychological function).
[21]

Impact — The association between an exposure and an outcome in a meaningful public
health context. Measures of impact reflect the degree of exposure contributing to the
frequency of disease in the population. Two measures of public health impact often used are

the attributable proportion and efficacy or effectiveness. [68]
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Intermediate outcome — One in a series of intermediate effects from an intervention
potentially linked to a final health outcome. An intermediate outcome with a strong and
established link to a final health outcome may serve as a recommendation outcome. [21]

Internal validity — A study trait indicating that the measured effect resulted from implementing

the intervention. [21]

Intervention — A specific activity pursued by public health practitioners aimed at reducing
disease risk, treating illness, ameliorating the consequences of disease and disability, or

preventing a health problem. [63]

Meta-analysis — A systematic, quantitative method for combining information from multiple

studies to derive a meaningful answer to a specific question. [65]

Other effects — Outcomes or effects other than anticipated as a possible result of the

intervention; effects can be positive (beneficial) or negative (harmful). [21]

Policy — Laws, regulations, and formal and informal rules and understandings that are
adopted on a collective basis to guide individual and collective behavior. [65]

Reliability — The degree of stability exhibited when a measurement is repeated under
identical conditions; the degree to which the results obtained by a measurement procedure

can be replicated. [65]

Systematic review — A process by which a body of literature is reviewed and assessed using

systematic methods intended to reduce bias in the body of evidence. [21]
Transferability — Degree to which the results of a study or systematic review can be

extrapolated to other circumstances, in particular to routine to public health or health care

situations. [65]
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Translation - The exchange, synthesis, and ethically-sound application of knowledge—within
a complex set of interactions among researchers and users—to accelerate the capture of the
benefits from public health research. [69]

48



11. APPENDIX II - REFERENCES
1. World Health Organization. WHO handbook for guideline development.
http://www.who.int/hiv/topics/mtct/grc_handbook mar2010 1.pdf
Accessed February 4, 2012.
2. CDC Guidelines: Improving the Quality. Available at

http://intranet.cdc.gov/od/oads/osg/quide _rec/guidelines.htm. Accessed April
2012.

3. Steinbrook R. Guidance for guidelines. N Engl J Med. 2007;356(4):331-3.

4. Office and Management and Budget. Final Bulletin for Agency Good Guidance

Practices. Available at
http://www.whitehouse.qgov/sites/default/files/omb/memoranda/fy2007/m07-07.pdf.
Accessed March 23, 2012.

5. Baker EL, Melton RJ, Stange PV, Fields ML, Koplan JP, Guerra FA, et al. Health reform

and the health of the public: Forging community health partnerships. JAMA.
1994;272:1276-82.

6. Agency for Health Care Research and Quality. Early Alzheimer's Disease: Recognition
and Assessment. Guideline Overview, Number 19n. AHCPR Publication No. 97-
R123, September 1996. Available at http://www.ahrg.gov/clinic/alzover.htm.
Accessed August 1, 2011.

7. Council to Improve Foodborne Outbreak Response. Guidelines for foodborne disease

outbreak response. Available at

http://www.neha.org/pdf/news/CIFORGuidelinesforFoodborneDiseaseQutbreakRe

sponse.pdf . Accessed August 1, 2011.
8. Centers for Disease Control and Prevention. Interim public health guidance for the use of
facemasks and respirators in non-occupational community settings during an

influenza pandemic. Available at_http://www.flu.gov/planning-

preparedness/community/maskguidancecommunity.html. Accessed August 1,
2011.
9. Centers for Disease Control and Prevention. Updated Public Health Service guidelines

for the management of occupational exposures to HIV and recommendations for
post-exposure prophylaxis. : MMWR 2005;54(RR09):1-17. Available at

49


http://www.who.int/hiv/topics/mtct/grc_handbook_mar2010_1.pdf
http://intranet.cdc.gov/od/oads/osq/guide_rec/guidelines.htm
http://www.whitehouse.gov/sites/default/files/omb/memoranda/fy2007/m07-07.pdf
http://www.ahrq.gov/clinic/alzover.htm
http://www.neha.org/pdf/news/CIFORGuidelinesforFoodborneDiseaseOutbreakResponse.pdf
http://www.neha.org/pdf/news/CIFORGuidelinesforFoodborneDiseaseOutbreakResponse.pdf

10.

11.

12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

http://www.cdc.gov/mmwr/preview/mmwrhtml/rr5409al.htm. Accessed June 5,
2012
Difference between.net. Difference between guideline and policy. Available at

http://www.differencebetween.net. Accessed February 4, 2012.

