Adverse Event

l

Was the event serious?

Resulted in Death

Life-threatening

Requiring inpatient hospitalisation or prolongation of existing hospitalisation
Persistent or significant disability/incapacity

Congenital anomaly/birth defect

GArWNE

v

No

l Yes

Was the SAE specified in the protocol as exempt from reporting on the SAE form? e.g.

Notify

sponsor as
specified in
the protocol
via the CRF

Yes

No

Causal relationship to protocol medication?

Definitely
Probably
Possibly

I

»

Notify sponsor
as specified in
the protocol
via the CRF

SAE
Complete
SAE form in
the

Unlikely
Not related

timescale
specified in

Was the SAE one of the recognised undesirable effects of the trial medication
specified in the IB, SPC (appendix N)

v

the protocol

SAR
Complete
SAE form in
the

No
(unexpected)

Yes
(expected)

timescale
specified in
the protocol

v

SUSAR
Complete
SAE form
and notify
trial manager
within 24
hours

CREF: Case Report Form

IB: Investigators brochure

SAE: Serious adverse event

SAR: Serious adverse reaction

SPC: Summary of product characteristics

SUSAR: Suspected unexpected serious adverse reaction







