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This tool is to be used by a Research Ethics Committee (REC) preparing for accreditation by the Philippine Health Research Ethics Board (PHREB). The person completing the form should have adequate knowledge of the structure, function and activities of the REC in order to adequately answer the questions and to provide the required documentation.

A. Information about the Research Ethics Committee(REC)
	Name of Research Ethics Committee:
	Click here to enter text.

	Name of Institution:
	Click here to enter text.

	Address: (No., Street, Town/City, Province, Region)
	Click here to enter text.

	Name of Contact Person:
	Click here to enter text.
	Position:
	Click here to enter text.

	Telephone:
	Click here to enter text.
	Mobile:
	Click here to enter text.

	Fax:
	Click here to enter text.
	Email address:
	Click here to enter text.




B. STRUCTURE AND COMPOSITION of the REC (Structure, composition of the committee and the expertise of its members are appropriate for its functions and responsibilities.)

B.1 MEMBERSHIP
	Does  the REC have
	Yes
	No
	Remarks

	At least 5 members? 
	☐	☐	Click here to enter text.

	A diverse membership (age, sex, sector, etc.)? 
	☐	☐	Click here to enter text.

	At least one non-affiliated member?
	☐	☐	Click here to enter text.

	A lay/community member? 
	☐	☐	Click here to enter text.

	Members who have the necessary experience training/knowledge to perform their duties? 
	☐	☐	Click here to enter text.

	Regular officers to direct activities of the committee? 
	☐	☐	Click here to enter text.



B.2 TRAINING OF REC MEMBERS
	Does the REC
	Yes
	No
	Remarks

	Ensure that members have an introductory training? 
	☐	☐	Click here to enter text.

	Ensure continuing training of members? 
	☐	☐	Click here to enter text.

	Document trainings of its members? 
	☐	☐	Click here to enter text.

	Ensure specific training in GCP?
	☐	☐	Click here to enter text.



C. ADHERENCE TO INTERNATIONAL, NATIONAL, INSTITUTIONAL GUIDELINES AND POLICIES
	C.1 Does the REC have copies of pertinent guidelines and policies?
	Yes
	No
	Remarks

	– Declaration of Helsinki 2013?
	☐	☐	Click here to enter text.

	– WHO Operational Guidelines for RECs?
	☐	☐	Click here to enter text.

	– ICH-GCP?
	☐	☐	Click here to enter text.

	– National Ethical Guidelines for Health Research?
	☐	☐	Click here to enter text.

	– Institutional Research Guidelines?
	☐	☐	Click here to enter text.

	– Manual of Standard Operating Procedures?
	☐	☐	Click here to enter text.

	– DOST/DOH/CHED AOs?
	☐	☐	Click here to enter text.


	C.2 Does the REC have copies of pertinent guidelines and policies?
	Yes
	No
	Remarks

	– FDA Policies on Drug Registration?
	☐	☐	Click here to enter text.

	– Others? (pls. specify)
	☐	☐	Click here to enter text.

	C.3 Are these guidelines / policies and procedures available to its members? How?
	☐	☐	Click here to enter text.

	C.4 Are there specific provisions in any of the above guidelines and policies that the REC cannot comply? If, Yes – which one/s? Please explain. (May use an additional sheet of paper if space is not adequate.)
	☐	☐	Click here to enter text.



D. ADEQUACY OF STANDARD OPERATING PROCEDURES AND CONSISTENCY OF IMPLEMENTATION AND COMPLIANCE

D.1 Completeness and Accessibility of SOPs
	Does the SOP cover all functions and responsibilities of the REC? 
	Yes
	No
	Remarks

	Overview/Introduction
	☐	☐	Click here to enter text.

	Table of Contents
	☐	☐	Click here to enter text.

	1 – REC Structure and Composition
1.1 Selection & Appointment of Members
1.2 Designation of Officers
 1.3 Appointment of Independent Consultants
	☐	☐	Click here to enter text.

	2 – Management of Initial Submissions and Resubmissions
	☐	☐	Click here to enter text.

