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PREFAGE

In 2000 TDR WHO introduced the Operational Guidelinesfor Etk-
ics Committees That Review Biomedical Researcft, which has con-
tributed globally to the development ofinde,pendent and competent ethi-
cal review. The Operational Guidelines provide essential guidance for
the development ofthe constitution, composition, and procedures of
ethics comrnittees (ECs) and ethical review systems. The ethical review
ofresearch involving human participants provides an essential measure
for safeguarding and promoting the protection ofpersons and conunu-
nities.

This guideline on Surveying and Evaluating Ethical Review Prac-
tices is intended to be complementaryto the Operational Guidelines"
Its purpose is to facilitate and support procedures for assisting the de-
velopment ofqualityand transparency in ethical review. The Guideline
is developed as a means to contribute to the education of ethics com-
mittees through review and evaluation oftheirpractices. It is aiso in-
tended to contribute to justified public confidence in the ethical review
ofresearch involving human participants. Finally, this Guideline is in-
tended to assist public authorities and national associations involved
with developing ethical review systems in promoting good ethical re-
viewpractices.

The ethical and scientifi c standards for carrying out biomedical research
on human subjects have been developed and established in interna-
tional guidelipes, including the Declaration ofHelsinki, theCIOMS In-
temational Ethical Guidelines for Biomedical Research Irivolving Hu-
man Subjects, and the WHO & ICH Gridelines for Good Clinical Prac-
tice. Adherence to guidelines, as well as national legislation and other
instruments, helpsto ensure thatthedigtrty, rights, safety, andwell be-
ing of research participants are promoted and that the results of the
investi gations are credible.

This Guideline relies on the established standards for intemational re-
search ethics and Good Clinical Practice as the primary reference for
surveying and evaluating the practices of ECs. hr particular, the WHO

v



& ICH Good Clinical Practice Guidelines provide a fundamental frame-
work for appreciating the role and responsibilities of ECs in the re-
search process. The specific needs for the composition and functioning

of an EC are provided in the TDR WHO Operational Guidelinesfor
Ethics Committees That Review Biomedical Research. The Decla-
ration of Helsinkiprovides a general ethical framework for all persons

engaged in the conduct of biomedical research.

v,



1 OBJECTIVE

The purpose ofthis Guideline is to conhibute to an intemational frame-
work forsurveying and evaluating ethical reviewpractices. Ethical re-
view provides essential guidance on research proposals and helps to
ensure the protection ofparticipants. The assurance ofresearch pro-
tections for individuals and communities requires the establishment of
standards for ethical review and the evaluation ofthe performance of
ethical review systems, including the functioningofECs.

More recentlythere is growing national and international interest in en-
suring that ethical review achieves the highest standards with regard to
the protection of individuals and communities. Some counfies and
regions are in the process ofdetermining methods for evaluating the
per formance and quality o f ECs. In p articular, accreditati on system s
for ECs based on an evaluation of their constitution, Standard Oper-
ating Procedures (SOPs), and practices are underdevelopment in sev-
eral countries. This Guideline provides acommonreferencepoint f,cr
appreciating good ethical review practices and promoting transparency
in the work of ECs.

ECs have apublic responsibility whose fulfilment requires good prac-
tices for ethical review as well as the ongoing education of their mem-
bers. As part of good practices, there should be a system of quality
assurance forsurveyingand evaluating the performance ofethical re-
view systems. This involves the development byECs ofintemal quality
assuance mechanisms, such as self-assessment cheklists, designed for
self-appraiial. Further measures include independent external evalua-
tions of EC practices designed to advise, educate, and improve the
ethical review process.

2 THE ROLE OF AN EC

ECs have been established to provide ethical advice to researchers in
order to assist decision-making on the adequacyofproposed research
projects regarding the protection ofpotential and actual human partici-



pants. In order to fulfil this role it is essential that ECs are constituted
and perform according to four principles for ethical review: independ-
ence, competence, pluralism, ild transparency.

The Declaration of Helsinki,Good Clinical Practice Guidelines, and
other intemational and national instuments require the ethical review of
research prior to its commencement. These instruments also require
ECs to perform regular follow-ups to research projects for which they
have provided a positive decision. In their decision-making, ECs must
be independent of the sponsor, the investigator, and any undue infl u-
ence.

