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1. Purpose

The purpose of this SOP is to ensure that the safety and welfare of human

participants in the study are safeguarded and that information on SAEs and SUSARs

is properly documented.

2. Scope

This SOP applies to the review of SAE and SUSARS reports submitted by

investigators, Data Safety Monitoring Board (DSMB), sponsor, local safety

monitor, CHH IRB

3. Responsibility

The primary responsibility of the CHH IRB is to review and address SAE and

unexpected events involving risks to subjects or others as well as ethics complaints.

The Chair notes the submission and ensures that the report of the SAE primary

reviewer is included in the agenda of the next IRB meeting.

CHH IRB should also make sure that researchers are made aware of the policies and

procedures concerning reporting and continuing review requirements.

The CHH IRB Secretariat is responsible for first screening the assessment of the

reports and seeing whether they need a review by full Board, by Chairperson only,

or by other qualified CHH IRB members or experts.
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4. Flowchart

No. ACTIVITY RESPONSIBLE PERSONNEL 

I CHH IRB Secretariat 

II CHH IRB Secretariat 

III CHH IRB Secretariat 

IV 

CHH IRB members and 

Chairperson 

V 

CHH IRB members and 

Chairperson 

VI 

CHH IRB Secretariat and 

Chairperson 

Retrieval of pertinent 

protocol file 

Receipt & 

documentation of 

submitted reports in 

logbook/database 

Notification of Chair 

Submission of report to the 

SAE Subcommittee/Point 

Person 

Communication of 

IRB recommendation/ 

action to Principal 

Investigator 

Inclusion of report of 

Subcommittee in the 

agenda of the next IRB 

meeting 
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5. Detailed Instructions

5.1 Receipt & documentation of submitted report of SAEs and SUSARs in the

logbook/ database 

 Report should use the specified IRB form (HRP-IRB-024, HRP-IRB-

025 and CIOMS, see ANNEX 1-3) and to accomplish completely and

properly.

 Date of submission should be within the required timeline as mentioned

in CHH IRB Guidelines.

 Record the submission in the logbook/database.

5.2 Retrieval of pertinent protocol file 

 Retrieve pertinent information about corresponding protocol (e.g.

identity of primary reviewers and earlier reports on SAEs and SUSARs)

5.3 Notification of Chair 

 Notify thru the agenda of the next regular IRB meeting.

5.4 Submission of the report to SAE subcommittee or point person 

 The reports should be submitted 1 – 2 weeks before the next IRB regular

meeting to the SAE subcommittee or to the point person

 The specified forms should be used in presenting the SAEs and SUSARs

during the regular IRB meeting

5.5 Inclusion of report of Subcommittee in the agenda of the next IRB meeting 

 After reading and reviewing the report, the designee entertains

discussion on the study and similar adverse experiences or advisories.

 If appropriate to the discussions, the Chairperson or another Board

member may call for a consensus on whether to:

 Request further information.

 Suspend or terminate the study

 Take note and no further action is needed

5.6 Communication of IRB recommendation/ action to Principal Investigator 

 The recommendations/actions derived after the SAEs and SUSARs

discussion will be communicated to the Principal Investigator/researcher

according to SOP on Communicating IRB decisions.
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6. ANNEX 1:
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ANNEX 2: 
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ANNEX 3: 
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ANNEX 4: Template for IRB reporting of SAE and SUSARs only 
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ANNEX 5: Guidelines for Reporting Adverse Events 
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