
      

 

    

Randomization is the process of assigning participants to groups by chance  
(e.g. treatment vs. control groups in a clinical research project). The REDCap 
Randomization Module allows you to implement a defined randomization model in 
your project, using an uploaded .csv file (“allocation table”) where REDCap will look up 
and find group assignments. 
 
REDCap does not create the allocation table for you. Creating the allocation table usually 
requires a statistician, who will create the table using R, Stata, or another stats package, 
and then collaborate with the REDCap admin team to create the .csv files. 

 

Methods: 
 
Once a study team approaches REDCap team with request to enable  
randomization module:  
 

1. The REDCap admin will ask the study team to clarify their randomization scheme 
with their statistician and/or Principal Investigator. This will include identifying 
any stratifying categorical variables like biological sex or group/site, and specifying 
the REDCap field to be used for randomization (i.e. the randomization button). 
This is typically a multiple choice drop-down field with each allocation listed (e.g. 
1, Treatment A | 2, Treatment B | 3, Standard of Care). The REDCap admin uses 
this information to define the randomization model within REDCap:  

 

Setting up randomization in the CHOP REDCap always requires the assistance 
of the REDCap admin team. Meeting with the REDCap team will ensure your 
allocation table and randomization module are set up correctly. We can also help 
plan your workflow depending on the blinding requirements of your study. Please 
allow adequate time for randomization setup and testing when creating your project.   



      

 

    

2. The REDCap admin saves the randomization model, which allows REDCap to 
automatically generate allocation table templates. REDCap admin will download 
one of the templates and provide it to the study team, including any statisticians, 
who will confirm it looks correct. 

3.  
a. If the project requires simple randomization without stratification 

and does not have a statistician to create the allocation tables, the 
REDCap team can generate allocation tables. Involving a study team 
statistician is always preferred, however. 

b. If the project requires more complex randomization like 
stratification, a statistician from the project team will create the allocation 
tables and return them to the REDCap team. The REDCap admin will 
provide the template to the study team’s statistician with the request that 
the statistician: 

i. Use the template to generate two separate allocation tables:  
one for development mode and one for production mode, 

ii. Return those two allocation tables to the REDCap administrators 
only, and 

iii. Never share the allocation templates with the study team (study staff 
should never be cc’d). This is in order to maintain concealed 
allocation, aka the concept of the “sealed envelope.” Concealed 
allocation prevents selection bias by preventing study staff from 
knowing which allocation will come next. This procedure is separate 
and apart from blinding- study staff may not be blinded to the 
subject’s allocation, but they still should not know which allocation to 
anticipate next. Sharing the allocation template with the study 
team would violate this principle and could result in 
selection bias. This is also the reason why two allocation templates 
exist: one for development mode and a different one for production 
mode, so staff can practice the workflow of randomization without 
knowing which allocation comes next. 



      

 

    

4. After the REDCap admin receives the allocation tables from the statistician  
or has generated the tables themselves, they will upload them into the  
randomization model:  

 
 

5. The REDCap admin will test the randomization with 2-3 records, then will pass to 
the study team for testing and practicing the randomization workflow. 