ECs must be appropriatelyconstituted and adopt written Sops in or-
der to achieve independeirce and qualityin decision-making.

3 THE PURPOSE OF SURVEYINGAT.ID EVALUATING ECS

The purpose ofsurveying and evaluating ethical review practices is to
assist ECs in reviewing fteir practices and appraising performance while
also providing a means to assure the public that the ethical review of
research proposals is carried out according to established standards.
The survey should establish the basis for an independent evaluation that
provides relevant information to parties having a legitimate interest in
the appropriate functioningof an EC, as defined within the framework
ofnational legislation ormutually agreed to bythe surveying entity and
the EC. An independent evaluation should provide an opportunity for
an EC to rweive advice on ib constitution and operation.

In recent years ECs along wittr health minisfiies and regulatory authori-
ties have taken measures to improve the process of ethical review. In
some instances these measures have included independent reviews and
evaluations ofECs as ameans to improve practices and achieve more
confident results. There has also been an interest on the part of re-
searchers and sponsors to have more information regarding the func-
tioningofECs.



At present only a few countries have a legal or regulatory framework
for assisting in the evaluation ofECs, while the framework for the in-
sprction ofclinical tials is well established in some counhies. This Guide-
line suggests acooperative and educativemodel forsurveying and evalu-
ating the wor{< ofECs, being concemed less with'enforcement' ofstand-
ards and more with 'leaming' from the review ofpractices.

4 THE APPROACH TO SURVEYING AND EVALUATING
ETHICAL REVIEW

A predefined framework shouldbeestablished forsurveying and evalu-
ating ethical reviewpractices. Such a frameworkmaybe establishedby
national health or regulatory authorities, or it may be agreed upon in
cooperation with national, regional, or international associations" The
framework should define the responsible entities for surveying and evalu-
ating ECs as well as the circumstances and frequencyofthe reviews.
Where no predefined framework exists, ECs should be able to avail
themselves ofsurveillance and/or evaluative processa or other quality
assurancemechanisms.

Open and frank communication should characterise the surveying and
evaluative procedwes, with both the independent surveyor and the EC
providing a zupportive shuctwe. Independeirt surve5rors should be bound
by a confidentiality agrrement prior to the commencement ofthe review
procedures.

5 SoPs FoR SURVEYING AND EVALUATING ETHLCAL
REVIEW

SOPs for surveying and evaluating ethical review practices should be
developed in advance ofthe activities taking place. These SOPs should
provide detailed guidance on the requirements for assigning independ-
ent surveyors, as well as procedures related to conflict ofinterest and
confidentiality, the development of survey plans, the documents to be
reviewed, ffid ttre writing ofthe evaluative report and its distribution.
The SOPs should be based on the predefined framework for surveying



and evaluating ethical review systems and/or the actual practices ofspe-
cific ECs. These SoPs should be flexible, where necessary, in order to
meet the needs ofspecific systems and their ECs while permitting com-
prehensives reviews.

6 ASSIGNING INDEPENDENT SURVEYORS

Independent surveyors should be appropriatelytrained and quali-
f,red for carrying out the review ofethical review practices. The as-
signment of an independent surveyor or surveying entity should be
based on qualifications expressed in SOPs fora regional, national,
local, or specific ethical review system.

lndependent surveyors should have experience inworking with qual-
ity evaluation, preferably within ethical review systems. They should
also have demonstrated communication skills andpreferably expe-
rience in education. Independent surveyors should be thoroughly
familiar with the requirements, practices, and needs of ECs, and
they should be knowledgeable of the legislative and regulatory frame-
work in which the EC to be reviewed is working.

7 GONFLICT OF INTEREST

The independence of the surveyor is an essential guarantee for the va-
lidity ofthe survey and evaluation findings. Anyreal or potential conflict
of interest on the part ofan (candidate) independent surveyor should be
declared prior to the review activityto both the entityresponsible for
assigning the independent surveyor and the EC. A conflict ofinterest on
the part of an independent surveyor may include financial, research,
and/or professional involvement on the part ofthe independent sur-
veyor with institutions or persons submitting applications to the EC or
direct involvement ofthe independent surveyor with the EC. Where
substantial conflict ofinterest is determined, the assignment ofthe inde-
pendent surveyor should not take place or be withdrawn.



