
A brief background to this document 
 

Numerous international guidelines, most notably the Declaration of Helsinki and the CIOMS guidelines, 
outline principles and expectations for ethical research conduct.  Other documents also describe 
procedures that RECs should have in place to ensure sound functioning and quality.  In November 2009, 
WHO convened an “informal consultation” that included research ethics experts from each of the WHO 
regions, representatives from key stakeholder organizations and key departments from WHO. The 
consultation focused on norms and standards for RECs recognizing that member states may also find it 
useful to have a set of global standards available to help define what quality functioning means for the 
review of ethics of health related research, and against which member states and RECs might measure 
their own performance. The experts recommended that WHO should take the lead in developing “new” 
standards for research ethics committees that  build upon what already exists. The set of guidelines 
published by TDR-WHO in 2000 (Operational Guidelines for Ethic Committees that Review Biomedical 
Research) that is still widely used in the field, and has been used by over 100 countries and republished in 
multiple languages should be updated, but that drafting should go further to articulate standards that 
delineate what is required as a minimum for committees to meet a globally agreed upon standard in at 
least the core elements of ethical review, operations, their independence and governance.   

The attached document “Standards and Operational Guidance for Ethics Review of  Health-Related 
Research with Human Participants” is an outcome of that recommendation.  
 
The standards for RECs outlined in this document are more specific than the broad ethical guidelines for 
research, outlining in some detail the benchmarks for the research ethics system, for the research ethics 
committees (how they are established, what procedures and standards they follow in conducting reviews, 
and how they are governed and administered), for the supporting secretariats of RECs, and also for 
researchers that submit proposals for an ethics review.   
 
This document has been modified following a peer review by the expert group that met in November 2009, 
and additional experts who could not attend the 2009 meeting, as well as by the participants of the 10th 
World Congress of Bioethics (held in Singapore in July 2010), and been modified to include Standards not 
only for research ethics committees, but for the entire research ethics review system. WHO is now 
circulating this document for a wider, global peer review and we look forward to receiving back specific 
recommendations for modifications/ amendments/ changes.  Please follow the following instructions 
when you provide your comments. 
 

1. Please be specific in your comments, and provide the specific language that you would like used. 
Do not send in broad recommendations such as “the text could be more succinct”, or “the 3rd 
paragraph of the second standard does not go far enough”. 

2. Use line numbers to indicate where you wish the changes to happen, for example,  

“Line 166, should be made more specific. Replace  ‘Committees should be large enough to 
ensure a robust discussion of protocols’ by ‘Committees should have at the minimum 7 
members to ensure a robust discussion of protocols’ ” or that  

“Lines 170-172 could be modified as follows: ……………….” 

3. Please send in your comments either as an e-mail or  as an attachment to an e-mail to 
ERCStandards@who.int. Please do not send your comments to any specific WHO staff members. 

 
Please note that the last date for receiving back comments on this document is 4th of February 2011 
 

mailto:ERCStandards@who.int�
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PREFACE 29 

This document was developed for individuals and organizations involved in health-related 30 
research with human beings, including biomedical, behavioural, social science, and 31 
epidemiological research. Throughout this document, the term "research" is meant to include 32 
and refer to all of these activities.  In particular, this document is intended to provide guidance 33 
to the Research Ethics Committees (RECs) on which organizations rely to review and oversee 34 
such research, as well as to the investigators who design and carry out the research. 35 
 36 
Ethics guidance for research involving human participants has been developed and 37 
disseminated by numerous organizations and agencies at the international, regional and 38 
national levels over the past fifty years.  Examples of key guidelines are set forth in Appendix 39 
I.  Adherence to these guidelines helps to promote the ethical conduct of research and enhance 40 
and protect the rights and well-being of research participants and communities.  41 
 42 
A core component of all contemporary research ethics guidelines is that research should be 43 
subject to prior ethical review by a competent REC. Such review is intended to ensure that the 44 
ethical principles and practices put forward in the guidelines will be followed in the proposed 45 
research, including that the study is scientifically valid, that risks of harm are minimized to the 46 
extent reasonably possible, that the potential benefits outweigh the risks of harm, that selection 47 
and recruitment of study participants are equitable and fair, that, with narrow exceptions, 48 
participants or their representatives provide voluntary informed consent, and that the research 49 
does not significantly compromise the health, rights, well-being, or care of research 50 
participants and/or their communities.  51 
 52 
In 2000, the UNDP/World Bank/WHO Special Programme for Research and Training in 53 
Tropical Diseases (TDR) published Operational Guidelines for Ethics Committees that Review 54 
Biomedical Research, in response to requests from collaborating researchers throughout the 55 
world. These guidelines were reviewed by multiple experts, stakeholders, researchers, and 56 
organizations, including officials of the African Malaria Vaccine Testing Network, Council of 57 
Europe, National Institutes of Health (USA), the International Conference on Harmonization, 58 
and the World Medical Association. Since 2000, the guidelines have been translated into more 59 
than 25 languages, widely disseminated, and used by RECs in more than 100 countries.  60 
 61 
In November 2009, WHO organized a consultation of key experts in Geneva, including 62 
researchers, ethicists, members and chairs of ethics committees, and representatives of 63 
international organizations1 to discuss what additional guidance, if any, is needed by RECs 64 
globally, given that RECs continue to be quite variable in terms of their experience, training, 65 
capacity, institutional support, human and financial resources, and expertise.  Based on 66 
experience from the field, participants concluded that the 2000 Operational Guidelines have 67 
been an invaluable resource but need to be updated and strengthened. The meeting also 68 
                                                      
