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® Office of Human Research Protection (OHRP) - Federalwide Assurance (FWA)
The Institution becomes engaged in human subjects research conducted or
supported by any U.S. federal department or agency that has adopted the

Common Rule

® SIDCER/FERCAP:
Strategic Initiative for Developing Capacity in Ethical Review/Forum for Ethical
Review Committees in Asia and Western Pacific
Developing capacity for ethical review in developing countries to ensure
the rights and safety of persons and communities participating in clinical

research



® AAHRPP:
Association for the accreditation of human research protection program
An independent, non-profit accrediting body - - a voluntary,
peer - driven, educational model to ensure standards for quality and

protection.

® NECAST:
National Ethics Committee Accreditation System of Thailand
Accrediting,quality assessing, and consulting to develop standards for the
institutional ethics committee in Thailand
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IRB/EC R nition Requirements
1. Structure and composition
1.1 ENﬁ‘LJixﬂEJ‘Uﬂm::ﬂi'i:umw%aﬁﬁumﬁﬁ'ﬂuquﬂ (Membership requirements)
1.1.1 Member: at least 5 members
1.1.2 Gender: Balance
1.1.3 Experience and knowledge: balance in ethics, science and social science
(alternatives to cover the topic of review should be in place)
1.1.4 Non-scientific or lay person
1.1.5 Non-affiliated person (independent of the institution/research site)
1.1.6 Terms and conditions of appointment, including policy and duration of
appointment, disqualification, resignation and replacement procedures
1.2 Administrative requirements
The EC/IRB should have:
1.2.1 Administrators that oversee the day-to-day activity of the EC/IRB;
1.2.2 Documentation of the functions and activities of the staff;
1.2.3 The Adequate number of administrative staff; and
1.2.4 Terms and conditions of appointments of members.
1.3 Membership initial and continuous training
The provisions available for EC/IRB members to receive introductory as
well as continuous education need to be stated and observed.
1.4 EC/IRB office
The EC/IRB should have an office space with necessary equipment and
staff for good functioning.
1.5 Management of conflicts

EC/IRB should have a policy to address conflicts of interest and obligations.

12



nsnumMuLuUIEIRng A1
- dadunssunis (medical/non-medical, scientific/non- scientific, male/female,
affiliated/non- affiliated)
- Complete list of members, staff, independent consultants
- Expertise related to types of protocols reviewed
- Complete and updated CVs
- Appointment letters
- Confidentiality and COI agreements
- Updated training records

M3dNNNWN (UTETIU/ABVIUMTY/NTTUNITAIURINEG/NT TN ST INT I ULAIE

P3P UINYNPNARNS /AN UNN)

- Differentiate roles and responsibilities
- Validate actual method of appointment, training, administrative support,
review procedures
- Determine perception of current challenges and suggestions for
improvement
- Qualifications
- Appointment procedures, TOR
- Specific role in EC/IRB
- Perception of EC/IRB roles and procedures
- Suggestions for quality improvement
2. Adherence to specific policies
2.1 Management of EC/IRB
The EC/IRB should document and make publicly available a term of reference,
which should include its purpose, scope, objectives, activities, organization and

management.
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2.2 Availability of standard operating procedures
The EC/IRB should have a written SOP with which they comply. The reasons for
any non-compliance should be stated
2.3 Areas and functions covered by the SOPs
The areas of review conducted by the EC/IRB should be covered by the SOPs
SOPs should include, but not be limited to:
- Normal review process,
- Review of resubmitted,
- Amended,
- Continuous protocol review
- Confidentiality,
- Informed consent review, and.
- Expedited reviewed.
2.4 Continuous review of SOPs
The SOPs should be reviewed at least every 3 years and revised as necessary.
EC/IRB should indicate how often this is done and also document and archive copies
of the previous versions.
2.5 Guideline for protocol submission.

The EC/IRB should have a guideline aiding investigators on protocol submission.
The guideline should include the requirements of the EC/IRB for the review of the
different kinds of protocols. An informed consent document guideline/template
should be made available
2.6 Submission process

EC/IRB should indicate to investigators when to submit a protocol so as to meet
meeting deadlines. Applications by investigators for ethical approval should be made
on standard application forms; EC/IRB should also have and make available these

different application forms to researchers

14



2.7 Meeting requirements
The EC/IRB should have documented meeting requirements with which they
comply. Included in this is the minimum number of members required per meeting,
the professional requirements, and the distribution of the various professions.
3. Completeness of its review process
3.1 Completeness of protocol submitted for review
3.2 Review process
3.3 Continuous and protocol amendment review
3.4 Elements of review
- Value of research
- Scientific design and consent
- Ethics (risk, benefit, informed consent)
- Documents and processes, care and selection of participants etc.).
3.5 Other after-protocol approval reviews
- Site visit reports
- Data Safety Monitoring Board progress reports
- Serious adverse event reports
- Termination of study reports
- End of study reports
3.6 Completeness EC/IRB meeting minutes
3.7 Decision making process
4. After review process
4.1 Communicating decision
- Should have an effective and timely way of communicating a decision.
Where protocol approval was denied by the EC/IRB, reasons should be
clearly stated. If provisional approval is given areas that need be re-worked

should be clearly stated.
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- Should have and issue approval/disapproval letters with the conditions of
approval or reasons for disapproval clearly stated.

- Should have and issue suspension/termination letters with the conditions of
lifting suspension and the reasons for suspension or termination clearly
stated.

5. Documentation and archiving
5.1 EC/IRB Documentation and archiving

- All protocols with a complete set of its supporting materials are maintained
by the EC in a file or database till at least 3 years after the end of the
study

- All documentations on pertinent discussions and decisions on protocols
and communication of the EC/IRB should be properly filed and archived for
easy access.

- All document pertinent to effective function of the EC including its SOPs,
constitutions, regular annual reports, national and international guidelines
etc. should be properly kept.

- A retrieval procedure should be indicated and complied with. The minimum
period of archive should also be stated and complied with.

mMsiBusudiney

- Adequate space and equipment

~ - Confidentiality protection

- Orderly filing of protocol files and documents

- Separation of active and completed files

- Complete database for tracking purposes

- Use of database for tracking

- Availability of information to the public (website and posters)

- Adequate space and facilities

- Confidentiality protection

16



- Orderly filing system
- Separation of active protocols from completed ones
- Appropriate archiving procedures
Recognition Process
Assessment and recognition process
1) Self assessment of ethics committee (EC/IRB)
- SIDCER Assessment Tool
2) Survey
- Interviews
- Assessment of documents and procedures
- Observation of the facilities
- Observation of an EC/IRB full committee meeting.
3) Recognition
If the standards are met, the EC/IRB will be recognized by the SIDCER
committee.
Reports

A recognized EC/IRB will be required to produce annual reports for review and
monitoring by the SIDCER committee.

This should include all the relevant activities of the EC/IRB in the past year, any
amendments to SOPs and guidelines and any new SOPs or guidelines that have
been developed within the one year period and any changes in the administrative
staff or procedures.

Recognition certificate
A certificate of recognition will be issued to EC/IRB that meets the five criteria

standards. And recognition will be granted for a maximum period of three years.
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