NCRHA RESEARCH ETHICSCOMMITTEE (REC)

PROPOSED FUNCTIONS AND PROCESS OF REVIEW OF RESEARCH

EDUCATION FOR REC MEMBERS

REC members have a need for initial and continaled&ion regarding the ethics and
science of biomedical research.

All EC members must be conversant with guidelimegdésearch involving human
subjects.

REC members will receive introductory training mietkein the work of an REC as well
as ongoing opportunities for enhancing their cagdor ethics review.

PROCESS OF REVIEW

A qualified researcher responsible for the etharal scientific conduct of the research should
submit an application for review of the ethics odposed biomedical research.

Documentation

All documentation required for a thorough and caoetgreview of the ethics of proposed
research should be submitted by the applicant.& hesy include:

(0]
0]

(@)

signed and dated application form

the protocol of the proposed research clearly iledtand dated, preferably together
with supporting documents and annexure, a summsgngpsis, or diagrammatic
representation (‘flowchart’) of the protocol

a description of the ethical considerations invdlirethe research

forms and other questionnaires intended for rebgaadticipants

when the research involves a study product suehpdmarmaceutical or device under
investigation, an adequate summary of all safdtgrqmmacological, pharmaceutical , and
toxicological data available on the study product

material to be used including advertisements ferréctruitment of potential research
participants, if any

a description of the process used to obtain andrdeat consent; written and other forms
of information for potential research participacisarly identified and dated

informed consent form clearly identified and dated

budget allocation, if any

a statement describing any compensation for stadycgpation including expenses and
access to medical care to be given to researcitiparits

a description of the arrangements for indemnitgpiplicable

a statement of agreement to comply with ethicaigyples set out in relevant guidelines
all significant previous decisions (e.g., thosalieg to a negative decision or modified
protocol by other RECs or regulatory authoritiestfe proposed study whether in the
same location or elsewhere and an indication ofifications to the protocol made on
that account. The reasons for previous negativisides should be provided.



ELEMENTS OF THE REVIEW

The primary task of the REC lies in the reviewesearch proposals and their supporting
documents, with special attention given to thermfed consent process, documentation, and the
suitability and feasibility of the protocol. REClistiake into account the opinion of coopted
experts, as well as the requirements of applicias and regulations.

The following will be considered, as applicable:

Sudy design

1. the appropriateness of the study design in reldtdhe objectives of the study, the
statistical methodology (including sample size ghdtion), and the potential for reaching
sound conclusions with the smallest number of mrebgaarticipants

the justification of predictable risks and inconietes weighed against the anticipated
benefits for the research participants and the @oea communities

the justification for the use of control arms

criteria for prematurely withdrawing research pap@ants

criteria for suspending or terminating the reseaslka whole

the adequacy of provisions made for monitoring anditing the conduct of the research
the adequacy of the site, including the supporsiiadf, available facilities, and
emergency procedures

8. the manner in which the results of the researchb&ireported and published
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Care and Protection of Research Participants

=

the suitability of the investigators’ qualificati®and experience for the proposed study

2. any plans to withdraw or withhold standard therafte the purpose of the research, and
the justification for such action

3. the medical care to be provided to research ppamnts during and after the course of the
research

4. the adequacy of medical supervision and psychaksapport for the research
participants

5. steps to be taken if research participants voluptarthdraw during the course of the
research

6. the criteria for extended access to, the emergeseyf, and/or the compassionate use of
study products

7. the arrangements, if appropriate, for informing riegearch participant’'s general
practitioner or family doctor, including procedurfes seeking the participant’s consent
to do so

8. a description of any plans to make the study prbduailable to the research participants
following the research

9. a description of any financial costs to researati@pants; the rewards and
compensations for research participants (includogey, services, and/or gifts)

10.the provisions for compensation/treatment in theeaz the injury/disability/death of a
research participant attributable to participaiiothe research

11.the insurance and indemnity arrangements



Protection of Research Participant Confidentiality

1.

2.

a description of the persons who will have accegsetsonal data of the research
participants, including medical records and biotajsamples

the measures taken to ensure the confidentialiysacurity of personal information
concerning research participants

Informed Consent Process

N

8.

9.

. a full description of the process for obtainingoirmed consent, including the

identification of those responsible for obtainiransent

the adequacy, completeness, and understandalfiliyitten and oral information to be
given to the research participants, and, when gy@te, their legally acceptable
representative(s)

clear justification for the intention to includetime research individuals who cannot
consent, and a full account of the arrangementslitaining consent or authorization for
the participation of such individuals

assurances that research participants will regafeemation that becomes available
during the course of the research relevant to fhegiticipation including their rights,
safety, and well-being

the provisions made for receiving and respondinguieries and complaints from
research participants or their representativesiduhie course of a research project
Community Considerations

the impact and relevance of the research on tla¢ tmemmunity and on the concerned
communities from which the research participanéscaawn

the steps taken to consult with the concerned camitres during the course of designing
the research

the influence of the community on the consent dividuals

10. proposed community consultation during the coufdberesearch
11.the extent to which the research contributes tac#pbuilding, such as the enhancement

of local healthcare, research, and the abilityepond to public health needs

12.a description of the availability and affordabiltfany successful study product to the

concerned communities following the research

13.the manner in which the results of the researchb&iimade available to the research

participants and the concerned communities

Recruitment of Research Participants

inclusion and exclusion criteria for research ggrtnts

the characteristics of the population from whicé tesearch participants will be drawn
(including gender, age, literacy, culture, econostatus, and ethnicity)

the means by which initial contact and recruitmend be conducted

the means by which full information is to be cone@yo potential research participants
or their representatives



MEETING REQUIREMENTS

REC will meet at 10.00 am on tis&COND Thursday of every month unless otherwise
specified.

