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1 Adapted from Downs and Black, The
feasibility of creafing a checklist for the
assessment of the methodological quality both
of randomized and non-randomized studies
of health care inferventions, J of Epi Comm

Health 1998; 52:377-384
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Relevance and
objectivity

1.The need for carrying out the
study has been established.

2.The study addresses a
significant public health issue
and will inform public health
policy and practice.

3. The relevance of the research
to Universal Health Coverage
(UHC) has been established.

4.There is a clear statement
of objectives, research
questions, and a hypothesis
or theoretical /conceptual
framework fo guide the enquiry

5.There is a clear description
of the main outcomes to be
measured (where applicable).

6.There is a clear description of
the beneficiary population.

7 .There is a clear description
of key variables and how
they may allow for adjustment
of confounding (where
applicable).

8.There is a clear descriptfion of
the intervention if applicable
and evidence of impact in
prior studies.

Q. For intervention studies,
sufficient time is given for
compliance to accurately
measure impact.

WHORRRFMSEMR 2 — (WHORF 22 —-WKO)

General checklist
for research

“quality’

Validity and
reliability

1. Statistical procedures and
data analysis methods are
described and appropriate for
the research question.

2.The assumptions and limitations
are identified and ways to
manage them are addressed.

3.The study will provide answers
fo the research questions or
hypothesis.

4.The questions are appropriate
for the target population.

5.The process for developing
the instrument,/questionnaire
is appropriate (i.e., technical
review, field-tests).

6.1f instruments have been
developed, they are
aftached, and prior validation
or pretesting has been
demonstrated.

7. A conceptual framework was
sef forth to measure or study
concepts in the most accurate
way possible.

8.The study has sufficient power,
and the sample size is sufficient
fo measure change (where
applicable).

27

Sound data
management
and integrity

1. The data needed to answer the
research questions have been
identified.

2.The data available can answer
the research questions, and
the limitations have been
identified.

3.The data collection plan and
procedures along with the
timeline are clarified.

4.The procedures are in place
to allow for analysis of
the characteristics of non-
responders and the potential
bias to the findings.

5. Procedures to handle missing
data are in place.

6.Challenges and limitations
in data collection and
analysis are anticipated and
addressed.

7. Confidentiality measures are
assured for participants, and
ethical issues are identified and
planned for.

8. Systems are in place to report
adverse events that may arise
as a consequence of the
infervention.

WRZE D B AREEEHE

Generalizability

1. Sampling methods are applied
fo maximize generalizability to
the target population (where
applicable).

2.The selected sfoff, patients and
facilities are representative of
the location where the majority
of patients receive care, if
applicable.

3.The sample is representative of
the target population.

4. The study addresses errors
that limit generalizability (e.g.
removal of possible sources of

bias).

WHORRRFEMASEMIE > 2 — (WHOMF 22 —-WKC)

Dissemination

1. The study findings contribute to
the body of literature and can
be published.

2.The study findings can be
used for further research,
policy, education or program
improvement.

3.Plans for publication and
dissemination plans to key
stakeholders and academia
are in place.
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Publication checklists
by study type

Using publication checklists help researchers think through the essential
elements of their study, facilitate complete and transparent reporting, and
ensure quality for peer review and dissemination.

Meta-Analysis. A quantitative study that combines
data from many research studies and uses a sfafistical
process fo derive conclusions and obtain a precise
estimate of the effect or risk factor for disease.

e  PRISMA checklist

hﬂp: Wwvv.prismo-stofemen’r.orq

Systematic Review. A systematic review is a crifical
assessment and evaluation of all research studies that
address a particular research question and include

a description of the findings of the collection of the
research studies. It may also include a meta-analysis.

e PRISMA checklist
http://prismarstatement.org /PRISMAStatement

Checklist.aspx

Rapid Review. A more focused systematic review
that is carried out in cases where there is a need to
synthesize knowledge within a relatively short time
period (<12 months).

e AMSTAR checklist
httos: //amstar.ca/Amstar Checklist.php

Randomized Controlled Trial. A controlled
experiment that randomly assigns participants to two
Or more groups.

e CONSORT statement, checklist, flow diagram
for reporting RCTs

http: //www.consort-statement.org
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Nonrandomized Controlled Trial. An experiment
or evaluation with non-randomized intervention and
comparison conditionl(s).

