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ABSTRACT

Primary care (PC) is a unique clinical specialty and research discipline with its own perspec-
tives and methods. Research in this field uses varied research methods and study designs to
investigate myriad topics. The diversity of PC presents challenges for reporting, and despite
the proliferation of reporting guidelines, none focuses specifically on the needs of PC. The
Consensus Reporting Items for Studies in Primary Care (CRISP) Checklist guides reporting
of PC research to include the information needed by the diverse PC community, including
practitioners, patients, and communities. CRISP complements current guidelines to enhance
the reporting, dissemination, and application of PC research findings and results. Prior
CRISP studies documented opportunities to improve research reporting in this field. Our
surveys of the international, interdisciplinary, and interprofessional PC community identi-
fied essential items to include in PC research reports. A 2-round Delphi study identified a
consensus list of items considered necessary. The CRISP Checklist contains 24 items that
describe the research team, patients, study participants, health conditions, clinical encoun-
ters, care teams, interventions, study measures, settings of care, and implementation of
findings/results in PC. Not every item applies to every study design or topic. The CRISP
guidelines inform the design and reporting of (1) studies done by PC researchers, (2) studies
done by other investigators in PC populations and settings, and (3) studies intended for appli-
cation in PC practice. Improved reporting of the context of the clinical services and the pro-
cess of research is critical to interpreting study findings/results and applying them to diverse
populations and varied settings in PC.

Ann Fam Med 2023;21:549-555. https://doi.org/10.1370/afm.3029
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INTRODUCTION

esearchers, journals, and research users across many fields recognize the

need to improve research reporting'? and have developed research reporting

guidelines to assist researchers. Many guidelines have been widely adopted,
with potential benefits including more effective dissemination, translation, imple-
mentation of new knowledge, and reduction of research waste.> The EQUATOR
(Enhancing the Quality and Transparency of Health Research) network catalogs a
growing number of guidelines for reporting health research (https:/www.equator-

network.org). Still, the bulk of the 500-plus guidelines pertain specifically to select
methods, disciplines, topics, or focused specialties.*® Primary care (PC) researchers
use a variety of reporting guidelines to cover the breadth of their interests, meth-
ods, and topics; however, no published guideline focuses directly on PC's defining
features and perspectives.

Need for Reporting Guidelines for PC Research

Primary care is a distinct health care model” that can improve patient and population
health® and has unique clinical perspectives, knowledge needs, and research ques-
tions. This field has developed distinct approaches emphasizing patient-centered
and problem-oriented care of whole patients, multiple and chronic conditions, inter-
disciplinary teams, participatory models, mixed methods, synthesis, translation, and
implementation.” PC research engages many partners and serves many users. Inves-
tigators in this field work in interdisciplinary teams, using a broad array of research
methods to investigate the entire palette of human health, illness, and care across
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CRISP STATEMENT

various clinical and community settings.'® PC researchers use
multiple reporting guidelines for specific study designs, such
as CONSORT (Consolidated Standards of Reporting Trials)"
for trials, STROBE (Strengthening the Reporting of Obser-
vational Studies in Epidemiology)'? for observational studies,
and COREQ (Consolidated Criteria for Reporting Qualitative
Research)" for qualitative research. These guidelines remain
appropriate for many studies, but there is a need for additional
information and context beyond that requested in method-
centered guidelines, particularly to inform the implementation
of research findings/results in a vast range of socioeconomic,
cultural, and health system settings. Simply adding extensions
to current guidelines will not meet the needs of PC research
or its synthetic, multimethod, generalist research.

CRISP INITIATIVE

Aims and Scope

Consensus Reporting Items for Studies in Primary Care
(CRISP) is an international, interprofessional, interdisciplin-
ary initiative to help improve the reporting of PC research
(https://www.crisp-pc.org). The goal is to improve the qual-

ity, usefulness, and dissemination of reports of PC research
findings/results and aid their application to improve care and
health outcomes for patients and communities.

