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Report code of the unit: …………………………
 
REPORT ON SERIOUS ADVERSE EVENTS (SAE) IN CLINICAL TRIALS
 
1. SUMMARY OF REPORT
	Type of report:
	
	First report
	
	Additional report


Classification according to the severity of events:
	
	Death
	
	Life threatening 
	

	
	Hospital admission/ prolonged hospitalization
	
	Disability/permanent/serious injury
	

	
	Birth defects/fetal abnormalities
	
	Medical intervention is required to prevent one of the above events or be evaluated medically by an investigator or principal investigator.
	

	Name of the study
	……………………………………………………
……………………………………………………

	Research design
	Open-label
	Single-blind
	Double-blind

	If this is a blind study, does SAE lead to open the blind?
	Yes
	No
	Not available

	Sponsor
	……………………………………………………

	Principal investigator
	……………………………………………………

	Investigator site that SAE is detected
	……………………………………………………

	Time receiving information of SAE
	……………………………………………………

	Occurrence time of SAE 
	……………………………………………………

	Ending time of SAE (or check the box "Ongoing" if SAE is continuing)
	…………………………….   Ongoing

	SAE name (diagnose of SAE or main symptoms of SAE)
	……………………………………………………
……………………………………………………

	Abbreviation of participants in clinical trials 
	……………………………………………………

	Code of participants in clinical trials 
 
	……………………………………………………

	
	
	
	
	
	
	
	


2. DESCRIPTION SAE DEVELOPMENT AND TREATMENT 
Provide information on clinical signs and symptoms, SAE-related clinical tests, SAE management measures if any (including discontinuation/reduction of IMP in clinical trials dose/investigator regimen s) , developments after implementing such managing measures and other necessary information along with specific milestones (if any).
.................................................. .................................................. .............................

.................................................. .................................................. .............................

.................................................. .................................................. .............................

.................................................. .................................................. .............................

.................................................. .................................................. .............................

Results after managing SAE:
	
	Recover without sequela
	
	On recovery
	
	Death (death date: ... ......……………)

	
	Recover with sequel
	
	Not recover yet
	
	Not Available


3. PARTICIPANTS IN CLINICAL TRIALS
	Date of birth
	…………………………………………………………………

	Age
	…………………………………………………………………

	Gender
	Male  Female  For female: Being pregnant (week ……)

	Weight (Kg)
	…………………………………………………………………

	Medical history related to SAE
	…………………………………………………………………
…………………………………………………………………


4. IMP IN CLINICAL TRIALS/REGIMEN
	No.
	IMP in clinical trials or investigator regimen (a)
	Preparation form, content
	Route
	Dosage
	Date of use
(date/month/year)

	
	
	
	
	
	Start
	End

	I
	 
	 
	 
	 
	 
	 

	Ii
	 
	 
	 
	 
	 
	 

	Iii
	 
	 
	 
	 
	 
	 

	Iv
	 
	 
	 
	 
	 
	 

	V
	 
	 
	 
	 
	 
	 

	Vi
	 
	 
	 
	 
	 
	 

	
	
	
	
	
	
	


 
(a) Clearly state the IMP in clinical trials/ investigator regimen that the participant in clinical trial has used. For the blind research and SAE does not lead to open-blind/the IMP in clinical trials is undefined/investigator regimen that participants in clinical trials used, clearly stating the regimen applied in the study and research arm (arm) of participants in clinical trials (described in section 2) (if information is available).

5. INTERVENTION FOR IMP IN CLINICAL TRIALS/ RESEARCH PROTOCOL AFTER SAE OCCURS
	No.
(b)
	Is there a discontinuation/reduction of IMP in clinical trials dose/investigator regimen on participants in a clinical trial with SAE?
	If the dose of IMP in clinical trials/investigator regimen (or open blindness) is discontinued/reduced, will the severity of SAE be improved?
	If the IMP in clinical trials/investigator regimen is re-used, does the event reappear?

