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Institutional Review Board

An independent body constituted of medical, scientific,  

and non-scientific members, whose responsibility is to 

ensure the protection of the rights, safety and well-being of 

human subjects involved in a trial by, among other things, 

reviewing, approving, and providing continuing review of 

trial protocol and amendments and of the methods and 

material to be used in obtaining and documenting informed 
consent of the trial subjects

ICH-GCP 1.31



 Rights 

 Safety

 Well-being 

Responsibilities IRB/IEC

Special attention:

Safeguard 

Trials that include vulnerable subjects



Roles & Responsibilities of IRB

 An IRB/IEC should safeguard the rights, safety and 

well-being of all trial subjects. Special attention should 

be paid to trials that may include vulnerable subjects.

(ICH-GCP 3.1.1) 



Roles & Responsibilities of IRB

 The EC’s responsibility is to ensure the protection of 

the rights, safety, and well-being of potential participants 

as well as those participants involved in a trial. The EC 

provides public assurance of that protection by, among 

other things, reviewing and approving or rejecting the 

protocol and ensuring the investigator(s) are suitable to 

conduct the trial, the facilities are adequate, and the 

methods and materials to be used in obtaining and 

documenting informed consent of the trial participants are 

appropriate.

(National Policy and Guidelines for Human 

Research 2015, NRCT)



Roles & Responsibilities of IRB

 The IRB/IEC should conduct continuing review of 

each ongoing trial at intervals appropriate to the degree 

of risk to human subjects, but at least once per year.

(ICH-GCP 3.1.4)



Roles & Responsibilities of IRB

 ECs are responsible for carrying out the review of 

proposed research before the commencement of the 

research. They also need to ensure that there is regular 

evaluation of the ethics of ongoing studies that received a 

positive decision.

(Operational Guidelines for 

Ethics Committees that Review Biomedical Research, WHO,2000)



Roles & Responsibilities of IRB

 The primary task of an REC/IRB is the ethical review of 

research protocols and supporting documents

 Steps of REC/IRB involvement with research on human:



Roles & Responsibilities of IRB

 Guidelines on the establishment of an EC/IRB 

roles, functions and responsibility of EC/IRB can be 

found in :

- ICH-GCP 3.1 Responsibilities (3.1.1-3.1.9)

3.2 Composition, Function and 

Operation (3.2.1-3.2.6)

3.3 Procedures (3.3.1-3.3.9)

3.4 Records

- Operational Guidelines for Ethics Committees 

that Review Biomedical Research, WHO,2000

- Standard 1-8, In : “Standards and Operational 

Guidance for Ethics Review of Health-Related 

Research with Human Participants”, WHO 2010.  
- https:www.unr.edu (University of Nevada, Reno)



Roles & Responsibilities of IRB

 IRB members

 Training :

1. Complete initial and ongoing IRB training as 

specified in SOP

2. Pursue current knowledge of human subject 

regulations

 Proposal Review :

1. professional competence necessary to review 

the specific research proposal submitted for 

approval

2. effective knowledge  of study population, 

culture, environment  and other factors that can 

foreseeably contribute to the determination of risk-

benefit ratio to subjects and subjects’ informed 

consent.



Roles & Responsibilities of IRB

IRB members

 Proposal Review :

3. Keep abreast of regulations and policies 

governing IRB review and the conduct of human 

subjects research.

4. Review and participate in a discussion of all 

agenda items for each convened IRB meeting.

5.  When acting as primary or secondary reviewer, 

should try to resolve questions or concern prior to the 

meeting and complete the Reviewer assessment 

form.

6. When assigned as Expedited reviewer, should 

assess and review thoroughly, complete the 

Reviewer assessment form and return in due time.

1.http://www.unr.edu, University of Nevada, Reno

2.www.mayo.edu/research/documents/9, Mayo clinic

3.ora.research.ucla/OHRP/documents

4.http://www.yale.edu/hrpp/members/roles.html access : 16 April, 2015 



Roles & Responsibilities of IRB

 The IRB Chair

 senior decision-makers of the entity creating 

the REC/IRB (director of an institution or his/her agent) 

should not serve as member or chair.*

 Chair is responsible for :

- member establishment, selection, training, 

evaluation , job assignment, etc.,

- management & running of the office, 

budget planning

- develop SOP and quality review system

- all procedures involving the review of 

research protocols (initial and continuing/progress 

report of the study)

- not just conduct a full board meeting and 

sign the COA

*Standard 4, Standards and Operational Guidance for Ethics Review of 
Health-RelatedResearch with human participants, WHO, 2010 



Roles & Responsibilities of IRB

 Additional Responsibilities of IRB Chair and Vice Chair

1. As voting members, the IRB Chair and Vice chair oversee 

IRB meetings to ensure reviews and approvals comply with 

regulatory requirements, the Belmont Report, declaration of 

Helsinki, laws and Faculty policy.