	3 – Management of Post Approval Submissions
 3.1 Review of Progress, Final, and Early Termination Reports, and Protocol Amendments
3.2 Review of SAE and SUSAR Reports
3.3 Review of Protocol Deviations and Violations
	☐	☐	Click here to enter text.

	4 –Review Procedures
4.1 Expedited Review
4.2 Full Review
	☐	☐	Click here to enter text.

	5 – Meeting Procedures
5.1 Preparing for a Meeting
5.2 Preparing the Meeting Agenda
5.3 Conduct of Regular and Special Meetings
	☐	☐	Click here to enter text.

	6 – Documentation of REC Actions
6.1 Managing the Meeting Minutes
6.2 6.2 Communicating REC Decisions
	☐	☐	Click here to enter text.

	7 – Management & Archiving of Files
7.1 Managing REC Incoming/Outgoing Communications
 7.2 Managing Active Files (Administrative and Study Files)
7.3 Archiving of Terminated, Inactive, and Completed Files 
7.4 Managing Access to Confidential Files
	☐	☐	Click here to enter text.


	8 – Site Visits
	☐	☐	Click here to enter text.

	9 – Management of Queries/ Complaints
	☐	☐	Click here to enter text.

	10 – Writing and Revising SOPs

	☐	☐	Click here to enter text.

	Glossary for each SOP or at the end of the SOP manual
	☐	☐	Click here to enter text.

	List of References
	☐	☐	Click here to enter text.



D.2 Compliance with selected SOPs
	D.2.1 SOP on Applications for Review of Protocols and Amendments

	D.2.1.1 Does the REC have
	Yes
	No
	Remarks

	Guidelines on submission of protocols? 
	☐	☐	Click here to enter text.

	An application form? 
	☐	☐	Click here to enter text.

	A list of documents to be attached to the application? 
	☐	☐	Click here to enter text.

	D.2.1.2 Does the REC have
	Yes
	No
	Remarks

	Instructions on the number of copies to be submitted?  
	☐
	☐	Click here to enter text.

	Information on the name and address of the REC secretariat to whom the application for review should be submitted? 
	☐	☐	Click here to enter text.

	A guideline that application forms should be signed and dated? 
	☐	☐	Click here to enter text.

	A mechanism to communicate the incompleteness of an application? 
	☐	☐	Click here to enter text.

	A mechanism for acknowledging applications for review? 
	☐	☐	Click here to enter text.

	An Informed consent guideline / template? 
	☐	☐	Click here to enter text.

	Guidelines on the continuing review of the study? 
	☐	☐	Click here to enter text.

	Guidelines for submission and approval of protocol amendments?
	☐	☐	Click here to enter text.

	D.2.1.3 Does the REC require submission of the following?
	☐	☐	Click here to enter text.

	The protocol together with supporting documents and annexes (e.g., case report forms, diary cards, and other materials related to the study)
	☐	☐	Click here to enter text.

	The project summary and flow chart of the protocol. 
	☐	☐	Click here to enter text.

	A statement of agreement with ethical principles set out in relevant guidelines.
	☐	☐	Click here to enter text.

	The ethical considerations in the study as a section in the protocol.
	☐	☐	Click here to enter text.

	The informed consent form that includes 
	☐	☐	Click here to enter text.

	 a statement describing any compensation for study participants. 
	☐	☐	Click here to enter text.

	D.2.1.4 Does the REC have
	Yes
	No
	Remarks

	a description of the arrangements for indemnity if applicable?
	☐	☐	Click here to enter text.

	a description of the arrangements for insurance if applicable?
	☐	☐	Click here to enter text.

	The investigator's CV?
	☐	☐	Click here to enter text.

	Previous decisions by other regulatory authorities on the proposed study?
	☐	☐	Click here to enter text.

	An adequate description of the study product? 
	☐	☐	Click here to enter text.

	Materials to be used for recruitment of research participants such as announcement?
	☐	☐	Click here to enter text.

	D.2.2  SOP on Meetings

	Scheduling and advanced announcements of regular meetings. 
	☐	☐	Click here to enter text.

	Quorum requirements:
	☐	☐	Click here to enter text.

	– number 
	☐	☐	Click here to enter text.