The CRISP Working Group began with a scoping review
of the literature' and a formal assessment of current reporting
practices and the needs of the multiple users of PC research.'®
These included clinicians, researchers, editors, reviewers,
educators, patients, study participants, communities, funders,
and policy makers, each with needs for research communica-
tion. We purposefully surveyed people from diverse nations,
languages, personal and professional backgrounds, professions,
specialties, disciplines, and roles in research. At every stage,
we included patients, community representatives, and study
participants to be sure their voices were captured. We engaged
all of these voices as experts in conducting PC research and
communicating its results to optimize the communication, dis-
semination, and implementation of study findings and results.

We defined PC according to the 1996 report of the US
Institute of Medicine”: “Primary care is the provision of inte-
grated, accessible health care services by clinicians who are

Table 1. Target Audience for CRISP Guidelines

The target audience for the CRISP guidelines is everyone engaged in
PC research, including at least 3 groups:

Researchers working in PC clinical and scientific fields who identify
themselves as PC researchers and intend their work to apply to PC
settings or to apply their PC perspectives to other investigations

Researchers working in PC settings, studying PC patients, problems,
or processes

Investigators who intend their work to be applied in PC or to influ-
ence PC clinicians and the care they provide

CRISP = Consensus Reporting Items for Studies in Primary Care; PC = primary care.

accountable for addressing a large majority of personal health
care needs, developing a sustained partnership with patients,
and practicing in the context of family and community.”

We defined clinicians as physicians, other health profes-
sionals, and other primary care team members who deliver
health services directly to patients face to face.

The target audience for the resultant CRISP guidelines
includes everyone engaged in PC research (Table 1). This
report summarizes the rationale, background research, devel-
opment, and potential uses of the CRISP guidelines. See
the CRISP Explanation and Examples Guide (Supplemental
Appendix) for further details on each reporting item.

Development of the CRISP Guidelines
The CRISP Working Group completed a series of studies to
assess current practices, needs, best practices, and potential

14-18 %

for improving PC research reporting (Table 2).

Literature Scoping Review

We conducted a scoping review to map the published litera-
ture on PC research reporting quality, strengths, weaknesses,
recommendations, and efforts to improve reporting.'"* Our
search of 7 major databases for articles published in English
during 2000-2020, supplemented by a secondary search of
references and expert panel suggestions, yielded 2,847 unique
titles, of which 126 underwent full-text review and 25 met
predetermined inclusion criteria. All publications identified the
need to improve reporting and recommended items to include
in reports. Most cited the need for more detailed reporting on
the context of study interventions, clinical settings, and health
care systems. Most publications endorsed reporting guidelines
and recognized the unique needs of PC research reporting.

Needs Assessment Surveys and Guideline Scan

We conducted a needs assessment of the international,
interprofessional community of producers and users of

PC research."” Our online survey, conducted during 2018-
2019, yielded 255 respondents across 24 nations, including
physicians, scientists, educators, public health profession-

als, patients, study participants, and community members.
Respondents indicated difficulty interpreting, synthesizing,
and applying PC research reports “50% or more of the time."
Overall, 37% reported problems using current PC research
reports. Regarding specific types of research, 49% reported
difficulty for qualitative research, 46% for mixed methods
research, and 38% for observational research. The most com-
mon problems were synthesizing findings/results (58%) and
assessing generalizability (42%). The majority of users wanted
richer reporting of theoretical foundations (54%); teams,
roles, and organization of care (53%); and patient involvement
in the research process (53%). Some described challenges
with the reporting of the context of the health care setting;
practical details of interventions; patient-clinician and team

*Unpublished data (Phillips et al, 2020).
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Table 2. CRISP Studies on the Reporting of Primary Care Research That Nominated Potential Reporting Items

Study and Year(s) Description Data Source

Methods

Phillips et al,™ Literature scoping 25 Publications extracted from 2,847 Systematic search of 7 databases and search
2000-2020 review identified engines

Phillips et al,™ Survey of PCresearch 255 Respondents, 24 nations Online survey of PC researchers and users across
2018-2019 community nation, profession, research role; snowball

sample

Phillips et al,'® 2019 Survey of PC

practitioners

252 Respondents, 29 nations; PC clinicians
who provide direct patient care during
more than 50% of the work week

Online survey of PC practitioners across nation,
profession, research experience; snowball
sample