Rrycoft-Malone J, Seers K, Titchen A, Harvey G, Kitson A, McCormack B. What counts as
evidence in evidence-based practice? J Adv Nurs. 2004;47(1):81-90.

Kohatsu ND, Robinson J G, Torner J C Evidence-based public health: An evolving
concept. Am J Prev Med. 2004;27(5):417-21.

National Guideline Clearinghouse. Agency for Health Care research and Quality.

Available at http://www.guideline.gov. Accessed January 14, 2011.

Cochrane Collaboration. Cochrane handbook for systematic reviews of interventions.

Available at http://www.cochrane-handbook.org/. Accessed February 18, 2011.

The Campbell Collaboration. What helps? What harms? Based on what evidence?

Available at http://www.campbellcollaboration.org/. Accessed January 14, 2011.

Centre for Evidence Based Medicine. Available at http://www.cebm.net. Accessed
February 18, 2011.
National Institute of Clinical Excellence. The guidance manual. Available at

http://www.nice.org.uk/aboutnice/howwework/developingniceclinicalguidelines/clini
calguidelinedevelopmentmethods/GuidelinesManual2009.jsp?domedia=1&mid=5F
238D80-19B9-E0B5-D4CB1191544B5D45. Accessed December 17, 2010.

Centre for Reviews and Dissemination. Available at http://www.york.ac.uk/inst/crd.
Accessed February 18, 2011.

Canadian Medical Association Infobase: Clinical Practice Guidelines. Available at

http://www.cma.ca/index.php/ci_id/54316/la_id/1.htm. Accessed February 18,
2011.

U.S. Preventive Services Taskforce. Available at

http://lwww.uspreventiveservicestaskforce.org/methods.htm. Accessed December
17, 2010.

The Community Guide: What works to promote health? Available at

http://www.thecommunityquide.org/index.html. Accessed December 17, 2010.

50


http://www.cdc.gov/mmwr/preview/mmwrhtml/rr5409a1.htm
http://www.differencebetween.net/
http://www.guideline.gov/
http://www.cochrane-handbook.org/
http://www.campbellcollaboration.org/
http://www.cebm.net/
http://www.cma.ca/index.php/ci_id/54316/la_id/1.htm
http://www.uspreventiveservicestaskforce.org/methods.htm
http://www.thecommunityguide.org/index.html

22.

23.

24,

25.

26.

27.

28.

29.

30.

31

32.

33.

Institute of Medicine (US). Clinical practice guidelines we can trust. Available at
http://www.iom.edu/Reports/2011/Clinical-Practice-Guidelines-We-Can-Trust.aspx
Accessed May 13, 2011.

Centers for Disease Control and Prevention. Morbidity and Mortality Report (MMWR).
Available at http://www.cdc.gov/IMMWR. Accessed January 14, 2011.

Centers for Disease Control and Prevention. Advisory Committee for Immunization
Practice (ACIP). Available at http://www.cdc.gov/vaccines/recs/acip. Accessed
August 22, 2011.

Centers for Disease Control and Prevention. Healthcare Infection Control Practices

Advisory Committee (HICPAC). Available at http://www.cdc.gov/hicpac. Accessed
August 22, 2011.

General Services Administration. Federal Advisory Committee Act (FACA). Available at

http://lwww.gsa.gov/portal/content/104514. Accessed March 2012.

National Archives. Federal Register. Federal Advisory Act (5 U.S.C. Appendix 2).
Available at http://www.archives.gov/federal-register/laws/fed-advisory-committee/.
Accessed March 2012.

Institute of Medicine of the National Academies. Conflict of interest in medical research,

education, and practice. Available at
http://www.iom.edu/Activities/Workforce/ConflictOfinterest. Accessed July 18,
2011.

18 USC 208 Acts Affecting a Personal Financial Interest . Available at

http://www.oge.gov/displaytemplates/statutesregulationsdetail.aspx?id=298
Accessed May 2012.
5 CFR, Part 2635 Standards of Ethical Conduct for Employees of the Executive Branch.

Available at http://ecfr.gpoaccess.qgov/cqi/t/text/. Accessed May 2012.

CDC Ethics Program Activity. Available at http://intranet.cdc.gov/od/ethics/. Accessed
March 2012.
Management Analysis and Services Office. Federal Advisory Committee Management.

Available at http://intranet.cdc.gov/imaso/cmppa/index.html.