1  Attendees included representatives from UNESCO, the World Medical Association (WMA), Council for 
International Organization of Medical Sciences (CIOMS), the Council of Europe (CoE), the Nuffield Council on 
Bioethics, the Wellcome Trust, Council on Health Research for Development (COHRED), and Program for 
Appropriate Technology in Health (PATH) and REC members or staff persons from Botswana, Brazil, China, 
India, Morocco, and Uganda. 
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recognized that Member States may find it useful to have a set of global standards for high 69 
quality decision-makiong against which RECs might measure their own performance.  The 70 
meeting participants recommended that the World Health Organization coordinate efforts to 71 
draft standards for RECs and to revise the 2000 Operational Guidelines to describe specific 72 
procedures to meet the standards.  73 
 74 
STANDARDS AND OPERATIONAL GUIDELINES: In this document, the term “standards” 75 
is used to delineate general principles and norms that all research ethics systems are expected 76 
to follow.  Standards are intended to help RECs achieve high quality performance and to 77 
provide a common language that establishes specific outcomes or characteristics against which 78 
achievements can be benchmarked.  The standards put forward in this document do not 79 
represent new ideas for REC functioning.  Rather, they are based on requirements for RECs 80 
delineated in existing international guidance documents.  Accompanying the standards are a 81 
series of “operational guidance” points, which reflect commonly-used strategies for 82 
implementing and fulfilling each of the standards. . While the standards apply equally to all 83 
settings in which research is conducted, the applicability of the operational guidelines may vary 84 
based on the local context of a study.  85 
 86 
The standards and guidelines in this document are similar to the 2000 Operational Guidelines, 87 
but they have been streamlined to avoid redundancy with other international ethical guidance 88 
documents.  Their purpose is to highlight important considerations relevant to the ethical 89 
review of research, not to take a substantive position on how specific ethical dilemmas should 90 
be resolved.   91 
 92 
This document is intended to complement existing laws, regulations, and practices and to serve 93 
as a basis upon which RECs can develop their own specific practices and written procedures. It 94 
is not intended to replace the need for national and local guidelines for the ethical review of 95 
research involving human beings, nor to supersede national laws and regulations.  Indeed, it is 96 
hoped that this document may be useful to those charged with drafting national, local, and 97 
institutional regulations and policies.   98 
 99 
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I.  The Research Ethics System 100 

 101 
Standard 1 102 
 103 
Relevant legal authorities ensure that ethics review of health-related research is supported by an adequate legal 104 
framework that is consistent with the standards set forth in this document, that research ethics committees 105 
adequate to provide review of all health-related research exist at the national, subnational, and/or institutional 106 
levels, and that an appropriate and sustainable system is in place to monitor the quality and effectiveness of 107 
research ethics review. 108 
 109 
While this document focuses primarily on standards and guidelines for RECs, unless attention is given to the 110 
larger system of human research protections of which RECs are a part, these committees may become isolated or 111 
be unable to perform efficiently or effectively, despite their best intentions.  A systems approach means that 112 

1. RECs operate under explicit legal authority.  All research with human participants is 113 
subject to the oversight of an REC (although specific categories of research may be 114 
exempted from REC review or subject to expedited review, as allowed by national laws 115 
and regulations that are consistent with international guidelines). 116 

2. RECs are part of larger research participant protection programs that also include 117 
training for REC members and investigators and mechanisms to ensure that RECs work 118 
efficiently and effectively.  National governments have the primary responsibility for 119 
ensuring that RECs are subject to adequate oversight. 120 

3. Procedures exist to ensure clear and efficient communication, harmonization of 121 
standards, networking, and cooperation among national committees and between 122 
different levels of committees, as applicable. In addition, procedures exist for the 123 
coordinated review of multi-site research, whether within a country or in more than one 124 
country. 125 

4. Mechanisms exist to ensure that RECs’ activities are coordinated with national 126 
regulatory authorities’ oversight of drugs and medical devices. 127 

5. Mechanisms are in place for obtaining community input into the ethics review system. 128 
6. A system exists for registration of RECs that operate in the country. 129 

 130 

 131 
 132 
 133 
 134 
 135 
 136 
 137 

Types of research studies 
RECs may review different types of research studies, including  
the following: 
 

 clinical trials 
 interviews, survey, and focus research 
 research with biological samples 
 studies involving medical records or other personal 

information 
 research of health care systems 
 quality improvement research 

 
RECs should be familiar with the different methodologies and 
ethical considerations that apply to each type of proposal they 
review.

Institutional, national, and regional committees 
Different approaches to ethics review exist in 
different countries.  In some countries, review 
may occur only at institutional level, in others at 
both a national and institutional level, and in still 
others at a regional level.  Further, differences 
exist in the way that various committees 
communicate with each other.  
 
Having a good systems approach and clear rules 
of how the various RECs within a country 
interact with each other can greatly facilitate the 
conduct of international health research. 
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II. STANDARDS AND GUIDANCE FOR ENTITIES THAT 138 

ESTABLISH RECS 139 

 140 
Standard 2 141 
 142 
The research ethics committee (REC) is appointed according to a charter or 143 
other document that establishes the manner in which members will be 144 
appointed.  The appointing official ensures that the REC has a 145 
multidisciplinary and multisectorial membership, that its composition is not 146 
limited to one gender, that it reflects the social and cultural diversity of the 147 
communities from which research participants are most likely to be drawn, and 148 
that it includes individuals with backgrounds relevant to the areas of research 149 
the committee is most likely to review.  Committee members recognize the 150 
limitations of their knowledge and seek external input when necessary, 151 
particularly in relation to research that involves participants whose life 152 
experiences may differ significantly from those of the committee members.  153 
  154 

The entity establishing the REC takes the following factors into consideration when appointing 155 
members:  156 

1. Members with scientific expertise relevant to the types of research that the committee is 157 
most likely to review are essential, as are members with backgrounds in the social sciences, 158 
law, ethics, and the humanities, as well as lay members whose primary role is to understand the 159 
communities from which participants are likely to be drawn. 160 

2. Members whose primary background is not in science or research should be appointed in 161 
sufficient numbers to ensure that they feel comfortable voicing their views.  162 

3. In order to enhance independence, committee membership should include members who 163 
are not affiliated with the organization that sponsors or conducts the research reviewed by the 164 
REC (see also Standard 4). 165 

4. Committees should be large enough to ensure a robust discussion of protocols. 166 

 167 

Standard 3 168 
 169 
The entity establishing the REC supports it with adequate resources, including 170 
staffing, facilities, and financial resources to allow the REC to carry out its 171 
responsibilities. 172 
  173 
As integral parts of a health research institution or health system, an REC receives  174 

1. support staff adequate in number and training to carry out the REC’s responsibilities 175 
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2. adequate resources for the staff to fulfil its assigned functions, including office space 176 
and equipment and supplies (e.g., computers, stationery, telephones, photocopying machines) 177 
to conduct administrative business, to store all committee files, and to keep documents secure 178 

3. access to appropriate space for the committee to meet and adequate means for members 179 
to communicate as needed between meetings 180 

4. adequate financial resources to permit the committee to produce high quality work 181 

