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1. Policy Statement 
The CIM-CVGH IRB shall require the submission of reports of onsite SAEs and SUSARs as soon 
as possible, and no later than 7 calendar days after first knowledge of the investigator. The 
evaluation of the SAEs and SUSARs shall be conducted by the Primary Reviewers whose 
recommendation shall be submitted to the IRB Chair for final action. 

 
2. Objective of the Activity 

This activity of reviewing aims to ensure that the safety and welfare of human participants in 
the study are safeguarded and that information on SAEs and SUSARs are properly 
documented. 
 

3. Scope 
 
This SOP applies to the review of SAE and SUSAR reports submitted by investigators and 
sponsors to the CIM-CVGH IRB. The IRB reviews such reports to determine appropriate action 
to protect the safety of participants in an approved study.   
 
ICH-GCP E6 defines a serious adverse event (SAE) or a serious adverse drug reaction (ADR) as 
any untoward medical occurrence that at any dose 

 Results in death,  

 Is life threatening,  

 Requires hospitalization or prolongation of existing hospitalization,  

 Results in persistent or significant disability or incapacity, or  

 Results in a congenital anomaly or birth defect. 
 

A suspected unexpected serious adverse reaction (SUSAR) is a serious event the nature and 
severity of which is not consistent with the applicable product information. In the case of an 
unapproved investigational product, the event is not consistent with the Investigator’s 
Brochure (IB).  In the case of a licensed product, the event is not consistent with the approved 
package insert or summary of product characteristics 

 
4. Responsibility 

 
It is the primary responsibility of the CIM-CVGH IRB to receive and review SAE and SUSAR 
reports from its own site and to take the necessary action to ensure the safety of participants 
in the study. These are categorized as Onsite SAEs/SUSARs 
 
In multicenter studies, the IRB also receives SAE and SUSAR reports from other sites within 
and outside the country.  These are categorized as offsite SAEs/SUSARs.   It is the responsibility 
of the CIM-CVGH IRB   to be updated about safety issues related to studies that it has 
approved.  
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The CIM-CVGH IRB   has the authority to suspend or terminate approval of research at its site 
when the safety of participants is no longer assured.  When CIM-CVGH IRB   takes such action, 
it is required to provide the reasons for its action and to promptly report such decision to the 
investigator, the sponsor, the institution and relevant regulatory authorities. 
 

5. Process Flow/Steps 
 

ACTIVITY RESPONSIBILITY 

Step 1:Report SAE and SUSAR Investigators / Sponsors  

Step 2:Receipt and documentation of submission of report of 
SAEs and SUSARs in the logbook/database 

Secretariat 

Step 3:Retrieval of pertinent protocol file Secretariat 

Step 4:Notification of Chair and Primary Reviewers  Secretariat 

Step 5:Review SAE and SUSAR reports and make a 
recommendation 

Primary Reviewer, Chair 

Step 6:Summarize and report to full board for appropriate 
action  

Secretariat 

Step 7:Communication of REC recommendation to the 
Principal Investigator/researcher (SOP on Communication of 
IRB Decisions SOP#6.2) 

Secretariat 

Step 8:Filing of all related documents (SOP on Management 
of Active Files - SOP# 7.2) 

 

 

6. Description of Procedures 
Step 1: Report SAE and SUSAR 

 The investigators shall inform the CIM-CVGH IRB all cases of SAEs and SUSARs for all 
studies approved by the IRB.  The submission of reports of onsite SAEs and SUSARs as 
soon as possible, and no later than 7 calendar days after first knowledge of the 
investigator. Offsite reports maybe submitted quarterly  

 Report should use the specified IRB form (Form 3.1 SAE Forms, 3.2 USAE Form, Form 3.3 
CIOMS) and to accomplish completely andproperly. 

 Date of submission should be within the required timeline as mentionedin IRB 
Guidelines. 
 

Step 2: Receipt and documentation of submission of report of SAEs and SUSARs in the 
logbook/database  

 The IRB Secretariat shall accept and document the submission of documents in the 
manual log book.  The following information should be recorded: Date of occurrence of 
the SAE / SUSAR, date reported, title of the study, and the nature of the SAE/SUSAR as 
indicated in the FORM. 
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Step 3: Retrieval of pertinent protocol file 

 The IRB Secretariat shall retrieve the protocol from the Active Files to determine the  
identity of primary reviewers, and to check if there were earlier reports on SAEs and 
SUSARs 

Step 4: Notification of Chair and the Primary Reviewers 

 The IRB Secretariat shall notify the Chair who designates the Primary Reviewer.  The 
secretariat staff will then notify the Primary Reviewer of the report through SMS and a 
phone call within48 hours from submission. 

Step 5: Review SAE and SUSAR reports and make a recommendation 

 The Primary Reviewer shall do a comprehensive review of the report  using the SAE 
Assessment  Form (Form 3.4) and make a recommendation to the IRB Chair who will 
decide if there is a need for a full board review.   Only onsite SAEs/SUSARs are reviewed 
wile offsite reports are noted for significant trends. 

Step 6: Summarize and report to full board for appropriate action. 

 All SAEs/SUSARS are presented for FULL BOARD review the designated reviewer shall 
prepare the report to be presented in the IRB meeting 

Step 7: Communication of IRB recommendation to the Principal Investigator/researcher (SOP 
on Communication of IRB Decisions SOP#6.2) 

 The Secretariat takes note of the decision and/or discussion during the board meeting in 
the meeting minutes and communicates with the PI if further action is required.  (SOP 
on Communicating IRB Decisions SOP #6.2) 

Step 8: Filing of all related documents (SOP on Management of Active Files - SOP# 7.2) 

 The IRB shall file all the documents, to include the submitted reports, and IRB decision in 
the Active File. (SOP on Managing Active Files SOP #7.2) 

7. Form 
Annex 1:  Form 3.1 Serious Adverse Event Form 
Annex 2:  Form 3.2 Unexpected Serious Adverse Event Form 
Annex 3: Form 3.3 CIOMS Form 
Annex 4: Form 3.4 SAE Assessment Form 
 

8. History 

Version Date Authors Main Change 

1 November 8, 2018 IRB Members First Draft 
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