2. The IRB Chair and Vice Chair are authorized to sign all 

documents relevant to the review and approval of human subject 

research projects and documents submitted for post-approval 

monitoring.

3. Facilitate and participate in IRB educational activities.

4. Evaluate IRB member’s thoroughness of review, and level of 

engagement and attendance at convened IRB meeting.

5. Preparing annual IRB report to be submitted to Quality 

Recognition Organization and to Faculty Board.

1. https://www.unr.edu/research-integrity/human-research-protection

2. www.mayo.edu/research/documents/9

https://www.unr.edu/research-integrity/human-research


Roles & Responsibilities of IRB

 An IRB/IEC should safeguard the rights, safety and 

well-being of all trial subjects. Special attention should 

be paid to trials that may include vulnerable subjects.

(ICH-GCP 3.1.1) 



Roles & Responsibilities of IRB

The Secretariat

1. Informing and advising the principal investigators, sponsor, and new IRB member 

of applicable regulations, guidelines, process and procedures. In some cases the 

Secretariat maintains a website ensuring public access to information.

2. Managing the timely process of protocol review through initial and continuing 

contacts with Principal Investigators. This includes identifying and requesting  

missing documentation in applications and preparing the completed file for 

committee review.

3. Preparing the meeting of the IRB, including the distribution of relevant 

documentation to the members, scheduling the meeting, and ensuring the 

quorum.

4. In close collaboration with the chair of the IRB preparing applications that will 

be evaluated through expedited review.

5. Following-up with tasks that the IRB requests the Principal Investigators to 

perform such as progress reports, final reports, corrective actions, amendment 

of the approved protocol or consent documents etc.

6. In close collaboration with the chair of the IRB, preparing reports of IRB 

meeting and annual reports of IRB activities. The annual report includes 

information about sources of funding and expenses of the IRB.  



Roles & Responsibilities of IRB

The Secretariat

7.  Record keeping, including maintaining research protocols and 

all correspondence in relation to their review, as well as records of any

continuing oversight that may be required after approval. The Secretariat

ensures that the confidentiality of IRB records is maintained. 

8.  Facilitating access to literature and educational programes useful to the

members of IRB.

9.  Up dating information about IRB membership, including declarations of 

potential conflicts of interests.

Annex 2, “Guidance for developing terms of reference for the Secretariat of 

the research ethics committee” In: Standards and Operational Guidance for 
Ethics Review of Health-Related Research with human participants, WHO, 2010 



Roles & Responsibilities of IRB

The Secretariat (ส ำนักงำนเลขำนุกำร)

1. ใหข้อ้มลูและค ำแนะน ำแก่ผูว้จิยัหลกั ผูใ้หทุ้น และกรรมกำรทีเ่พิง่รบัต ำแหน่งใหมใ่น
คณะกรรมกำรจรยิธรรมกำรวจิยัเกีย่วกบักฎระเบยีบ แนวทำง กระบวนกำรและวธิกีำร
ด ำเนินงำน ในบำงกรณี ส ำนกังำนเลขำนุกำรยงัท ำหน้ำทีด่แูลเวป็ไซดเ์พือ่ใหแ้น่ใจวำ่บุคคล
ทัว่ไปสำมำรถเขำ้ถงึขอ้มลูเหล่ำน้ีได้

2. บรหิำรจดักำรใหก้ำรทบทวนพจิำรณำโครงกำรวจิยัมคีวำมคบืหน้ำตำมเวลำทีก่ ำหนด
โดยตดิต่อกบัผูว้จิยัหลกัทัง้ในชว่งเริม่ตน้และอยำ่งต่อเน่ือง รวมถงึกำรระบุและรอ้งขอ
เอกสำรโครงกำรวจิยัทีย่ ืน่เสนอไม่ครบ และเตรยีมควำมพรอ้มของเอกสำรเพือ่กำรทบทวน
พจิำรณำของคณะกรรมกำร

3. เตรยีมกำรประชุมของคณะกรรมกำรจรยิธรรมกำรวจิยั ไดแ้ก่ จดัสง่เอกสำรทีเ่กีย่วขอ้ง
ใหก้รรมกำร ก ำหนดวนัประชมุ และท ำใหเ้กดิควำมมัน่ใจวำ่องคป์ระชุมครบ

4. ประสำนงำนกบัประธำนคณะกรรมกำรอยำ่งใกลช้ดิ เตรยีมโครงกำรวจิยัทีย่ ืน่เสนอใน
กรณีทีจ่ะตอ้งมกีำรทบทวนพจิำรณำเรง่ดว่น