8 CONFIDENTIALITY IN THE SURVEY AND EVALUA.
TION PROCESSES

The survey and evaluation processes should be designed to guarantee

the full confidentiality ofpatients/research participants, community, and

research desrgn and data. The independent surveyor should sign a con-

fidentiality agreement prior to the initiation ofany survey-related activi-

ties that bars the disclosure of information considered confidential to

patients/research participants, communities, researchers, sponsors, or

the EC itself. Correspondence and information related to the survey

and evaluation processes, including the fural report, should not contain

confidential information. ln addition, the findings as well as the final re-

portshouldbe available onlyto thoseparties defined inadvance bythe

entity responsible for conducting the survey and evaluation or otherwise

mutually agreed to bythe independent suweyor and the EC-

9 WORKING DOCUMENTS

An independent sun/eyor should review the standards, regulatiotls,

gu idelines, constitution, S OPs, and/or proj ect speci fi c requ irements

applicable to an EC. h addition, the working documents ofan EC may

be reviewed, including meeting minutes and oflicial corespondence-

10 SURVEY PLAN

A survey plan should be designed for each review activity, taking

into consideration the reason for the review. The survey plan should

be drafted by the independent surveyor and communicated in ad-

vance to the EC for agreement. The plan should be designed in ac-

cordance with an SOP for surveylng and evaluating ethical review

practices.

The suwey plan should include the following:

10. 1 identification and location ofthe independent suveyor;

l0 .2 identification and location ofthe EC, as well as the persons respon-

sible for representing tlre EC dtring the strvey and evaluation;



10.3 identification ofthe pe,rsons to be interviewed by the independ-
entsurveyor;

10.4 reasonforthesurveyandevaluation;

10.5 objectives andscopeofthesurveyand evaluation;

10.6 expected time and duration for each majorsurveyand evalua-
tionactivitg

10.7 date(s) and location ofthe surveyand evaluation;

10.8 schedule and purpose of meeting(s) to be held between the
independent surveyor and the EC;

I 0.9 language inwhich the survey and evaluation is to be conducted
and any arangements for fianslation;

I 0. I 0 confidentialityrequirements and confidentialitystatements;

10. I 1 identification ofreference documents to be used by the inde-
pendent surveyor (for example, the applicable standtr&, regu-
lations, guidelines, SOPs);

documents ofthe EC to be reviewed (for example, constitu-
tion, SOPs, minutes ofmeetings, relevant correspondence);

distribution ofthe repor! ifapplicable;

foreseen follow-up actions to the surveyand evaluation;

expected date ofthe survey and evaluation completion.

t0.12

10.13

10.14

10.r5

11 THE CONDUCT OF A SURVEY AND EVALUATION

The survey and evaluation of an EC should be conducted according to
a mutually agreed survey plan that includes the following:

11.1 Opening Meeting

The survey and evaluation begins with an opening meeting between the
independent surveyor and the representative(s) ofthe EC. These rep-
resentatives shouldbeappointed in accordance with the SOPs ofthe
EC or determined bythe chairperson ofthe EC. It is expected that an



offi cer (for example, chairperson, assistant chairperson, or secretary)
will be present at the opening meeting.

The objatives ofthe Opening Meeting include the following:

I 1.1.1 review ofthe purpose and scope ofthe survey and evaluation;

ll .l .2 review ofthe surveyplan;

I 1. 1 .3 discussion ofthe documents to be reviewed;

ll .L.4 discussion ofthe current practices ofthe EC;

1 1 . 1 .5 discussion ofany considerations relating to laws, regulatory re-
quirements, or guidelines affecting EC practices;

1 I . I .6 clarification ofarrangemeirts for contacting the representatives
oftheEC during the surveyand evaluation;

lI .l .7 confirmation ofthe time and date for the closing meeting.