Woolf SH. An organized analytic framework for practice guideline development: Using

the analytic logic as a guide for reviewing evidence, developing recommendations,

51


http://www.iom.edu/Reports/2011/Clinical-Practice-Guidelines-We-Can-Trust.aspx
http://www.cdc.gov/vaccines/recs/acip
http://www.cdc.gov/hicpac
http://www.gsa.gov/portal/content/104514
http://www.archives.gov/federal-register/laws/fed-advisory-committee/
http://www.iom.edu/Activities/Workforce/ConflictOfInterest
http://www.oge.gov/displaytemplates/statutesregulationsdetail.aspx?id=298
http://ecfr.gpoaccess.gov/cgi/t/text/
http://intranet.cdc.gov/od/ethics/
http://intranet.cdc.gov/maso/cmppa/index.html

34.

35.

36.

37.

38.

39.

40.

41.

42.

43.

and explaining the rationale. In: McCormick KA, Moore SR, Siegel RA, editors.
Clinical Practice Guideline Development: Methodology Perspectives. U.S.
Department of Health and Human Services, Agency for Health Care Policy and
Research. Rockville, MD: AHCPR; 1994 p.105-13. (Pub. No. 95-0009)

Hopkins D, Briss P, Ricard CJ, Husten CG, Carande-Kulis VG, Fielding JE, et al.
Reviews of evidence regarding interventions to reduce tobacco use and exposure
to environmental tobacco smoke. Am J Prev Med. 2001;20(2S):16-66.

Anderson LM, Fielding JE, Fullilove MT, Scrimshaw SC, Carande-Kulis VG and the Task
Force on Community Preventive Services. Methods for conducting systematic
reviews of the evidence of effectiveness and economic efficiency of interventions
to promote healthy social environments. Am J Prev Med. 2003;24(3S):25-31.

Bero LA, Grilli R, Grimshaw JM, Harvey E, Andrew D, Oxman AD, Thomson MA. Closing
the gap between research and practice: an overview of systematic reviews of
interventions to promote the implementation of research. BMJ. 1998;317:465-468.

Madden JM, Quick JD, Ross-Degnan D, Kafle KK. Undercover care seekers: Simulated
clients in the study of health provider behavior in developing countries. Soc Sci
Med. 1997;45(10):1465-82.

Black N, Murphy M, Lamping D, McKee M, Sanderson C, Askham J, et al. Consensus
development methods: A review of best practice in creating clinical guidelines. J
Health Services Research & Policy. 1999;4:236-48.

Fink A, Kosecoff J, Chassin M, Brook RH. Consensus methods: Characteristics and
guidelines for use. Am J Public Health. 1984;74:979-983.

CDC Public Health Library & Information Center. Available at
http://intranet.cdc.gov/phlic/EResources/Databases.html. Accessed February 8,
2011.

Zaza S, Briss P, Harris KW, eds. The Guide to Community Preventive Services: What

works to promote health? New York: Oxford University Press; 2005.

GRADE working group. Available at http://www.gradeworkinggroup.org. Accessed April
8, 2011.

Balshem H, Helfand M, Schiinemann HJ, Oxman AD, Kunz R, Brozek J, GRADE
Guidelines: 3. Rating the quality of evidence. J Clin Epidemiol. 2011;64:401-6.

52


http://intranet.cdc.gov/phlic/EResources/Databases.html
http://www.gradeworkinggroup.org/

44,

45,

46.

47.

48.

49,

50.

ol

52.

53.

GRADE Working Group. Grading quality of evidence and strength of recommendations.
Br Med J. 2004;328:1-8.

Dixon-Woods M, Agarwal S, Jones D, Young B, Sutton A. Synthesizing qualitative and
quantitative evidence: A review of possible methods. Journal of Health Services,
Research, & Policy. 2005;10:45-53.

Thomas J, Harden A. Methods for the thematic synthesis of qualitative research in
systematic reviews. BMC Medical Research Methodology. 2008;8:45-54.

National Institute of Clinical Excellence (UK). Social value judgments: Principles for the
development of NICE guidance. Available at http://www.nice.org.uk/media/C18/30/
SVJ2PUBLICATION2008.pdf . Accessed May 6, 2011.

Carande-Kulis VG, Maciosek MV, Briss PA, Teutsch S, Zaza, S Truman BI. Methods for
systematic reviews of economic evaluations for the Guide to Community
Preventive Services. Am J Prev Med. 2000;18(1S):75-91.

Task Force on Community Preventive Services. The Community Guide. Economic

evaluation abstraction form — Version 4. Available at
http://www.thecommunityguide.org/about/EconAbstraction_v5.pdf. Accessed
August 29, 2011.