5. if determined necessary by the REC, resources necessary to compensate REC members, 182 
unless they are already being compensated for their time and effort on the REC through other 183 
means 184 

6. any other resources, as needed, to ensure committee independence (both financial and 185 
technical) from other parts of any organization that sponsors or conducts the research the REC 186 
reviews. 187 

 188 

Standard 4 189 
 190 
Policies governing the REC ensure independence of the REC’s operations and 191 
decision-making from influence by anyone who sponsors, conducts, or hosts 192 
the research it reviews.  Such policies provide at a minimum that REC 193 
members remove themselves from the review of any protocol in which they or a 194 
close family member has a conflict of interest. 195 
 196 
To ensure that the REC cannot be pressured to approve or disapprove particular protocols, the 197 
charter, bylaws, policies and/or procedural rules of the REC provide that 198 

1. the REC’s membership includes sufficient number of persons with no connection to the 199 
organization that sponsors or conducts the research under review to ensure its independence 200 

2. the REC’s policies specify that its decision-making process is free from bias or 201 
influence 202 

3. investigators and funders may attend an REC meeting to answer questions about their 203 
research protocols and associated documents, but they are not present when the REC discusses 204 
their studies or reaches decisions about them 205 

4. senior decision-makers of the entity creating the REC, or of any organization that 206 
sponsors or conducts the research reviewed by the REC (such as the director of an institution), 207 
do not serve as members of the REC 208 

5. members disclose relevant interests so that any conflicts can be managed as 209 
appropriate. 210 

 211 
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 212 
Standard 5 213 
 214 
Training on the ethical aspects of health-related research with human beings, 215 
how ethical considerations apply to different types of research, and how the 216 
REC conducts its review of research is provided to REC members when they 217 
join the committee and periodically during their committee service. 218 

 219 

The training provided to REC members, either directly by the appointing entity or through 220 
cooperative arrangements with other RECs and/or organizations that provide education on 221 
research ethics, focuses on  222 

1. the role and responsibilities of the REC, and the REC’s relationship with other relevant 223 
entities, according to relevant international guidelines (e.g., GCP) 224 

2. the full range of ethical considerations relevant to research with human participants 225 
3. how such ethical considerations apply to different types of research 226 
4. basic aspects of research methodology and design (for members who lack such 227 

background) 228 
5. how different scientific designs and objectives may affect the ethics of a research study 229 
6. the various approaches for recognizing and resolving the tensions that can arise among 230 

different ethical considerations and modes of ethical reasoning 231 
7. using resources prudently to maximize committee members’ training opportunities. 232 

 233 
 234 
Standard 6 235 
 236 
Mechanisms exist to make REC operations transparent, accountable, 237 
consistent, and of high quality. 238 
 239 
The entity establishing the REC employs reliable means to evaluate whether the staff and 240 
members routinely follow the REC’s policies, rules and SOPs2 with special attention to 241 
whether the ethical considerations articulated in international guidelines and national standards 242 
are being considered and applied consistently and coherently. 243 

                                                      
2 SOPs—“standard operating procedures”—consist of the processes established for the everyday 
operations of an REC, to allow routine tasks to be delegated to staff with confidence that they will be 
handled efficiently and predictably.  Each SOP is a written set of instructions detailing all steps and 
activities relevant to a particular task (e.g., how research protocols are logged into the REC system; how 
the staff is to assess the completeness of research protocols before they are distributed to reviewers; the 
manner and timing of notifying investigators about the outcome of the REC’s review; etc.).  SOPs are 
distinct from the REC’s policies (regarding, for example, the mandate and composition of the REC, the 
authority to appoint and remove members and chair, quorum for conducting business, management of 
conflicts of interest, and so forth), as well as from the rules under which it conducts its meetings; such 
policies and rules are usually set forth in the charter, bylaws or “Terms of Reference” of the REC. 
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1. Such evaluations are conducted at regular, pre-defined intervals, using a pre-defined 244 
format by knowledgeable and unbiased persons; internal assessments are supplemented 245 
periodically by independent external evaluations.  246 

2. The entity establishing the REC is committed to consider and, when appropriate, follow 247 
up on the findings and recommendations of the internal and external evaluations. 248 

3. The results of the evaluation are of a type that can aid the REC in reviewing its practice 249 
and appraising performance (rather than apportioning blame) while also assuring the public 250 
that research proposals are being review according to established standards. 251 

4. Researchers, research participants, and other interested parties should have a means of 252 
lodging complaints about the REC; such complaints should be reviewed by an entity other than 253 
the REC itself, and appropriate follow-up actions should be taken. 254 

 255 

 256 
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 257 

III.  STANDARDS AND GUIDANCE FOR MEMBERS OF THE 258 

RESEARCH ETHICS COMMITTEE  259 

 260 
The primary task of an REC is the review of research proposals and their supporting 261 
documents. Approval or disapproval is based on the ethical acceptability of the research, 262 
including its social value and scientific validity, an acceptable ratio of potential benefits to 263 
risks of harm for the participants and their communities, the minimization of risks of harm, 264 
adequate informed consent procedures (including cultural appropriateness and mechanisms to 265 
ensure voluntariness), measures to ensure protection of vulnerable populations, fair procedures 266 
for selection of participants, and fair benefits for study populations.  Reviews take into account 267 
any prior scientific reviews and applicable laws.  268 
 269 
Standard 7 270 
 271 
The REC bases its decisions about research protocols on a coherent and 272 
consistent application of the ethical principles articulated in international 273 
guidance documents and human rights instruments, as well as any national 274 
laws or policies consistent with those principles.  The REC makes clear the 275 
specific ethical guidelines on which it relies in making decisions and makes 276 
them readily available to researchers and the public.    277 
 278 
To aid it in determining the ethical acceptability of research protocols, an REC may utilize a 279 
checklist to ensure that all relevant criteria are considered during review and that, as a general 280 
rule, similar protocols are treated similarly. When an REC determines that an approach it has 281 
taken to a particular ethical issue in the past is no longer appropriate, it provides an explicit 282 
rationale for its change in position.   283 
 284 
As articulated in more detail in international ethics guidelines and the research regulations of a 285 
number of nations, key criteria include, but are not limited, to the following:  286 
  287 