Phillips et al,’ 2020 Scan of reporting

guidelines Network

14 PC-relevant guidelines listed in EQUATOR

Scan of reporting guideline content compared
with findings of PC researcher survey

Unpublished study,? Survey of PC journal

2020 editors research

12 Editors of major journals that publish PC

E-mail survey and telephone interviews

Sturgiss et al'” and
Phillips et al,'® 2021

CRISP Delphi study

89 PC participants across world regions,
professions, research roles, and experience

Online, closed, confidential Delphi study,
2 rounds

CRISP = Consensus Reporting Items for Studies in Primary Care; EQUATOR = Enhancing the Quality and Transparency of Health Research; PC = primary care.

2 Journal editor recommendations for better reporting of PC research (unpublished data, Phillips et al, 2020).

relationships; and generalizability, applicability, and impact in
various PC settings. Respondents nominated a list of potential
reporting items for PC research. We concluded that opportu-
nities exist to improve the reporting of PC research to make
it more useful for its many users, suggesting a role for new
research reporting guidelines specific to PC.

We conducted a second international, interprofessional,
online survey in 2019, focused on PC clinicians who provided
clinical care to patients for more than one-half of their work-
ing week.'® The survey yielded 252 respondents across 29
nations, including 88% physicians, 5% nurses, and 3% physi-
cian assistants. Of these practicing clinicians, 33% accessed
original reports of PC research in academic journals weekly
or daily, but only 36% found reports met their needs “fre-
quently” or “always.” We concluded that PC practitioners
read original research reports, but current reports meet their
information needs less than one-half the time. Practitioners
desired improved reporting of study context, interventions,
relationships, generalizability, and implementation. Respon-
dents nominated potential reporting items, adding to our list.

After identifying the needs voiced by survey respondents,
we scanned the 14 EQUATOR Network guidelines most
relevant to PC research." We found that currently published
guidelines do not adequately address many of the concerns
voiced by our respondents.

In addition, we surveyed editors of 12 major journals pub-
lishing PC research in 2020, to collect their recommendations
for improving the reporting of PC research.*

Our CRISP Working Group also gathered peer com-
ments on our developing work through presentations, open

*Unpublished data (Phillips et al, 2020).
tUnpublished data.

meetings, and workshops at national and international confer-
ences in Australia, Canada, Europe, and the United States
during 2018-2022.1

At each stage of this research, participants nominated
potential reporting items. Following a prespecified, iterative
analytic plan, our CRISP Working Group reviewed new items
to add to the growing list. Some potential items were com-
bined, split into separate items, or reworded for clarity and
interpretation across nations, health care systems, and PC set-
tings. The revised aggregate list of items was then presented
in the following survey. Fewer new items were suggested at
each successive stage, suggesting we had reached saturation
across the study groups.

Delphi Study

To move from this aggregate list to a consensus set of report-
ing items, we conducted a Delphi study."” Using a prespeci-
fied, published protocol,'® we recruited an international, inter-
disciplinary, interprofessional Delphi panel of PC researchers
and research users for an online survey in 2021. We presented
the list of potential reporting items and asked participants

to vote whether each item should be included, required, or
recommended in a guideline. An item advanced to the next
Delphi round if more than 50% of panelists voted to include
it. Eighty-nine respondents completed both Round 1 (84%
response rate) and Round 2 (91%), with representation of a
wide variety of demographic characteristics, health profes-
sions, scientific disciplines, research roles, levels of experi-
ence, and world regions. Round 1 presented 29 potential
items, of which 25 moved on to Round 2. After the 2 rounds,
11 items were endorsed for inclusion by at least 90% of panel-
ists, and an additional 12 items were endorsed by more than
50%. The Delphi study thereby identified a consensus set of
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Figure 1. Consensus Reporting Items for Studies in Primary Care reporting item Checklist and Instructions.

