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	CSMC RERC FORM 3F 2023
SERIOUS ADVERSE EVENT (SAE) REPORT – ON SITE
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	To be accomplished by the Principal Investigator (PI). Put N/A if not applicable. 
PI should attach copy of report. 

	CSMC RERC CODE: 
     
	STUDY PROTOCOL CODE:
     
	DATE OF SUBMISSION:
     

	PROTOCOL TITLE      

	PRINCIPAL INVESTIGATOR      

	SPONSOR      

	INITIAL APPROVAL DATE      

	LATEST ETHICAL CLEARANCE EFFECTIVITY DATE      

	VERSION AND DATE OF LATEST APPROVED PROTOCOL      

	VERSION AND DATE OF LATEST APPROVED ICF      

	SUBJECT’S PATIENT NUMBER
     
	AGE
     
	GENDER
[bookmark: Check3][bookmark: Check4]|_| Male                                  |_| Female

	TYPE OF REPORT

	[bookmark: Check1]|_| Initial                                                                      

	|_| 1st Follow-up report

Date of initial report:
                                                    
	|_| Follow-up (specify #)       

Date of initial report:
      
	|_| Final report

Date of initial report:
     

	DATE OF FIRST USE OF STUDY DRUG
     
	DATE OF LAST ADMINISTRATION OF STUDY DRUG PRIOR TO SAE
     

	DETAILS OF SERIOUS ADVERSE EVENT (SAE)

	SAE OBSERVED (USE CIOMS STANDARDIZED TERMS) *
     
	ONSET DATE WHEN SAE WAS OBSERVED
     
	DATE WHEN SAE BECAME KNOWN TO THE PI
     

	Indicate why the SAE was considered to be serious (Check all that apply)

	[bookmark: Check31]|_| Resulted in death 
	[bookmark: Check35]|_| Resulted in persistent or significant disability

	[bookmark: Check32]|_| Is life threatening
	[bookmark: Check36]|_| Resulted in a congenital anomaly or birth defect

	[bookmark: Check33]|_| Required hospitalization
	[bookmark: Check58]|_| Other outcome – Specify:      

	[bookmark: Check34]|_| Involved prolongation of existing hospitalization  
	

	HOSPITALIZATION FOLLOWING SAE?   
[bookmark: Check28]|_| Yes. Where?       
	
[bookmark: Check29]|_| No
	
[bookmark: Check30]|_| Already hospitalized before SAE occurred

	WHERE WAS THE SAE DOCUMENTED?
     
	WHO DIAGNOSED THE SAE?
     
	WHO REPORTED THE SAE
     

	DESCRIBE THE DETAILS OF SAE OBSERVED IN THE PATIENT AND/OR ANY ABONORMALITY IN THE LABORATORY RESULT/S
     

	HOW WAS THE SAE MANAGED?
     

	DID THE SAE INVOLVE DISCONTINUATION OF THE STUDY DRUG?

	
	[bookmark: Check37]|_| Yes          
	[bookmark: Check38]|_| No

	
	If yes, was the study drug later resumed?
|_| Yes           |_| No
If yes, specify date:      
	If the drug was not discontinued, state reason:      

	Was the patient withdrawn from the study?  
 |_| Yes          |_| No
Please provide details:      

	OUTCOME (Please check)

	[bookmark: Check69]|_| Patient recovered
	[bookmark: Check71]|_| Ongoing treatment

	     Date of recovery:      
	
	[bookmark: Check72]|_| Prolonged hospitalization

	[bookmark: Check70]|_| Fatal
	[bookmark: Check73]|_| Unknown

	     Date of death:      
	
	

	No. of SAE previously reported for this protocol (Submit latest summary listing)      

	No. of SAE previously reported for this patient      

	Are there any permanent complications or injuries as the result of SAE?

	[bookmark: Check44]|_| Yes
	[bookmark: Check45]|_| No
	[bookmark: Check46]|_| Unknown

	If yes, please specify.      

