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Background and Overview

The guideline development process described in this document was initially approved by the American
Psychiatric Association (APA) Steering Committee on Practice Guidelines on September 8, 2011 and
revised by the Committee on Practice Guidelines (CPG) on August 04, 2017 and November 7, 2020. This
is a living document that will be updated as new processes are implemented and tested. The specific
process used to develop individual guidelines will be described in their publication. Because of
continuous innovation and improvement, the process used may not necessarily match exactly what is
described here.

APA's guideline development process is intended to meet standards for the development of
“trustworthy” practice guidelines recommended by the National Academy of Medicine, formerly the
Institute of Medicine (IOM), in a report published in March 2011.* The standards address transparency,
management of conflicts of interest, composition of writing groups, use of systematic reviews of
evidence, articulation and rating of recommendations, external review, and updating.

Other recent reports also provide standards or principles for development of guidelines, including the
Council of Medical Specialty Societies.? APA’s process has been informed by these reports as well as by
innovative development processes used by other medical specialty societies.

The process also builds upon APA’s previous guideline development process,® which was designed to be
aligned with principles described in early IOM*° reports. Approved guidelines are available through APA
Publishing at www.psychiatryonline.org/guidelines, as well as the APA Clinical Practice Guidelines page
and the ECRI Guidelines Trust.

The following elements of APA’s pre-2011 development process continue to be included in the current
process as described in this document:

e Appointment of writing groups that are balanced with respect to expertise, geographical
location, and demographic background

e Disclosure of potential financial conflicts of interest by writing groups on appointment, during
development, and on publication

e Limits on the participation of individuals with potential conflicts of interest, e.g., from significant
financial relationships with industry

e Rigorous review of supporting evidence
e Broad review of guideline drafts

e Approval of guidelines by the APA Assembly and Board of Trustees


http://www.psychiatryonline.org/guidelines
https://www.psychiatry.org/psychiatrists/practice/clinical-practice-guidelines
https://guidelines.ecri.org/
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In addition, the current process includes the following elements intended to make APA guideline
development more transparent, rigorous, and in line with the 2011 IOM recommended standards:

Guidelines are organized around clinical questions, which may be in PICO(TS) format, i.e.,
population, intervention, comparison, outcome, and when applicable, timing and setting.

Subject matter experts from multiple disciplines and patient/family advocate organizations
provide input.

Guideline statements are separately rated according to strength of supporting research
evidence and strength of recommendation.®

Strength of supporting research evidence is determined through systematic review of the
evidence, determinations of the risk of bias of individual studies, and assessment of the overall
quality of the body of research evidence.

In the absence of high-quality research evidence, APA uses expert opinion as determined by a
formal survey of large panels of research and clinical experts.

Consensus about guideline statements and ratings is determined by modified Delphi method
through blind iterative voting.

The flow chart below shows the current development process.
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Organizational Structure
The following groups participate in approval, development, and review of APA practice guidelines:

Approval
e APA Board of Trustees
e APA Assembly

Development
e Committee on Practice Guidelines (CPG)
e Guideline Writing Group (GWG)
e Systematic Review Advisors (SRAs)
e APA staff and consultants

Review
e Stakeholders
e Expert Survey Panels
e APA Assembly and BOT

Individuals in each group are subject to different participation rules, as described in the following. These
rules are intended to minimize potential bias from conflicts of interest and are considered by APA to be
consistent with the 2011 IOM standards and with principles recommended by the Council of Medical
Specialty Societies.”

APA Board of Trustees and Assembly

The APA Assembly and Board of Trustees are composed of APA members elected by the APA
membership. The Assembly is a deliberative body consisting of representatives from district
branches/state associations of the APA as well as representatives of minority/underrepresented groups,
resident-fellows, early career psychiatrists, and representatives from allied organizations. The Assembly
advises on and recommends actions to the Board of Trustees. The Board is composed of 14 voting
members, who govern the association through an executive process.

The Assembly and the Board provide input to the CPG at multiple steps of the guideline development
process, including identification of experts for survey panels and substantive review of draft guidelines.

The Assembly recommends and the Board of Trustees votes to approve publication of new practice
guidelines under the imprimatur of APA.

