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Intended Learning Objectives
(ILOs)

By the end of this lecture you will be able to:

1.Recognize the structure and role of REC

2.ldentify the method of dealing with it

8 Ethical Requirements

aCommunity partnership
wSocial value

aScientific validity

aFair subject selection
aFavorable risk/benefit ratio

@pendent re@

wlnformed consent

wRespect for enrolled subjects Emanuel et al, JAMA. 2000;283:2701-2711
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What is the difference between

REC &

IRB

Institutional Review Board (IRB)

are similar terms
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Conflicting obligations might lead even well-intentioned investigators to fail

to notice the proper protections of human subjects
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Independent review balances the possibility that
competing interests
may override the

protection of human subjects

Competing
‘mrerests
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World Medical Association Declaration of Helsinki
Ethical Principles for Medical Research
Involving Human Subjects  October (2013)

“The research protocol must be submitted for consideration,
comment, guidance and approval to a research ethics committee

before the study begins”

£052023 €

*Enhance protection of subjects

*Enhance researcher and Institute reputation minimize the potential for
claims of negligence made against them

Increasing demand of REC approval from different scientific bodies in
Egypt

*It is an essential requirement for national & international sponsors or grants
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Science & Technology Development Fund Ministry of Scientific Research

The form for bioethical considerations

Please respond to the following questions:
a) Does your project have any bioethical considerations? (Yes/No)

b) If yes, has an ethical clearance been obtained for the conduct of study and what is the date
of obtaining such clearance? (Pl e a hac of the ethical clearance

d) In this research proposal, please indicate if an Informed consent is needed, (if applicable,
please attach a blank consent form as an annex)

e) In this research proposal, please indicate if the subject confidentiality will be guarded? —
=052023

f) Please provide the following Information about the Ethical Review Committee that reviewed
and cleared this research proposal:

e Type of the Ethical Review Committee (Institutional/national)

e Number of members of the Ethical Review committee

e Structure of the Ethical Review committee (membership comprising institutional
specialists only or other non-institutional society representatives)

e How many years has the Ethical Review Committee been functional?

e How many proposals has the Ethical Review Committee examined in the last two
years and how many of them were rejected/accepted?

e |[f applicable, number of members of the Ethical Review subcommittee that reviewed

L____ihe proposal
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NI GRANTS POLICY
STATEMENT
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4.1.15.2 Certification of IRB Approval

Recipients must provide a certification to NIH that the research application has been approved by an
appropriate IRB. consistent with 45 CFR 46 and OHRP guidance. IRB approval must have been granted
within 12 months before the budget period start date to be valid. Note that NIH requires the date of final
IRB approval: conditional IRB approval is not sufficient. According to OHRP., in the case of IRB
approval with conditions. IRB approval only becomes effective when the IRB has approved all inform-

ation submitted in response to their conditions.
-
€
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RESEARCH & INNOVATION

European
Commission

Participant Portal H2020 Online Manual

Social Sciences
coopearacion & Humanities

InNntermational Qpen access & Clhimate action &

Data management Sustainable development

Links to regional policy

ETHICS REVIEW PROCEDURE

Intellectual property Innavation procurement

W The Review starts Wlth an Ethlcs Screemng and if appropmate a
further analysis called the Ethics Assessment is conducted. The Ethics Review can lead to ethics requirements

that become contractual obligations.
—
&
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*Enhance protection of subjects

*Enhance researcher and Institute reputation minimize the potential for
claims of negligence made against them

*Increasing demand of REC approval from different scientific bodies in

Egypt
*It is an essential requirement for national & international sponsors or grants

*To give chance for international publication

=052023 i
W AM A global nonprofit voluntary association of
editors of peer-reviewed medical journals

world association of medical editors

Recommendations on Publication Ethics Policies for Medical
Journals

Study Design and Ethics
.f*’(‘_
£0S 20237%

14



6/1/2023

Documented review and aEErovaI froma formallx constituted review board

(Institutional Review Board or Ethics committee) should be required for all studies
involving people, medical records, and human tissues. For those investigators who do
not have access to formal ethics review committees, the principles outlined in the
Declaration of Helsinki should be followed. If the study is judged exempt from review,
a statement from the committee should be required. Informed consent by participants
should always be sought. If not possible, an institutional review board must decide if
this is ethically acceptable. Journals should have explicit policies as to whether these
review board approvals must be documented by the authors, or simply attested to in
their cover letter, and how they should be described in the manuscript itself.