e The TREND statement complements the widely
adopted CONsolidated Standards Of Reporting
Trials (CONSORT) statement developed for
randomized controlled trials

https: //www.cdc.gov/trendstatement /pdf
trendstatement TREND Checkhst.pdf

Cohort Study. Can be a prospective or refrospective
observational study in which people who have

a cerfain condition or receive an intervention are
followed over time and compared with another group
of people who do not have the condition or receive
the infervention.

e STROBE checklist
https: / /www.strobe-statement.org /fileadmin
Strobe /uploads /checklists / STROBE _checklist

v4_cohort.pdf

Case-control Study. A study that selects cases with
outcomes of inferest for interview and identifies
exposures fo compare the odds of having an
exposure with and without the outcome.

e STROBE checklist
hitps: / / www.strobe-statement.org /fileadmin
Strobe/uploads/checklists /STROBE checklist
v4_case-control.pdf

Cross-sectional Study. The observation of a defined
population at a single point in time or time interval.
Exposure and outcome are determined simultaneously.

e STROBE checklist
https: / / www.strobe-statement.org /fileadmin
Strobe /uploads/checklists/STROBE checklist
v4_cross-sectional.pdf

Case Reports. A report on a set of subjects with an

e CARE checklist

http: / /www.care-statement.org /resources
checklist

outcome of interest or exposure, but no control group.

Economic evaluation

® CHEERs checklist
hﬂp: www.equofor—nerwork.orq wprcontent

uploads/2013/04 /Revised-CHEERS-Checklist-
Oct13.pdf

https: / /www.elsevier.com

Qualitative research. This can include qualitative evidence synthesis as well as in-depth studies to understand
complex social phenomena such as sysfems, processes, and human and organizational behavior.

e Standards for reporting qualitative research (SRQR) checklist
data/promis misc/04262 SRQR Checklist.docx

e COREQ consolidated criteria for reporting focus group and interviews
http://cdn.elsevier.com/promis_misc/ISSM_COREQ Checklist.pdf

1996;22:68-71.

o Blaxter M. Criteria for the evaluation of qualitative research papers. Medical Sociology News

http://www.medicalsociologyonline.org/resources/Vol/lss1 /7. 1-Criteriaforevaluating Blaxter.pdf

WRZE D B AREEEHE

WHORRRFEMASEMIE > 2 — (WHOMF 22 —-WKC)

25


http://www.prisma-statement.org/
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http://www.consort-statement.org/
https://www.cdc.gov/trendstatement/pdf/trendstatement_TREND_Checklist.pdf
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https://www.strobe-statement.org/fileadmin/Strobe/uploads/checklists/STROBE_checklist_v4_cross-sectional.pdf
https://www.strobe-statement.org/fileadmin/Strobe/uploads/checklists/STROBE_checklist_v4_cross-sectional.pdf
https://www.strobe-statement.org/fileadmin/Strobe/uploads/checklists/STROBE_checklist_v4_cross-sectional.pdf
http://www.care-statement.org/resources/checklist
http://www.care-statement.org/resources/checklist
http://www.equator-network.org/wp-content/uploads/2013/04/Revised-CHEERS-Checklist-Oct13.pdf
http://www.equator-network.org/wp-content/uploads/2013/04/Revised-CHEERS-Checklist-Oct13.pdf
http://www.equator-network.org/wp-content/uploads/2013/04/Revised-CHEERS-Checklist-Oct13.pdf
https://www.elsevier.com/__data/promis_misc/04262_SRQR_Checklist.docx  
http://cdn.elsevier.com/promis_misc/ISSM_COREQ_Checklist.pdf  
http://www.medicalsociologyonline.org/resources/Vol7Iss1/7.1-Criteria-for-evaluating_Blaxter.pdf

Interndl
screening of
research products

Annex 3

This annex sefs forth several implementation principles related to the WKC infernal screening of research
products. The first category is calls for proposals. It is recognized that any calls for proposals should be
failored to the specific nature of the work, type of contract (e.g., Agreement for Performance of Work (APW),
Technical Service Agreement (TSA)), and number of proposals to be funded. While the specifications will vary,
in general, the following steps should be taken to ensure that the WKC receives quality research proposals from
the appropriate groups of researchers. These steps include:

e Clearly defining the scope * Facilitating competitive e Using checklists for the

In some cases, the WKC will initially request a submission of Eol, which gives a brief overview of the proposed
research within a limited number of pages. Eols will be subjected to a screening process that is internal to the
WKC prior fo submission of the full proposal. Generally, a few principles can be applied in the preparation
and screening for EOls. These include:

e Standardized templafes. e Screening process. The e Capacity building. If the

of the call to ensure that
sufficient quality submissions
are received from the targeted
groups of researchers. This
clarification will allow for

a sufficiently competitive
process. Responsible Officers
will incorporate the following
components fo ensure quality:

— Identify research gaps
through a literature review.