The Conflict of Interest Committee reviews disclosures by candidates for the CPG and GWGs before their
appointment by the APA President and approval by the APA Board of Trustees. The conflict of interest
policy, which is approved by the Board of Trustees, is determined by the Conflict of Interest Committee
for all APA activities including for the CPG and for GWGs.

The full policy is described in the APA Operations Manual, which is available from the APA Department
of Governance at https://www.psychiatry.org/about-apa/read-apa-organization-documents-and-
policies.

Committee on Practice Guidelines
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The role of the CPG is to define the APA guideline development process and ensure adherence to the
process, including use of methods established a priori to determine ratings of strength of research
evidence and strength of guideline statements as well as consensus. Based on fidelity to process, the
CPG approves the submission of finalized guidelines to the APA Assembly and Board for association
approval.

The CPG is comprised of six members plus corresponding members and fellows. Members of the CPG
are appointed by the APA President, vetted by the Conflict of Interest Committee, and approved by the
Board of Trustees. They serve 5-year terms with the possibility of one renewal. All members of the CPG
must make disclosures on appointment and at regular intervals during their terms. The chairs must not
have any conflicts of interest. The rest of the CPG should not have any conflicts of interest as well. Per
APA policy, individuals and their spouses may not receive more than $5,000 per year in direct payments
from industry—related work. All other forms of financial support, commercial involvements, or other
financial involvements must be disclosed as specified in the APA Disclosure of Interest Policy. Currently,
all members have zero ties with industry. Any member of the CPG who has a financial conflict is asked to
recuse themselves from voting on decisions about the development process or relevant guidelines.
There are seven liaisons, one from each of the APA Assembly Area Councils, who provide linkage
between the Assembly and the CPG, and provide input to the CPG on draft guidelines and on Assembly
concerns and priorities.

Guideline Writing Group

The role of the GWG is to review evidence and survey results, develop and vote on guideline
statements, review all draft guideline text, and approve the document to go to the CPG. The GWG
receives authorial credit for published guidelines in the AJP executive summary, with the chair of the
GWG serving as first author.

The group consists of 8-10 volunteer APA members who are psychiatrists with general research and
clinical expertise, plus ad hoc members who are specialists in the topic area. Ad hoc members may or
may not be APA members and can include individuals with various professional backgrounds (e.g.,
psychiatrists, other physicians, psychologists, nurses, etc.). In addition to diversity of expertise, the GWG
aims to have diversity with respect to characteristics such as geographical location and demographic
background. GWG members are identified by the CPG and GWG chair, appointed by the APA President,
vetted by the Conflict of Interest Committee, and approved by the Board of Trustees. Each member
serves a 5-year term, with the possibility of one reappointment.

All members of the GWG must make disclosures on appointment, at regular intervals during their terms,
and at the time of guideline publication. The GWG chair and vice-chair must not have any conflicts of
interest. The rest of the GWG should not have any conflicts of interest either, except in cases where it
may not be possible to find specialists without conflicts. Per APA policy, individuals and their spouses
may not receive more than $5,000 per year in direct payments from industry—related work. All other
forms of financial support, commercial involvements, or other financial involvements must be disclosed
as specified in the APA Disclosure of Interest Policy. Members of the GWG who have a financial conflict
are asked to recuse themselves from discussion of and voting on relevant
recommendations/statements.

Systematic Review Advisors

The role of the SRAs is to perform systematic reviews of evidence, including determining clinical
questions and ratings of quality of evidence. The SRAs may also determine whether systematic reviews
available from other sources including the Cochrane Collaborative and AHRQ are appropriate for use in
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APA guidelines, when relevant. The SRAs also nominate topics for AHRQ development of systematic
reviews and develop the expert surveys, as needed.

The SRAs include a methodologist who also serves as vice-chair of the GWGs, acts as a resource on
methodological matters, and does not vote on guideline statements. SRAs also include contractors, such
as evidence-based practice centers, as well as other individuals, such as APA members, subject matter
experts, APA staff, or contract employees, who have specific training or experience in systematic review
methodology. Some subject matter experts may serve on the GWG, but other members of the SRAs and
the GWG do not overlap.

