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Adverse event (non-serious) reporting form

Adverse event (non-serious) reporting form.

lhis form showld be used for non-serious adverse event reporting only. [f the event (a) results in death, (b) s life-threaiening, () requires
hospitalisation or prolongation of existing hospitalisation, (d) results in persistent or significant disability or incapaciiv, (el consists af a
congenital wiomaly or hirth defect or () 5 considered a serions adverse event for other reasons then this is a serious adverse event and
shawld be reporied wsing Serfows Adverse Event Notification farm (Assessment Form 4).

This form showld ondv be wsed to report a non-serions antoward medical occurrence occurring e relation to the patient. This non serions
wntoward medical sccurrence niay not be caused by or related to that product bt it sell needs 1o be reported. If the event was not an
untovward medical occurrence then it is an adverse incident and needs to be reported using the relevant NS Trust local reporting policies,

STUDY/PATIENT DETAILS

Main REC name North Staffordshire REC | Main REC reference no. | O6/02604/109

Sponsor Morth Staffordshire Combined Healthcare NHS Trust

Address Research and Development Dept, Academic Suite. Harplands Hospital, Hilton Road, Harplields, Stoke-on-
Trent, 5T4 6TH

Telephone 01782 441624 Fax 01782 441624

Enail nschsponsoranorthstafls nhs uk

Patient study number

EVENT DETAILS

Date of AE Where did the AE ke place

Description of event

Inicnsity* Mild Moderale Severe

* The term sevenity s oflen used to describe the intensity (zeverity) of a specific event. This is not the same a5 “seriousness”, which is based on patient’event outcome or
action eriteria. The assessment of intensity will be bused on the investigator's clinical judgement using the Tollowing definitions:

» Mild: An event that is easily tolerated by the patient, consing minimal discomfort and not interfering with evervday activities,

* Moderate: An event that is sufficiently discomforting and/or interferes with normal everyday activitics.

= Severe; An evenl thal prevents normul everydiy activities and'or is particulo]y discomforting,

Causality: (relationship | Not related Possible related Probably related
i 0 1
o dmig/imenvention) Uniikely (o be related Definitely relaied
Expectedness Expected Unexpected**
** e not described in protocol, product information of investigator brachure,
Cuicome Resolved Currently being resolved ] | Oher (Please specily below)
REPORTED BY ROLE IN STUDY DATE
Date emailed (o Sponsor Date faxed to Sponsor Date copy placed in
[rvestigator Site File

Sponsor email: nschsponsoriinorthstaffs nhs uk Sponsor fax number; (01782 441624
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DATE RECEIVED DATE REVIEWED REVIEWED BY {(NAME
& POSITION)
FURTHER ACTION (if required)
DATE RELEVANT DATE SAFETY DATE EVENT ENTERED
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