1. Scientific Design and Conduct of the Study  288 

Research is ethically acceptable only if it is scientifically valid.  Research that is not valid 289 
exposes research participants to risks of harm without any possibility of scientific benefit.  290 
RECs should have documentation from a prior scientific review, or must themselves determine 291 
that the research methods are scientifically sound, and should examine the ethical implications 292 
of the chosen research design or strategy.  The REC should also assess how the study will be 293 
conducted, the adequacy of provisions made for monitoring and auditing, as well as the 294 
adequacy of the study site (e.g., available staff and facilities for emergency procedures). 295 
 296 
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2.  Risks and Potential Benefits  297 

In ethically acceptable research, risks have been minimized (both by preventing potential 298 
harms and minimizing their negative impacts should they occur) and are reasonable in relation 299 
to the potential benefits of the study. The nature of the risks may differ according to the type of 300 
research to be conducted, and members of RECs should be aware that risks may occur in 301 
different dimensions (e.g. physical, social, financial, or psychological), all of which require 302 
serious consideration.  Further, harm may occur either at an individual level or at the 303 
population level.  304 
 305 

3.  Selection of study population and recruitment of research participants  306 

Ethically acceptable research ensures that no group or class of persons bears more than its fair 307 
share of the burdens of participation in research. Similarly, no group should be deprived of its 308 
fair share of the benefits of research; these benefits include the direct benefits of participation 309 
(if any) as well as the new knowledge that the research is designed to yield.  Thus, one 310 
question for research ethics review to consider is whether the population that will bear the risks 311 
of participating in research is likely to benefit from the knowledge derived from the research.   312 

 313 

4. Inducements, financial benefits, and financial costs 314 

It is considered ethically acceptable and appropriate to reimburse participants for any costs 315 
associated with participation, including transportation, childcare, or lost wages.  Many RECs 316 
also believe it is ethically acceptable to pay participants for their time.  However, payments 317 
should not be so large, or free medical care so extensive, as to induce prospective participants 318 
to consent to participate in the research against their better judgment or to compromise their 319 
understanding of the research ("undue inducement").   320 

 321 

5  Protection of Research Participants’ Privacy and Confidentiality 322 

Unauthorized invasions of privacy and breaches of confidentiality are disrespectful to 323 
participants and can lead to feelings of loss of control or embarrassment, as well as tangible 324 
harms such as social stigma, rejection by families or communities, or lost opportunities such as 325 
employment or housing.  RECs should therefore examine the precautions taken to safeguard 326 
participants’ privacy and confidentiality.   327 
 328 

6.  Informed Consent Process  329 

The ethical foundation of informed consent is the principle of respect for persons.  Competent 330 
individuals are entitled to choose freely whether to participate in research, and they are able to 331 
do so only if they adequately understand what the research entails.  Decisions for children or 332 
adults who lack the mental capacity to provide informed consent should be made by an 333 
authorized surrogate decision-maker.    334 
 335 
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RECs should examine the process through which informed consent will occur, as well as the 336 
information that will be provided.  RECs may waive the requirement of informed consent only 337 
when doing so is consistent with international guidelines and national standards.  338 
 339 

7.  Community Considerations  340 

Research has impacts not only on the individuals who join but also on the communities where 341 
research occurs and/or to whom findings can be linked.  Duties to respect and protect 342 
communities require examining and minimizing any negative effects on communities such as 343 
stigma or draining of local capacity, and promoting, as relevant, positive effects on 344 
communities including those related to health effects or capacity development. Researchers 345 
should actively engage with communities in decision making about the design and conduct of 346 
research (including the informed consent process), while being sensitive to and respecting the 347 
communities’ cultural, traditional and religious practices.   348 
 349 
Standard 8 350 
 351 
Decisions on research protocols designated for full REC review are based on a 352 
thorough and inclusive process of discussion and deliberation by members of 353 
the REC.  Protocols involving no more than minimal risk to research subjects 354 
may be reviewed on an expedited basis by just one or more members (rather 355 
than the full committee), if the REC has established written procedures 356 
permitting such a procedure. 357 
 358 

1. During meetings of the REC, members engage in discussions to elicit all concerns and 359 
opinions related to the protocols under consideration.  The committee’s established rules 360 
ensure that discussions are respectful of all opinions and allow for varied beliefs to be aired.  361 
The REC Chair fosters a respectful and inclusive tone and allows adequate time for 362 
deliberation (which includes only REC members and staff, without consultants, investigators, 363 
funders, or others directly associated with the proposal in question) before a decision is reached 364 
on each protocol.  365 

2.  Decisions are made only by those who were present during the entire discussion of a 366 
protocol.  367 

3.   When possible decisions are arrived at through consensus.  When a consensus appears 368 
unlikely, the REC decides by taking a vote.  A pre-defined method determines when votes will 369 
be taken and how many favourable votes will be needed for a proposal to be approved.  370 

 371 
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IV. STANDARDS AND GUIDANCE FOR THE SECRETARIAT, 372 

STAFF, AND ADMINISTRATION OF THE REC  373 

 374 
Standard 9 375 
 376 
Written policies specify the REC’s membership, committee governance, review 377 
procedures, decision-making, communications, follow-up, monitoring, 378 
documentation and archiving, training, and quality assurance.     379 
 380 
The entity that creates the REC has a responsibility to establish the necessary policies to 381 
govern the REC.  The REC adopts its rules of procedure and, with the secretariat/staff, 382 
promulgates comprehensive, written SOPs, which are distributed to all committee members 383 
and made publicly available.  To ensure efficient operation, the policies, rules and SOPs are 384 
reviewed periodically in light of ongoing assessment of performance and outcomes to 385 
determine if any revisions are needed.  386 
 387 
RECs’ policies and rules typically address the following topics: 388 

1. Membership of the Committee  389 

a. Authority for appointment of committee members, specifying the name or description 390 
of the party responsible for making appointments and the procedures for  391 

i. selecting and appointing the REC chair and members, including the 392 
method by which new members are selected (e.g., by consensus or 393 
majority vote of existing members, by direct appointment of the Chair or 394 
other official) 395 

ii.   managing conflicts of interest in making appointments (see Standard 4).  396 

 397 

b.  Terms of appointment, including 398 

i. the duration of an appointment 399 
ii. the policy for the renewal of an appointment 400 
iii. the disqualification procedure 401 
iv. the resignation procedure 402 
v. the replacement procedure. 403 