	– presence of lay / non-affiliated member
	☐	☐	Click here to enter text.

	– gender representation
	☐	☐	Click here to enter text.

	Minutes of meetings and their approval. 
	☐	☐	Click here to enter text.

	D.2.3  SOP on Management of Conflict of Interest

	Do the SOPs include a process for managing, minimizing or eliminating conflicts of interest?
	☐	☐	Click here to enter text.



E. COMPLETENESS OF THE REVIEW PROCESS: The REC reviews protocols and other pertinent documents according to established procedures to protect the interest of research participants.

E.1. Review Process
	Does the REC
	Yes
	No
	Remarks
(include compliance)

	Have operating procedures for
	☐	☐	Click here to enter text.

	– full board review? 
	☐	☐	Click here to enter text.

	– expedited review?
	☐	☐	Click here to enter text.

	Have a process to evaluate whether an expedited review has met the set criteria? 
	☐	☐	Click here to enter text.

	Have a process for obtaining additional expertise when necessary? 
	☐	☐	Click here to enter text.

	Have terms of reference for independent consultants? 
	☐	☐	Click here to enter text.

	Have a process for inviting investigators to elaborate on specific issues in the protocol? 
	☐	☐	Click here to enter text.

	Review protocols and all pertinent documents within four weeks upon receipt of the application? 
	☐	☐	Click here to enter text.



E.2. Elements of Review
	Does the REC SOP for reviewing protocols include attention to the following?  
	Yes
	No
	Remarks
(include compliance)

	Scientific design and conduct of the study. 
	☐	☐	Click here to enter text.

	Control arms. 
	☐	☐	Click here to enter text.

	Standard therapies. 
	☐	☐	Click here to enter text.

	Inclusion and exclusion criteria. 
	☐	☐	Click here to enter text.

	Risks and inconveniences weighed against the anticipated benefits for the research participants and concerned communities. 
	☐	☐	Click here to enter text.

	Does the REC SOP for reviewing protocols include attention to the following?
	Yes
	No
	Remarks
(include compliance)

	Potential risks posed to the vulnerable population.
	☐	☐	Click here to enter text.

	Criteria for withdrawing research participants. 
	☐	☐	Click here to enter text.

	Criteria for suspending or terminating the research. 
	☐	☐	Click here to enter text.

	Provisions for monitoring and auditing the conduct of the research, including the constitution of a data safety and monitoring board (DSMB). 
	☐	☐	Click here to enter text.

	Management of post study participants.
	☐	☐	Click here to enter text.

	The identification of those responsible for obtaining it? 
	☐	☐	Click here to enter text.

	Measures to improve participant understanding and voluntary decision making? 
	☐	☐	Click here to enter text.

	Justification for inclusion of research individuals who cannot consent and the arrangement for obtaining consent from such persons? 
	☐	☐	Click here to enter text.

	Protection of vulnerable subjects?
	☐	☐	Click here to enter text.

	Consent process in emergency situation in research protocol?
	☐	☐	Click here to enter text.

	Does the REC SOP on review include attention on the informed consent process?
	☐	☐	Click here to enter text.

	Ensuring that the participants will receive available information during the course of the research relevant to their participation? 
	☐	☐	Click here to enter text.

	Ensuring that the IC process is continuing?
	☐	☐	Click here to enter text.

	Provisions for receiving and responding to queries and complaints from participants or representatives during the course of the research? 
	☐	☐	Click here to enter text.

	Does the REC SOP on review include attention on the informed consent process?
	Yes
	No
	Remarks
(include compliance)

	Steps to be taken if research participants voluntarily withdraw during the course of the research? 
	☐	☐	Click here to enter text.

	Protection of privacy and confidentiality of the research participants during and after the completion of the research? 
	☐	☐	Click here to enter text.

	Does the REC
	
	
	Click here to enter text.

	Have a SOP to determine if the vulnerable subjects are properly protected?
	☐	☐	Click here to enter text.

	Have a SOP to determine whether the method used to recruit the research subjects is acceptable or not?
	☐	☐	Click here to enter text.

	Review the description of the plan to make the study product available to research participants following the research if applicable? 
	☐	☐	Click here to enter text.

