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1. Policy Statement 

A full review shall be conducted when a proposed study entails more than minimal risk to study 
participants or when study participants belong to vulnerable groups or when a study generates 
vulnerability to participants. Such a protocol shall be deliberated and decided upon during a regular 
meeting, within 4 weeks after submission of required documents. Full review shall be conducted 
through a primary reviewer system. 

2. Objective of the Activity 

A full review aims to ensure compliance with technical and ethical standards in the conduct of 
researches involving human participants and identifiable human data and materials. 

3. Scope 

This SOP applies to initial, resubmissions and post-approval submissions on protocols which have 
been classified as entailing more than minimal risk to study participants or whose participants 
belong to vulnerable groups. This SOP begins with the assignment of primary reviewers or 
independent consultant/s and ends with the filing of protocol-related documents. 

4. Responsibilities 

It is the responsibility of the Secretariat to manage the document submission, send protocol 
documents to the primary reviewers, refer the protocol to full board meeting  for discussion and 
decision, communicate the review results to the Principal Investigator, keep copies of the 
documents in the protocol files and update the protocol entry in the IRB  database.  It is the 
responsibility of the primary reviewers to review the protocol and related documents by using the 
assessment forms, present the protocol for discussion during the full board meeting and make a 
recommendation for appropriate action based on the discussion of the IRB.  

5. Workflow 

ACTIVITY RESPONSIBILITY TIMELINE 

Step 1: Assignment of primary reviewers or 
Independent Consultant/s (SOP on Appointment of 
Independent Consultants (SOP#1.3) 

Chair 
 
 
 
 

4 weeks 
 
 
 

Step 2: Notification of primary reviewers or 
Independent Consultants 

Secretariat 

Step 3: Provision of protocol and protocol-related 
documents and assessment forms to reviewers 

Secretariat 

Step 4: Presentation of review findings and Primary Reviewers 
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recommendations during a Committee meeting 
(SOP on Conduct of Meeting (SOP#5.3) 

 
 
 
 

4 WEEKS 
 
 
 
 
 
 
 
 
 
 
 

Step 5: Discussion of technical and ethical issues Committee members 

Step 6: Summary of issues and resolutions Chair 

Step 7: Committee action 
Committee members and 
Chair 

Step 8: Documentation of Committee deliberation 
and action (SOP on Preparing the Meeting Minutes 
(SOP#6.1) 

Secretariat 

Step 9: Communication of Committee Action to the 
researcher (SOP Communicating REC Decisions 
(SOP#6.2) 

Secretariat 

Step 10: Filing of protocol-related documents Secretariat 

6. Description of Procedures 

Step 1 - Assignment of primary reviewers or Independent Consultants.  

 The Chair/Member Secretary shall assign two or more CIM-CVGH IRB members (One (1) Medical 
member with related expertise to review the protocol and one (1) non-medical person to review 
the informed consent.)  An independent consultant may be invited to provide expert opinion 
about a protocol (SOP # 1.3). 

Step 2 - Notification of primary reviewers or Independent Consultants: 

 The Primary reviewers shall be informed thru text/call and email.  The reviewers will 
acknowledge the acceptance of the assignment.  If the designated primary reviewer/s is/are not 
available, the Secretariat shall inform the Chair so the protocol shall be re-assigned to other 
reviewers. 

Step 3 - Provision of protocol and protocol -related documents and assessment forms to reviewers: 

 The Secretariat shall prepare and send the protocol review package to the primary reviewers 
within 7 calendar days from protocol submission.   

 The review package consists of all the documents in the initial protocol package plus blank 
copies of the: 

o Study Assessment Forms (Form 2.3:  Protocol Evaluation Form, and Form 2.4: Informed 
Consent Assessment Form), and  

o letter of approval from the technical review board 
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Step 4 - Presentation of review findings and recommendations during a committee meeting:  

 At least one primary reviewer should be present during the meeting. The protocol shall be 
projected using LCD projector for all the IRB members to see.  The primary reviewer shall go 
through the review, guided by the assessment form.  If the primary reviewer is absent, the 
review shall be postponed to the next IRB meeting, and then the primary reviewer will make a 
detailed documentation of his review of the protocol. 

Step 5 - Discussion of technical and ethical issues:  

 Check the CV or information about the investigators (including GCP training for clinical trials), 
the study sites and other protocol related documents, including advertisements  

 Consider whether study and training background of the principal investigator/s are related to 
the study to check for suitability of the PI. 

 Look for disclosure or declaration of potential conflicts of interest or the lack of it. 

 Non-physician principal investigators should be advised by a physician when necessary as a sub- 
investigator. 

 If applicable, determine if the facilities and infrastructure at study sites can accommodate the 
study. 

 Use the Protocol Evaluation Form (Form 2.3) for the protocol and the Informed Consent 
Evaluation Form (Form 2.4) during the discussion to review the protocol and the consent form 
and make relevant comments  

 Check the "Assent Form" if the protocol involves children ages 7-17 and "parental Informed 
Consent form for all minors as study participants based on PHREB guidelines. The procedure for 
getting the assent of vulnerable participants should be clear (the objective of the study and the 
procedures to be done including risks and benefits should be explained to the child or 
vulnerable participant separately). 

Step 6 - Summary of issues and resolutions: 

 Issues and recommendations will be recorded in real-time. Final decision will be done through 
consensus by the IRB. 

Step 7 - Committee action:  

 The possible specific IRB actions include: 1) approval, 2) minor modifications, 3) major 
modifications, or 4)disapproval 

Step 8 - Documentation of committee deliberation and action:  

 The CIM-CVGH IRB deliberation and action shall be documented in the Minutes of the Meeting.  
See SOP on Preparing the Meeting Minutes (SOP# 6.1). 
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Step 9 - Communication of Committee Action to the researcher:  

 The Secretariat shall prepare the communication of the decision to the researcher. See SOP on 
Communicating IRB Decisions (SOP#6.2) 

Step 10 - Filing of protocol-related documents:  

 The Secretariat shall file protocol-related documents. See SOP on Managing Active Files (SOP# 
7.2) 
 

7. Forms 

Annex 1.  Form 2.1:  Review Application Form  
Annex 2.  Form 2.2:  Protocol Summary Sheet  
Annex 3.  Form 2.3:  Protocol Evaluation Form 
Annex 4.  Form 2.4:  Informed Consent Assessment Form 
Annex 5.  Form 2.5:  Resubmission Form 

 

8. History of SOP 

Version No. Date Authors Main Change 

01 Nov 16, 2016 IRB MEMBERS FIRST DRAFT 

02 May 3, 2018 IRB MEMBERS Formatting; Annex / Forms included 

 

9. References  

 International Ethical Guidelines for Health-related Research Involving Humans Council for 
International Organizations of Medical Sciences (CIOMS) 2016  

 Philippine  Health Research Ethics Board (PHREB) Workbook 2015 

 World Health Organization, Operational Guidelines for Ethics Committees that Review 
Biomedical Research, 2000. 

 International Conference on Harmonization, Guidance on Good Clinical Practice (ICH GCP) 
1996. 
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