EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

17 September 2024
EMA/541149/2023 Rev.3
Veterinary Medicines Division

Recommended submission dates

Centralised (initial applications) — 1St phase (120-day assessment)

Deadline for Validation of Start (day 1) Rapporteur’'s Co- Comments Draft list of Rapporteur’s Adoption of
submission? dossier AR rapporteur’s from CVMP questions meeting list of
completed comments members (teleconference) questions

including peer (day 120)
review

2023

05/09/2023 20/09/2023 21/09/2023 29/11/2023 14/12/2023 29/12/2023 05/01/2024 10/01/2024 18/01/2024

03/10/2023 18/10/2023 19/10/2023 27/12/2023 11/01/2024 26/01/2024 02/02/2024 07/02/2024 15/02/2024

31/10/2023 15/11/2023 16/11/2023 24/01/2024 08/02/2024 23/02/2024 01/03/2024 06/03/2024 14/03/2024

05/12/2023 20/12/2023 21/12/2023 28/02/2024 14/03/2024 27/03/2024 05/04/2024 10/04/2024 18/04/2024

2024

! The Agency strongly recommends submitting the application up to 7 days before the published submission deadline.



Deadline for Validation of Start (day 1) Rapporteur’s Co- Comments Draft list of Rapporteur’'s Adoption of
submission? dossier AR rapporteur’s from CVMP questions meeting list of
completed comments members (teleconference) questions
including peer (day 120)
review
09/01/2024 24/01/2024 25/01/2024 03/04/2024 18/04/2024 03/05/2024 10/05/2024 15/05/2024 23/05/2024
06/02/2024 21/02/2024 22/02/2024 01/05/2024 16/05/2024 31/05/2024 07/06/2024 12/06/2024 20/06/2024
05/03/2024 20/03/2024 21/03/2024 29/05/2024 13/06/2024 28/06/2024 05/07/2024 10/07/2024 18/07/2024
N/A N/A N/A N/A N/A N/A N/A N/A N/A
30/04/2024 15/05/2024 16/05/2024 24/07/2024 08/08/2024 23/08/2024 30/08/2024 04/09/2024 12/09/2024
28/05/2024 12/06/2024 13/06/2024 21/08/2024 05/09/2024 20/09/2024 27/09/2024 02/10/2024 10/10/2024
25/06/2024 10/07/2024 11/07/2024 18/09/2024 03/10/2024 18/10/2024 25/10/2024 30/10/2024 07/11/2024
23/07/2024 07/08/2024 08/08/2024 16/10/2024 31/10/2024 15/11/2024 22/11/2024 27/11/2024 05/12/2024
N/A N/A N/A N/A N/A N/A N/A N/A N/A
03/09/2024 18/09/2024 19/09/2024 27/11/2024 12/12/2024 27/12/2024 03/01/2025 08/01/2025 16/01/2025
01/10/2024 16/10/2024 17/10/2024 25/12/2024 09/01/2025 24/01/2025 31/01/2025 05/02/2025 13/02/2025
29/10/2024 13/11/2024 14/11/2024 22/01/2025 06/02/2025 21/02/2025 28/02/2025 05/03/2025 13/03/2025
