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Intro to Regulatory Affairs

RA-COVID19 Quiz

Short story  “BMW student → RA consultant”

Question round



Regulatory affairs?
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Regulatory Affairs?

Everything a company needs to do to obtain permission from the 

health authorities to bring a product to the market and maintain it.

Goal:  safe, efficacious and high-quality products (with information) for the patient
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How to get the product to the market?

RA actions

✓Advise on the required data/studies

✓Obtain permission to perform (human) studies

✓Review/evaluate the data/studies

✓Discuss issues with authorities and experts

✓Write justifications and dossier parts 

✓Submit data, dossiers
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Dossier a 

pyramid

Study reports

Summaries and 

overviews 

(interpretation, 

conclusions!)

Package leaflet

(patient, physician)
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How much involvement did/does the Dutch Medicines Evaluation 

Board (MEB/CBG) have in approval of COVID vaccines?

A. None 

B. MEB/CBG makes independent decisions

C. MEB/CBG relies on EMA



C. MEB/CBG relies on EMA
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Were new regulatory procedures/processes applied to COVID19 

approval?

A. Yes 

B. No



B. No

Fast track development
Rolling review & 

accelerated assessment
Conditional approval
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Does the (thrombosis) safety finding associated with the 

AstraZeneca vaccine lead to regulatory actions?

A. All related actions are regulatory 

B. Yes

C. No, no regulatory action involved



Pharmacovigilance:
safety monitoring 
and risk 
management 

B. Yes, several actions

Interaction with authorities, 

safety reports

Update of product information



Short story

“BMW student → RA consultant”
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