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INSTITUTIONAL REVIEW BOARD 
“FLOW CHART OF PROTOCOLS SUBMISSIONS” 

 

Protocol package for Clinical trial or Research –initiated studies: 

 Letter of Application & Complete Protocol   

 Protocol Summary    

 Investigator’s Brochure (for Clinical Trials)   

 Data collection form/s    

 Informed Consent Forms (English, Tagalog, and local dialect (Hiligaynon))  


CV (for clinical trials- Principal Investigator and his/her co-investigators), (for Researcher Initiated protocol-Researcher 
and Adviser). 

 GCP Certificate of the Principal Investigator (PI) and his/her co-investigators  

 Declaration of No Conflict of Interest for Principal Investigators/Researchers (Form 2.2)  

 Valid PRC License    

 COI Declaration and Confidentiality Agreement   

 GANTT Chart (as necessary)   

 Advertisement, Diary card and other related documents (for Clinical Trials)  

 Case report form/s, trial Materials (for Clinical Trials)   

 Certificate of Technical Review (for Researcher Initiated protocol)  

 Insurance Certificate (for Clinical Trials)   

 Technical review approval/endorsement of the Department   

 Decision of Ethics Review if reviewed by other Research Ethics Committee/s  

 Material Transfer Agreement (for Clinical Trials if applicable)   

 Budget    

 Clinical Trial Agreement- Draft is acceptable (for Clinical Trials)  

 Letter of Approval from Hospital Administrator and Data Protection Officer  

 Waiver of Informed Consent Form (if applicable)   



IRB Staff receives the complete protocol and other documents. 

Assigns IRB Protocol Code 
Forwards to Chair or Member-Secretary for assessment 

(Day 1) 



Chair or Member-Secretary: Determination the type of Review 
Full Board, Expedited, SJREB or Exempt from Review. 

(Day 1) 



FULL BOARD REVIEW EXPIDITED REVIEW SJREB REVIEW EXEMPT FROM REVIEW 
Chair or Member-Secretary: Assigns 

two (2) Primary Reviewers. 
(Day 1) 

Chair or Member-Secretary: Assigns 
two (2) Primary Reviewers. 

(Day 1) 

Chair or Member-Secretary: 
Assigns two (2) Primary 

Reviewers who will attend 
SJREB Meeting 

(Day 1) 

Chair or Member-Secretary: 
assess the protocol based on 
Exempt from review checklist 

(Day1) 

   

The IRB Staff notifies and send 
electronic copy to primary 

reviewers ten (10) days before the 
full board meeting. 

(Day 2) 

The IRB Staff notifies and send 
electronic copy to Primary 

reviewers. 
(Day 2) 

The IRB send a letter of 
notification signed by the IRB 

Chair to SJREB that the Primary 
reviewers/ proxy member will 
participate in the joint review. 

Staff prepares Certificate of 
Exemption 

(Day 2) 

Primary Reviewers: Review and 
evaluate protocols and other 
documents (10 working days). 

(Day 3-12) 

Primary Reviewers: Review and 
evaluate protocols and other 
documents (5 working days). 

(Day 3-7) 

Primary Reviewers attends 
SJREB Meeting every 2nd 

Wednesday of the month. 

Issuance of Certificate of 
Exemption to PI/Researcher. 

(Day 3) 

    
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IRB REGULAR MEETING 

(2nd Thursday of the month) 
Primary reviewers present the 

evaluation thoroughly by using the 
evaluation forms. All members 

discuss technical and ethical issues. 

Primary Reviewers returns the 
evaluation forms five. 

(Day 8) 

The Chair and Member-
Secretary consolidates site 

specific issues and comments, 
and makes a preliminary 

decision for reporting to the 
SJREB during SJREB full board 

meeting. 

  

The Chair summarizes the issues. 
The board decides the result of the 

full review by consensus voting. 
(2nd Thursday of the month) 

(Day 19) 

The Chair consolidates the results 
of the review and finalizes the 

decision on the expedited review. 
(Day 9-10) 

Result of expedited review is 
reported by The Chair in the IRB 

Meeting (Day 19) 

The primary reviewers attend 
the SJREB full board meeting 

  

The IRB Staff prepares the 
communication letter of the IRB 

Decision 
(Approval, Notification Letter) 
(Within three- seven (3-7) days 
after the full board meeting) 

The IRB Staff prepares the 
communication letter of the IRB 
Decision (Approval, Notification 

Letter) (Day 11) 

The IRB Staff obtains the SJREB meeting 
minutes and decision notification from 
the SJREB secretariat seven days after 

the SJREB full board meeting. 
The Chair and Member-Secretary 

conduct an expedited site-specific review 
within 7 days of receipt 
And make a local site decision 

based on SJREB outcomes. 

