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Agenda

What makes Vaccine trials unique?

What are Reactogenicity events?

How can the Reactogenicity events be 
collected and mapped per CDISC?

What are the outputs to expect from a 
vaccine trial?
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Vaccine Trials are 
Unique
Vaccine contains substances from live 
organisms like bacteria or virus

Most of the vaccines do have a second 
shot and followed by the booster shot

It can involve Pediatric population as well, 
sometimes kids are given the first shot 
and booster is given as they grow into 
adult

It could take years for a study to be 
completed or it could be a quick turn 
around
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Local 
Reactions



Systemic Reactions 

Sample footer text 3/1/20XX 5



Collecting data
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The main source of Reactogenicity data is collected using 
the E-Diary data

The other source is from the CRF



.

SDTM Datasets
From the E-Diary data, the data is mapped to Findings About 
(FA) domain. 

The data from the CRF is collected in Clinical Events (CE) 
domain 

Any data past the number of days in the E-Diary data are 
collected in the Adverse Events (AE) CRF page
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ADaM Datasets

From the FA domain it goes to the ADFA dataset,
ADCE from CE domain and ADAE from AE domain
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Vaccine Outputs
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+ Common Outputs that are requested for Vaccine trials include

+ Systemic Reactions by severity

+ Local Reactions by severity

+ Duration of the reactions (Local or Systemic)

+ Graphs related to the same 



Thank you Prashanthi Selvakumar

pselvakumar@eliassen.com
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https://www.ncbi.nlm.nih.gov/pmc/articles/PMC8024548/?msclkid=8b95f8c9c05611ecb9935fb6c983cc9c

