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Adverse event (AE) - any untoward medical occurrence in a subject to whom a medicinal product has been
administered, including occurrences which are not necessarily caused by or related to that product.
Serious adverse event (SAE) — an adverse event that results in: death, is life-threatening, requires
hospitalisation or prolongation of existing hospitalisation, results in persistent or significant disability or
incapacity, or consists of a congenital anomaly or birth defect.

In the event of an adverse event complete the
adverse event log.

Is the adverse event serious?

No Yes

(& J

(" Within 24 hours, complete SAE/SUSAR initial report\
Annual safety reports form. Fax to Research Management Office
For IMP studies, one year following the granting 0117 242 0239 and sponsor (if not UH Bristol),
of a CTA Certificate, and thereafter annually, the
Cl with assistance from the Research

Management Office (RMO) must send an annual (" ASAP —send initial report form to care organisation h
safety report to the MHRA and the Main REC. (if not UH Bristol), Chief Investigator,
L others specified in protocol )

Annual progress reports
For non-IMP studies, one year following the -

N
granting of a favourable ethical opinion and _

thereafter annually, the Cl must submit progress Follow-up patient

reports to the main REC. \ Y,
For IMP studies, one year following the granting p — N
of a favourable ethical opinion and thereafter Within 5 days

Complete and fax SAE/SUSAR follow-up form to

annually, the CI will submit progress reports to RMO and Sponsor (if not UH Bristol).

the main REC along with to the annual safety
report.

ASAP —send follow-up report form to care
organisation (if not UH Bristol), Chief Investigator,
others specified in protocol.

See Research Guidance Sheet No. 10b. Safety -
Investigator responsibilities - Quarterly, Annual &

End of Study reports - J
e : - : A
Continue to send follow-up information to RMO
Sponsor, Cl, Care organisation & others until SAE
L resolved. )

More detailed information and forms for assessment and reporting of SAEs can be found in the Trust’s
Research Related Adverse Event Reporting Policy available on the Research website.
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