FORM 3.5
OFF-SITE SERIOUS ADVERSE EVENT REPORT
Report No. (numbered - MHREC Protocol No.)
Report Date

Seriousness of SAE :
· Patient died
· Involved or prolonged in-patient hospitalization
· Involved persistent or significant disability or incapacity
· Life threatening
· Congenital anomaly
· Other medically important condition Country :
Upload Document(s):

For MHREC USE
Assessment by the Primary Reviewer / SAE point person:

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 (specify):
· 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: (automatically assigned after verified by reviewer)

