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1. Purpose
Clinical trials often involve a randomisation process which require careful planning to ensure integrity of the trial. Trial staff should then follow the trial randomisation procedures to ensure that any blinded code is broken only in accordance with the protocol (ICH GCP(R2)). As such, this procedure describes randomisation and blinding for a clinical trial, which may be supplemented with a trial-specific process document(s) and applies to those team members responsible for organising or working to the randomisation process.
2. Abbreviations

CRF

Case Record Form

GCP

Good Clinical Practice

IP

Investigational Product

ISF

Investigator Site File
PI

Principal Investigator
3. Definitions

Blinding

A procedure in which one or more parties to the trial are kept unaware of the treatment assignment(s).
Investigational Product (IP)

A pharmaceutical form of an active ingredient or placebo being tested or used as a reference in a clinical trial, including a product with a marketing authorisation when used or assembled (formulated or packaged) in a way different from the approved form, or when used for an unapproved indication, or when used to gain further information about an approved use.

Investigator Site File (ISF)

Files of Essential Documents held by the Investigator. NB on occasion sites may also hold the Sponsor's Essential Documents, where the Principal Investigator (PI) assumes a Sponsor-investigator role.

Randomisation

The process of assigning trial participants to treatment or control groups using an element of chance to determine the assignments to reduce bias.
4. Associated forms
None
5. Procedure
5.1 Randomisation
· The trial statistician, or other suitably qualified person, will prepare an appropriately labelled randomisation schedule by a validated system before trial start and according to the protocol requirements 

· In a blinded trial, those who are unblinded will have no other clinical or analytical responsibilities associated with the conduct of the trial, including the evaluation of adverse events, until after such time the trial is unblinded
· Should a pharmacist need to package supplies according to the randomisation schedule, there should be documentation to verify the handover of the schedule. For blinded trials, a sealed tamper-proof envelope (or equivalent process) should be used.  Access to the randomisation schedule and associated record, IP supplies, during the trial should then be strictly controlled according to the protocol requirements (e.g. until notification from the sponsor that the trial has been unblinded)
5.2 Unblinding
· Planned unblinding of the trial team members will only occur after database lock at the end of the trial

· A participant's treatment allocation may be unblinded should the investigator consider there is an urgent clinical requirement (i.e. if knowledge if the treatment assignment would impact on the participant's medical care). It is the investigator’s responsibility to ensure that there is a procedure in place to allow access to the treatment allocation in case of emergency
· Unless otherwise specified in the protocol (or other trial-specific document), the investigator will (in consultation with the medical monitor, where relevant) put forward a written request for urgent unblinding of the participant's allocation. The unblinding request must include the treatment number, the date, clinical justification, and the investigator’s signature. The request will be kept in the ISF
· Upon receipt of the written unblinding request, the pharmacist, or other duly authorised person, will disclose the treatment allocation to the investigator and notify the monitor/sponsor
· The unblinded treatment allocation will not generally be recorded in the volunteer CRF
· Any accidental unblinding should be reported to the sponsor with the reason and steps taken to ensure the risks of this happening again in the future are minimised
· An assessment will be done by the appropriate site personnel and the sponsor after an emergency unblinding to assess whether or not trial drug should be discontinued for a given participant and, if applicable, whether the participant can continue in the trial
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