
Institutional Review Board 

 

Standard Operating Procedures (Version 9)  

TABLE OF CONTENTS 

 
I. The Makati Medical Center Vision and Mission 
II. Introduction 
III. Chapter I: Institutional Review Board (IRB) Composition and Ethical Framework 

(1-24) 
• IV. Institutional Review Board (IRB) Composition and Ethical Framework………………3 
• V. Constitution Organizational Structure………………………………………………………………4-5 
• VI. Quorum Requirements…………………………………………………………………………………….5 
• VII. Decision-Making Process…………………………………………………………………………………5-6 
• VIII. Appeal of MMC IRB Decisions…………………………………………………………………………6 
• IX. Conflict of Interest and Confidentiality Agreement………………………………………...6-7 
• X. Appointment and Composition of IRB Members…………………………………………….7-10 
• XI. Roles and Responsibilities of MMC IRB Officers and Members…………………...10-15 
• XII. Selection, Responsibilities, and Termination of Independent 

Consultants………………………………………………………………………………………………………..15-17 
• XIII. IRB Secretariat and Administrative Staff……………………………………………………18-20 
• XIV. Training and Continuing Education……………………………………………………………21-23 
• XV. Service Fees for the MMCIRB Members and Consultants…………………………..23-24 

 
IV. Chapter II. Initial Protocol Review and Approval (1-43) 
• IV. Protocol Submissions……………………………………………………………………………………….5-8 
• V. Protocol Review Fee………………………………………………………………………………………….8-9 
• VI. Secretariat files the protocol…………………………………………………………………………….9-10 
• VII. Protocol Screening…………………………………………………………………………………………..10-13 
• VIII. Protocol Evaluation………………………………………………………………………………………….13-17 
• IX.  Full Board Review………………………………………………………………………………………………17 
• X. Member Secretary/Chair……………………………………………………………………………………..17 
• XI.  Review Proper……………………………………………………………………………………………………17-18 
• XII. Full Board Meeting……………………………………………………………………………………………..18 
• XIII. Attendance and Quorum.......................................................................................18-19 
• XIV. For Resubmission……………………………………………………………………………………………….20-21 
• XV. Subcommittee Panels for Minimal Risk Research Protocols (SPARES) 

Review………………………………………………………………………………………………………………………21-26 
• XV. Review of a Medical Device Protocol.…………………………………………………………………26-29 
• XVII. Review of Resubmission……………………………………………………………………………………29-31 
• XVIII. Policy on Protocol Review for Compassionate Use of Stem Cell Therapy and 

Others………………………………………………………………………………………………………………………..31-33 
• XIX. Clinical Trial Agreement………………………………………………………………………………………34-35 
• XX. Single Joint Research Ethics Board (SJREB) Review………………………………………….….35-38 
• XXI. Submission, Review and Approval of Research Protocol and Post Approval Documents 

during Pandemic Emergency………………………………………………………………………………………38-40 
• XXII. Preparation of Meeting Minutes…………………………………………………………………………40 



Institutional Review Board 

 

• XXIII. Distribution of Submissions for Review……………………………………………………………..40-41 
• XXIV. Online Full Board Meeting (Before the meeting)………………………………………………41 
• XXV. Online Review Meeting (after the meeting)………………………………………………………41-43 

 
V. Chapter III. IRB Post-Approval Review and Monitoring Procedures (1-33) 

• IV. Serious Adverse Events……………………………………………………………………………………5-8 
• V. Protocol Violation/Protocol Deviation.................................................................8-11 
• VI. Site Visits..............................................................................................................11-13 
• VII. Amendments.......................................................................................................13-16 
• VIII. Annual/Progress Report.....................................................................................16-19 
• IX. Final Report...........................................................................................................19-21 
• X. Early Study Termination or Withdrawal…………………………………………………………….21-23 
• XI. Requests and Queries……………………………………………………………………………………….23-24 
• XII. Early Study Termination or Withdrawal…………………………………………………………..25-27 
• XIII. Notifications…………………………………………………………………………………………………….27-29 
• XIV. Single Joint Ethics Review (SJREB) of Post Approval 

Submissions…………………………………………………………………………………………………………….29-
32 
 

VI. Chapter IV. Documentation and Archiving (1-17) 
• IV. Preparation and Distribution of Meeting Agenda…………………………………………….3-4 
• V. Preparation of Meeting Minutes……………………………………………………………………….4-6 
• VI. Preparation of Communication Records…………………………………………………………..6-7 
• VII. Management of Active Study Files, Documents and Records………………………….7-11 
• VIII. Archiving of Inactive Study Files, Documents and Records…………………………….11-13 
• IX. Maintenance of Confidentiality of Study Files and MMC IRB 

Documents……………………………………………………………………………………………………………..13-14 
• X. Management of Confidential Files……………………………………………………………………..14-16 

 
 

VII. Chapter V. Writing and Revising Standard Operating Procedures (SOPs) (1-9) 
 

• V. Writing Standard Operating Procedures……………………………………………………..……..3-8 
 

VIII. Appendices Chapter 1 to 5 (1-18) 
 

• I. Definition of Terms……………………………………………………………………………………………1-8 
• II. List of Annexes………………………………………………………………………………………………….9-10 
• III. References……………………………………………………………………………………………………….11-13 
• IV. History for Chapters 1 to 5……………………………………………………………………………….13-18



Institutional Review Board 

 

 