	Review compensation for research participants to determine if it will unduly influence them to participate in research? 
	☐	☐	Click here to enter text.

	Review compensation for research participants to determine if they were adequately compensated for injury? 
	☐	☐	Click here to enter text.

	Review post trial benefits, including the standard of care, offered to participants? 
	☐	☐	Click here to enter text.

	Review the impact and relevance of research on the local community from which the research participants are drawn? 
	☐	☐	Click here to enter text.

	Review the steps taken to consult with the concerned communities during the course of designing the research? 
	☐	☐	Click here to enter text.

	Review the influence of the community on the consent of individuals? 
	☐	☐	
Click here to enter text.

	Review proposed community consultation during the course of the research? 
	☐	☐	
Click here to enter text.

	Review the extent to which research contributes to capacity building within the community? 
	☐	☐	Click here to enter text.

	Review a description of the availability and affordability of any successful study product to the concerned communities following the research? 
	☐	☐	Click here to enter text.



E.3. Continuing Review
	Does the REC
	Yes
	No
	Remarks

	Conduct continuing review? 
	☐	☐	Click here to enter text.


	Have and follow an established procedure for determining the frequency of continuing review? 
	☐	☐	Click here to enter text.

	Have and follow an established procedure for handling modification (amendments) of the research protocol?  
	☐	☐	Click here to enter text.

	Have a list of documents required for continuing review? Is this list made available to investigators?
	☐	☐	Click here to enter text.

	Does the REC SOP on review include attention on the informed consent process?
	
	
	

	Consider the submitted relevant information and documents in its continuing review? 
	☐	☐	Click here to enter text.

	Have and follow an established procedure to notify investigators when it will conduct a continuing review? 
	☐	☐	Click here to enter text.

	Have and follow policies and procedures for suspending or terminating previously approved research based on findings in monitoring or continuing review?
	☐	☐	Click here to enter text.

	Require the investigator to submit a report to the EC on the premature suspension / termination of the study that includes the reason and the status of the research? 
	☐	☐	Click here to enter text.

	Do a follow up review when a serious and unexpected adverse event occurs as a result of the conduct of the study or study (test) product and the necessary steps needed to be instituted to protect participants? 
	☐	☐	Click here to enter text.

	Specify that no changes in the protocol should be implemented without prior written REC approval?
	☐	☐	Click here to enter text.

	Specify that the investigator should promptly report to the REC any deviations from the protocol to eliminate immediate hazards to the trial subjects? 
	☐	☐	Click here to enter text.

	Specify that the investigator should promptly report to the REC all adverse drug reactions (ADRs) that are both serious and unexpected? 
	☐	☐	Click here to enter text.

	Specify that the investigator should promptly report to the REC any new information that may affect adversely the safety of the subjects or the conduct of the trial? 
	☐	☐	Click here to enter text.

	Require the investigator to submit a final report at the completion of the study? 
	☐	☐	Click here to enter text.



E.4. Completeness of REC Meeting Minutes (Minutes should be a complete record and reflect actions taken during the meeting)

	Does the REC
	Yes
	No
	Remarks

	record and keep minutes of its meeting?  
	☐	☐	Click here to enter text.

	record in its minutes the members present, members who voted and all the actions that took place during the meeting?
	☐	☐	Click here to enter text.

	record protocols and documents reviewed, the dates of approval, modifications required prior to its approval or disapproval and termination/suspension of any prior approval?
	☐	☐	Click here to enter text.



E.5 Decision Making Process (REC should have a procedure for decision making and members should participate in the process)

	
	Yes
	No
	Remarks

	Are decisions made in meetings only when a quorum is present?
	☐	☐	Click here to enter text.

	Does the REC ensure that only members who participate in the review should participate in the decision? 
	☐	☐	Click here to enter text.

	Are all relevant documents required for full review available and considered before a decision is made
	☐	☐	Click here to enter text.

	Does the REC have a predefined method of arriving at a decision e.g. by consensus or voting? 
	☐	☐	Click here to enter text.

	Does the REC ensure that members with conflicts of interest do not take part in the decision?
	☐	☐	Click here to enter text.

