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1. Policy Statement 

The IRB shall require a set of documents listed in a checklist for initial submission and re-
submissions, and only complete submissions shall be accepted.  Only complete protocols submitted 
on or before the 2nd Wednesday of the month will be taken up during the IRB meeting which is 
scheduled every 3rd Wednesday of the month 
 

2. Objective  
This activity aims to ensure that study documents which are submitted by proponents for initial 
review are properly received, identified, recorded, and are complete. 
 

3. Scope:  
This procedure applies to all protocols submitted to the IRB for ethical review.  The CIM-CVGH IRB 
accepts the following protocols for review: 1) from students of Cebu Institute of Medicine, 2) from 
the residents in training of Cebu Velez General Hospital, 3) for all researches to be done in CIM 
and/or CVGH 4) protocols submitted for review from institutions other than CIM/CVGH.  This SOP 
begins with the receipt of study documents for initial review and determination of completeness of 
submission or resubmission and ends with the determination of type of review or action. 
 

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. Receive the initial protocol package for review and 
check the completeness of the documents 

Secretariat 

To be done 
within 7 days 

from 
submission 

Step 2. Assign a permanent code to the protocol package Secretariat 

Step 3. Give a duplicate copy of the review application form 
to the person submitting the package. 

Secretariat 

Step 4. Determine the type of review and the primary 
reviewers 
a. Expedited Review (SOP on Expedited Review (SOP#4.1) 
b. Full Review (SOP on Full Review (SOP#4.2) 
c. Exemption from Review (SOP on Communicating REC 
Decisions (SOP#6.2) 

Chair/Member 
Secretary 
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Step 5. Prepare the protocol review package for distribution 
to the primary reviewers.  For resubmissions, include Form 
2.5: Resubmission form 

Secretariat 

Step 6. Log the received protocol package in the Incoming 
Documents logbook and Protocol Data Base 

Secretariat 

Step 7. File the initial protocol package in a properly labeled Secretariat 

 
6. Description of Procedures 

 
Step 1. Receive the initial protocol package for review and check the completeness of the documents 

 The Secretariat shall ensure that the Review Application Form (Form 2.1) and the Protocol 
Summary Sheet (Form 2.2) are completely filled up, signed and dated by the researcher 
including receipt for review fee if applicable. 

 Protocols should be accompanied by a letter signifying that it has undergone and passed 
technical review of the respective departments.  The Technical Review Committee should 
have addressed the technical issues in the study protocol. 

 Upon submission of the initial protocol for the principal investigator or his/her 
representative should ensure that the protocol follows the standard protocol format. 

   

 

       Step 2. The Secretariat shall assign a permanent code to the protocol package 

 For efficient file management, it is necessary to use a unique identifier to refer to this file, 
the Protocol Code Number. This code number is given as follows:  CIM_CVGH IRB: YYYY 
(year) – mm (month) - number (chronological number based on order of receipt). 

 For example, if the protocol entitled “Comparison of Drug A versus Drug B in inducing 
remission rate of X” is the first protocol received in 2017, the code (Name of Hospital) CIM-
CVGH IRB: 2017-01 – 01 should be used to identify this protocol. The code will be 
communicated to the researcher/principal investigator in all communications regarding the 
protocol 

 
       Step 3. Give a duplicate copy of the review application form to the author. 

 A duplicate copy of the review application form, containing the Protocol Code Number, will 
be given to the person who submitted the protocol.  The author will use this Code Number 
to refer to the protocol submitted in all future re-submissions, and/or communications to 
the IRB. 

 
       Step 4. Determine the type of review and the primary reviewers 

 The Chair/member secretary shall determine if the protocol warrants expedited or full 
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review. (See SOP on Review Procedures SOP #3).  If the request for review is not be within 
the mandate of the IRB, the decision will be “Exempted from Review”. In the latter case, 
the appropriate communication to the researcher should be sent (SOP on Communicating 
IRB Decisions SOP# 6.2). 

 Protocols that are exempted from review: 
o Research about public behavior (voting trends, opinion surveys, etc.) 
o Evaluation of public programs by the agency itself 
o Quality control studies by the agency itself 
o Standard educational tests and curriculum development 
o Surveillance functions of DOH 
o Historical and cultural events 
o Research involving large statistical data without identifiers 
o Research not involving humans or human data 

 

 The Chair/Member-Secretary designates at least two IRB members to be the primary 
reviewers of the protocol regardless of whether the type of review is expedited or full 
board. 

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

 If the IRB membership does 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. 1.2). 

 

       Step 5. Prepare the protocol review package for distribution to the primary reviewers 

 The initial protocol review package 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   

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

 For resubmitted protocols, Form 2.5 Resubmission Form should be completely filled up by 
the investigator indicating the IRB comments, and the revisions made 
 

      Step 6. Log the received protocol package in the Protocol Data Base 

 After ensuring the completeness of the initial protocol package, log the pertinent data in 
the incoming documents logbook and electronic protocol database. 

 As soon as subsequent data is available, complete the required protocol details in the 
protocol database. 
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     Step 7. File the initial protocol package in a properly labeled 

 File the initial protocol package in a properly labeled Protocol File folder and place it in the 
Active Study File cabinet  (SOP #7.2) 

 Write the IRB Protocol Code Number of the protocol on the side of the file binder. On the 
front cover of the protocol binder, write the following: 

o IRB  Protocol Code Number 
o Full title of the research 
o Name of the Principal Investigator and Co-Investigator/s 
o Name of the Sponsor if applicable 
o File the properly-labeled protocol file folders sequentially in the appropriate shelf of 

the storage cabinet for active study files taking note of the sequence of protocol 
code numbers on the file binders. 

 
 
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 SOP Team  FIRST DRAFT 

02 
December 14, 
2019 

SOP Team 

Submission on or before 2nd Wed of the 
month will be reviewed (instead of on 
or before 3rd week of the month) 
Addition of Resubmission Form 

 
9. References: 

 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. 

 National Ethical Guidelines for Health Research 2011 PNHRS 

 Chong Hua Hospital Institution Review Board Standard Operating Procedures 
http://chonghua.com.ph/irb/SOP.html 
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ANNEX 4  
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ANNEX 5 

 