Reporting Item Checklist

Included®

No. Reporting Item?® (See instructions below. Not all items apply to all study designs.) Y N NA Section© Notes!

1. Include “primary care” andlor discipline-specific terms in the title, abstract, andlor key words. [ [ [ |

2. Describe the study rationale and importance for primary care.

2a. Explain the rationale for the research question and how it relates to primary care. 000 |

2b. Describe the importance or relevance of the topic under study in the primary care setting. ood |

2c¢. Identify any theory, model, or framework used, and explain why it is appropriate to the research ques- odd |
tion in primary care.

3. Describe the research team’s primary care experience and collaboration.

3a. Describe the research team’s expertise and experience in primary care practice and/or research. ood M

3b. Describe whether and how primary care patients, practicing clinicians, community members, or other ood M
stakeholders were involved in the research process.

4. Describe the study participants and populations in the context of primary care.

4a. Use person-focused language to refer to the research populations and participants, or use terms based [ [ [J R
on patient preferences.

4b. If reporting personal characteristics of participants, report the source of the data, the rationale for 000 R
using it, and the rationale for any classifications used.

4c. Describe the participants and populations in sufficient detail to allow comparison to other primary care ood R
patient populations.

4d. Specify whether participants have preexisting therapeutic relationships with the clinical team or are 000 M, R
new patients.

5. Describe the conditions under study in the context of primary care.

5a. Describe whether the condition under study is acute or chronic. 0ooo M, R

5b. Report how multimorbidity is considered and how it might affect interpretation of the study findings/ 000 M
results.

6. Describe the clinical encounter under study in the context of primary care.

6a. Specify whether the study focus is an isolated clinical encounter or a longitudinal course of care. If it is 000 M
an isolated clinical encounter, specify whether it is the first visit or a follow-up visit for the condition
under study.

7. Describe the patient care team.

7a. If care is delivered by teams, describe the team members and their roles. 000 R

7b. For each clinician category, report profession, specialty, and qualifications. ood R

8. Describe the study interventions in the context of primary care.

8a. Describe interventions and their implementation in sufficient detail to enable the reader to assess odd M
applicability in their own setting.

8b. Describe any clustering or grouping of patients, participants, clinicians, teams, or practices, and how it~ [ [ [J M, R
was addressed in the analysis.

8c. Describe the health care system in sufficient detail to allow comparisons to other systems. 0ooo I, D

9. Describe study measures used and their relevance to primary care.

9a. Report whether study measurement tools have been validated in primary care populations or settings. - [ [J M

9b. Describe how the measurement tools used are meaningful to primary care patients and their care. ood M

9c. Report findings/results to be clinically interpretable by primary care clinicians and patients. odd R

10.  Discuss the meaning of study findings/results in the context of primary care.

10a.  Discuss implications of the study findings/results for research, patient care, education, and policy with ood D
specific focus on primary care.

10b.  Discuss the implications of study recommendations on demands and priorities in primary care practice. 1 L [J D

10c.  Comment on any research processes that might influence the applicability of the study findings/results 000 D
in diverse primary care settings.

CRISP = Consensus Reporting Items for Studies in Primary Care; D = discussion; | = introduction; M = methods; N = no; NA = not applicable, R = results; Y = yes.

Instructions: (1) The CRISP Checklist aids researchers in meeting readers’ needs by including content that our primary care research community feels is important for the validity, quality, and
usefulness of primary care research reports. Authors and editors make final decisions. (2) Primary care research involves a wide variety of methods, study designs, topics, and settings; thus, not all
items apply to all studies. Please respond to each item but note if it is not applicable for your study. If an item is missing from your report but applies to your study, simply note that and provide
some brief explanation of why it is not included. (3) Authors should also use other reporting guidelines appropriate for their study and report. Some CRISP items may overlap with other guide-
lines. Version 1.0, published: October 4, 2023, CRISP (https://crisp-pc.org/).

2For more information plus explanation, and examples of each item, see the Supplemental Appendix.

b Indicate whether the item is included in your report: yes, no, or not applicable. If the item applies to the study design but is not included in the report, please provide an explanation.

