FORM 3.4
ON-SITE SERIOUS ADVERSE EVENT REPORT

Report No. (numbered consecutively - MHREC Protocol No.)
Report Date 

· Initial ○ Follow up (only item no. 7,8,9)
	1.
	Patient Initials
	:

	2.
	Country
	:

	3.
	Date of Birth
	:

	4.
	Age
	:

	5.
	Sex
	:

	6.
	Onset Date
	:


7. Describe the events:
8. Seriousness:
· Patient Died
· Involved or Prolonged in-patient hospitalization
· Involved persistent or significant disability or incapacity
· Life threatening
· Congenital anomaly
· Other medically important condition
9. Outcome
· resolved
· on-going
10. Suspect Drug(s) (include generic name):
11. Daily Dose(s) :
12. Indication(s) for use :
13. Route(s) of administration :
14. Therapy dates (from/to) :
15. Therapy duration :
16. Did reaction abate after stopping drug?
· Yes ○ No ○ Not Applicable
17. Did reaction reappear after reintroduction:
· Yes ○ No ○ Not Applicable
18. Concomitant drug(s) and dates of Administration (exclude those used to treat reaction):
19. Other relevant history (e.g. diagnoses, allergies, pregnancy with last menstrual period, etc.):
20. Name and address of Manufacturer :
21. MFR Control No :
22. Name and address of reporter (include ZIP code): 
23. Date Received by manufacturer:
24. Investigator's assessment of relatedness to investigational product 
25. Report source :
· Study
· Literature
· Health professional
· Regulator authority
Others:

For MHREC USE
Assessment by the primary reviewer:

Changes to the protocol recommended? □ No □ Yes 
Comments:

Changes to the informed consent form recommended? □ No □ Yes
Comments:

Recommendation:
· Request an amendment to the protocol or the consent form
· Request further information
· Suspend enrollment of new research participant 
· Suspend all trial-related procedures
· Termination of the study
· Take note and continue monitoring
· Conduct study site visit
· Others


Reviewer’s Name and Signature					Date:




















MHREC Final Action (to be communicated with the PI):
To be used for either On-site or Off-site SAE

Report No. 
Report Date 

[bookmark: _Hlk233208588]SAE type :
□ On-site □ Off-site
□ Initial □ Follow up

	Type of review
	:
	

	· Expedited review

Date of Meeting
	

:_
	· Full board review



Recommendation:
· Request an amendment to the protocol or the consent form
· Request further information
· Suspend enrollment of new research participant 
· Suspend all trial-related procedures
· Termination of the study
· Take note and continue monitoring
· Conduct study site visit
· Others

Comments:










