Stroke Oxygen Study
Eudract number; 2006-003479-11
Urgent Safety Measure reporting form

sOs

Urgent Safety Measure (USM) reporting Form

STUDY/PATIENT DETAILS

Research Sponsor Morth Staffordshire Combined Healthcare NHS Trust

Main REC name Morth Staffordshire REC Main REC reference no, 06026047109

Chicf Investigator (1) Dr Christine RofTe Address Stroke Research Office, Roval Infirmary,
Prince's Road, Hanshill, Stoke-on-Trent, 8T4
TLN

Telephone 01782 53535877 Email christine.roffeinorthstaffs nhs uk

Patient study number

EVENT DETAILS

Name of protocol

Current version of protocol

Date of LISk

Where did the USM take place

Describe urgent safety measures
taken

Describe reasons for urgent safety
MEasIIes:

Reported by

Date

Role in study

Coniact details of person reporting | Tel

Email

incident number
DATE EMAILED TO* Cl and Study Sponser Copy piaced in
Manager Investigator Site File
DATE FAXED TO* Cland Study Sponsor
Manager

Contact details: Email CT chiristine roffeid northstafs nhs.uk  Study Manager: sarah pountainied northstaffs nhs ok

*This form needs to be sent immediately to the CL Study Manager and the Sponsor ASAP within 24 hours of the USM

accurring.

CI USE ONLY

Drate notified of USM

[ate received reporting form (REF)

Pate MHRA Clinical Trials Unit notified by phone

Pate main REC notified by phone

Date substantial amendments and supporting documents
sent 1o MHEA Clinical Trials Uit (within 3 davs)

Was this faxed (020 7084 2443) or emailed
(clintriathelplinei@mbea. gxi povk)

Date substantial amendmenis and supporiing documents
sent to mam REC Unit {within 3 days)

Date substaniial amendments and supporting documents sent to MHR A
Information Processing Linit

Drate substantial amendments and supporting documents
sent to Sponsor

Drate USM description sent to Study Safety Commities
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