SRAs must make disclosures on appointment, at regular intervals during their terms, and on guideline
publication. No one who serves as an SRA may have a conflict of interest.

SRAs are acknowledged on guideline publication.

APA Staff
APA staff implement the guideline development process and publish the guidelines under the
imprimatur of APA. They include managerial, administrative, and publications staff.

Stakeholders

Draft guidelines are made available for review by the following groups: APA members including APA
Councils, patient/family advocacy groups, medical/professional groups, experts, and the general public.
Stakeholders are asked to disclose relevant conflicts of interest and may choose to be acknowledged on
guideline publications. Their acknowledgement does not imply endorsement of the guideline.

Expert Survey Panels

Expert opinion about interventions that may be recommended/suggested in APA guidelines may be
determined by a formal survey of experts. Panels include two categories of experts, research experts
and clinical experts:

Research experts are individuals who have made substantial contributions with respect to
research in and scholarly writing on a guideline topic. These individuals may also serve on
review panels and editorial boards. These individuals may be psychiatrists but may also be
researchers or scholars in disciplines other than psychiatry, including other medical specialties,
psychology, nursing, social work, or pharmacology.

Expert clinicians are psychiatrists and other health professionals who are expert in the clinical
care of patients, especially “real world” patients whose primary disorder may be complicated by
features such as pregnancy, treatment resistance or nonadherence, or co-occurring substance
use, other psychiatric disorders, or other medical conditions. Such expertise may also include
knowledge of patient preferences and values, including those related to ethnic and cultural
considerations.

These groups are not mutually exclusive. An individual may be considered an expert in both categories.

I”

The experts are identified through a blind nomination process that is based on a “snowball” sampling
method, which is used in research studies to identify hidden populations.®® The nomination process
begins with the following groups:
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e Chairs of academic departments of psychiatry head complex clinical and research programs.
They are therefore familiar with the research and scholarly experts both within their region and
nationally. Additionally, they are frequently called upon by members of their larger academic
communities to make clinical referrals. There are approximately 200 chairs in the United States.

e Directors of psychiatric residency training programs are involved in the care of a variety of
patients and are responsible for the training of resident psychiatrists on a variety of treatment
modalities to satisfy competency requirements of the Residency Review Committee. Directors
are well connected to a large number of psychiatrists in their communities who serve as clinical
faculty and are therefore expected to have contacts with experts across the spectrum of
psychiatric care. There are approximately 180 directors in the United States, Canada, and Puerto
Rico.

e The APA Assembly is a geographically representative sample of American psychiatrists who have
diverse interests and areas of expertise. Because of their political role within the APA, Assembly
members are socially connected with clinicians across the United States, both within and
outside of academia. There are approximately 240 members in the APA Assembly.

e Presidents and/or executive directors of subspecialty organizations or other medical
associations may also be asked to nominate research and clinical experts.

Experts nominated by the above groups are asked to nominate additional experts, and this process is
repeated, i.e., “snowballed,” until a large number of experts is identified who are diverse with respect to
geography, training, research and scholarly contributions, clinical experience, and treatment orientation.

The following nomination rules apply:
e Nominators may not nominate themselves.
e Nominated individuals may be from anywhere in the world.

e Nomination is anonymous (i.e., nominated individuals are not informed as to who nominated
them).

Research and clinical experts are combined to form one panel and depending on the size, their number
may be narrowed. Individuals not selected remain on a wait list to replace dropouts. If an individual who
is nominated declines to participate, or does not respond to surveys, another individual may be
randomly selected from the pool of nominated and screened individuals.

Because of their oversight role for the guidelines project, members of the CPG and the GWG are not
eligible to participate if nominated.

In addition to the survey, expert survey panel members are invited to review the draft guideline during
public comment. Experts are asked to disclose relevant conflicts of interest at that time, and may choose
to be acknowledged on guideline publications. Their acknowledgement does not imply endorsement of
the guideline.

Development Process
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The following steps describe the development process from topic selection to publication. The steps are
illustrated in the flow chart. The process requires approximately 2 years from start to approval.