 404 
Staggered, finite terms of appointment should be considered, allowing continuity of 405 
some members when other members are newly appointed.   Having limited terms also 406 
promotes the development of research ethics expertise and greater knowledge of REC 407 
procedures among the larger community of individuals who may rotate through 408 
committee service, and allows for input of fresh ideas and approaches to committee 409 
deliberations. 410 
 411 
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c. Conditions of appointment, including 412 

i. whether members receive any reimbursement for travel expenses and/or 413 
lost wages 414 

ii. that such reimbursements, if any, shall be recorded and made available 415 
to the public 416 

iii.  that REC members shall sign confidentiality agreements regarding 417 
sensitive aspects of protocols, meeting deliberations and related matters 418 
(e.g., information about trade secrets or personal information about 419 
research participants). 420 

  421 

2  Committee Governance  422 

The REC’s policies and procedures define how the REC will establish its offices (e.g. Chair, 423 
Vice-Chairs ) for the good functioning of ethical review. The Chair is someone respectful of 424 
divergent views, able to encourage and help achieve consensus, and with the time to prepare 425 
adequately for meetings. The Chair is not a person who has a supervisory relationship with 426 
other members of the committee.  427 
 428 
Terms of reference are established for officers that outline 429 
 430 

a. procedures for selecting and appointing officers 431 

b. the requirements for holding the office 432 

c. the terms and conditions of each office 433 

d.  the duties, responsibilities, and authority of each office (e.g., running the meeting, 434 
setting the agenda, notifying applicants of decisions). 435 

 436 

3 Independent Consultants  437 

SOPs define the circumstances under which RECs may call upon independent consultants to 438 
provide special expertise to the REC on specific research protocols, populations, or topics.  439 
Such consultants could include experts in ethics, law, or specific diseases or methodologies, or 440 
they might be representatives of communities, patients, or other groups relevant to 441 
deliberations about specific protocols.  The SOPs requires terms of reference for independent 442 
consultants and clarifies that, because consultants are not members of the REC, they do not 443 
have any voting or decision making authority.  444 

 445 

4  Submissions, Documents Required for Review, Review Procedures and Decision-446 
Making 447 

 448 

a.  Submission procedures 449 

The SOPs describes the requirements for submitting an application for review, 450 
including the forms that be completed and the documents that must be submitted.  451 
Submission requirements and required forms should be readily available to prospective 452 
applicants. Application instructions generally include the following:   453 
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 454 

i. the name(s) and address(es) of the REC secretariat, offices, or member(s) to whom 455 
the application material should be submitted 456 

ii. all written documentation to be submitted as part of the application 457 

iii. the format for submission 458 

iv. the language(s) in which (core) documents are to be submitted 459 

v. the number of copies to be submitted 460 

vi. the deadlines for submission of the application in relation to review dates 461 

vii. the means by which applications will be acknowledged and by which notices about the 462 
incompleteness of an application will be communicated 463 

viii. the expected time for notification of the decision following review 464 

ix. the time frame to be followed in cases where the REC requests supplementary 465 
information or changes to documents from the applicant 466 

x. the fee structure, if any, for reviewing an application 467 

xi. the application procedure for amendments to the proposal, the recruitment material, the 468 
prospective research participant information, or the informed consent form 469 

xii. a check list for the above procedures.  470 

 471 

b. Documents required for review  472 

All documentation required for a thorough and complete review of the proposed research 473 
should be submitted by the applicant.  As applicable, this may include, but is not limited to  474 
 475 

i.  signed and dated application form, including signatures of listed co-applicants and 476 
institutional officials (e.g. heads of departments) where relevant 477 

ii.  the protocol for the proposed research, clearly identified and dated, together with 478 
supporting documents and annexes 479 

iii. a project summary or synopsis in non-technical language 480 

iv.  a description (which may be included in the proposal) of the ethical considerations 481 
in the proposed research, including specifically how the study addresses ethical considerations 482 
relevant to the committee's review 483 

vi.  background information on previous research in the same area that justifies the 484 
conduct of this project 485 

vii.  when the research involves an experimental product (such as a pharmaceutical or 486 
medical device under investigation), an adequate summary of all safety, pharmacological, 487 
pharmaceutical, and toxicological data available on the study product, together with a summary 488 
of clinical experience with the study product to date (e.g., recent investigator's brochure, 489 
published data, a summary of the product's characteristics) 490 

viii.  investigator's current curriculum vitae 491 

ix. all data collection forms to be used in the research, including but not limited to case 492 
report forms, diary cards, questionnaires, interview schedules, etc. 493 
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x.  all forms, documents, advertisements, and the like to be used in recruitment of 494 
potential participants 495 

xi.  a detailed description of the recruitment process and strategies 496 

xii.  informed consent form(s) in languages and at a reading level appropriate for the 497 
potential research participants 498 

xiii.  a description of the process that will be used to obtain informed consent 499 

xiv. a statement describing any remuneration or other benefits to be provided to study 500 
participants, including reimbursement of expenses and access to medical care 501 

xv.  a description of arrangements for insurance coverage for research participants, if 502 
applicable 503 

xvi.  disclosure of all previous decisions (including those leading to a negative decision 504 
or modified proposal) by other RECs or regulatory authorities for the proposed study, whether 505 
in the same location or elsewhere, and indication of the reasons for previous negative decisions 506 
and modification(s) to the proposal made on that account 507 

xvii.  a statement of the investigators’ agreement to comply with ethical principles set 508 
out in relevant guidelines.  509 

 510 

c.   Review Procedures  511 

 512 

 The REC’s policies specify the process by which the REC will decide which proposals 513 
should be reviewed by the full convened committee and which proposals may be reviewed 514 
through an expedited procedure.  The SOPs address who will have the responsibility of making 515 
this determination, as well as the number of reviewers required for expedited review and how 516 
those reviewers will be selected. 517 

