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Agenda

• Use of Initial marketing authorization application 
(MAA) Validation Checklist

• Some statistics on Validation Issues (VSI)

• Key Recommendations
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Use of Initial marketing authorization 
application Validation Checklist
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Key conclusions from EMA survey on centralised 
initial marketing authorisation procedure 2016/2017 
from Industry: 

Validation issues occur in 90% of initial marketing authorisation 
applications (iMAAs). 

They create additional workload for companies at a critical moment 
for the timely start of the procedure.
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News 08/02/2019

EMA launches checklist to facilitate validation of 
initial marketing authorisation applications

The initiative is expected to increase the number of ‘first time right’ submissions 
significantly. 

EMA will use this feedback and the information collected on the quality of 
submissions using the new checklist to improve the validation process itself.
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1.5 years later:

Still a high number of iMAAs with >10 validation issues (VSI)
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% MAAs using the checklist

Applicants have started using the checklist more in 2020
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Ratio checklist used versus number of validation 
issues

Less validation issues when the checklist is used.  

Since May 2020: 
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Comparison of number of validation issues versus 
use of checklist

The checklist reduces the number of validation issues
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Comparison of number of validation issues versus 
use of checklist
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Validation checklist regularly updated to prompt 
industry to address recurring issues and new arising 
regulatory/scientific matters

Latest updates of published checklist in July 2020:

- Orphan Designation

- Nitrosamines risk assessment

Every time there’s a new release, a mass mailing is sent to all contacts for upcoming IMAAs for awareness.

Next release foreseen in December (to include new BREXIT rules).
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Publication of 
document listing 
Validation issues 
frequently seen 
with initial MAAs

Document regularly 
updated (last version 
07.08.20)
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Conclusion:

• The number of validation issues is still high
• Validation issues occur in 99.5% of iMAAs

• When the checklist is used, the number of validation issues is 
reduced

• Need for industry to increase systematic use / submission of the 
validation checklist
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Some statistics on Validation Issues
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VSI raised in 2020

No first time right iMAA submissions

Some iMAAs have a very high number of validation issues 
(premature application?)
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Validation outcomes in 2020

98% of iMAAs submitted are starting                                  
(only 1 withdrawal and 2 negative validations in 2020)
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Suspensions and withdrawals since 2015

The number of withdrawals and suspensions is low and stable 
over the years
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Grounds for suspension and withdrawal

Missing PIP compliance is still the main ground for suspension 
and withdrawal 
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Validation issues

A high number of validation issues are raised on the application 
form and GMP aspects
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Key Recommendations
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• Use the checklist as it reduces the number of validation issues. 

• Keep up to date with published guidance, the validation checklist 
and Q&As as they are updated on regular basis

• Always include the validation checklist in the MAA submission

• To avoid any delay, the PIP compliance should be completed before submission of the iMAA.

• More scrutiny of the GMP related documents is advised (QP declaration not including all 
necessary information, MIA not covering all activities declared in the dossier,…)

• The Product Lead is available for questions regarding validation of the MAA during the pre-
submission meeting and until the submission of the application.

• Corporate/Affiliate cross learning and sharing is important within Industry
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Reminder:

Applicants are invited to submit their comments on the 
checklist to checklist_ima@ema.europa.eu.

The checklist can be downloaded from the EMA Corporate site; it is available 
under Q. 4.3 of the Pre-authorisation guidance
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Useful links:

Validation issues frequently seen with initial MAAs

Pre-authorisation guidance: 3.2.1 Do I need to address any                               
paediatric requirements in my application?

QP declaration template

Good manufacturing practice

The checklist can be downloaded from the EMA Corporate site; it is available 
under Q. 4.3 of the Pre-authorisation guidance
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Any questions?

Follow us on @EMA_News

Further information

Caroline.blanc@ema.europa.eu

Official address Domenico Scarlattilaan 6  ● 1083 HS Amsterdam  ● The Netherlands

Send us a question Go to www.ema.europa.eu/contact 

Telephone +31 (0)88 781 6000