	Do the REC members have sufficient time to review and discuss before a decision is made? 
	☐	☐	Click here to enter text.

	When a decision is made to do a repeat review of a protocol, does the REC clearly document the areas needed to be revised?
	☐	☐	Click here to enter text.

	Are disapprovals supported with clearly stated reasons? 
	☐	☐	Click here to enter text.



F. ADEQUACY OF AFTER-REVIEW PROCEDURES
(The REC adequately and effectively communicates its decision to investigators)
	
	Yes
	No
	Remarks

	Are decisions communicated in writing to the investigator within 4 weeks after receipt of the application for review?
	☐	☐	Click here to enter text.


	Does the decision letter
	Yes
	No
	Remarks

	Specify areas that need to be revised? 
	☐	☐	Click here to enter text.

	Include the exact title of the protocol reviewed?
	☐	☐	Click here to enter text.

	Include the specific identification number of the documents reviewed including the informed consent form? 
	☐	☐	Click here to enter text.

	Include the name and title of the investigator? 
	☐	☐	Click here to enter text.

	Include the date and place of the decision?
	☐	☐	Click here to enter text.

	Include the name of the REC making the decision? 
	☐	☐	Click here to enter text.

	Include a statement of the responsibilities of the investigator during the post approval phase?
	☐	☐	Click here to enter text.

	Include the signature of the chairperson 
	☐	☐	Click here to enter text.

	Clearly explain how the investigator can communicate with the REC?
	☐	☐	Click here to enter text.



G. ADMINISTRATIVE SUPPORT: (Staff support and facilities are adequate for the implementation and documentation of the activities of the REC)

	Does the REC have
	Yes
	No
	Remarks

	A designated and secured office space that includes   areas for keeping active and archived document files?
	☐	☐	Click here to enter text.

	Office equipment and furniture dedicated to its function?
	☐	☐	Click here to enter text.

	– computer and printer
	☐	☐	Click here to enter text.

	– telefax equipment
	☐	☐	Click here to enter text.

	– internet connection
	☐	☐	Click here to enter text.

	– filing cabinets with locks
	☐	☐	Click here to enter text.

	Support staff? 
	☐	☐	Click here to enter text.

	– adequate for the volume of work
	☐	☐	Click here to enter text.

	– knowledgeable of their functions and responsibilities, including confidentiality of their work
	☐	☐	Click here to enter text.

	An annual budget to support its functions and activities
	☐	☐	Click here to enter text.



H. EFFICIENCY OF THE RECORDING AND ARCHIVING SYSTEM
(The REC systematically documents and archives its activities for an acceptable period.)

	[bookmark: _GoBack]Does the REC have and follow SOP for
	Yes
	No
	Remarks

	Record keeping and archiving all records and communication documents? 
	☐	☐	Click here to enter text.

	Accessing and retrieval of the documents? 
	☐	☐	Click here to enter text.

	Keeping a complete file or database of all the relevant materials in each research protocol? 
	☐	☐	Click here to enter text.

	Retention of all the records after study closure? 
	☐	☐	Click here to enter text.

	Inspection of the relevant records by the appropriate authority? 
	☐	☐	Click here to enter text.


	Documenting the CV of all its members? 
	☐	☐	Click here to enter text.

	Documenting the agenda and minutes of its meetings? 
	☐	☐	Click here to enter text.

	Documenting copies of its decision and any advice or requirements sent to the applicants? 
	☐	☐	Click here to enter text.

	Keeping all the written documentations received during the follow-up? 
	☐	☐	Click here to enter text.

	Documenting the notification of completion, suspension or premature termination of study? 
	☐	☐	Click here to enter text.

	Documenting the final report of the study? 
	☐	☐	Click here to enter text.



	Submitted by:
	Click here to enter text.
Signature over Printed Name
	Date of Application:
	Click here to enter a date.
	Noted by:
	Click here to enter text.
Signature over Printed Name of REC Chair
	Date:
	Click here to enter a date.
	Endorsed by:
	Click here to enter text.
Signature over Printed Name of Head of Institution
	Date:
	Click here to enter a date.
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