 518 

d.  REC meetings  519 

RECs meet regularly as a committee on dates that are announced in advance.  The SOPs 520 
describe the process for setting up meetings, circulating documentation for the meetings, 521 
inviting non-members of the REC, approving the meeting minutes, and any related process 522 
issues. The following issues are outlined in the SOPs: 523 

i.  the frequency of meetings, which should be based on committee workload and 524 
regular enough to avoid undue delays in approving research 525 

ii. the maximum timeframe for review after receipt of applications 526 

iii.  mechanisms to ensure that REC members receive all relevant documents in advance 527 
of the meetings with enough time to adequately review meeting materials 528 

iii.  standards and procedures for inviting the researcher and/or sponsor of a particular 529 
proposal to present or comment on the proposal in question or on specific issues that relate 530 
to it during the meeting, at the discretion of the committee; this practice may be 531 
implemented routinely or on an as-needed basis 532 

iv.  standards and procedures for inviting independent consultants to the meeting or to 533 
provide written comments 534 

v.  standards and procedures for taking and approving meeting minutes.   535 
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 536 
 537 

e. Deliberation and decision making 538 

Procedures for deliberation and decision making are clearly established and describe 539 

i.  the ethical guidelines on which the REC will rely to make its decisions 540 

ii. the manner in which the protocol will be presented to the committee for discussion 541 

iii. the process by which the protocol will be discussed, including who may remain in 542 
the room during discussions 543 

iv.  quorum requirements for making a decision 544 

v.  the predefined method for arriving at a decision and who may take part in decision 545 
making 546 

vi.  clear options for decision outcomes, including approval, conditional approval, a 547 
request to revise and resubmit, or disapproval; criteria for each outcome should be 548 
described, as should any specific follow up procedures associated with each option, 549 
including specific procedures for re-review, as applicable 550 

 551 

Committee correspondence must make clear to the applicant that no research with 552 
human participants can commence before the REC’s concerns have been satisfied and full 553 
approval has been granted.   554 

 555 

f.  Quorum Requirements  556 

Specific quorum requirements for reviewing and making decisions or taking actions on a 557 
research proposal are clearly established in the SOPs, including  558 

1. the minimum number of members required to compose a quorum (e.g., half of the 559 
members, or a simple majority) 560 

2. the distribution of committee composition requirements across the quorum; no quorum 561 
should consist entirely of members of one profession or one gender; a quorum should include 562 
at least one member whose primary area of expertise is in a non-scientific area, and at least one 563 
member who is independent of the institution/research site.    564 

 565 

5  Communicating a Decision 566 

SOPs describe procedures for communicating the decisions of the REC.  SOPs outline the 567 
maximum amount of time between the decision about the proposal and when the applicant is 568 
informed. The communication of the decision includes, but is not limited to, the following: 569 

1. Specific identifying information about the proposal, including 570 

i.  the exact title of the research proposal reviewed 571 
ii.  clear identification of the proposal or amendment, date and version number 572 

(if applicable) on which the decision is based 573 
iii.  the names and (where possible) specific identification numbers (version 574 

numbers/dates) of the documents reviewed, including the research participant 575 
information sheet/material and informed consent form 576 

iv.  the name and title of the applicant or sponsor 577 
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v.  the name of the site(s) 578 
vi.  the date and place of the decision 579 
vii. the name of the REC making the decision 580 

2. A clear statement of the decision reached 581 

1) In the case of a positive decision,  582 
i. any significant ethical issues that were discussed during the meeting, and the 583 

resolution of those issues 584 
i.  the fact that approval is given only for the proposal as accepted by the REC, 585 

and compliance is expected 586 
ii. the duration for which the approval is valid, and the procedures to be 587 

followed to renew the approval at the end of that period. 588 
iii.  a statement of the responsibilities of the applicant; for example,  589 

 confirmation of the acceptance by the researchers of the requirements 590 
imposed by the REC 591 

 submission of progress report(s) at predefined intervals 592 
 the need to seek further prior approval from the REC in cases of 593 

proposal amendments or deviations (other than logistical or 594 
administrative changes that may be made without permission of the 595 
REC, as authorized by local law and REC policies) 596 

 the need to seek further prior approval from the REC in the case of 597 
amendments to the recruitment material, the prospective research 598 
participant information, or the informed consent form 599 

 the need to report serious and unexpected adverse events related to the 600 
conduct of the study or unanticipated problems involving risks of harm 601 
to the participants or others 602 

 the information the REC expects to receive in order to perform ongoing 603 
reviews 604 

 the need to notify the REC when a study is completed and to provide a 605 
final report. 606 

2) In the case of a conditional decision, any requirements by the REC, including 607 
suggestions for revision and the procedure for having the application re-reviewed 608 

3) In the case of a negative decision, clearly stated reasons related specifically to 609 
ethical considerations  610 

4) Advice or suggestions that are non-binding may be appended to the decision but 611 
should clearly be marked as advice separate from any stipulations or determinations 612 
of the REC. 613 

3. Signature (dated) of the chairperson (or other authorized person) of the REC 614 

4. RECs must determine and include in their procedures whether an appeals procedure is 615 
available.  If allowed, SOPs should address the process for appeals.  If appeals will be allowed, 616 
the SOPs should outline what materials must be submitted and to whom, and who will be the 617 
ultimate decision maker. 618 

 619 
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6.  Follow-Up Reviews and Monitoring of Proposals  620 

SOPs describe the process by which RECs will follow up the progress of all approved studies, 621 
from the time the approval decision is taken until the termination of the research. The 622 
procedure for follow up review take the following into consideration: 623 

1. the review procedure, quorum requirements, and communication procedure for follow-624 
up reviews, which may vary from requirements and procedures for the initial review of the 625 
application 626 

2. the intervals for follow-up reviews, which should be determined by the nature of the 627 
research protocol but should generally be at least once a year 628 

3. circumstances that will trigger follow-up reviews in addition to those that are regularly 629 
scheduled, including the following:  630 

1) any proposal amendment likely to affect the rights, safety, and/or well-being of the 631 
research participants or the conduct of the study 632 

2) serious and unexpected adverse events related to the conduct of the study or study 633 
product 634 

3) any event or new information that might affect the potential benefits or risks of 635 
harm involved in the study 636 

4) decisions made by a DSMB or regulatory authorities to suspend a study in whole or 637 
in part. 638 

4. a decision resulting from a follow up review should be issued and communicated to the 639 
applicant, indicating either that the original decision is still valid or that there has been a 640 
modification, suspension, or termination of the REC’s original decision 641 

5. in the case of the premature suspension/termination of a study by any party other than 642 
the REC, the applicant should notify the REC of the reasons for suspension/termination; a 643 
summary of any results obtained in a study prematurely suspended/terminated should be 644 
communicated to the REC, as well as how information on the suspension of the study will be 645 
communicated to participants and any plans for providing follow up care to the participants.  646 

