Glasgow Clinical Trials Unit

Guideline 52.003A

version 1.0

Guideline 52.003A Pharmacy Clinical Trials Amendment Approval Guidance

Pharmacy Clinical Trials — Pharmacy Review Checklist

Pharmacy Review Checklist

Pharmacy
Approval
Required

Information Only
- email approval
to Site
Pharmacist and
Technician(s)

No Action
Required

IMP change in how it is administered

X

Reformulation of IMP

IMP change in dose

Changes to cycle/length of supply

Amendment with an updated IMP Dossier

Change to Study Documents - Patient Information Sheet (PIS) or Consent Form (CF)

XXX X X

Change to Study Documents - Protocol (changes affecting IMP), 1B, Pharmacy Manual or

IWRS Manual

Extension of a study

Issue of an updated Investigator's Brochure

New NHS GG&C Site (hosted study)

Inclusion/exclusion criteria

Updated safety profile of IMP

XX XXX [ X

Change in funding arrangements

Changes to the radiation dose given to a participant

Temporary halt to recruitment of a study

Re-start to recruitment of a study

Any amendment which includes an MHRA approval

Change to Study Documents - Protocol (excluding IMP)

XXX XX [X
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Change to the design methodology of a study

Change to the definition of the end of the study (e.g. 10 year follow-up changed to 'until
death")

Addition to local study team

Change in Sponsor

Change in Sponsor contact details

Change in Chief Investigator

Change in Principal Investigator at one of our sites

XXX XX [X X

Change of number of patients recruited

New researcher/SSI form for site already approved

Changes in the logistical arrangements for storing samples

Changes in the logistical arrangements for transporting samples

XX X | X

Changes to the requirement of an ARSAC certificate
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Pharmacy Clinical Trials — Amendment Approvals

Review Pharmacist GG&C Sites Send all R&D

for Amendment Amendment
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—r
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Colin Rodden \{ QEUH CRF Pharmacy }_ Colin Rodden & Helen Hamilton
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Kirsty Mcleish |
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! Gartnavel General Hospital }H Kirsty McLeish & Audrey Lush
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Martin Ball l New Victoria Martin Ball & Alisen Martin
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Maria Nygren BWO0SCC }_ﬂ Martin Ball, Maria Nygren, Fiena
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McQueen & Maureen Connolly

J
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