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1 PURPOSE 
To define suitable and unsuitable methods of randomization and ensure a patient or 
study is unblinded following appropriate procedures.  

2 SCOPE 
This process applies to clinical studies involving randomization for which Instat has 
been given the responsibility to execute these aspects of the study. 

3 RESPONSIBILITIES 
The Project’s Lead Biostatistician is primarily responsible that this procedure is 
followed. 

4 ATTACHMENTS 
None 

5 PROCEDURES 
5.1. The randomization procedure should be determined during the design phase 

of the trial. 

5.2. Limit access to completed randomization lists to central administration team 
only. 

5.3. Random allocation ensures that any differences between the groups at trial 
entry are due to chance alone. The mechanism that is used to allocate 
participants to study groups must satisfy the following criteria:  

 The sequence of allocations must be truly random. It must be based on 
random number generation or some other genuinely random process. 
Nonrandom processes such as alternate allocation, allocation based on 
days of the week or hospital numbers are not acceptable.  

 Allocations must be concealed in advance of randomization. It must 
not be possible to know in advance what the next allocation in the 
sequence will be. Failure to do this means that the trial is open to bias, 
because it will be possible to select participants to receive each 
intervention.  

 It must not be possible to change the allocation after randomization. 
Again, if treatment allocations can be changed after they have been 
assigned, the trial will be open to bias.  

5.4. Unsuitable methods of randomization include:  

 Allocations based on non-random processes such as alternate 
allocation, allocation based on days of the week or hospital numbers.  
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 Any method that uses an open list of random allocations that can be 
viewed before randomization.  

 Methods in which randomizations are not recorded in any way. This 
raises the possibility that “undesirable” allocations can be discarded 
and the participant re-randomized. 

5.5. The randomization methods should be described fully in the protocol and in 
the final publication. 

5.6. The protocol for a trial with blinded treatment allocations should include 
detailed information about when unblinding is to be done and by whom. 

5.7. Every case of unblinding one, a group, or all participants of a study must be 
documented with reason for unblinding. 

6 DEFINITIONS 
RANDOMIZATION is the process by which participants in a clinical trial are 
allocated to intervention groups. 
 
BLINDING relates to the concealment of the treatments after randomization, both 
from the patient, the clinicians providing care (investigators and supporting staff), 
and the outcome assessors (Sponsors and CROs). 
 
BLINDED / UNBLINDED describes the status of the patient, trial and/or 
clinician/Investigator and/or outcome assessors (Sponsors and CROs) after 
randomization. 
 
UNBLINDING is the disclosure, planned or otherwise, of the allocation of one, a 
group, or all the participants of a blinded trial. 