 647 

Documentation and Archiving  648 

All of the REC’s documentation and communication is dated, filed, and archived according to 649 
the committee's written procedures.  Records may be kept either in hard copy or electronically.  650 
In either case, sufficient safeguards are established (e.g., locked cabinets for hard copy files, 651 
password protection and encryption for electronic files) to maintain confidentiality.  Staff are 652 
sufficiently trained to understand their responsibilities related to record keeping, retrieval, and 653 
confidentiality.  Procedures outline who is authorized to access committee files and documents.  654 
 655 
a. Committee-related documents. 656 

 657 
Committee-related documents that should be filed and archived include, but are not limited 658 
to 659 

(1) any documents formally establishing the REC 660 
(2) the REC’s standard operating procedures 661 
(3) the published guidelines for submission established by the REC 662 



DRAFT FOR D
ISCUSSIO

N 

PLEASE D
O N

OT CIR
CULATE

 19 

(4) annual reports summarizing REC activities; such reports will promote 663 
transparency and will help raise awareness of the REC within its institution or 664 
jurisdiction, as well as serving as an ongoing reminder of the resources 665 
necessary to run the committee 666 

(5) the curriculum vitae of all REC members 667 
(6) record of all income and expenses of the REC, including allowances and 668 

reimbursements made to the secretariat and REC members and for what 669 
purposes 670 

(7) agendas of the REC meetings 671 
(8) minutes of the REC meetings.  672 

 673 

b. Proposal-Related Documents 674 

All documents and materials related to the review of specific study proposals should be filed.  675 
Committee procedures should specify length of time documents must be archived.  Such 676 
policies should be consistent with any relevant local laws or institutional policies. These 677 
include but are not limited to: 678 

1. one copy of all materials submitted by an applicant 679 

2. any correspondence by the REC with applicants or concerned parties regarding 680 
applications, decisions, and follow-up 681 

3. a copy of initial and follow up decisions and any advice or requirements sent to an 682 
applicant 683 

4. all written documentation received during the follow-up, including any advice or 684 
requirements sent to the applicant 685 

5. the notification of the completion, premature suspension, or premature termination of a 686 
study687 
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VI. STANDARDS AND GUIDANCE FOR RESEARCHERS  688 

 689 
Standard 10 690 
 691 
Research is performed by persons with scientific and clinical qualifications 692 
appropriate to the project, who are familiar with the ethical standards 693 
applicable to their research, who submit the necessary applications and 694 
protocols to an REC to review, and who carry out the research in compliance 695 
with the requirements established by the REC. 696 

1.  Submitting an Application  697 
 698 
1. An application for review of the ethics of proposed biomedical research should be submitted by a qualified 699 

researcher, who is directly responsible for the ethical and scientific conduct of the research. In certain 700 
jurisdictions, the sponsor of a clinical trial is responsible for submitting the research proposal to the REC. 701 

2. Student proposals should be submitted under the responsibility of a qualified advisor/faculty member 702 
involved in the oversight of the student's work or be in the student’s name, co-signed by the qualified faculty 703 
supervisor. 704 

3. All documentation required for a thorough and complete review of the ethics of proposed research should be 705 
submitted, as specified in the REC’s standard operating procedures. 706 

2.  Conduct of Research 707 
 708 
1.  The research should be conducted in compliance with the proposal approved by the REC. 709 
2. No deviation or changes should be made to the approved proposal, or in following it, without prior approval 710 

of the REC, except where immediate action is necessary to avoid harm to the research participant(s). In such a 711 
case, the REC should be informed promptly of the changes/deviations made, and the justification for doing so.  712 

3. The REC should be informed of any changes at the research site that significantly affect the conduct of the 713 
trial, and/or increase the risks of harm to participants (for example closing down of a health facility at the research 714 
site or other impediments to obtaining access to health care that was originally available). 715 

3.  Safety Reporting 716 
 717 

1.  All serious adverse events as defined in the proposal and any unexpected adverse events should be 718 
promptly reported to the REC as described in the proposal, and according to the procedures established by the 719 
REC.  720 
  2.  Any recommendations provided by the REC in response to such reporting should be immediately 721 
implemented.  722 

4.  Ongoing Reporting and Follow-up 723 
 724 
1.  In the case of the early suspension/termination of a study, the applicant should notify the REC of the 725 

reasons for suspension/termination; provide a summary of results obtained prior to prematurely suspending or 726 
terminating the study; and describe the manner by which enrolled participants will be notified of the suspension or 727 
termination and the plans for care and follow-up plan for the participants. 728 
 729 

Researchers should inform the RECs when a study is completed or cancelled.   730 
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 731 
4.  If the REC terminates or suspends its approval, the investigator should inform the institution under 732 

whose authority the research is being conducted, the sponsor of the research, and any other applicable 733 
organizations.   734 

5.  Information to research participants  735 
 736 
The investigators have an obligation to keep the research participants and their communities informed of the 737 
progress of research at suitable time frames in a simple and non-technical language.  Notification is particularly 738 
important when 739 

1. the research study is modified, suspended, terminated or cancelled; 740 
2. any changes occur in the context of the research study that alter the potential benefits or risks 741 
3. the research project is completed. 742 
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PARTICIPANTS to the WHO Consultation on Norms and Standards for Research Ethics Review Committees 743 
– November 2009 744 

 745 
Name  Contact 

Borasky, David  IRB Manager Office of Research Protection  
RTI International  
3040 Cornwallis Rd Research Trianlge Park, NC  27709  USA 
Email: dborasky@rti.org 

Callies, Ingrid  Representing the Council of Europe 
Institut Pasteur  
Direction médicale 25‐28 
rue du Dr Roux 75724 Paris Cedex 15 France 
Email: ingrid.callies@pasteur.fr 

Capron, Alexander M.  Scott H. Bice Chair in Healthcare Law, Policy and Ethics, University of Southern 
California 
Los Angeles, CA 90089‐0071 USA 
Email: acapron@law.usc.edu 

Chaumont, Julie*   Senior Clinical Research Associate 
Programme for Appropriate Technology in Health (PATH) 
Ferney Voltaire, France. 
 