26/11/2024 11/12/2024 12/12/2024 19/02/2025 06/03/2025 21/03/2025 28/03/2025 02/04/2025 10/04/2025
31/12/2024 15/01/2025 16/01/2025 26/03/2025 10/04/2025 25/04/2025 02/05/2025 07/05/2025 15/05/2025
2025
28/01/2025 12/02/2025 13/02/2025 23/04/2025 08/05/2025 23/05/2025 30/05/2025 04/06/2025 12/06/2025
04/03/2025 19/03/2025 20/03/2025 28/05/2025 12/06/2025 27/06/2025 04/07/2025 09/07/2025 17/07/2025
29/04/2025 14/05/2025 15/05/2025 23/07/2025 07/08/2025 22/08/2025 29/08/2025 03/09/2025 11/09/2025
27/05/2025 11/06/2025 12/06/2025 20/08/2025 04/09/2025 19/09/2025 26/09/2025 01/10/2025 09/10/2025
24/06/2025 09/07/2025 10/07/2025 17/09/2025 02/10/2025 17/10/2025 24/10/2025 29/10/2025 06/11/2025
22/07/2025 06/08/2025 07/08/2025 15/10/2025 30/10/2025 14/11/2025 21/11/2025 26/11/2025 04/12/2025
N/A
02/09/2025 17/09/2025 18/09/2025 26/11/2025 11/12/2025 26/12/2025 02/01/2026 07/01/2026 15/01/2026
30/09/2025 15/10/2025 16/10/2025 24/12/2025 08/01/2026 23/01/2026 30/01/2026 04/02/2026 12/02/2026
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Deadline for Validation of Start (day 1) Rapporteur’s Co- Comments Draft list of Rapporteur’s Adoption of
submission? dossier AR rapporteur’s from CVMP questions meeting list of
completed comments members (teleconference) questions
including peer (day 120)
review
28/10/2025 12/11/2025 13/11/2025 21/01/2026 05/02/2026 20/02/2026 27/02/2026 04/03/2026 12/03/2026
02/12/2025 17/12/2025 18/12/2025 25/02/2026 12/03/2026 27/03/2026 03/04/2026 08/04/2026 16/04/2026
2026
06/01/2026 21/01/2026 22/01/2026 01/04/2026 16/04/2026 01/05/2026 08/05/2026 13/05/2026 21/05/2026
03/02/2026 18/02/2026 19/02/2026 29/04/2026 14/05/2026 29/05/2026 05/06/2026 10/06/2026 18/06/2026
03/03/2026 18/03/2026 19/03/2026 27/05/2026 11/06/2026 26/06/2026 03/07/2026 08/07/2026 16/07/2026
28/04/2026 13/05/2026 14/05/2026 22/07/2026 06/08/2026 21/08/2026 28/08/2026 02/09/2026 10/09/2026
26/05/2026 10/06/2026 11/06/2026 19/08/2026 03/09/2026 18/09/2026 25/09/2026 30/09/2026 08/10/2026
23/06/2026 08/07/2026 09/07/2026 16/09/2026 01/10/2026 16/10/2026 23/10/2026 28/10/2026 05/11/2026
21/07/2026 05/08/2026 06/08/2026 14/10/2026 29/10/2026 13/11/2026 20/11/2026 25/11/2026 03/12/2026
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MRL applications — 1st phase (120-day assessment)

