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Human Biomedical Research Act
Reporting Serious Adverse Event (SAE) for
Human Biomedical Research

@ What constitutes a HBR SAE under the HBRA?

SAE in relation to HBR, refers to any untoward
medical occurrence as a result of any HBR which

includes events that :
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should be reported by Rl to HSA?

&N\ Untoward Medical Occurrence (UMO)
~occurs

‘Q UMO reported to and assessed by Rl in 2
| ~ steps:

Determining relatedness of SAE
Any possible causal relationship with HBR procedures?

If no: Not an SAE under the HBRA. For such cases, Rls are
advised to check with HSA if necessary.

If yes: Proceed to B.

Determining unexpectedness of SAE
Were the nature, frequency and severity of UMO
consistent with either the :
i) Known or foreseeable risk of medical occurrence
associated with the procedures involved in the HBR
that are described in:
a) protocol-related documents
(e.g., IRB-research protocol)
b) otherrelevant source of information
(e.g., product labeling)

Or
ii) Natural progression of underlying disease, disorder,

medical condition or subject's predisposing risk factor

If no: It is an_unexpected SAE. RIs are required to report
the incident to HSA within the stipulated timeline.

If yes: It is an expected SAE. RIs to document SAE into
RI's SAE log.
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@ How to report unexpected SAE to HSA?

p—

o=y RIs can download the SAE reporting form from
%TIARAS and submit the completed form to HSA

£ via HSA_HBR_Enquiries@hsa.gov.sg

Resources

LNSESon 7 Jul 2019 (Sun), from 12am to 9am. TIARAS will be
unavailable during this period.

pIVETHICS
mitte

Advisory Committee
Sing

Did the SAE involve any death(s) or was
\ *Jitlife-threatening?

RIs to report to HSA within 7_calendar days after
knowing the event.

Addifional relevant information should be submitted

by Rls within 8 calendar days of recording such
information.

RlIs to report to HSA within 15 calendar days after
knowing the event.
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] Case Study 1 .
-

a) HBR study aims to ascertain if switching of anfti-platelet
medication based on platelet reactivity assays (PRA) would
make for better judgement.

b) Subject 1 died of intracranial hemorrhage while on the study.

c) Afttending physician relied on the PRA rather than clinical
assessment to guide the switch of drugs from Drug A to Drug
B.

d) Intracranial hemorrhage is a known side effect of Drug B.

Assessment
The is an "expected" SAE as it occurred as a result of the HBR and

is expected within the study. Document in RI's SAE Log.

-

Case Study 2 g

a) HBR study designed to ascertain the efficacy of using a newly
developed harness as part of a stroke rehabillitation program.

b) Subject 2 suffered a fall due to the misapplication of the
harness and died from intracranial haemorrhage while on the
study.

Assessment

This is an "unexpected SAE" as it occurred as a result of the HBR

but intracranial haemorrhage is not expected within the study.
Report to HSA within stipulated timeline.

CE;J@Quesﬁons?

Contact us at HSA_HBR_Enquiries@hsa.gov.sg
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