<Suggested location for the item in research reports according to the IMRaD (Introduction, Methods, Results, and Discussion) format.
9 Notes on the location of the item in your report (by line, page, or section) or reason for omission of the item from the report.
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items with broad endorsement from the worldwide commu-
nity of producers and users of PC research.

On the basis of the Delphi results and earlier studies, the
CRISP Working Group made final edits for clarity and broad
understanding to produce the draft CRISP Checklist with 24
reporting items.

Pilot Testing and Finalizing

We performed pilot testing with 10 PC researchers, authors,
reviewers, patients, study participants, and community rep-
resentatives.* Participants used near-final drafts of 3 docu-
ments—the CRISP Checklist, the CRISP Statement pub-
lished here, and the CRISP Explanation and Examples Guide

(Supplemental Appendix)—to write, revise, or review a PC

research report. All completed an anonymous online survey.
Overall, participants reported that the checklist helped in
writing and reviewing, was easy to understand and use, and
improved the final reports. All recommended the checklist
to research colleagues and suggested editors of PC research
journals encourage authors to use them. The working group
used these pilot results to finalize the CRISP documents.

Guided by this total body of research, testing, and com-
mentary, the working group ultimately produced the final
CRISP Checklist of 24 reporting items (Figure 1).

The CRISP initiative followed published recommenda-
tions for developing research reporting guidelines." Our
surveys required informed consent and were approved by

517 and our publications followed

14-18

institutional review bodies,
the relevant reporting guidelines.

CRISP GUIDELINES
The CRISP guidelines consist of the 24-item CRISP Check-

list and detailed instructions for use.

Checklist Items

The CRISP Checklist (Figure 1) is an aid for researchers,
authors, and editors to help produce PC research reports. It
summarizes items the PC community feels are essential for
transparency, quality, and usefulness.

PC research involves a wide variety of methods, study
designs, topics, and settings; thus, not all CRISP items
apply to all studies. Some items may be more relevant to
quantitative, qualitative, or participatory research methods.
Please refer to the CRISP Explanation and Examples Guide
(Supplemental Appendix) for more details on each item.

The CRISP guidance does not constrain effective or cre-
ative research communication. Final decisions on content and
form rest with authors and editors.

The central theme running through the CRISP Checklist
is a call for richer descriptions of context in research reports.
PC readers need more information to understand the con-
text of the research team, participants, patients, populations,

*Unpublished data (Sturgiss et al, 2023).

clinical conditions, clinical encounters, patient care teams,
study interventions, and study measures. In every section of
the research report—introduction, methods, results, discus-
sion—users need information anchored in the realities and
practicalities of PC. The breadth and depth of PC and the
wide variety of settings in which it is practiced mean that
research reports must provide rich contextual descriptions.
For investigators and authors who hope to see their research
read and their findings/results implemented in practice, the
CRISP Checklist provides a new tool to make their reports
relevant, relatable, and actionable for PC readers.

Instructions for Using the Checklist

For each of the 24 items on the CRISP Checklist, the check-
list (1) asks authors to indicate whether the information is
included in the report (yes, no, or not applicable), (2) suggests
a location for the item in the report, and (3) asks authors to
note the item’s location in the manuscript.

Authors should respond to each item. If an item is missing,
the authors note its absence and explain briefly why it is not
included (eg, data not available in the public domain, data not
collected, information beyond the scope of the study design).

Authors should note the location of each item in the sub-
mitted report by line number, page number, or section. The
location is the choice of the authors. Suggested locations fol-
low the usual sections of a research report: IMRaD (introduc-
tion, methods, results, and discussion). Details for some items
can be provided by citing appropriate references (eg, a refer-
ence describing the health care system).

[t is important to recognize that other reporting guide-
lines may also apply when specific methods or settings are
used in PC research. Authors could use the CRISP guidelines
alongside these guidelines to help ensure that their reports
include details on methods as well as the information needed
by the PC community (Supplemental Table). When a PC
study fits one of the existing reporting guidelines, such as
CONSORT!" for a PC trial, STROBE" for a PC cohort
study, or COREQ?" for a PC qualitative study, CRISP would

complement that guidance and contextualize elements for PC

research. Examples include CRISP items that ask for informa-
tion about multimorbidity and continuity of care, which are
not suggested in other guidelines. Some CRISP reporting
items may overlap with those in other guidelines.