	What is the assessment of the severity of the SAE? (Use Common Terminology Criteria for Adverse Events v3.0 (CTCAE)*
|_| Mild        
|_| Moderate      
|_| Severe           
|_| Life Threatening /Disabling                          
|_| Death Related to the SAE

	What is the assessment of the causality of the SAE?  (Use WHO–UMC) Causality Assessment Scale**)

	|_| Certain
|_| Probable / Likely
|_| Possible
|_| Unlikely
|_| Conditional 
|_| Unassessable
	Please explain the basis for the assessment of the causality.
     

	Was any form of compensation provided to the patient?  |_| Yes    |_|  No    Please provide details, if any.      

	Is there any other drug/s taken at the same time and/or 3 months before SAE?

	[bookmark: Check47]|_| Yes                    |_|  No

	If Yes, please specify below. 
	Brand name
	Dose given
	Frequency
	Route
	Date started
	Date stopped
	Reasons for using the drug

	[bookmark: Text36]     
	[bookmark: Text37]     
	[bookmark: Text38]     
	[bookmark: Text39]     
	[bookmark: Text40]     
	[bookmark: Text41]     
	[bookmark: Text42]     
	[bookmark: Text43]     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     

	RISK MITIGATIONS AND PREVENTIVE STRATEGIES

	Does the SAE increase the risk of the patient’s being discontinued from the study?
	|_| Yes 
|_| No. 
Please explain.      

	State any provisions in the protocol aimed 
to decrease the risk of occurrence of similar SAEs.
	Specify the provision here and indicate the protocol section, page and paragraph number.  If none found, indicate if protocol modifications should be recommended or not. 
     

	
	

	REPORTING PARTY

	NAME OF PRINCIPAL INVESTIGATOR
     
	SIGNATURE
     

	EMAIL AND TELEPHONE/MOBILE NUMBER      


*Reporting Adverse Drug Reactions:  Definitions of Terms and Criteria for their Use (Council for International Organizations of Medical Sciences (CIOMS) Geneva, Switzerland: CIOMS. 1999)
**World Health Organisation–Uppsala Monitoring Centre (WHO–UMC) Causality Assessment Scale
	This portion is to be accomplished by CSMC RERC 

	
[bookmark: _GoBack]Date of SAE report received by RERC:      


	This portion is to be accomplished by SAE Primary Reviewer

	
              
	Yes
	No
	Comments

	Was the SAE submitted to CSMC RERC within the timeline? 
	     
	     
	     

	Was the SAE appropriately documented? 
	     
	     
	     

	Was the SAE appropriately managed? 
	     
	     
	     

	Is there a change in risk-benefit ratio? 
	     
	     
	     

	CHANGES TO THE PROTOCOL RECOMMENDED

	[bookmark: Check76]|_| Yes
	[bookmark: Check77]|_| No

	COMMENTS
     

	CHANGES TO THE INFORMED CONSENT FORM (ICF) RECOMMENDED

	|_| Yes
	|_| No

	COMMENTS
     

	SAE PRIMARY REVIEWER / SUBCOMMITTEE MEMBER
     
	SIGNATURE
     
	DATE
     

	SAE-SUBCOMMITTEE RECOMMENDATION

	[bookmark: Check49]|_| Continue monitoring

	[bookmark: Check51]|_| Request information: (Specify)      

	[bookmark: Check66]|_| Recommend further action: (Indicate action)      

	[bookmark: Check52]|_| Deferred (State reason)      

	COMMENTS
      

	SAE SUBCOMMITTEE CHAIR
     
	SIGNATURE
     
	DATE
     

	CSMC RERC RECOMMENDED ACTION 

	[bookmark: Check53]|_| Continue monitoring
	[bookmark: Check56]|_| Require further information      

	[bookmark: Check54]|_| Require further action (i.e. conduct site visit)      

	[bookmark: Check57]|_| Suspend Recruitment


	COMMENTS
     

	CSMC RERC CHAIR
     
	SIGNATURE
     
	DATE
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