Submission
date

Validation of

dossier

completed

Start (day 1)

Rapporteur’s

AR

Co-

rapporteur’s

comments

Comments
from CVMP

members

including peer

Draft list of

questions

Rapporteur’s

meeting

(teleconference)

Adoption of list
of questions
(day 120)

review
2023
01/09/2023 20/09/2023 21/09/2023 29/11/2023 14/12/2023 29/12/2023 05/01/2024 10/01/2024 18/01/2024
29/09/2023 18/10/2023 19/10/2023 27/12/2023 11/01/2024 26/01/2024 02/02/2024 07/02/2024 15/02/2024
25/10/2023 15/11/2023 16/11/2023 24/01/2024 08/02/2024 23/02/2024 01/03/2024 06/03/2024 14/03/2024
01/12/2023 20/12/2023 21/12/2023 28/02/2024 14/03/2024 27/03/2024 05/04/2024 10/04/2024 18/04/2024
2024
05/01/2024 24/01/2024 25/01/2024 03/04/2024 18/04/2024 03/05/2024 10/05/2024 15/05/2024 23/05/2024
02/02/2024 21/02/2024 22/02/2024 01/05/2024 16/05/2024 31/05/2024 07/06/2024 12/06/2024 20/06/2024
01/03/2024 20/03/2024 21/03/2024 29/05/2024 13/06/2024 28/06/2024 05/07/2024 10/07/2024 18/07/2024
N/A N/A N/A N/A N/A N/A N/A N/A N/A
24/04/2024 15/05/2024 16/05/2024 24/07/2024 08/08/2024 23/08/2024 30/08/2024 04/09/2024 12/09/2024
24/05/2024 12/06/2024 13/06/2024 21/08/2024 05/09/2024 20/09/2024 27/09/2024 02/10/2024 10/10/2024
21/06/2024 10/07/2024 11/07/2024 18/09/2024 03/10/2024 18/10/2024 25/10/2024 30/10/2024 07/11/2024
19/07/2024 07/08/2024 08/08/2024 16/10/2024 31/10/2024 15/11/2024 22/11/2024 27/11/2024 05/12/2024
30/08/2024 18/09/2024 19/09/2024 27/11/2024 12/12/2024 27/12/2024 03/01/2025 08/01/2025 16/01/2025
27/09/2024 16/10/2024 17/10/2024 25/12/2024 09/01/2025 24/01/2025 31/01/2025 05/02/2025 13/02/2025
25/10/2024 13/11/2024 14/11/2024 22/01/2025 06/02/2025 21/02/2025 28/02/2025 05/03/2025 13/03/2025
22/11/2024 11/12/2024 12/12/2024 19/02/2025 06/03/2025 21/03/2025 28/03/2025 02/04/2025 10/04/2025
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27/12/2024 15/01/2025 16/01/2025 26/03/2025 10/04/2025 25/04/2025 02/05/2025 07/05/2025 15/05/2025
2025
24/01/2025 12/02/2025 13/02/2025 23/04/2025 08/05/2025 23/05/2025 30/05/2025 04/06/2025 12/06/2025
28/02/2025 19/03/2025 20/03/2025 28/05/2025 12/06/2025 27/06/2025 04/07/2025 09/07/2025 17/07/2025
N/A N/A N/A N/A N/A N/A N/A N/A N/A
25/04/2025 14/05/2025 15/05/2025 23/07/2025 07/08/2025 22/08/2025 29/08/2025 03/09/2025 11/09/2025
23/05/2025 11/06/2025 12/06/2025 20/08/2025 04/09/2025 19/09/2025 26/09/2025 01/10/2025 09/10/2025
20/06/2025 09/07/2025 10/07/2025 17/09/2025 02/10/2025 17/10/2025 24/10/2025 29/10/2025 06/11/2025
18/07/2025 06/08/2025 07/08/2025 15/10/2025 30/10/2025 14/11/2025 21/11/2025 26/11/2025 04/12/2025
29/08/2025 17/09/2025 18/09/2025 26/11/2025 11/12/2025 26/12/2025 02/01/2026 07/01/2026 15/01/2026
26/09/2025 15/10/2025 16/10/2025 24/12/2025 08/01/2026 23/01/2026 30/01/2026 04/02/2026 12/02/2026
24/10/2025 12/11/2025 13/11/2025 21/01/2026 05/02/2026 20/02/2026 27/02/2026 04/03/2026 12/03/2026
28/11/2025 17/12/2025 18/12/2025 25/02/2026 12/03/2026 27/03/2026 03/04/2026 08/04/2026 16/04/2026
2026
02/01/2025 21/01/2026 22/01/2026 01/04/2026 16/04/2026 01/05/2026 08/05/2026 13/05/2026 21/05/2026
30/01/2026 18/02/2026 19/02/2026 29/04/2026 14/05/2026 29/05/2026 05/06/2026 10/06/2026 18/06/2026
27/02/2026 18/03/2026 19/03/2026 27/05/2026 11/06/2026 26/06/2026 03/07/2026 08/07/2026 16/07/2026
N/A N/A N/A N/A N/A N/A N/A N/A N/A
24/04/2026 13/05/2026 14/05/2026 22/07/2026 06/08/2026 21/08/2026 28/08/2026 02/09/2026 10/09/2026
22/05/2026 10/06/2026 11/06/2026 19/08/2026 03/09/2026 18/09/2026 25/09/2026 30/09/2026 08/10/2026
19/06/2026 08/07/2026 09/07/2026 16/09/2026 01/10/2026 16/10/2026 23/10/2026 28/10/2026 05/11/2026
17/07/2026 05/08/2026 06/08/2026 14/10/2026 29/10/2026 13/11/2026 20/11/2026 25/11/2026 03/12/2026
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Responses to the list of questions (LoQ)? - 2nd phase (60-day assessment after clock-
stop for responses)