Centers for Disease Control and Prevention. Economic evaluation of public health

preparedness and response efforts. Available at

http://www.cdc.gov/owcd/eet/Preface/Preface.html. Accessed September 5, 2011.

Plain Language Action and Information Network (PLAIN). Federal Plain Language
Guidelines. 2011. Available at
http://www.plainlanguage.gov/howto/guidelines/FederalPLGuidelines/index.cfm.
Accessed April 6, 2012.

Hussain T, Michel G, Shiffman RN. The Yale Guideline Recommendation Corpus: A

representative sample of the knowledge content of guidelines. International
Journal of Medical Informatics. 2009;78:354-363.

Shiffman RN, Michael G, Rosenfeld RM, Davidson C. Building better guidelines with
BRIDGE-Wiz: Development and evaluation of a software assistant to promote
clarity, transparency, and implementability. J Am Med Inform Assoc.
2012;19(1):94-101.

53


http://www.nice.org.uk/media/C18/30/%20SVJ2PUBLICATION2008.pdf
http://www.nice.org.uk/media/C18/30/%20SVJ2PUBLICATION2008.pdf
http://www.thecommunityguide.org/about/EconAbstraction_v5.pdf
http://www.cdc.gov/owcd/eet/Preface/Preface.html
http://www.plainlanguage.gov/howto/guidelines/FederalPLGuidelines/index.cfm

o4,

95.

56.

o7,

58.

59.

60.

61.

62.

63.

64.

Shiffman RN, Shekelle P, Overhage JM, Slutsky J, Grimshaw J, Deshpande AM.
Standardized reporting of clinical practice guidelines: A proposal from the
Conference on Guideline Standardization. Ann Intern Med. 2003;139:493-498.

Francke AL, Smit MC, de Veer AJ, Mistiaen P. Factors influencing the implementation of
clinical guidelines for health care professionals: A systematic meta-review. BMC
Med Inform Decis Mak. 2008;8:38.

Grol R, Dalhuijsen J, Thomas S, in ‘t Veld C, Rutten G, Mokkink H. Attributes of clinical
guidelines that influence use of guidelines in general practice: Observational
study. Br Med J. 1998;317:858-861.

Cuello Garcia CA, Pacheco Alvarado KP, Perez Gxiola G. Grading recommendations in
clinical practice guidelines: Randomized experimental evaluation of four different
systems. Arch Dis Child. 2011;96:723-728.
reference added in body of text — verify order and change reference number in text

Centers for Disease Control and Prevention. CDC Advisory Committee. Available at
http://www.cdc.gov/about/advisory.htm. Accessed October 25, 2011.

Executive Office of the President. Office of Management and Budget. Final information
quality bulletin for peer review. Available at
http://intranet.cdc.gov/od/oads/osg/omb_guidance.htm. Accessed February 2012.

Centers for Disease Control and Prevention. CDC guidelines for ensuring the quality of
information dissemination to the public. Available at

http://aspe.hhs.gov/infoquality/Guidelines/cdcinfo2.shtml. Accessed April 26, 2012.

Centers for Disease Control and Prevention. CDC policy clearance of information
products disseminated outside CDC for public use. Available at
http://intranet.cdc.gov/owcd/clearance/pdf/CDC%20Clearance%20Policy.pdf .
Accessed April 13, 2012.

Wang S, Moss JR and Hiller JE. Applicability and transferability of interventions in
evidence-based. Health Promotion International. 2006;21(1):76-83.

Tulchinsky TH, Varavikova EA. The new public health. Burlington, MA: Elsevier, Inc.:
2009.

The Free Dictionary by Farlex. Available at http:/medical-
dictionary.thefreedictionary.com. Accessed November 12, 2011.

54


http://www.cdc.gov/about/advisory.htm
http://intranet.cdc.gov/od/oads/osq/omb_guidance.htm
http://aspe.hhs.gov/infoquality/Guidelines/cdcinfo2.shtml
http://intranet.cdc.gov/owcd/clearance/pdf/CDC%20Clearance%20Policy.pdf
http://medical-dictionary.thefreedictionary.com/
http://medical-dictionary.thefreedictionary.com/

65. Brownson RC, Baker EA, Leet TL, Gillespie KN, True WR. Evidence-based public
health. New York: Oxford University Press; 2011.