— Articulate a clear
research hypothesis that is
measurable.

— Avficulate the assumptions
underlying the hypothesis
and the causal chain to the
desired outcome.
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bidding by researching the
fargeted groups of researchers
to identify an effective
dissemination strategy for the
call (i.e., location and how
can the researchers best be
reached). A list of the targeted
groups of researchers can

be generated in order to
disseminate the call through
different channels.

® Developing and continuously
refining templates for
applicants fo use when
preparing Expressions
of Inferests (Eol) and full
proposals, including the
appropriate checklists from
Annexes 1 and 2.

proposal review and as fools
for the principle investigators
(Pls). The Pls will be required
to complefe quality checklists
relevant to the study design in
response to the call and ensure
that the study is designed in
such a manner that complies
with the checklist requirements
(for example, Annex 2).

20

The Eol will be prepared by
Opp|icon’rs using the Temp|ote
provided by the WKC that
incorporates key elements for
the screening.
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Responsible Officer and ot
least one other Technical
Officer will idenﬂfy screening
criteria (inclusion/exclusion) to
determine eligibility for further
consideration. Such criteria will
be tailored to the specifications
of the porﬂcubr call for
proposals, but should generally
focus on the responsiveness
and relevance to the call and
also the qualifications of the
research team members. A
short list of opp|ic0nts will

be created based on the
screening of the Eols. This

list will be presented to the
Director as a recommendation
of those who should be invited
to submit full proposals.

nature of the Call for Proposals
includes the aim to build
research capacity, the Eol will
be the first possible trigger or
indication of need for research
capacity building. Researchers
who submit EQls considered
fo be promising but in need of
substantial improvement will
be offered technical assistance
throughout the subsequent
steps of the research proposal
development process to
enhance the quality of their
proposed research.
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Full Proposals will undergo internal screening guided by specific technical guidelines and available checklists
relevant fo the study design [Annex 2). Screening should involve Technical Officers who could be assigned
responsibility to oversee the research. Other WHO colleagues may be consulted at this stage to inform the
shortlisting, if deemed necessary and appropriate (e.g. Regional and Country Offices for country-specific
studies). Based on the infernal screening results, the Responsible Officer will prepare recommendations to the
Director on which proposals should be accepted for external review, rejected, or invited fo revise and resubmit.
Components of the infernal screening should include an assessment of the following factors:

e Capacity building. If the
nature of the Call for Proposals
includes the aim to build
research capacity, the full
proposal is the second
possible frigger for research
capacity building. Proposals
that are promising but not yet

for money,” which involves considered sufficient quality

assessment of fechnical value may be supported by WKC
or merit.) Technical Officers and external

® Budget review. The
administrafive tfeam will
review the proposed budget

e Completeness. Full
proposals will be screened
for Comp|eteness in ferms
of compliance with the fo defermine compliance
information in the protocol with budget guidelines. (This
guidelines. step focuses solely on budget

procedures and should not

* \alue for money. The fechnical be confused with “value

staff should assess whether the

total budget and breakdown
by category is justified in

relation to the importance of
the research question and
implications for UHC.

experts to further develop and
sTrengThen the proposo|, if
deemed appropriate.

Externdl
evaluation of
research products

The external peer review process is essential to research quality assurance. It is also integral to the WHO
research ethics review process. The VWWHO Research Ethics Review Committee requires the independent review
of a research proposal, including the study profocol, budget, study materials, and other required documents,

by at least two external experts, and a satisfactory response from the Pl to the reviewers’ comments. A minimum
of two external experts will be identified for each proposal. Ideally, one should be an expert on the substantive
topic and another should be an expert on the proposed study design/method. Each external reviewer will have
completed a Declaration of Conflict of Interest prior to reviewing the proposals.