Submission of Clock restart (day QRD comments Joint AR on CVMP & peer

response to LoQ review comments meeting/

Rapporteur’s

Adoption of list of

response to LoQ 121) outstanding issues

teleconference (if and decision on

necessary) oral explanation

(day 180)
2023
17/11/2023 20/11/2023 08/12/2023 03/01/2024 08/01/2024 10/01/2024 18/01/2024
15/12/2023 18/12/2023 05/01/2024 26/01/2024 05/02/2024 07/02/2024 15/02/2024
2024
12/01/2024 15/01/2024 02/02/2024 23/02/2024 04/03/2024 06/03/2024 14/03/2024
16/02/2024 19/02/2024 08/03/2024 27/03/2024 08/04/2024 10/04/2024 18/04/2024
22/03/2024 25/03/2024 12/04/2024 03/05/2024 13/05/2024 15/05/2024 23/05/2024
19/04/2024 22/04/2024 10/05/2024 31/05/2024 10/06/2024 12/06/2024 20/06/2024
17/05/2024 20/05/2024 07/06/2024 28/06/2024 08/07/2024 10/07/2024 18/07/2024
N/A N/A N/A N/A N/A N/A N/A
12/07/2024 15/07/2024 02/08/2024 23/08/2024 02/09/2024 04/09/2024 12/09/2024
09/08/2024 12/08/2024 30/08/2024 20/09/2024 30/09/2024 02/10/2024 10/10/2024
06/09/2024 09/09/2024 27/09/2024 18/10/2024 28/10/2024 30/10/2024 07/11/2024
04/10/2024 07/10/2024 25/10/2024 15/11/2024 25/11/2024 27/11/2024 05/12/2024
15/11/2024 18/11/2024 07/12/2024 27/12/2024 06/01/2025 08/01/2025 16/01/2025
13/12/2024 16/12/2024 04/01/2025 24/01/2025 03/02/2025 05/02/2025 13/02/2025
2025
10/01/2025 13/01/2025 01/02/2025 21/02/2025 03/03/2025 05/03/2025 13/03/2025
07/02/2025 10/02/2025 01/03/2025 21/03/2025 31/03/2025 02/04/2025 10/04/2025

2 Includes responses for MRL application (2nd phase) and responses for Informed Consent (2nd phase)
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14/03/2025 17/03/2025 05/04/2025 25/04/2025 05/05/2025 07/05/2025 15/05/2025
11/04/2025 14/04/2025 03/05/2025 23/05/2025 02/06/2025 04/06/2025 12/06/2025
16/05/2025 19/05/2026 07/06/2025 27/06/2025 07/07/2025 09/07/2025 17/07/2025
N/A N/A N/A N/A N/A N/A N/A
11/07/2025 14/07/2025 02/08/2025 22/08/2025 01/09/2025 03/09/2025 11/09/2025
08/08/2025 11/08/2025 30/08/2025 19/09/2025 29/09/2025 01/10/2025 09/10/2025
05/09/2025 08/09/2025 27/09/2025 17/10/2025 27/10/2025 29/10/2025 06/11/2025
03/10/2025 06/10/2025 25/10/2025 14/11/2025 24/11/2025 26/11/2025 04/12/2025
14/11/2025 17/11/2025 06/12/2025 26/12/2025 05/01/2026 07/01/2026 15/01/2026
12/12/2025 15/12/2025 03/01/2026 23/01/2026 02/02/2026 04/02/2026 12/02/2026
2026