66. Getzen TE. Health Economics: Fundamentals and flow of funds. New York: John Wiley
& Sons, Inc.; 2004.

67. University of Massachusetts Medical School. Evidence-based practice for public health
website. Available at http:/library.umassmed.edu/ebpph. Accessed October 11,
2011.

68. Centers for Disease Control and Prevention. Principles of epidemiology in public health

practice. Available at www.cdc.gov/training/products/ss1000/ss1000-ol.pdf.
Accessed October 11, 2011.

69. National Center for the Dissemination of Disability Research. Focus. Technical Brief NO.

10 2005. Available at www.ncddr.org/kt/products/focus/focus10. Accessed
October 11, 2011.

55


http://library.umassmed.edu/ebpph
http://www.cdc.gov/training/products/ss1000/ss1000-ol.pdf
http://www.ncddr.org/kt/products/focus/focus10

	EXECUTIVE SUMMARY
	“Guidelines are documents that contain recommendations about health interventions whether they be clinical, public health, or policy recommendations.” Recommendations provide information about what policy makers, health care providers, or patients sho...
	The Centers for Disease Control and Prevention (CDC) is a leader in developing public health guidelines. Ideally, CDC guidelines are developed by a group of multidisciplinary stakeholders, are based on evidence from systematic reviews and expert judgm...
	1.1. Purpose
	Guidelines developed at CDC cover a wide range of disciplines and needs. Guidelines may go from providing recommendations for interventions to increase physical activity to the treatment of pandemic influenza. Often, CDC guidelines address multiple st...
	Diverse audiences and the nuances of public health topics pose challenges to recommending a common approach for developing and reporting guidelines. Content and format may vary with the needs of each group of users. Additionally, diverse audiences may...
	1.2. Audience
	This primer is for CDC staff, contract review teams, CDC federal advisory committees, and CDC partners and stakeholders. Guideline developers sponsored or co-sponsored by CDC will find the primer particularly useful, as will anyone involved in the cle...

	1.3. Scope
	Because of the difficulty in recommending a standardized approach for CDC guideline development, this primer is not a how-to manual. Instead, it covers elements common to the development of all guidelines, shows how standards can be integrated into th...
	2.1. Guidelines, Recommendations, and Guidance
	Although the term “recommendations” may be used more narrowly to identify specific actions and the term “guidelines” may be used more broadly to refer to the umbrella under which multiple recommendations are provided, we use the terms guidelines and r...
	Although the term “guidance” is sometimes used to indicate a “less-direct type of advice,” guidelines authors should be aware that the term “guidance document” is used by regulatory agencies for specific types of documents and that the Office of Manag...
	2.2. Types of Guidelines
	Guidelines cover the full range of public health areas represented at CDC. Guidelines may be developed across the 10 essential public health services. [5] For example, guidelines might be developed for monitoring health status, mobilizing community pa...
	When guidelines on a specific topic are first developed, they may be called “initial” guidelines. Initial guidelines may be limited in scope. For example, a guideline might focus on recognition and initial assessment and less on differential diagnosis...
	“Comprehensive” or final guidelines (also called “full guidelines” by WHO) [1] are broader in scope and are developed by a wide range of stakeholders, usually with participation from several agencies, academia, nongovernmental organizations, and commu...
	“Interim” guidelines are those developed in response to emergencies or to rapid increases in cases of a disease or condition. These guidelines are labeled “interim” to clarify that such guidelines were developed using less thorough processes or were b...
	“Supplemental” guidelines update topics considered in previous guidelines or cover new topics. These guidelines—which may be initial, interim, or comprehensive—supplement previous guidelines with new or revised information. Examples of supplemental gu...
	2.3. Guidelines and Policies
	2.4. Establishing the Need for New Guidelines
	2.5.  Use of Evidence in Guidelines
	Guideline planning is critical to setting the stage for methods, processes, and procedures used during the development phase. Early planning will make the development process more fluid and the end product more transparent. Planning activities include...
	3.1.  Identifying the Audience
	3.2.  Identifying Contributors and Their Roles
	3.2.1 Protecting Scientific Integrity by Minimizing the Influence of Personal Interests
	3.3. Deciding on Evidence and Outcomes
	Core issues in determining the types of evidence to use in the development of recommendations hinges upon several considerations. Below are some considerations adapted from those suggested by NICE [17]:

