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A. LEVEL OF ACCREDITATION APPLIED FOR:

	Please check:
	 ☐  Level 1
	☐Level 2
	☐Level 3



B. INFORMATION ABOUT THE RESEARCH ETHICS COMMITTEE:
	Name of the REC:
	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.
	REC Email address:
	Click here to enter text.	REC Tel. No.:
	Click here to enter text.	Fax No:
	Click here to enter text.
	Contact Person:
	Click here to enter text.	Position:
	Click here to enter text.
	Contact Person Mobile No.:
	Click here to enter text.	Contact Person Email address:
	

Click here to enter text.
	Date REC was established:
	Click here to enter text.
	Frequency of REC meetings:
	☐ Once a month
	☐ Once every 3 months

	
	☐ Once every 2 months
	☐ Specify _____________

	Affiliation / Geographic access to a health facility with general medical services
(Please attach MOA or MOU)
	Click here to enter text.	Involvement  in the production of health products including food preparations or
supplements
	☐ Food

	
	
	
	☐ Supplements

	
	
	
	☐ Others Click here to enter text.



C. TYPE OF SPECIALTY SERVICES
	☐	Eye
	☐	Lung

	☐	Skin
	☐	Heart

	☐	Food
	☐	Kidney

	☐	Cosmetics  
	☐	Bone

	☐	Others: Click here to enter text.



D. COMPOSITION: 
	Number of REC Members:
	Click here to enter text.
	Number of active consultant staff per type  or class with reference to practice privileges (full time or part-time). Please append the list of names of the consultant staff.
	Full-time (At least ≥ 30 hours per week): ____

	
	
	
	Part-time (< 30 hours per week): ______



	NAME
	PROFESSION/
SPECIALTY / OCCUPATION
	Sex
	Affiliated with Institution
	Role in the REC
	Ethics Traininga

	
	
	M
	F
	YES
	NO
	
	YESb
	NO

	
	e.g. Cardiology/ Radiology
	
	
	
	
	e.g. Medical/ Scientist, Non-Scientist, Lay
	e.g. GCP, Basic, SOP
	☐
	Chair:
Click here to enter text.
	Click here to enter text.	☐	☐	☐	☐	Click here to enter text.	Click here to enter text.	☐
	Vice-Chair:
Click here to enter text.
	Click here to enter text.	☐	☐	☐	☐	Click here to enter text.	Click here to enter text.	☐
	Secretary:
Click here to enter text.
	Click here to enter text.	☐	☐	☐	☐	Click here to enter text.	Click here to enter text.	☐
	Members:

	1. Click here to enter text.
	Click here to enter text.	☐	☐	☐	☐	Click here to enter text.	Click here to enter text.	☐
	2. Click here to enter text.
	Click here to enter text.	☐	☐	☐	☐	Click here to enter text.	Click here to enter text.	☐
	3. Click here to enter text.
	Click here to enter text.	☐	☐	☐	☐	Click here to enter text.	Click here to enter text.	☐
	Click here to enter text.	Click here to enter text.	☐	☐	☐	☐	Click here to enter text.	Click here to enter text.	☐
	Click here to enter text.	Click here to enter text.	☐	☐	☐	☐	Click here to enter text.	Click here to enter text.	☐
	Click here to enter text.	Click here to enter text.	☐	☐	☐	☐	Click here to enter text.	Click here to enter text.	☐
	Click here to enter text.	Click here to enter text.	☐	☐	☐	☐	Click here to enter text.	Click here to enter text.	☐
	Click here to enter text.	Click here to enter text.	☐	☐	☐	☐	Click here to enter text.	Click here to enter text.	☐
	Click here to enter text.	Click here to enter text.	☐	☐	☐	☐	Click here to enter text.	Click here to enter text.	☐
	
	TOTAL
	0	0	0	0



*Add rows when needed
a - attach copy of latest certificate of training
b - please indicate if Basic, GCP, SOP, etc.



E. TYPES OF RESEARCHES REVIEWED: (*Please attach PHREB Form 1.3 - Protocol Summary)
	
Nature of research
	Number of Protocols Reviewed in the last 2 years, plus the current year

	
	Year 1
Jan to Dec 2014
	Year 2
Jan to Dec 2015
	Current Year
Jan to Apr, 2016

	Social research includes KAPs of communities, behavioral research, impact of public health interventions
	Click here to enter text.
	Click here to enter text.
	Click here to enter text.

	Public health research includes epidemiologic researches (prevalence, surveys, incidence)
	Click here to enter text.
	Click here to enter text.
	Click here to enter text.

	Biomedical studies include retrospective, prospective and diagnostic Studies, and use of human material and data
	Click here to enter text.
	Click here to enter text.
	Click here to enter text.

	Health operations research includes studies on health programs and policies
	Click here to enter text.
	Click here to enter text.
	Click here to enter text.

	Clinical trials (sponsored)
	
	
	

	· Phase 1
	0	0
	0

	· Phase 2
	0
	0
	0

	· Phase 3
	0
	0
	0

	· Phase 4
	0
	0
	0

	Clinical trials (researcher-initiated)
	
	
	

	Others (Please specify): Click here to enter text.
	Click here to enter text.
	Click here to enter text.
	Click here to enter text.

	Total no. of Protocols Reviewed
	0
	0
	0





F. MANUAL OF STANDARD OPERATING PROCEDURES: 
· Does the REC have a written Manual of Standard Operating Procedures?    YES ☐   NO ☐
· Date when the SOP was approved:  Click here to enter a date.

	List of REC Standard Operating Procedures (please check if available):

	☐	a. Overview/Introduction (Mission-Vision of the Institution, institutional organizational chart showing the location of the REC and how it  relates with the other units; institutional policies related to human protection & research ethics review, structure & mandate of REC, international & national guidelines ethics research guidelines & regulations)
	☐	h. Documentation of REC Actions (Managing Meeting Minutes & Communicating REC Decisions)


	
	b. 
	☐	i. Management and Archiving of Files Incoming/Outgoing Communications; Managing Active Files (Administrative and Study Files); Archiving of Terminated, Inactive, and Completed Files; Managing Access to Confidential Files

	☐	c. Table of Contents
	☐	j. Site Visits

	☐	d. REC Structure & Composition (Selection and Appointment of Members; Designation of Officers; Appointment of Independent Consultants)
	☐	k. Management of Queries and Complaints

	☐	e. Management of Initial Submission & Resubmissions
	☐	l. Writing and Revising of SOPs

	☐	f. Management of Post-approval submissions (Review of Progress, Final, Early Termination Reports, and Protocol Amendments, Review of SAE & SUSAR Reports, Review of Protocol Deviations & Violations)
	☐	m. SOP Related Forms (Annexes)

	
	g. 
	
	n. Glossary

	☐	h. Types of Review (Full-Board Review and Expedited Review) 
	☐
	o. References 

	☐	i. Meeting Procedures (Preparing for meeting; Preparing the Agenda; Conduct of Regular & Special Meetings)
	☐

	p. Other SOPs

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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