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Background

 At the 7th, 8th, 9th and 10th Industry Platform Meetings in 2021, 2022, and 2023, data was 

presented to highlight the very poor predictability of initial MAA submissions.

 In June 2022, it was agreed that a focus group would assembled to try and perform a root 

case analysis of the reasons for delay and to propose solutions.

 The kick-off of the focus group occurred on 22 November 2022.

 During 2023, the group has monitored all planned MAAs versus the actuals received
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Planned monitoring

 The focus group agreed to put in place close monitoring of all MAAs for 2023

 All Applicants that indicated an MAA submission date in 2023 were contacted in 
December 2022 to:

 Confirm that they were still planning on a 2023 submission (with exact date)

 Applicants with submission dates in H1 2023 but no letter of intent were asked to change 
their intended submission date

 Inform applicants that their planned submission would be tracked

 The focus group planned to check every quarter the planned submissions against 
the received submissions

 Applicants who failed to submit or changed their submission date would be asked to give a 
rationale

 The hope was that the active monitoring would in itself deter multiple changes, but 
that it would also serve as a data collection for the reasons for MAA delays.
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2023 pipeline monitoring – Q1 to Q3 2023

Q1 Q2

Q3 Q3*

* re-baselined in June
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Sub deadline 09 Jan 2023

10/16 (62%) of expected MAAs* received

* All MAAs have LoI and were expected as of 1st Dec 2022
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Sub deadline 06 Feb 2023

5/8 (62%) of expected MAAs* received

* All MAAs have LoI and were expected as of 1st Dec 2022
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Sub deadline 06 Mar 2023

7/21 (33%) of expected MAAs* received        * All MAAs have LoI and were expected as of 1st Dec 2022
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Sub deadline 26 Apr 2023

12/20 (60%) of expected MAAs* received
* All MAAs have LoI and were expected as of Dec 2022
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Sub deadline 26 May 2023

2/17 (12%) of expected MAAs* received

* All MAAs have LoI and were expected as of 1st Dec 2022
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Sub deadline 26 June 2023

4/13 (31%) of expected MAAs* received

* All MAAs have LoI and were expected as of 1st Dec 2022
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Sub deadline 31 July 2023

13/15 (87%) of expected MAAs* received

* All MAAs have LoI and were expected as of 30 Jun 2023
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Sub deadline 11 Sep 2023

11/18 (61%) of expected MAAs* received

* All MAAs have LoI and were expected as of 30 Jun 2023
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Sub deadline 09 Oct 2023

9/22 (41%) of expected MAAs* received            * All MAAs have LoI and were expected as of 30 Jun 2023
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Sub deadline 06 Nov 2023

1/5 (20%) of expected MAAs* received

* All MAAs have LoI and were expected as of 30 Jun 2023
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Sub deadline 27 Nov 2023

How many of the 15 expected MAAs* will we receive? 5 or less it seems.

* All MAAs have LoI and were expected as of 30 Jun 2023
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Conclusions

 Overall very disappointing that active monitoring seems not to have had any effect 
on submission predictability

 Next meeting of the Focus Group planned for early January 2024 to conclude the 
exercise

 Will look at data more in detail

 Will discuss more active measures, since passive ones not working
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Next steps
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Annex to the LoI

In the meantime, EMA will implement an annex to the LoI PDF form.

 Clearly expresses the LoI and Rapp appointment as “booking an appointment” with 
EMA and 3 NCAs (Rapp, Co-Rapp & PRAC Rapp) and therefore the importance of 
accurate information

 Will allow more context around the declared submission date

 Gives Member States more details on submissions, so they can make better 
informed bids
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Annex to the LoI
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Annex to the LoI
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Annex to the LoI
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Annex to the LoI
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Clean-up of SIAMED

22

• EMA has >300 products with an intended submission date before December 2021 
and where there has not been any communication with MAAs since that date. 

• In approximately 20% of cases, Letter of Intent was submitted and Rapporteurs 
have been appointed.

• In Q1 24, EMA will start a clean-up exercise in our database.

• EMA will send an email to the declared contact point requesting confirmation if there is 
still an intention to submit the MAA. If so to declare the new intended date.

• MAAs should check if the contact points are still valid and if not to update them (see Q 2.7 
of Pre submission guidance).

• Products and appointed Rapporteurs where no reply is received will be removed from the 
Agency database.

• Industry associations will be informed on the launch of this clean up exercise 
through the Industry Stakeholders liaison.

https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/pre-authorisation-guidance
https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/pre-authorisation-guidance
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Any questions?

Official address Domenico Scarlattilaan 6  ● 1083 HS Amsterdam  ● The Netherlands
Address for visits and deliveries Refer to www.ema.europa.eu/how-to-find-us
Send us a question  Go to www.ema.europa.eu/contact Telephone +31 (0)88 781 6000

Further information

Follow us on @EMA_News


	�Submission Predictability��
	Background
	Planned monitoring
	Slide Number 4
	Sub deadline 09 Jan 2023
	Slide Number 6
	Slide Number 7
	Slide Number 8
	Slide Number 9
	Slide Number 10
	Slide Number 11
	Slide Number 12
	Slide Number 13
	Slide Number 14
	Slide Number 15
	Conclusions
	Slide Number 17
	Annex to the LoI
	Annex to the LoI
	Annex to the LoI
	Annex to the LoI
	Annex to the LoI
	Clean-up of SIAMED
	Slide Number 24