 
 

The IRB Staff communicates and 
released the review result to the 

PI/Researcher 
(Within three- seven (3-7) days 
after the full board meeting) 

(Day 27) 

 
The IRB Staff communicates and 
released the review result to the 

PI/Researcher 
(Day 12) 

 



APPROVAL MINOR/MAJOR REVISIONS DISAPPROVAL 

PI/Researcher may commence with 
Study upon receipt of the Approval 
Form signed by the IRB Chair. 

PI/Researcher revise the protocol 
or related documents and resubmit 
to the IRB. 

PI/Researcher receive the 
Notification of IRB Decision 
Form (signed by the IRB Chair). 
They are not allowed to do the 
Study. 

  

SUBMISSION OF POST-
APPROVAL REPORTS 

RESUBMISSION APPEAL 

PI/Researcher required to submit 
post-approval reports up to final 

reports. 

Revised study Protocol, ICF, and or 
other study materials: 

For Major Revision: twenty (20) 
working days 

For Minor revision: ten (10) 
working days 

after the receipt of the Decision 
letter 

PI/Researcher may appeal the 
decisions made by IRB by 

writing a letter to the IRB Chair 
requesting for re-review and 

provide the supporting 
information/material for 

consideration. 
(Within 20 days) 
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“FLOW CHART OF POST-APPROVAL SUBMISSIONS” 

IRB Staff receives the complete post approval documents. 
(Day 1) 



IRB Staff notifies the Chair or Member-Secretary the post-approval reports and other docuemnts (Day 1) 

  

FULL BOARD REVIEW EXPIDITED REVIEW SJREB REVIEW 

The Staff notifies and sends the pertinent protocol file 
to the previously assigned two (2) Primary Reviewers. 

(Day 1) 

The Staff notifies and sends the 
pertinent protocol file to and the 

previously assigned two (2) 
Primary Reviewers to do the 

expedited review. (Day 1) 

IRB Staff notifies the Chair once protocol 
received need to be reviewed by the 

SJREB. 

  

Primary Reviewers: Review and evaluate protocols 
and other documents 

(10 working days). 

Primary Reviewers: Review and 
evaluate protocols and other 
documents (5 working days). 

IRB staff notifies the primary reviewers 
and send the post approval reports from 

SJREB secretariat. 

  

REVIEW OF POST APPROVAL SUBMISSION The primary reviewers will attend the 
SJREB meeting. 

(2nd Thursday of the month) 
Primary reviewers present the evaluation thoroughly by using the evaluation forms. 

  

The Chair summarizes the issues. The board decides 
the result of the full review by voting. 

(2nd Thursday of the month) 

The Chair consolidates the results 
of the review and finalizes the 

decision on the expedited review. 
(Day 12) 

Approved post-approval reports 
will be included in the next IRB 

meeting agenda 

The Chair consolidates the result of the 
IRB review and SJREB meeting and finalize 

the decision. 



The IRB Staff communicates to the PI/Researcher the review result. 

 

Issuance of Notice of IRB action 
(Protocol amendment, Application for Continuing Review, Final Report, Protocol Deviations, 

Early Termination Report, Queries & Concern, Serious Adverse Event, RNE, Site Visit 

Issuance of Certificate of approval 
(Protocol Amendment & Application for 

Continuing Review) 

  
  

MINOR, MAJOR 
MODIFICATON, REQUEST 

FURTHER ADDITIONAL 
INFORMATION, REQUEST 

FURTHER ADDITIONAL 
ACTION 

 

 
NO FURTHER ACTION 

NEEDED 

 

 
DISAPPROVE 

  

(PA, ACR, SAE, PD, ETR, 
Q&C, RNE, FR) 

(PA, ACR, SAE, PD, ETR, 
Q&C, RNE, FR) 

(PA) 
  

 