=0S 202$t
what
who
=0S 202: L

15



6/1/2023

What is REC ?
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Composition of REC

-Authorized committee consists of a reasonable number of members at
least (5), having a time schedule

-Committee must have chairperson

16
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Composition of REC

- At least one member is non-medical

- At least one member is non-affiliated

non-atfiliated

s0s 202:'$_

Role of REC

Review biomedical research and ensure that the research does not violate

the rights and welfare of the human subjects participating in it

W/
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Role of REC
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Protect the

Researchers & their Institutions

Institution a—

Role of REC
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Role of REC

-Continuing reviews
‘Review of Changes

‘Review | adverse
events

*Suspend or terminate approval
*Conduct educational exercises

Members must reveal and manage any

potential conflict of interest

CONFLICT
\3

0
INTEREST

19
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Members must sign confidentiality agreement

Confidentiality
Agreement
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It is a systematic investigation designed, including research
development, testing, and evaluation, to develop or contribute to

generalizable knowledge

common Rule, USA

—
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i
What is { <0
subject

A living individual about whom an investigator conducting research
obtains data through intervention or interaction with the individual,

or identifiable private information

E0S 202§§€

—

i
What is <0
subject

Intervention includes physical procedures, manipulations of the
subject or manipulations of the subject's environment for research

purposes

Intervention”
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subject

Interaction includes communication between the investigator and

the subject. This includes face-to-face, mail and phone interaction

f )
interacti £0S zoziﬁ.
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subject

Identifiable Private Information

-Information that has been provided for specific purposes and not

to be public

information

W soszonits
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Identifiable Private Information

-Coded private information or biological specimens identifiable

through accessible coding systems

—
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All research must be reviewed & approved before any research activities

may begin (recruitment or data collection)

*An estimated timeline is provided in most of RECs SOPs in Egypt

_’t»
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*Submitting the application at least two weeks before the next

scheduled monthly meeting

Allow at least one month for approval

No post-conduction approval

S0S 20237%
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S,ANDA&%@ Standard Operating Procedures
PROC EAJunEg | (SO PS)

Standards and Operational

Guidance for Ethics Review
of Health-Related Research
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8 Ethical Requirements
-Community partnership

-Social value

-Scientific validity

Fair subject selection
-Favorable risk/benefit ratio
«Independent review

«Informed consent

-Respect for enrolled SUbjeCtS Emmanuel et al,JAMA. 2000;283:2701-2711

-—
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The Responsibilities of the Principal Investigator (P1)

*Protect the rights and welfare of human participants
*Understand the ethical standards and regulatory requirements

*Obtain REC approval and other regulatory requirements

28
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The Responsibilities of the Principal Investigator (PI)

«Implement the research activity as it was approved by the REC
*Obtain REC approval for any proposed change

Timely reporting of adverse / serious adverse events

The Responsibilities of the Principal Investigator (P1)

Serious Adverse Event (SAE)

Fred | | Fatal

Doesn’t

Have

ficant

'9

Office of Research
Education and Regulatory
Management

— ‘
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The Responsibilities of the Principal Investigator (PI)

Maintain written records of REC reviews and decisions

*Obtain and document the informed consent as approved by the REC

The Responsibilities of the Principal Investigator (P1)

*Ensure the confidentiality and safety
*Verify that REC approval has been obtained from all participating
institutions in collaborative activities

*Obtain continuing approval

30
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-Approval is for up to one year

-May be less depending on level of risk

-Required documentation for Continuing Review
»Number of subjects enrolled
»Description of any adverse events or unanticipated problems

»Summary of any recent literature

»Copy of the current informed consent

Final Report_to REC will be required before

publication of paper, discussion of thesis or the final report of the

project

Final

Report

31
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REC Procedures

Pratoon REC Exempt
Consent Pl > Chair, Vice chair, Full Committee Review
Form Moderator
Expedited
v
Protocol & consent form & < 2 REC Members assigned as 1Y & 2
other documentg discussed [* reviewers
at meeting
i *Approve
»| *Clarification > REC decision sent to Pl
\Vote
*Deferral

*Disapprove

€0S 2023'$.

What is Minimal Risk?

Minimal risk means that the probability and magnitude of harm or discomfort
anticipated in the research are not greater in and of themselves than those
ordinarily encountered in daily lives of the general population or during the

performance of routine physical or psychological examinations or tests

€05 2025%
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What is Minimal Risk?

Whose daily life?

|What is Minimal Risk? |

Which routine physical or psychological

examinations or tests?
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What is a Federal Wide Assurance
(FWA)?

It is the only type of new assurance of compliance accepted and approved
by Office for Human Research Protections(OHRP),USA, for institutions

engaged in human subjects research conducted or supported by Health and

Human Services (HHS),USA
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86 RECs / IRBs registered
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Guideline for Research Ethics Committees

Registration - MoHP
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Violation?

QO QO ()

MEMB&RS ONLV

REC will notify the institute chair, sponsor of the grant or if this
discovered after publication REC chair can contact the journal

editorial board
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*REC is important «
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