As with other reporting guidelines, the CRISP guidelines
can help guide the planning and conduct of research, as well
as its reporting. They may also be helpful for research teach-
ers, learners, advocates, and funders.

DISCUSSION

Guidelines by and for the PC Research Community
The CRISP Checklist is the culmination of a multimethod
program of research that was prospectively designed, trans-
parent, and iterative, from needs assessment and literature
review through worldwide surveys and Delphi refinement.
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We have detailed study designs, results, analysis, and limita-
tions in previous reports.'* '8

In the CRISP initiative, we purposefully designed a
development pathway different from that of most published
reporting guidelines. Rather than relying on a small group of
recognized experts in a specific research method, we empow-
ered our whole community as experts in PC research and its
communication. We engaged a broad range of voices across
professions, specialties, disciplines, nations, personal and
professional characteristics, and research roles. We included
both producers and users of PC research. At each step, we
benefited from the participation of patients and community
representatives. Finally, we pilot tested the CRISP Checklist
and supporting documents among a diverse group.*

The success of this innovative approach is supported by
the high levels of survey response, the appearance of clear
themes in reporting items suggested by multiple groups, and
the achievement of consensus on a set of reporting items.

Our surveys recruited participants from across the broad
PC community, aiming to invite all voices. We were inclu-
sive but cannot claim to be statistically representative. Most
clinicians were physicians, and most were family or general
practitioners. As the CRISP guidelines evolve, engaging more
participant voices will be important.

Our success in engaging family physicians, general prac-
titioners, and others was aided by the endorsement of CRISP
goals and methods by WONCA (World Organization of
Family Doctors, https://www.globalfamilydoctor.com) and
NAPCRG (https://www.napcrg.org).

Guideline Implementation

Although incorporating the CRISP Checklist items may
require adding detail and length to reports, our studies show
that readers need this information to make the best use of
research findings and results. Adding these essential items
might require newer approaches to publishing, including use
of appendices, online materials, and other creative strate-
gies. Ideally, reporting formats should follow function, and
research reports should meet the needs of readers hoping to
apply findings/results to research, patient care, health sys-
tems, and population health. Advances in publishing technol-
ogy and dissemination strategies should empower more uses
for more users.

The CRISP guidelines are designed specifically to meet
the needs of PC, but their principles and guidance can help
enhance the reporting of research in other areas of medicine
and health sciences. We also encourage other groups to
consider the inclusive user-oriented process for developing
research reporting guidelines.

Next Steps
The CRISP guidelines are a living document that may be
revised over time as PC and its research methods evolve,

*Unpublished data (Sturgiss et al, 2023).

dissemination routes expand, and science, practice, and mis-
sion mature. We welcome the guidance of all to make the
guidelines more useful for more users. We welcome com-
ments and suggestions through the CRISP website (https://
crisp-pc.org/).

The effectiveness of the CRISP guidelines in improv-
ing PC research reports deserves field testing and trials. We
encourage others to develop and share best practices for
reporting the CRISP items. Editors, journals, and educators
can explore new methods for communicating research find-
ings/results and their implications for patient care, practice,
and health care systems.

The CRISP Working Group plans to translate the guide-
lines into multiple languages to assist researchers worldwide.
We welcome contact from researchers who believe translation
may be useful for their local context.

Journal editors can help authors improve the quality of
PC research reports by encouraging the use of the CRISP
Checklist in their information for authors and instructions for
reviewers.?’ Primary care research journals can publish edito-
rials on the potential value of this CRISP Statement and the
CRISP Checklist constructed by and for PC researchers.

We hope these CRISP guidelines help investigators,
authors, editors, reviewers, readers, and other users improve
the reporting of PC research in the service of stimulating
inquiry, advancing care, and improving health.

% Read or post commentaries in response to this article.
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