	
	Yes
	No
	Yes
	No
	Not Available
	Yes
	No
	Not Available
	Do not reuse

	I
	
	
	
	
	
	
	
	
	

	Ii
	
	
	
	
	
	
	
	
	

	iii
	
	
	
	
	
	
	
	
	

	Iv
	
	
	
	
	
	
	
	
	

	V
	
	
	
	
	
	
	
	
	

	vi
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	


(b)Order number (No.) corresponds to item 4.

 

6. DRUGS/PREPARATION USED SIMULTANEUOSLY MAY RELATE TO SAE IN INVESTIGATOR’S JUDGEMENT (excluding drugs used to managing SAE)
	S
T
T
	Drugs/preparations used simultaneously 

(original name, commercial name)
	Preparation form, content
	Route
	Dosage
	Date of use
(date/month/year)

	
	
	
	
	
	Start
	End

	1
	 
	 
	 
	 
	 
	 

	2
	 
	 
	 
	 
	 
	 

	3
	 
	 
	 
	 
	 
	 

	4
	 
	 
	 
	 
	 
	 

	5
	 
	 
	 
	 
	 
	 

	6
	 
	 
	 
	 
	 
	 

	
	
	
	
	
	
	


 

7. EVALUATION OF PRINCIPAL INVESTIGATOR/INVESTIGATORS ON THE CAUSE-EFFECT RELATIONSHIP BETWEEN SAE AND IMP IN CLINICAL TRIALS/INVESTIGATOR REGIMEN 
	No. 
(b)
	Evaluate the cause-effect relationship between SAE and IMP in clinical trials/investigator regimen 
	If relevant, is this reaction of IMP in clinical trials/investigator regimen expected or unexpected?(c)

	
	Possibly
relevant
	Irrelevant
	Not yet concluded
	Being known/
expected
	Out of expectation

	i
	
	
	
	
	

	ii
	
	
	
	
	

	iii
	
	
	
	
	

	iv
	
	
	
	
	

	v
	
	
	
	
	

	vi
	
	
	
	
	

	
	
	
	
	
	


(b)Order number (No.) is similar to item 4.

(c) SAE is "expected" or "unexpected" should be evaluated based on the documents related to IMP in clinical trials/investigator regimen s as the most up-to-date protocol of the research if the clinical trials drug have not been licensed for circulation registration, or the latest version of the Drug Information Sheet if the IMP in clinical trials have been licensed for circulation.

- Explain the reasons for evaluating cause-effect relationship and the anticipated nature of SAE: ………………………………………………………………………… …………
………………………………………………………………………………………… ..………………………………………………………………………………………… ..
- How similar SAE or AE have occurred in the study by the time of reporting:
+ At the investigator site recognizing the SAE/AE mentioned in this report: ……….
+ At other investigator sites: …………………………………………………… .....
 

8. COMMENTS OF REPRESENTATIVES OF ETHIC COMMITTEE/ SCIENTIFIC COMMITTEE OF CLINICAL TRIAL UNDERTAIKING ORGANIZATION (if any)
Proposals for participants in clinical trials (not applicable in cases the participants in clinical trials are death):
	
	Continue to participate 
the study
	
	Temporarily stop participating in 
the study
	
	Withdraw from
the study


Proposals on research:
	
	Continue to develop
the study
	
	Temporarily stop developing the study
	
	Stop developing the study


 
 
Other recommendations (if any):
……….………….…………………………………………………………………….
…………………………………………………………………………………………
…………………………………………………………………………………………
9. REPORTER (Principal investigator or authorized investigator)
	Sign:
	……………………………………………………

	Signing date (day/month/year):
	……………………………………………………

	Full name:
	……………………………………………………

	Position, Unit/Department:
	……………………………………………………

	Phone number:
	……………………………………………………

	Email address:
	……………………………………………………


 
	REPRESENTATIVE OF ETHIC COUNCIL/SCIENCE COUNCIL
OF CLINICAL RESEARCH UNIT
(name and signature)(d)
	LEADER OF CLINICAL RESEARCH UNIT
(name, sign and seal)

	 
 
 
(d) Only applicable if there are comments in section 8.
	 


 