The meeting requirements are:

o REC members will be given all the relevant docursenteast one week in advance of
the meeting for review

o Minutes of the meetings will be recorded and appdow the subsequent meeting

0 The applicant, sponsor, and/or investigator maybiged to present the proposal or
elaborate on specific issues

o Independent consultants may be invited to the mgeti to provide written comments,
subject to applicable confidentiality agreements.

EXPEDITED REVIEW

An expedited review procedure consists of a revaévesearch involving human subjects by the
REC chairperson or by one or more experienced w&redesignated by the chairperson from
among members of the REC.

Research activities that
0 present no more than minimal risk to human subjectd
o0 involve only procedures listed in one or more @& tlategories, may be reviewed by the
REC through the expedited review procedure

A brief summary and review decision of the protowsdl be placed before the REC members in
the next meeting.

The expedited review procedure may not be usedenentification of the subjects and/or their
responses would reasonably place them at riskimirgal or civil liability or be damaging to the
subjects’ financial standing, employability, induiligy, reputation, or be stigmatizing, unless
reasonable and appropriate protections will be @mgnted so that risks related to invasion of
privacy and breach of confidentiality are no greétan minimal.

The expedited review procedure may not be useddgssified research involving human
subjects.

The standard requirements for informed consentgavaiver, alteration, or exception) apply
regardless of the type of review, expedited or emved, utilized by the REC.

DECIS ON-MAKING

In making decisions on applications for the rev@vbiomedical research, the REC will take the
following into consideration:



A member will withdraw from the meeting for the da@on procedure concerning an
application where there arises a conflict of inserthe conflict of interest should be
indicated to the chairperson prior to the revievihaf application and recorded in the
minutes

Decision may only be taken when sufficient time basn allowed for review and
discussion of an application in the absence of members (e.g., the investigator,
representatives of the sponsor, independent camgs))tfrom the meeting, with the
exception of REC staff.

Decisions will only be made at meetings where aguas present.

The documents required for a full review of the laggpion should be complete and the
relevant elements considered before a decisioragem

Only members who participate in the review willgpapate in the decision.

Decisions will be arrived at through consensus,reipessible; when a consensus is not
possible, the REC will vote.

Any advice that is non-binding will be appendedite decision.

In cases of conditional decisions, clear suggestionrevision and the procedure for
having the application re-reviewed will be spedfie

A negative decision on an application will be supgd by clearly stated reasons.

COMMUNICATING A DECISON

REC'’s decision will be communicated in writing teetapplicant, preferably within two weeks’
time of the meeting at which the decision was made.

The communication of the decision will include, Imihot limited to, the following:

1.

ogkw

~

©

the exact title of the research proposal reviewwetithe clear identification of the
protocol of the proposed research or amendmerd,atat version number (if applicable)
the names and specific identification number versiombers/dates of the documents
reviewed, including the potential research paréinignformation sheet/material and
informed consent form

the name and title of the applicant

the name of the site(s) where research is propimsked undertaken

the date and place of the decision

in case of a conditional decision, any requiremégtthe REC, including suggestions for
revision and the procedure for having the applicate-reviewed

in the case of a positive decision, a statemetitefesponsibilities of the applicant; the
need to notify the REC in cases of protocol amemds@ther than amendments
involving only logistical or administrative aspedisthe study); the need to report serious
and unexpected adverse events related to the cooftihe study; the need to report
unforeseen circumstances, the termination of theysior significant decisions by other
REC,; the information the REC expects to receiverder to perform ongoing review; the
final summary or final report

in the case of a negative decision, clearly stegadon(s) for the negative decision
signature (dated) of the chairperson (or otheraigbd person) of the REC



FOLLOW-UP

REC will follow-up progress of all studies for whia positive decision has been reached, from
the time the decision was taken until the termoratf the research.

o The follow-up review intervals will be determiney the nature and the events of
research projects, though each protocol will underdollow-up review at least once a
year.

o REC will be undertake the follow up process

0 A decision of a follow-up review will be issued acoimmunicated to the applicant,
indicating a modification, suspension, or termioatof the REC’s original decision or
confirmation that the decision is still valid.

o Inthe case of the premature suspension/terminafiarstudy, the applicant must notify
the REC of the reasons for suspension/termination.

o0 A summary of results obtained in a study premayusaspended/terminated should be
communicated to the REC.

o REC should receive notification from the applicanthe time of the completion of a
study

o0 REC should receive a copy of the final summaryiraalfreport of a study.

DOCUMENTATION AND ARCHIVING

All documentation and communication of REC will deted, filed, and archived. Documents
will be archived for a minimum period of 3 yearddwing the completion of a study.

Documents that will be filed and archived inclutat(are not limited to):

o the constitution, written standard operating prared of the REC, and regular (annual)

reports;

the curriculum vitae of all REC members

the published guidelines for submission establishethe REC

the agenda and minutes of the REC meetings

one copy of all materials submitted by an applicant

the correspondence by REC members with applicardsrcerned parties regarding

application, decision, and follow-up

a copy of the decision and any advice or requiremsent to an applicant

all written documentation received during the follap

o the notification of the completion, premature surgden, or premature termination of a
study

o the final summary or final report of the study

o 0O O0OO0O0

o O