09/01/2026 12/01/2026 31/01/2026 20/02/2026 02/03/2026 04/03/2026 12/03/2026
13/02/2026 16/02/2036 07/03/2026 27/03/2026 06/04/2026 08/04/2026 16/04/2026
20/03/2026 23/03/2026 11/04/2026 01/05/2026 11/05/2026 13/05/2026 21/05/2026
17/04/2026 20/04/2026 09/05/2026 29/05/2026 08/06/2026 10/06/2026 18/06/2026
15/05/2026 18/05/2026 06/06/2026 26/06/2026 06/07/2026 08/07/2026 16/07/2026
N/A N/A N/A N/A N/A N/A N/A
10/07/2026 13/07/2026 01/08/2026 21/08/2026 31/08/2026 02/09/2026 10/09/2026
07/08/2026 10/08/2026 29/08/2026 18/09/2026 28/09/2026 30/09/2026 08/10/2026
04/09/2026 07/09/2026 26/09/2026 16/10/2026 26/10/2026 28/10/2026 05/11/2026
02/10/2026 05/10/2026 24/10/2026 13/11/2026 23/11/2026 25/11/2026 03/12/2026
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Responses to the list of outstanding issues?® — 3rd phase (30-day assessment after clock-
stop for outstanding issues or after oral explanation)

Submission date Clock restart (day Joint AR Draft CVMP AR

CVMP comments on Adoption of opinion

181)

joint AR

2024

16/01/2024 17/01/2024 26/01/2024 26/01/2024 02/02/2024 15/02/2024
13/02/2024 14/02/2024 23/02/2024 23/02/2024 01/03/2024 14/03/2024
19/03/2024 20/03/2024 29/03/2024 29/03/2024 05/04/2024 18/04/2024
23/04/2024 24/04/2024 03/05/2024 03/05/2024 10/05/2024 23/05/2024
21/05/2024 22/05/2024 31/05/2024 31/05/2024 07/06/2024 20/06/2024
18/06/2024 19/06/2024 28/06/2024 28/06/2024 05/07/2024 18/07/2024
N/A N/A N/A N/A N/A N/A
13/08/2024 14/08/2024 23/08/2024 23/08/2024 30/08/2024 12/09/2024
10/09/2024 11/09/2024 20/09/2024 20/09/2024 27/09/2024 10/10/2024
08/10/2024 09/10/2024 18/10/2024 18/10/2024 25/10/2024 07/11/2024
05/11/2024 06/11/2024 15/11/2024 15/11/2024 22/11/2024 05/12/2024
N/A N/A N/A N/A N/A N/A

2025

14/01/2025 15/01/2025 24/01/2025 24/01/2025 31/01/2025 13/02/2025
11/02/2025 12/02/2025 21/02/2025 21/02/2025 28/02/2025 13/03/2025
11/03/2025 12/03/2025 21/03/2025 21/03/2025 28/03/2025 10/04/2025
15/04/2025 16/04/2025 25/04/2025 25/04/2025 02/05/2025 15/05/2025
13/05/2025 14/05/2025 23/05/2025 23/05/2025 30/05/2025 12/06/2025
17/06/2025 18/06/2025 27/06/2025 27/06/2025 04/07/2025 17/07/2025
N/A N/A N/A N/A N/A N/A

3 Includes responses for MRL applications and responses for Informed Consent (3™ Phase)
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Submission date

Clock restart (day

181)

Joint AR

Draft CVMP AR

CVMP comments on

joint AR

Adoption of opinion

12/08/2025 13/08/2025 22/08/2025 22/08/2025 29/08/2025 11/09/2025
09/09/2025 10/09/2025 19/09/2025 19/09/2025 26/09/2025 09/10/2025
07/10/2025 08/10/2025 17/10/2025 17/10/2025 24/10/2025 06/11/2025
04/11/2025 05/11/2025 14/11/2025 14/11/2025 21/11/2025 04/12/2025
2026