Step 1: The CPG selects topics for guideline development.
The CPG selects topics for development of a practice guideline according to the following criteria:

Degree of public importance (prevalence and seriousness)

Relevance to psychiatric practice

Availability of systematic reviews of available evidence

Likelihood that a guideline would improve practice and patient care

Time since publication of practice guidelines on the topic by APA or other organizations

To help prioritize topics, the CPG may seek input from stakeholders, the APA Assembly, and others
about potential “quality gaps,” i.e., areas where usual care may not be aligned with best practice as
supported by evidence or expert opinion. Topics for potential guideline development may also be
nominated by any APA member. Topic prioritization is reviewed annually.

Step 2: The SRAs formulate clinical questions.

After the CPG chooses a topic for guideline development, the SRAs formulate clinical questions on the
topic, which may follow a PICO(TS) format, i.e., population, intervention, comparison, outcome, and if
applicable, timing and setting. If too many questions are needed, the GWG, in consultation with the
CPG, considers narrowing the overall scope of the guideline. In the case when an existing systematic
review, such as those by AHRQ, is used, the clinical questions are defined within that review.

Step 3: The SRAs perform a systematic review of available evidence.

After the clinical questions are finalized, the SRAs perform a search of the main relevant databases,
including MEDLINE (PubMed), Cochrane, PsycINFO, and other databases as indicated. Each citation
retrieved in the search is screened by at least two independent raters according to APA’s a priori general
screening criteria (i.e., RCT, systematic review or meta-analysis, or observational study with a sample of
at least 50 individuals; human; study of the effects of a specific intervention or psychiatric disorder or
symptoms) and then for relevance to the clinical questions. In the case of needing to update or
supplement an existing review, the original search criteria will be followed to the extent possible.

If, during the review period, subject matter experts or stakeholders indicate that unpublished data exist
on a specific intervention, the SRAs may perform gray literature searches to try to confirm this and, if
possible, obtain unpublished study protocols and data.

After search results are screened, the SRAs extract the data from the studies and determine the risk of
bias for each study according to the AHRQ methodology guide
(https://effectivehealthcare.ahrg.gov/topics/methods-bias-update/methods). Evidence tables are
developed for all randomized controlled trials (RCTs) and for observational studies that meet a priori
inclusion criteria. For the benefits and harms of each treatment, the SRAs assess the strength of the
body of supporting research evidence, which considers factors such as the risk of bias (includes study
design and aggregate quality), consistency, directness, and precision of the evidence. This is distinct
from the magnitude of the effect of the intervention. For example, evidence can have high strength but
show no effect of the intervention, indicating a high degree of confidence that the intervention is
ineffective. The definitions for strength of evidence are:
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Table 1 (from AHRQ review). Definitions of the grades of overall strength of evidence

Grade Definition

High High confidence that the evidence reflects the true effect. Further
research is very unlikely to change our confidence in the estimate
of effect.

Moderate Moderate confidence that the evidence reflects the true effect.

Further research may change our confidence in the estimate of the
effect and may change the estimate.

Low Low confidence that the evidence reflects the true effect. Further
research is likely to change our confidence in the estimate of the
effect and is likely to change the estimate.

Insufficient Evidence either is unavailable or does not permit estimation of an
effect. (outcomes only)

Source: Owens et al., 20100

When systematic reviews are available from external sources such as the Cochrane Collaborative or

AHRQ, the SRAs use these reviews. The SRAs may agree with the ratings of quality of evidence of the
external review, or they may draw independent conclusions using evidence tables from the external

review in combination with internally developed evidence tables.

Step 4: The GWG reviews the conclusions of the SRAs and, as needed, surveys
the Expert Survey Panel.

The process for forming an Expert Survey Panel is described above (pages 6-8). Results from the survey
inform the GWG’s grading of strength of recommendation, as described in step 6.

The survey questions specifically evaluate the Expert Survey Panel’s opinions about the benefits and
harms of interventions as well as potential practical barriers. Questions are generally in Likert scale
format but may also include some free text questions. The survey asks for demographic information, so
that opinion of subgroups may be characterized, e.g., according to practice setting.