The process of external review is coordinated by the responsible Technical Officer, who will provide the
link among the research team and the VWKC, and communicate with the external reviewers. Generally the
Responsible Officer will be required fo:

® |dentify the appropriafe external reviewers. The
ferms of reference for both the VWKC Advisory

L4 Deve|op an instrument for external review to
evaluate technical merit. This instrument will

incorporate the appropriate checklist from Annex Group and the WKC Scientific Advisory Group
1 or 2 based on the study design, and it will also are fo support the technical quality of the WKC
enable defailed writlen comments from the external research. At least two external reviews with written
reviewers. comments for improvement should be requested.

Once the comments are received, the Responsible
Officer should collate all reviewers' comments,
identify the key recommendations, communicate
with the Pl in terms of the key recommended

Where possible, the Responsible Officers will present fully developed
proposals to other Technical Officers for their review and comments before
the proposals are circulated for external review. Only when proposals

are considered complete in compliance with budget rules and technically
sound can they be accepted and advanced to the external evaluation.

RZE D BRI THE 2 8
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modifications, and develop response guidelines
and a timeline.

Ensure responsiveness fo reviewer comments and
complefeness. Once the responses are received
from the Pl, the Responsible Officer should check to
ensure completeness in terms of the Pl adequately
responding to the reviewers’ comments and revising
their proposal accordingly. Should the Pl fail to fully
respond, the Technical Officer should work with

the Pl on identifying the gaps and develop a new
timeline for fully responding fo the comments.

RZE 0 B RS HE
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Capacity building. Technical assistance may be
required at this stage to support the Pl in revising
their proposal in accordance with the reviewers'
comments. Based on the outcomes of the external
peer review process and whether the Pl sufficiently
revises their proposal in accordance with the
reviewers’ comments, the WWKC will determine
whether the proposal can advance to the WHO
Research Ethics Committee (ERC) clearance
process.

29



Summary of the
Ethics Review
Committee
submission?

Research protocols should be cleared in most cases by the WHO ERC prior fo entering any confractual
agreements fo implement the research. The ERC is a 2/7-member committee established and appointed by the
WHO Director-General. Its mandate is to ensure that VWHO supports research of the highest ethical standards.
The ERC reviews all research projects that are supported financially or technically by WHO and involve human
participants.

The WHO ERC defines "research involving human participants” as any social science, biomedical, behavioral,
or epidemiological activity that entails the systematic collection or analysis of data with the infent fo generate
new knowledge in which human beings (i) are exposed to manipulation, intervention, observation, or other
inferaction with investigators either directly or through alteration of their environment, or i) become individually
identifiable through investigators’ collection, preparation, or use of biological material or medical or other
records.

All research proposals involving human participants need to be submitted to the ERC Secretariat using an online
submission portal, ProEthos. The Responsible Officer works closely with the Pl in order to facilitate the ethics
review and oversee the WHO ERC clearance process. The documents fo be submitted for ERC review include:

e Comments made by the
scientific peer review group

e |nformed consent forms
* Associated study instruments,

® Research protocol, formatted
according to ERC guidelines:

This must be the version such as interview guides, ® Pl's pointby-point response to
approved by the peer review questionnaires, efc. the peer review
group and include the changes | @ Data collection forms, case * A lefter from the local/

national ethics committee
either acknowledging receipt

recommended by the external report forms, efc.

reviewers either in frack e Patient recruitment materials
change or in highlighted e Final approval by the of submission for review or
mode. scientific/technical review indicating a final decision of

committee or peer reviewers approval.

2 The review process is described in detail on the WHO website: hito: //www.who.int/ethics/review-committee /review process/en/ (Last accessed 2 March, 2018)
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Within the WKC, where feasible, the final proposal should be presented in person (oral presentation) by the
Responsible Officer {and/or the Pl) to all Technical Officers before submission to the VWHO ERC in order to
establish common understanding of the final approved protocol that is o receive technical and/or financial

support from the WKC.

Based on a cerfain set of criteria, the ERC will determine the appropriate type of review. Most protocols
considered by the WKC will fall into one of the following types of review:

® Full committee review of
proposals. All research
proposals that present more
than minimal risk to human
subjects are reviewed by two
ERC members who present the
proposal fo the ERC committee,
followed by a decision.

® Expedited review of proposals.