13/01/2026 14/01/2026 23/01/2026 23/01/2026 30/01/2026 12/02/2026
10/02/2026 11/02/2026 20/02/2026 20/02/2026 27/02/2026 12/03/2026
17/03/2026 18/03/2026 27/03/2026 27/03/2026 03/04/2026 16/04/2026
21/04/2026 22/04/2026 01/05/2026 01/05/2026 08/05/2026 21/05/2026
19/05/2026 20/05/2026 29/05/2026 29/05/2026 05/06/2026 18/06/2026
16/06/2026 17/06/2026 26/06/2026 26/06/2026 03/07/2026 16/07/2026
N/A N/A N/A N/A N/A N/A
11/08/2026 12/08/2026 21/08/2028 21/08/2026 28/08/2026 10/09/2026
08/09/2026 09/09/2026 18/09/2026 18/09/2026 25/09/2026 08/10/2026
06/10/2026 07/10/2026 16/10/2026 16/10/2026 23/10/2026 05/11/2026
03/11/2026 04/11/2026 13/11/2026 13/11/2026 20/11/2026 03/12/2026
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Responses to the list of questions (LoQ) further to the establishment of provisional MRLs
(90-day assessment after clock-stop for responses)

Submission date Clock start (day 1) CVMP rapporteur

assessment report review

Co-rapporteur critique CVMP comments/ peer Adoption of opinion

2023

20/10/2023 21/10/2023 04/12/2023 19/12/2023 03/01/2024 18/01/2024
17/11/2023 18/11/2023 01/01/2024 16/01/2024 26/01/2024 15/02/2024
15/12/2023 16/12/2023 29/01/2024 13/02/2024 23/02/2024 14/03/2024
2024

19/01/2024 20/01/2024 04/03/2024 19/03/2024 02/04/2024 18/04/2024
23/02/2024 24/02/2024 08/04/2024 23/04/2024 03/05/2024 23/05/2024
22/03/2024 23/03/2024 06/05/2024 21/05/2024 31/05/2024 20/06/2024
19/04/2024 20/04/2024 03/06/2024 18/06/2024 28/06/2024 18/07/2024
N/A N/A N/A N/A N/A N/A
14/06/2024 15/06/2024 29/07/2024 13/08/2024 23/08/2024 12/09/2024
12/07/2024 13/07/2024 26/08/2024 10/09/2024 20/09/2024 10/10/2024
09/08/2024 10/08/2024 23/09/2024 08/10/2024 18/10/2024 07/11/2024
06/09/2024 07/09/2024 21/10/2024 05/11/2024 15/11/2024 05/12/2024
18/10/2024 19/10/2024 02/12/2024 17/12/2024 27/12/2024 16/01/2025
15/11/2024 16/11/2024 30/12/2024 14/01/2025 24/01/2025 13/02/2025
13/12/2024 14/12/2024 27/01/2025 11/02/2025 21/02/2025 13/03/2025
2025

10/01/2025 11/01/2025 24/02/2025 11/03/2025 21/03/2025 10/04/2025
14/02/2025 15/02/2025 31/03/2025 15/04/2025 25/04/2025 15/05/2025
14/03/2025 15/03/2025 28/04/2025 13/05/2025 23/05/2025 12/06/2025
18/04/2025 19/04/2025 02/06/2025 17/06/2025 27/06/2025 17/07/2025
N/A N/A N/A N/A N/A N/A
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Submission date

Clock start (day 1)

CVMP rapporteur

assessment report

Co-rapporteur critique

CVMP comments/ peer Adoption of opinion

review

13/06/2025 14/06/2025 28/07/2025 12/08/2025 22/08/2025 11/09/2025
11/07/2025 12/07/2025 25/08/2025 09/09/2025 19/09/2025 09/10/2025
08/08/2025 09/08/2025 22/09/2025 07/10/2025 17/10/2025 06/11/2025
05/09/2025 06/09/2025 20/10/2025 04/11/2025 14/11/2025 04/12/2025
17/10/2025 18/10/2025 01/12/2025 16/12/2025 26/12/2025 15/01/2026
14/11/2025 15/11/2025 29/12/2025 13/01/2025 23/01/2025 12/02/2026
12/12/2025 13/12/2025 26/01/2026 10/02/2026 20/02/2026 12/03/2026
2026