After the distribution of responses is determined for each question, appropriate measures of central
tendency are calculated. Depending on sample size and response rate, data from subgroups of
respondents may be compared.

Step 5: Based on the SRAs’ systematic review of research evidence and survey
data, as needed, the GWG develops guideline statements and rates the

strength of the guideline statement.
Each statement is separately graded according to both strength of supporting research evidence and
strength of recommendation.

Strength of recommendation describes the level of confidence that potential benefits of an intervention
outweigh potential harms. This level of confidence is informed by available evidence, which includes
evidence from clinical trials as well as expert opinion and patient values and preferences. There are two
possible ratings: recommendation or suggestion. A "recommendation" (denoted by the numeral 1 after
the guideline statement) indicates confidence that the benefits of the intervention clearly outweigh
harms. A "suggestion" (denoted by the numeral 2 after the guideline statement) indicates greater
uncertainty. Although the benefits of the statement are still viewed as outweighing the harms, the
balance of benefits and harms is more difficult to judge, or the benefits or the harms may be less clear.
For clinicians, a recommendation implies that most patients should receive the intervention, and a
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suggestion implies that different choices may be appropriate for different patients.!! These strengths of
recommendation correspond to ratings of “strong” or “weak” (also termed “conditional”) as defined
under the GRADE method for rating recommendations in clinical practice guidelines (described in
publications such as Guyatt et al. 2008 [general information] 2, Andrew et al. 2013 [specific
information]'3, and others available on the website of the GRADE Working Group at
http://www.gradeworkinggroup.org/).

When a negative statement is made, ratings should be understood as meaning the inverse of the above
(e.g., “recommendation” indicates confidence that harms clearly outweigh benefits). If clinical trial
evidence and expert opinion are judged to be insufficient to support a suggestion, the APA makes no
statement for or against the intervention, and instead, further research may be recommended.

As a general principle, interventions to be recommended must be viewed very favorably by the GWG.
Such interventions may or may not be supported by high-quality evidence, but, if there is very strong
expert opinion that benefits outweigh harms, may nevertheless receive a recommendation. (Separately,
the evidence supporting the recommendation would be rated as “low quality.”) For example, some
interventions may be endorsed as a recommendation if they have strong face validity, but for ethical or
practical reasons, no RCTs exist or are ever likely to be conducted.*

Because suggestions are less directive than recommendations, the interventions they describe require a
lesser degree of support. Usually, such interventions will be supported by moderate- or low-quality
rather than high-quality evidence, but exceptions may occur.

In weighing potential benefits and harms, the GWG considers the strength of supporting research
evidence, their own clinical experiences and opinions, and patient preferences. Particularly when
interventions are supported by low-quality evidence, patient values and preferences and survey data,
when available, guide the GWG in determining ratings of strength of recommendation.

The GWG reaches consensus on the wording and rating of each recommendation or suggestion using a
modified Delphi method, i.e., through iterative blind voting. For recommendations, all members except
one must vote to “recommend” the intervention or assessment, and at most one member may vote
other than “recommend” the intervention or assessment. On the basis of the discussion among the
GWG members, adjustments to the wording of recommendations can be made between the voting
rounds. If this level of consensus is not achieved, the GWG can agree to make a “suggestion” rather than
a “recommendation.” No suggestion or statement can be made if three or more members vote “no
statement.” Differences of opinion within the group about ratings of strength of recommendation, if
any, may be described under “Balancing of Potential Benefits and Harms in Rating the Strength of the
Guideline Statement.”

Each statement will also be rated on the strength of its supporting research evidence. This is determined
by the methodologist/vice-chair, and reviewed by the SRAs and GWG chair, based on literature
identified in the systematic review and reflects the level of confidence that the evidence reflects a true
effect based on consistency of findings across studies, directness of the effect on a specific health
outcome, precision of the estimate of effect and risk of bias in available studies. Confidence is enhanced
by factors such as rigorous study design and minimal potential for study bias. Ratings are determined, in
accordance with the AHRQ's Methods Guide for Effectiveness and Comparative Effectiveness Reviews
(Agency for Healthcare Research and Quality, 2014)%°, and are defined as follows:

e A =High confidence that the evidence reflects the true effect. Further research is very unlikely
to change our confidence in the estimate of effect.