11.2 Review of Documentation

The independent surveyor is required to review the constitution anel
SOPs of an EC. The independent surveyor may also need to consider
other working documents ofan EC, such as the application form, deci-
sion form, specific procedures for reviewing c€rtain kinds ofprotocols,
evaluation forms for reviewing applications, and minutes ofmeetings.
The documents to be reviewed mayinclude the following information:

Documents Referring to the Establishment of the EC
' the authority under which the EC was established;

a statement from the EC indicating the relevant lawq regu-
latory requirements, as well as appropriate national and
intemational guidelines according to which it operates;

I)ocuments Referring to the Membership of the EC

the menrbership roquirements;

the terms and procodure for the rypoinhnent ofmembers
oftheEC;

lt.2.l

t t .2. l . l

t1^.2.1.2

11.2.2

tl.2.2.1

11.2.2.2



11.2.2.3

tt.2.2.4

11.2.2.5

rr.2.2.6

tt.2.2.7

tt.2.2.8

11.2.3

rt .2.3.1

11.2.3.2

tt.2.3.3

tt  .2.3.4

11.2.3.5

1r.2.4

It.2.4.r
11.2.4.2

tt.2.4.3

rr.2.4.4
11.2.4.5

1r.2.4.6

the conditions of appointrnent;

a listing ofcurrent and previous members ofthe EC;

the curriculum vitae ofcurrent and past members of the
EC;

a description ofthe requirements for holding EC offices
(for example, chairperson, secretary) ;

a description ofthe responsibilities and duties ofthe offices
ofthe EC;

the quorum requirements;

Docurftents Referring to Apptications Made to the EC

the published guidelines for submission ofapplications for
the review bythe EC;

the required documentation to be included in the applica-
tion;

the registration procedure for applications;

the maintenance ofrecords for communications regarding
theapplication;

the review procedure timelines;

Documents Referring to Review Procedures of the EC

the meeting procdures;

the provisions and conditions for expedited EC review and
decision;

the elements ofthe review ofthe application;

the decision-making procedure;

the procedure forcommunicating a decision;

the follow-up review;



ll .2 .4.7 the documentation and archiving procedures;

11.2.5 Documents Referring to Actions Taken by the EC

I1.2.5.1 thematerialssubmittedbyapplicants;

ll .2.5.2 the correspondence regarding applications, decisions, and
follow-ups;

the recordof incomes and expenses ofthe EC;

the agenda of EC metings;

the minutes ofEC meetings;

the decisions and advice provided to applicants;

interim and arurual reports during follow-trp;

notifi cations ofcompletion or premature study suspen-sions/

11.2.5.3

11.2.5.4

11.2.5.5

t. t .2.5.6

11.2.5.7

11.2.5.8
terminations;

11.2.5-9 finalstrmmariesorreportsofstudies;

1 1.2.5.10 regular (arurual) reports ofthe EC.

The independent surveyor should also review the manner in which docu-
ments are filed and stored, includingprevions versions ofthe EC consti-
tution and/or SOPs.

11 .3 Survey Observations

All survey findings should be documented. Followingthe survey, the
independent sunreyor should review the findings andpresent an evalu-
ation. The independent surveyor should ensure that these findings are
documented in a clear and concise manner, without disclosing any pa-
tient/participant, researcher, sponsor, and EC information of a confi -

dential nature. The findings should be, where possible, supported by
obj ective evidence and reference made to the relevant requirements.
The evaluation based on the findings should assist the EC in improving
its working procedures.



11.4 Closing Meeting

At the conclusion ofthe survey and evaluation, a meeting should be held
with the independent surveyor and EC to review the findings and clari$r
any misundentandings. The meeting should be ofa mutually supportive
nafure.

11.5 The Report

The report should reflrct the findings and evaluation ofthe independent
surveyor. It should be dated and signed by the independent surveyor
and contain, at the minimunL the following items:

11.5.1 identificationofttre independentsurveyor;

11.5.2 identification ofthe EC and the representative(s) of ttre EC;

11.5.3 objectives and scope ofthe surveyand evaluation;

11.5.4 strveyplan;

1 1.5.5 identification ofthe facilities, persons intenriewed, and the docu-
ments reviewed;

I1.5.6 findingsofthesurvey;

IL.5.7 the independent surveyot's evaluation based on the findings;

11.5.8 observations and recommendations for corrective actions or
areas of suggested revisions in practice;

1 1.5.9 reportdisftibution lis!

1 I .5. 1 0 signature and date of the independent suweyor.

Both the independent surveyor and the EC should retain a copy of the
report for the same time period for which the EC stores essential records.