Coleman, Carl  WHO Consultant 
Seton Hall Law School  
One Newark Center  
Newark, NJ 07102 USA 
Email: carlhcoleman@gmail.com 

Ecuru, Julius  Assistant Executive Secretary 
Uganda National Council for Science and Technology  
Plot 3/5/7 Nasser Road P. O. Box 6884 Kampala Uganda 
Email: j.ecuru@uncst.go.ug 

Forster, David G.   Vice President, Office of Compliance 
Western Institutional Review Board (WIRB), 
535 7th Avenue SW Olympia,  
WA 98502‐5010 USA 
Email: dforster@wirb.com 

Guessous, Nouzha   Professor 
Biologiste Médicale, Parasitologue  
Consultante auprès de l'OMS / TDR 
Chercheure et Consultante en Droits Humains et Bioéthique 
Les Résidences de la Corniche. Angle rue Jules Verne et rue Regraga, GH4, 5ème 
étage, N° 17  
Casablanca‐ Maroc ( Morocco) 
Email: nouzhaguessous@gmail.com 
 

Greco, Dirceu  Professor 
School of Medicine, Federal University of Minas Gerais,  
Av. Alfredo Balena, 190,  30130‐100 Belo Horizonte, MG Brésil 
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Email: greco@medicina.ufmg.br 

Gutnick, Reva  WHO Consultant, 
800 Le Vertes Campagnes  
01170 Gex France 
Email: revagutnick@hotmail.com 
 

Hurst, Samia  Senior Lecturer 
Université de Genève, 
Institute of Biomedical Ethics 
Centre médical universitaire /Rue Michel Servet 1 
1211 Genève 4 
(External ERC member 
Email: Samia.Hurst@unige.ch  
 

IJsselmuiden, Carel  Director 
Council on Health Research for Development (COHRED) 
1‐5 Route des Morillons P.O. Box 2100 1211 Genève 2 
Email: carel@cohred.org 
 

Jesani, Amar  Centre for Studies in Ethics and Rights (CSER),  
Anusandhan Trust  
Sai Ashray, Aaram Society Road  
Vakola Santacruz East Mumbai 400055 India 
Email: amar.jesani@gmail.com 
 

Khodeli, Irakli  Assistant Programme Specialist 
Social and Human Sciences Sector 
United Nations Educational Scientific and Cultural Organization (UNESCO) 
1, rue Miollis 
75732 Paris Cedex 15 France 
Email: i.khodeli@unesco.org 

Kloiber, Otmar  Secretary General 
World Medical Association (WMA) 
13, ch. du Levant CIB ‐ Bâtiment A  
01210 Ferney‐Voltaire France 
Email: otmar.kloiber@wma.net 

Kreutz, Gottfried   Secretary General 
Council of International Organization of Medical Sciences 
c/o WHO  
Avenue Appia 20  
CH‐1211 Genève 27  
Suisse/Switzerland 
Email: kreutzg@who.int  

Luna, Florencia  Professor 
FLACSO (Latin American University of Social Sciences) University of Buenos Aires 

Field Code Changed

Field Code Changed
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(UBA) 
Ayacucho 555 Ciudad Autonoma de Buenos Aires,  
C1026AAC Argentina 
Email: florluna@fibertel.com.ar 
 

Leveridge, Jacob   Medical Humanities Adviser (Biomedical Ethics) 
Wellcome Trust  
Gibbs Building 215 Euston Road London NW1 2BE, UK 
Email: J.Leveridge@wellcome.ac.uk 
 

Ndebele, Paul  Assistant Director, Ethics 
Office of Research and Development  
University of Botswana  
Office 152 Block 243 (CCE Building)  
Corner Mobuto/Notwane Road P Bag UB00708 Gaborone Botswana 
Email: pndexas@yahoo.com 
 

Socquet, Muriel*  Regulatory Program Administrator 
Programme for Appropriate Technology in Health (PATH) 

21. Speers, Marjorie  Executive Director 
Association for the Accreditation of Human Research Protection Programme  
2301 M Street NW Suite 500 Washington, DC USA 
Email: MSpeers@aahrpp.org 
 

22. Torres, Christina  FERCAP Coordinator 
WHO‐TDR Clinical Coordination and Training Center 
Academic Affairs Building 
Thammasat University (Rangsit Campus) 
Klongluang, Pathumthani 12121, Thailand 
Email: torres@fercap‐sidcer.org, cristina.torres@yahoo.com 
 

23. Whittall, Hugh  Director 
Nuffield Council on Bioethics  
28 Bedford Square 
London WC1B 3JS, UK 
Email: hwhittall@nuffieldbioethics.org 
 

24. Williams, John 
 
 

Independent expert 
825 Grenon Avenue, Unit 19, Ottawa,  
Ontario K2B 6G1, Canada 
Email: jrewms@yahoo.com 
 

25. Zhai, Xiaomei  Professor and Executive Director 
Centre for Bioethics 
Chinese Academy of Medical Sciences and 
Peking Union Medical College  
5 Dong Dan San Tiao, Beijing 100005 P.R. China 
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Email:  xmzhai@hotmail.com 
 

WHO REGIONAL OFFICES 

26. Azcuna, Rosebelle  The World Health Organization Regional Office for the Western Pacific (WPRO) 
P.O.Box 2932 1000 Manilla, Philippines 
 
E‐mail: azcunar@wpro.who.int 
 

WHO/HQ 
Av. Appia 20, 1211 Geneva 27 
Switzerland 

Bahl,  Rajiv  FCH/CAH  
Department of Child and Adolescent Health and Development 
(ERC member, & ERC Vice‐Chair) 
bahlr@who.int 

Bouësseau, Marie‐
Charlotte  

IER/ETH  
Department of Ethics, Equity, Trade and Human Rights 
bouesseaum@who.int 

Evans, Timothy  Assistant Director‐General,   
Information, Evidence and Research (IER) 
evanst@who.int 

Ezcurra,  Enrique  FCH/RHR  
Department of Reproductive Health and Research 
(ERC member) 
ezcurrae@who.int 

Kass, Nancy  IER/RPC  
Department of Research, Policy and Cooperation 
ERC Secretariat 
kassn@who.int 

Krech, Ruediger  IER/ETH  
Department of Ethics, Equity, Trade and Human Rights 
(Director) 
krechr@who.int 
 

Laothavorn, Juntra  IER/TDR  
Special Programme for Research and Training in Tropical Diseases 
karbwangj@who.int 

Matsoso, Precious  DGO/PHI  
Department of Public Health, Innovation and Intellectual Property 
(Director) 
matsosom@who.int 

Nkowane, Mwansa  HSS/HRH  
Department of Human Resources for Health 
(ERC member) 
 nkowanemwansa@who.int 

Okero, F. Amolo  HTM/HIV  
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