10
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e B = Moderate confidence that the evidence reflects the true effect. Further research may
change our confidence in the estimate of effect and may change the estimate.

e C=Low confidence that the evidence reflects the true effect. Further research is likely to change
our confidence in the estimate of effect and is likely to change the estimate.

Evidence tables and survey data are included and reviewed in the appendices, allowing readers to judge
for themselves the credibility of a rating based on their own assessment of the data and the
methodology used to obtain it.

During this step, the GWG also identify statements appropriate for development as performance
measures and highlight this in discussion sections. All statements may not be appropriate for
performance measures, e.g., because of implementation barriers.

Step 6: The supporting text and appendixes for the guideline are drafted.

The medical editor, with support from APA staff and other SRAs, drafts the rest of the document, which
includes: the implementation text under each guideline statement; the rationale; the introduction; areas
for further research; the development process; glossary; and appendixes. The appendixes include the
clinical questions, search strategies, the review of research evidence, balancing potential benefits and
harms, quality measurement considerations, the review of survey results, and other sections as needed.
The draft is reviewed by the GWG and edits are made as needed.

Step 7: The draft guideline is reviewed.

The draft guideline is made available for review by all APA Councils, the APA Assembly and Board of
Trustees, the APA general membership, the general public, and stakeholders including other
professional associations and patient advocacy/consumer groups.

When an Expert Survey Panel is used, the draft document is sent to them for review. Additionally, APA
staff and the medical editor search the literature for the most cited experts and send the draft to them.
If there is no Expert Survey Panel, the draft text is sent to experts using the latter method. Experts are
asked to disclose relevant conflicts of interest at that time and may choose to be acknowledged on
guideline publications. Their acknowledgement does not imply endorsement of the guideline.

Step 8: The GWG finalizes the guideline.

The GWG reviews comments and considers whether revisions to the guideline text are needed. After
any revisions are incorporated, the guideline is reviewed by the CPG including Assembly liaisons and by
the chair of the Council on Quality Care. The main purpose of this step is to provide a final check to
ensure that policies and procedures for the guideline development process have been followed and that
statements are unlikely to be misinterpreted or misused by the field.

If any revisions to the wording or rating of a statement are necessary, the GWG will reach consensus
using the modified Delphi method described in step 6. Such revisions must be consistent with the
evidence and any available survey data, as described in steps 4 and 6.

Step 9: The CPG submits the finalized guideline for approval to the APA

Assembly and Board of Trustees.

After revisions are completed, the CPG votes to approve submission of the guideline to the APA
Assembly and Board of Trustees. The Assembly liaisons on the CPG may facilitate Assembly approval,
e.g., by reporting to the Assembly that the development process has been followed.

11
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The APA Assembly and Board of Trustees review and approve the guideline for publication under the
imprimatur of APA. As in step 9, if either group requests a revision to any statement, the proposed
revision must go back to the GWG for a new consensus determination using the modified Delphi
method. Such revisions must be consistent with the evidence and any available survey data, as
described in steps 4 and 6.

The approved guideline is disseminated in a variety of formats, including online and in print.

Review and Revision Process

Guidelines remain published and are considered “current” for five years. They may be re-affirmed after
completion of an updated systematic review of the evidence if the SRAs and the GWG agree that new
findings will not have changed the recommendations or ratings. Depending on any changes in the
evidence base, it is possible that only one or more statements (and supporting material) may warrant an
update. Literature searches may be conducted on a regular basis after guideline publication with
updating of guideline statements and text, as needed, to maintain the guidelines as current.

If the SRAs recommend revising a rating, the GWG considers if this should change the wording or rating
of a recommendation or suggestion. The GWG also considers if expert opinion may have changed, e.g.,
because of changing practice patterns, potentially affecting the rating of a statement.

Revisions to the wording or rating of a statement require re-doing steps 5 through 9 of the development
process. Revisions to a discussion section require re-doing steps 7-9 only.

Guideline development is funded and supported by the APA’s general operating fund without any
involvement of industry or external funding.
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