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Quality, safety, efficacy
Core dossier using a strain e.g. H5N1

Supplementary quality data 
on the new strain 

(“quality variation” to the MA)

a) Follow up Clinical data 
b) Risk Management Plan 

Pandemic 
Vaccine MA

(H1N1)

Quality, safety, efficacy
Core dossier using a strain e.g. H5N1

Supplementary quality data 
on the new strain 

(“quality variation” to the MA)

a) Follow up Clinical data 
b) Risk Management Plan 

Quality, safety, efficacy
Core dossier using a strain e.g. H5N1

Supplementary quality data 
on the new strain 

(“quality variation” to the MA)
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a) Follow up Clinical data 
b) Risk Management Plan 
a) Follow up Clinical data 
b) Risk Management Plan 

Quality, safety, efficacy
Core dossier using a strain e.g. H5N1

Quality, safety, efficacy
Core dossier using a strain e.g. H5N1

Supplementary quality data 
on the new strain 

(“quality variation” to the MA)

Supplementary quality data 
on the new strain 

(“quality variation” to the MA)
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Cross reference
4

5
Cross reference

Cross reference –
class specific 

Safety and Efficacy

Integrated Comparability Exercise –
product specific 

Quality, Safety and Efficacy
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