A proposal is circulated for
expedited review when the
research procedures present
no more than minimal harm

fo the research parficipants or
communities. In this case, the
proposal is sent to two ERC

e Exemption from ERC review.
Proposals are exempt from
ERC review when there is no
possibility of harm arising as
a result of the conduct of the
research project or when the
information being collected
is available from the public

members who are required domain.
fo provide their feedback

fo the secrefariat within 10
working days. As appropriate,
the proposal is then either
approved or refumned for further
action.

The initial screening is done on the first day of receipt of the proposal fo ensure that all the documentation has
been submitted. A more detailed technical screening at the Secretariat level is then carried out within 5 working
days.

date for receiving a proposal

e Expedited review. Once e Full Committee review. If a

submitted for expedited review, proposal is sent for regular for discussion at a particular
the proposal is reviewed within review, it will be discussed at meeting is listed on the ERC
10 days. Consequently, a the next meeting fo the dafe meeting dates and deadlines
Responsible Officer can expect of receipt of a safisfactory for submission of protocols.
a response from the Secrefariat submission. As a general rule,

within 2-3 weeks of the inifial ERC meetings take place on

submission. a monthly basis. The cutoff

The length of time for approval for both expedited and regular reviews depends on the promptness of the
response from the Responsible Officers and the Pls to ERC concerns. A study will only receive final approval
from the ERC when all core documentation has been satisfactorily submitted, including local ethics approval.
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http://www.who.int/ethics/review-committee/review_process/en/

3 World Health Organization 2017 Code of

Conduct for Responsible Research
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Monitoring
research products

The WKC is responsible for
monitoring progress, maintaining
regular communications with the
PI, evaluating the miderm and
final reports, and monitoring
compliance with the WHO ethics
guidelines.

Where the WKC is a funder

of research, through a TSA or
other mechanisms, the WKC
and the confracting institution
should comply with the terms

of the contract, including

good research practices and
adherences fo ethics guidelines
as ouflined in the WHO Code
of Conduct for Responsible
Research.® The complefion of
appropriate reporting forms

will be incorporated info the
deliverable requirements outlined
in the confractual agreements.

The Responsible Officer should
maintain regular communication
with the Pl to ensure the quality
of implementation. The optimal
frequency of communication will
vary depending on the study or
the phase of the study, but at
minimum a monthly check-in is
required throughout the project
period.
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A midterm progress report will
be required and scheduled
according to the fotal duration of
the project. A general template
will be developed and used for
the preparation of this progress
report. The progress report

will be evaluated with a focus
on (a) whether the research is
progressing according to plan,
noting any actual or anticipated
changes to the plan, and (b)
whether there have been any
new developments (e.g. new
publications by other researchers|
in the relevant research field

that impacts the relevance

or implications of the present
research. The progress report
will be primarily evaluated by
the Responsible Officer, but with
other Technical Officers, WHO
colleagues, or external experts
as necessary and appropriate.
Where feasible, the Responsible
Officer and/or Pl will present the
progress report in person (oral
presentation) to all other Technical
Officers. Necessary corrective
actions will be communicated to

the Pl by the Responsible Officer.
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A template will be developed
and used for the preparation of
a final project report. Additional
research oufputs, such as
manuscripts for journals, sfatisfical
analysis results, etc., could also
be submitted and reviewed. The
final evaluation will be based
on (a) the implementation of

the research according to the
plan, (b) the achievement of the
objectives, (c) the quality of the
complefed research using the
checklists in Annexes 1 and 2,
and (d) whether the research
outcomes are publishable.
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The final evaluation will be
primarily carried out by the
Responsible Officer, but with
other Technical Officers, WHO
colleagues, or external experts,
as necessary and appropriate.
The PI will be invited to the WKC
fo give a final presentation of
his/her research in person, either
for an internal presentation or as
part of a public symposium or
forum organized by the WKC. In
some cases, particularly for multi-
year research or research that
has differed significantly from the
original research plan, the final
report should be sent to external
reviewers for recommendations.
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Dissemination of research is

also a mechanism for quality
assurance, as it increases
fransparency and accountability,
and creates the opportunity for
public review and critique. The
Responsible Officer will work
closely with the Communication
Officer and other sfaff to develop
an appropriate communication
and dissemination plan for the
research, from the launch of the
project fo the dissemination of the
final products. Possible vehicles
for dissemination include theme-
based symposia, press releases
to the mass media, social media,
the WKC website and WKC
knowledge hubs.
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