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1. Policy Statement 
An expedited review shall be conducted for study protocols that (1) do not entail more than minimal 
risk to the study participants, and (2) do not have study participants belonging to a vulnerable 
group, and (3) does not generate vulnerability. The results of the initial review shall be released to 
principal investigator within four weeks after the submission of all the required documents. 
 

2. Objective  
This SOP discuss the processes of review of studies that do not entail more than minimal risk to the 
study participants, do not have study participants belonging to a vulnerable group, and does not 
generate vulnerability aims to demonstrate due diligence and high standards in the system of 
protection of human participants. 
 

3. Scope:  
This SOP applies to initial and post-approval submissions on protocols which have been classified as 
not involving more than minimal risk to study participants, whose participants do not belong to 
vulnerable groups, and whose study situations does not generate vulnerability to participants. This 
SOP begins with the assignment of reviewers or independent consultant/s and ends with the 
inclusion of the review in the agenda of the next meeting. 
 

4. Responsibilities 
It is the responsibility of the IRB members, officers, and secretariat to understand and implement 
this SOP of the CIM-CVGH IRB. 
 

5. Workflow 
 

ACTIVITY RESPONSIBILITY TIMELINE 

Step 1: Assign primary reviewers (medical / scientific and a non-
medical / nonscientific members). 

Member- 
Secretary / Chair 

4 weeks 

Step 2: Notification of the Primary Reviewers  IRB Secretariat 

Step 3. Provision of documents and evaluation form to reviewers: IRB Secretariat 

Step 4: Return the accomplished assessment forms to the Secretariat. Primary Reviewers 

Step 5: Finalization of Review  Results Primary Reviewers 

Step 6: Communicate the IRB decision to the PI (SOP # 6.2) IRB Secretariat 

Step 7: Filing of documents in the protocol file (SOP on Management 
of Active Files - SOP #7.2) 

Secretariat 

Step 8: Inclusion of the Review in the Agenda of the next meeting 
(SOP on Preparing the Meeting Agenda - SOP #5.2) 

IRB Secretariat 
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6. Description of Procedures 

 

Step 1: Assign primary reviewers (medical / scientific and a non-medical / nonscientific members). 

 The Chair/Member-Secretary designates at least two IRB members to be the primary 
reviewers for new protocols submitted. One reviewer for the Protocol Evaluation and 
another (lay or nonscientific/non-medical member) for the ICF assessment. 

 Primary reviewers are selected on the basis of expertise related to the protocol. 

 If the IRB membership does not have the needed expertise, the Chair/Member Secretary 
chooses from the roster of Independent Consultant. If none is available a consultant with 
the needed expertise is recruited as per SOP on Selection of Independent Consultant (SOP 
No. 1.3). 

 

Step 2: Notification of Reviewers or Independent Consultant/s 

 The IRB Secretariat shall inform the primary reviewers by phone call and text within two 
days after the receipt of the complete protocol package. The reviewers shall determine 
his/her conflict of interest, availability, and suitability.  The primary reviewers shall respond 
through call to IRB Secretariat within two days after notice. 
 

Step 3. Provision of documents and evaluation form to reviewers: 

 The IRB Secretariat shall provide the primary reviewers with the initial protocol review 
package which consists of all the documents in the initial protocol package plus blank 
copies of the Study Assessment Forms (Form 2.3:  Protocol Evaluation Form, and Form 2.4: 
Informed Consent Assessment Form), and letter or approval from the technical review 
board.  For resubmissions under expedited, a completed From 2.5 Resubmission Form 
should be included.   

 These documents will be hand carried and delivered to the Primary Reviewers by a 
messenger. An electronic copy may be emailed to the reviewer upon request.  

 The timeline from receipt of complete package to distribution to primary reviewers is 
within 7 calendar days. 

 
Step 4: Return the accomplished assessment forms to the Secretariat.  

 The reviewers will review the protocol and fill up the assessment form in a comprehensive 
manner. 

 The forms shall be returned to the Secretariat during the next IRB meeting for filing 
 

Step 5: Finalization of Review Results  

 The review results will be consolidated by the IRB reviewer whose area of expertise is most 
needed in the review of documents.   
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 The results of the expedited approval shall be presented during the IRB meeting by the 
primary reviewer.  Difference of/or contesting opinion will be entertained.  Should there be 
a need of further discussion the protocol will then be discussed under full board. 

 The final results will be reported and signed by the Primary Reviewer and the Chair 
 
 Step 6: Communicate the IRB decision to the PI  

 See SOP on Communicating IRB decisions (SOP 6.2). 
 

Step 7: Filing of documents in the protocol file (SOP on Management of Active Files (SOP# 7.2) 
 

Step 8: Inclusion of the Review in the Agenda of the next meeting (SOP on Preparing the Meeting Agenda 
- SOP #5.2) 
 
7. Forms 

Form 2.1:  Review Application Form  
Form 2.2:  Protocol Summary Sheet  
Form 2.3:  Protocol Evaluation Form 
Form 2.4: Informed Consent Assessment Form 
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 
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 Philippine  Health Research Ethics Board (PHREB) Workbook 2015 
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 International Conference on Harmonization, Guidance on Good Clinical Practice (ICH GCP) 
1996. 
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