	3.4. Developing the Logic Framework
	Logic frameworks (also known as conceptual or analytical frameworks) guide the assessment of an intervention’s effectiveness for which guidelines are being developed. The logic framework may have a written format or be represented by a flow chart, alg...
	 What interventions or professional practices are to be included in the guideline?
	 Which health outcomes (ultimate or intermediate) are expected effects of the intervention?
	 What types of evidence of effectiveness of the interventions are being considered?
	 How will the quality, quantity, and relevance of the evidence of effectiveness be assessed?
	 How will the strength of evidence of effectiveness and the strength of recommendation be related?
	 What assumptions about causal relationships of interventions and health outcomes will be accepted without direct scientific proof?
	 What form of exposition (narrative or graphic—flow chart, influence diagram, decision tree, or clinical algorithm) is most appropriate for describing the logic framework?
	The logic framework also helps guideline developers compose a persuasive supporting rationale for the interventions included in the guidelines. The logic framework links the interventions under consideration with the estimated effect, benefits, and ha...

	3.5. Planning for Dissemination, Implementation, and Evaluation
	3.6  Planning for Updates
	4.  DEVELOPING GUIDELINES AND RECOMMENDATIONS
	4.1. Gathering the Evidence
	4.1.1. Developing the Search Protocol
	Developing the search protocol involves determining where and how to look for evidence. The following are examples of sources of evidence:

	4.1.2. Conducting the Literature Search
	4.1.3. Selecting Relevant Literature

	4.2. Abstracting and Assessing the Evidence
	4.2.1. Assessing Evidence Quality
	4.3. Summarizing Findings
	4.4.  Interpreting Evidence and Developing Recommendations
	Furthermore, developing guidelines includes considering all sources of evidence, including comments from committee discussions and expert judgment. It is important that the processes used for incorporating expert judgment be deliberately considered an...

	4.5. Developing Guidelines with Limited Data
	5.  ECONOMIC CONSIDERATIONS
	By summarizing and interpreting economic studies, systematic reviews make economic information useful and accessible to guideline users. Economic data from systematic reviews facilitates the process of using limited resources in implementing intervent...
	6.1. Identifying the Level of Detail
	6.2. Describing the Audience
	6.3.1. Describing the Evidence
	6.3.2. Describing Relevant Evidence That Was Not Considered
	6.3.3.  Describing Partners Who Participated in the Guideline Development Process
	6.3.4. Describing How the Evidence Led to the Recommendations
	6.3.5. Describing How Evidence Gaps Were Treated
	6.4. Writing Guidelines for Maximum Impact on Policy and Practice
	7.  EXTERNAL REVIEW AND VETTING OF CDC GUIDELINES
	7.1. Internal and External Vetting
	8.  CLEARANCE OF CDC GUIDELINES AND RECOMMENDATIONS
	GUIDELINES
	The guidelines development process should include the following:
	1. Identify the public health problem on a given topic, need for new or revised guidelines, and required resources for development: Before developing CDC guidelines, the sponsoring program should identify the topic for the guidelines and assess the ba...
	2. Involve knowledgeable, impartial, and representative participants in the process: Guidelines development work groups should comprise experts representing a range of interests and covering the full range of medical or scientific disciplines covered ...
	3. Minimize and disclose competing interests among participants:  Guidelines should be developed in a way that minimizes real and perceived competing interests, or that balances personal interests across a guideline panel. Competing interests should b...
	4. Consult and involve affected organizations: If the topic of the guidelines impacts other organizations (i.e., CIOs or other agencies), these organizations should be consulted early and should have an opportunity to participate in the development of...
	5. Include a written charge to the development work group: Work groups should have a written charge. The charge should state the purpose and target audience for the guidelines, the scope (including areas that are specifically out of scope), the eviden...
	6. Obtain the evidence preferably using systematic reviews:  Scientific evidence should inform recommendations. When possible, developers should conduct a systematic review of the literature, including the following steps: 1) gathering the evidence, 2...
	7. Use evidence-based frameworks and decision-making rules:  Evidence-based frameworks should be used to gather, select, summarize, assess the quality of the evidence, and indicate the strength of the recommendations included in the guidelines.
	8. Involve an explicit scientific quality and policy control process: The guidelines development work groups should be provided with a description of how the guidelines will be finalized and cleared and how disagreements or inconsistencies will be res...
	10.  APPENDIX I - GLOSSARY
	Analytic framework – A process usually represented by a diagram that shows hypothesized links between an intervention and related intermediate or final health and non-health outcomes. [21]
	Applicability – Whether the intervention process could be implemented in the local setting, no matter the outcome. [62]
	Algorithm – A procedure consisting of a sequence of algebraic formulas and logical steps to calculate or determine a given task. [63]
	11.  APPENDIX II – REFERENCES