11.6 Addressing the Independent Surveyor's Findings
and Evaluation

The EC is responsible for determining, initiating, ffid completing the
actions required to address the findings and evaluationas presented in
the report. These actions and a time period for their accomplishment
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should, ifappropriate, becommunicated to the independent surveyor
within a reasonable time period following the receipt ofthe report.

11.7 Follow-up

A follow-up surveyand evaluation may be appropriate. A surveyplan
should be prepared by the independent surveyor for the follow-up re-
view and agreed to bythe EC. The EC is responsible for determining,
initiating and completingthe actions required to address the findings
and evaluation as presented in the follow-up report.

11.8 Final Report

The independent surveyor should present a final report containing the
final set offindings and an overall evaluation supported, where possible,
by objective evidence. The final report should be communicated to the
entityunderwhich the survey and evaluation takes place, the EC, and
others as defined withinthe framework ofnational law or as mutually
agreed by the surveying entity and the EC.
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GLOSSARY

The definitions provided within this glossary apply to terms as they are
used in these Guidelines. The terms mayhave different meanings in other
contexts.

Community

A community is a group ofpeople understood as having a certain identity
due to the sharing of common interests or to a shared proximity. A
communitymaybe identified as agroup ofpeople living in the same
village, town, or country and thus, sharing geographical proximity. A
communitymaybe otherwise identifid i$ a group ofpeople sharing a
common set of values, a common set of interests, or a common disease.

Confidentiatity Agreement

An agreement signd by the independent surveyor prior to the initiaticn
of a survey or any survey-related activities that bars the independent
surveyor, the surveyand evaluationprocess, and thereport ftom the
disclosure of any patient/participant, researcher, sponsor, and EC
information of a confidential nature.

Conflict of Interest

A conflict of interest arises when an independent surveyor holds any
real or potential fi nancial, research, and/or professional interests that
may affect the validity ofthe survey findings and evaluation.

Constitution

A document establishing the authority under which an EC is established,
the mandate and remit ofan EC, and general provisions for its activities.
The term bonstitution' may be replaced at times by other tenns, such as
'terms ofreference'.
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Decision

The response (positive, conditional, or negative) by an EC to an applicant
following the review ofan application.

Evaluation

The assessment byan independent surveyorof the strong and weak
points ofan EC's practices based on the findings ofa survey.

Findings

The findings of a surveybased on thepurpose of the surveyand the
materials revie,wed bythe independent surveyor. The findings should
refer to specific observations made by the independent surveyor and be
supported byobjective evidence. Findings express the independent
surveyor's conclusions regarding specific procedures or systems
reviewed according to the relevant requirements. The findings are the
basis for the independent surveyor's evaluation ofthe ethical review
practices ofan EC.

Good Clinical Practice (GCP)

A standard for the desigg conduct, performance, monitodrg, auditing,
recording analyaes, and reporting ofclinical trials that provides assuftmce
that the data and reported results are credible and accurate, and the
rights, integtty, andconfidentialityofresearchparticipants areprotected.

Indepqndent Surveyor

Theperson(s) responsible forcarryingout the surveyand evaluation of
an EC.

Report

A written evaluation by the independent surveyor of the results of the
survey and evaluation. The report maytake the form ofan 'initial report',
'follow-up report', or'final report'. In all cases the report should not
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disclose any patient/participant, researcher, sponsor, and/or EC
information o f a confi dential nature.

Research Participant

An individual who participates in a research project, either as the direct
recipient of an intervention (for example, studyproduct or invasive
procdure), as aconfrol, orthnough observation. The individual maybe
a healthyperson who volunteers to participate in the research, or a
person with a condition unrelated to the research carried out who
volunteers to participate, or a person (usuallya patient) whose condition
is relevant to the use ofthe study product or questions being investigated.

Sponsor

An individual, company, institution, or organisation that takes
responsibility for the initiation, management, and / or financing of a
research project.

Standard Operating Procedures (SOPs)

Detailed" wriffen inshuctions to achieve uniformity in the performance
ofaspecific fi.lrction.

Survey

The activityofreviewing ethical reviewpractices, usuallythose of a
specifiuEC, in order to analyse and evaluate those practices with a
view toward quality improvement and ftansparency.

Survey Plan

A plan setting out the specific practices, resoutces, activities, and timelines
relevant to a particular survey and evaluation.
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