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

1.Recognize the structure and role of REC

2.Identify the method of dealing with it

Intended Learning Objectives 

(ILOs)

8 Ethical Requirements

Community partnership

Social value

Scientific validity

Fair subject selection

Favorable risk/benefit ratio

Independent review

Informed consent

Respect for enrolled subjects                       Emanuel et al,JAMA. 2000;283:2701-2711 

Independent review
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Research Ethics Committee (REC)

&

Institutional Review Board (IRB) 

are similar terms

What is the difference between 

REC  &   IRB
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Ethical Committee
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Conflicting obligations might lead even well-intentioned investigators to fail 

to notice the proper protections of human subjects

Independent review balances the possibility that

competing interests 

may override the 

protection of human subjects

Competing 

Interests

Protection of 

Human 

Subjects 

http://upload.wikimedia.org/wikipedia/commons/7/7e/Balance_scale.jpg
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عالفصل الراب

اللجنة"تسمىواحدةلجنةالجهة،بهذهالمختصةالسلطةمنبقراربحثيةجهةكلداخلتشكل(۸)ادةـم

ويتهاعضمدةوتكونالأقل،علىأعضاءوأربعةرئيسمن،"ةالطبيالبحوثأخلاقياتلمراجعةالمؤسسية

لكلويكون،سنواتثلاثكلالأقلعلىعضوينتغييريتمأنعلىواحدة،مرةللتجديدقابلةسنواتثلاث

.تشكيلهاقرارفييحُددمقررا  لجنة

وهيئة الدواء المصريةالطبية الإكلينيكية اللجان المؤسسية لمراجعة أخلاقيات البحوث

٩و ۸المواد 

:ويراعى في تشكيل تلك اللجان ما يلي

من ذوى التخصصات غيرالطبيةالأعضاء على الأقل أحد أن يكون -

.من خارج الجهة التي يجرى بها البحثالأعضاء على الأقل أن يكون أحد -

م الجهة البحثية يجب أن تتقدو.وتعقد اللجنة المؤسسية إجتماعاتها بصفة دورية وفقا لما يحدده قرار تشكيلها

بطلب إلى المجلس الأعلى لتسجيل هذه اللجنة خلال شهرعلى الأكثر من تاريخ تشكيلها

عالفصل الراب

وهيئة الدواء المصريةالطبية الإكلينيكية اللجان المؤسسية لمراجعة أخلاقيات البحوث

٩و ۸المواد 
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الفصل الثانى عشر 

لمعنييناكلقبلمنالقانونهذابموادعامةالإلتزامعدمحالفىالماليةوالغراماتالحبستشملالعقوبات•

به

المبحوثعلىخطيرةجانبيةآثارحدوثعنهنتجإلتزامعدمبهاالتىالحالاتفىمشددسجنيوجد•

المسئولية والعقوبات 

٣٢-٢٥المواد 

DoH
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October (2013)

“The research protocol must be submitted for consideration, 

comment, guidance and approval to a research ethics committee 

before the study begins” 

•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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•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
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What is REC ? 

Composition of REC

-Authorized committee consists of a reasonable number of members at 

least (5), having a  time schedule

-Committee must  have chairperson
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- At least one member is non-medical

- At least one member is non-affiliated

Composition of REC

Review biomedical research and ensure that the research does not violate 

the rights  and welfare of the human subjects participating in it

Role of REC
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Protect the 

Researchers & their Institutions

Role of REC

Role of REC
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• reviews

•Review of 

•Review 

•Suspend or terminate approval

•Conduct educational exercises

Role of REC

Members must reveal and manage any 

potential conflict of interest
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Members must sign confidentiality agreement
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+

What is                 ?
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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

What is                 ?
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A living individual about whom an investigator conducting research

obtains data through intervention or interaction with the individual,

or identifiable private information

What is                 ?

Intervention includes physical procedures, manipulations of the

subject or manipulations of the subject's environment for research

purposes

What is                 ?
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Interaction includes communication between the investigator and

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

What is                 ?

Identifiable Private Information

-Information that has been provided for specific purposes and not

to be public

What is                 ?
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Identifiable Private Information

-Coded private information or biological specimens identifiable

through accessible coding systems

What is                 ?
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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 

•Submitting the application at least two weeks before  the next 

scheduled monthly meeting

•Allow at least one month for approval

No post-conduction approval 



6/1/2023

27

Standard Operating Procedures 

(SOPs) 

http://images.google.com.eg/imgres?imgurl=http://www.co.rockland.ny.us/Fire/fireimg/sops.jpg&imgrefurl=http://www.co.rockland.ny.us/Fire/sop.htm&h=120&w=90&sz=17&hl=ar&start=13&usg=__uHGnxQKo_dW3uLZIKbkbJ1ZFOL4=&tbnid=d-LlR1UYw_YFSM:&tbnh=88&tbnw=66&prev=/images?q=SOPs&gbv=2&hl=ar&sa=G
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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 

•Protect the rights and welfare of human participants

•Understand the ethical standards and regulatory requirements

•Obtain REC approval and other regulatory requirements

The Responsibilities of the Principal Investigator (PI) 
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•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 (PI) 

Serious Adverse Event (SAE)

Fred

Doesn’t

Have

Any

Money

Left

Fatal

Disability

Hospitalization

Anomaly

Medically Significant

Life Threatening

Office of Research 

Education and Regulatory 

Management

The Responsibilities of the Principal Investigator (PI) 
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•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 (PI) 

•Ensure the confidentiality and safety

•Verify that REC approval has been obtained from all participating 

institutions in collaborative activities 

•Obtain continuing approval

The Responsibilities of the Principal Investigator (PI) 
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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
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REC Procedures

Study 

Protocol, 

Consent 

Form

2 REC Members assigned as 1ry & 2ry

reviewers

Protocol & consent form & 

other documents discussed 

at meeting

REC decision sent to PI

•Approve 

•Clarification

•Deferral  

•Disapprove

Full Committee Review

Vote

Exempt

Expedited

REC

Chair, Vice chair, 

Moderator
PI

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
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Whose daily life?

What is Minimal Risk?

Which routine physical or psychological 

examinations or tests?

What is Minimal Risk?
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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

86 RECs / IRBs registered
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35 RECs/IRBs registered

Ibcommuler.com
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Violation?

REC will notify the institute chair, sponsor of the grant or if this 

discovered after publication REC chair can contact the journal 

editorial board

•Following ethical guidelines will not hinder research, on the 

opposite, it will enhance research

•REC is important and supportive, it is

http://www.animationfactory.com/en/search/close-up.mc?&oid=10700395&s=76&sc=76&st=35589&category_id=E1&spage=4&hoid=059a3e3ff4c08d29881b1ac43b9a3192
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