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SAE Reporting Timelines

As per “"New Drugs and Clinical Trials Rules. 2019”

[ Patient/representative ]

Compensation to
l patient/representative, if any:
Thirty calendar days from
[Onset of Serious Adverse Effect ] ecoiptol oI OR
(Responsibility of investigator )
— —| Initial notification of SAE within 24
[ Head of institution ]‘_ (hours of knowledlge of occurrence
T R g 3 £
E:hairman of Ethics Committee ]‘ . ResponSIblll-ty of ifvestigator: [ Sponsor/representative ]|
30 calendar days from . Due analysis report of SAE / l
+ receipt of investigator l
A > : Responsibility of sponsor:
[ Llc‘ensmg authority (LA) ]-‘: Responsibility of investigator: ) reporting of due analysis
eporting of due analysis report of report of SAE within 14
60 calendar days from SAE within 14 calendar days of calndar days of knowledge
receipt of LA knowledge of occurrence - i Hecuvencs
v
Expert committee: Due
analysis of all reports
provided by investigator,
sponsor, ethics committee Letter to sponsor for compensation, if any:
through licensing authority Ninety calendar days from receipt of expert committee
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