ธรีเดช อุทยัวทิยำรตันื ผูแ้ปล วชิยั โชคววิฒัน บรรณำธกิำร “มำตรฐำนและแนวทำงกำรด ำเนินกำรส ำหรบักำรทบทวนพจิำรณำจรยิธรรม
กำรวจิยัทำงสขุภำพทีก่ระท ำในมนุษย์” ภำคผนวก 2 หน้ำ 27 ส ำนกักจิกำรโรงพมิพ์ องคก์ำรสงเครำะหท์หำรผำ่นศกึ 2556



Roles & Responsibilities of IRB

The Secretariat (ส ำนักงำนเลขำนุกำร)

5. ตดิตำมควำมคบืหน้ำของงำนทีค่ณะกรรมกำรก ำหนดใหผู้ว้จิยัหลกัด ำเนินกำร เชน่
รำยงำนควำมกำ้วหน้ำของกำรศกึษำวจิยั รำยงำนฉบบัสมบรูณ์ กำรแกไ้ขควำมผดิพลำด
สว่นปรบัปรุงแกไ้ขโครงกำรวจิยัทีไ่ดร้บักำรอนุมตัิ หรอืเอกสำรแสดงควำมยนิยอมฯลฯ

6. ประสำนงำนกบัประธำนคณะกรรมกำรอยำ่งใกลช้ดิ เพือ่เตรยีมรำยงำนกำรประชมุของ
คณะกรรมกำร และรำยงำนประจ ำปีเกีย่วกบักจิกรรมและกำรด ำเนินงำนของคณะกรรมกำร
โดยรำยงำนประจ ำปีควรครอบคลุมขอ้มลูเกีย่วกบัแหล่งทุนและคำ่ใชจ้ำ่ยของคณะกรรมกำร
ดว้ย

7. เกบ็รกัษำบนัทกึ ไดแ้ก่ กำรเกบ็รกัษำโครงกำรวจิยัและเอกสำรต่ำง ๆทัง้หมดที่
เกีย่วขอ้งกบักำรทบทวนพจิำรณำโครงกำรวจิยั รวมทัง้บนัทกึกำรก ำกบัดแูลหลงัจำก
โครงกำรวจิยัไดร้บักำรอนุมตัแิลว้ในกรณีทีจ่ ำเป็น ส ำนกังำนเลขำนุกำรจะตอ้งแน่ใจวำ่
บนัทกึทัง้หมดของคณะกรรมกำรไดเ้กบ็รกัษำเป็นควำมลบั

8. อ ำนวยควำมสะดวกในกำรเขำ้ถงึขอ้มลูและโครงกำรศกึษำอบรมซึง่เป็นประโยชน์กบั
กรรมกำร

9. ใหข้อ้มลูล่ำสดุเกีย่วกบัสมำชกิภำพของกรรมกำร รวมทัง้แจง้ใหค้ณะกรรมกำรทรำบ
เกีย่วกบัควำมขดัแยง้ทำงผลประโยชน์ทีอ่ำจมี



Roles & Responsibilities of IRB

Support Staff

 In 1993, Dr.Gary b. Ellis, Director of the Office for Protection from Research 

Risks stated that the ratio of support staff to number of protocols reviewed 

should be 1:300. (FERCAP suggests1:100)

 Staff members will not hold membership on the IRB, the tasks, therefore, do 

not include those for which formal IRB action is required.

 The following functions may be used as job description for staff position:

1.screening the submission package for completeness using a checklist.

2.entering incoming protocols/documents into a database

3.preparing and distributing proposal, documents to related board member 

for review

4.communicate and confirm with board members for attending the board 

meeting.

5.meeting logistics

6.taking minutes

7.responding to subject concerns/complaints

8.office procedures

9.intrainstitutional and external relationships, PI, sponsors, CRO, etc.,

 Staff members should be able to do their task pertaining to their SOP, on the 

job training and supervision by secretariat/senior staff are beneficial.

 All staff members should be informed how to keep confidentiality of IRB 

documents and the important of confidentiality maintaining.

McGough H, “Support Staff” In: Bankert EA and Amdur RJ, Institutional Review board, Management and Function,  

2nd ed, Jones and Bartlett ; 2006, Chapter 2-4,page 45-9.



Roles & Responsibilities of IRB

 On protecting human participant, IRBs need to 

ensure that participants are not exposed to 

unnecessary risk of harm, reserved their autonomy and 

distributive justice.

 At the same time, IRBs should avoid causing  

unnecessary barriers or postponement of 
research.

Karlberg JPE and Speers MA, “Chapter 3. Science, Ethics and 

Quality Assurance of Clinical Trials” In : Reviewing Clinical Trials : A 

Guide for the Ethics Committee, Karlberg, Johan Peter Einar, 2010 page 
61-103.





Thank you


