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MACE-ICH Trial Number: __N/A
(in the format: C999/999)

Details: NUH Sponsor SOPs
Sponsor SOPs relevant to the trial (listed below) can be accessed via the following link:
https://www.nuh.nhs.uk/guidance-researchers

Maintaining Study Files (SOP-RES-014)

Informed Consent (SOP-RES-015)

Patient Health Records and Source Data (SOP-RES-016)

Non-Compliance and Serious Breach Reporting (SOP-RES-017)

Adverse Event Reporting (SOP-RES-019)

Out of hours medical cover (SOP-RES-021)

* Urgent Safety Measures (SOP-RES-022)

* Amendments to Active Research Studies (SOP-RES-024)

* End of Study Notification, Site Close Out and Reporting for NUH Sponsored Studies (SOP-RES-026)
» Archiving and Destruction of Records (SOP-RES-028)

Actions:
N/A

Impact on Patient Safety:

N/A
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