16/01/2026 17/01/2026 02/03/2026 17/03/2026 27/03/2026 16/04/2026
20/02/2026 21/02/2026 06/04/2026 21/04/2026 01/05/2026 21/05/2026
20/03/2026 21/03/2026 04/05/2026 19/05/2026 29/05/2026 18/06/2026
17/04/2026 18/04/2026 01/06/2026 16/06/2026 26/06/2026 16/07/2026
N/A N/A N/A N/A N/A N/A
12/06/2026 13/06/2026 27/07/2026 11/08/2026 21/08/2026 10/09/2026
10/07/2026 11/07/2026 24/08/2026 08/09/2026 18/09/2026 08/10/2026
07/08/2026 08/08/2026 21/09/2026 06/10/2026 16/10/2026 05/11/2026
04/09/2026 05/09/2026 19/10/2026 03/11/2026 13/11/2026 03/12/2026
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Informed consent - 1st phase (60-day assessment

Submission Validation of Start (day 1) Rapporteur’'s Co-rapporteur’'s CVMP Rapporteur’s Adoption of
date dossier AR comments comments revised opinion (or
completed assessment adoption of list
report of questions (day
60)
2023
06/11/2023 20/11/2023 21/11/2023 20/12/2023 03/01/2024 04/01/2024 08/01/2024 18/01/2024
04/12/2023 18/12/2023 19/12/2023 17/01/2024 24/01/2024 30/01/2024 05/02/2024 15/02/2024
2024
01/01/2024 15/01/2024 16/01/2024 14/02/2024 21/02/2024 27/02/2024 04/03/2024 14/03/2024
05/02/2024 19/02/2024 20/02/2024 20/03/2024 27/03/2024 02/04/2024 08/04/2024 18/04/2024
11/03/2024 25/03/2024 26/03/2024 24/04/2024 01/05/2024 07/05/2024 13/05/2024 23/05/2024
08/04/2024 22/04/2024 23/04/2024 22/05/2024 29/05/2024 04/06/2024 10/06/2024 20/06/2024
06/05/2024 20/05/2024 21/05/2024 19/06/2024 26/06/2024 02/07/2024 08/07/2024 18/07/2024
N/A N/A N/A N/A N/A N/A N/A N/A
01/07/2024 15/07/2024 16/07/2024 14/08/2024 21/08/2024 27/08/2024 02/09/2024 12/09/2024
29/07/2024 12/08/2024 13/08/2024 11/09/2024 18/09/2024 24/09/2024 30/09/2024 10/10/2024
26/08/2024 09/09/2024 10/09/2024 09/10/2024 16/10/2024 22/10/2024 28/10/2024 07/11/2024
23/09/2024 07/10/2024 08/10/2024 06/11/2024 13/11/2024 19/11/2024 25/11/2024 05/12/2024
04/11/2024 18/11/2024 19/11/2024 18/12/2024 25/12/2024 31/12/2024 06/01/2025 16/01/2025
02/12/2024 16/12/2024 17/12/2024 15/01/2025 22/01/2025 28/01/2025 03/02/2025 13/02/2025
30/12/2024 13/01/2025 14/01/2025 12/02/2025 19/02/2025 25/02/2025 03/03/2025 13/03/2025
2025
27/01/2025 10/02/2025 11/02/2025 12/03/2025 19/03/2025 25/03/2025 31/03/2025 10/04/2025
03/03/2025 17/03/2025 18/03/2025 16/04/2025 23/04/2025 29/04/2025 05/05/2025 15/05/2025
31/03/2025 14/04/2025 15/04/2025 14/05/2025 21/05/2025 27/05/2025 02/06/2025 12/06/2025
05/05/2025 19/05/2025 20/05/2025 18/06/2025 25/06/2025 01/07/2025 07/07/2025 17/07/2025
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30/06/2025 14/07/2025 15/07/2025 13/08/2025 20/08/2025 26/08/2025 01/09/2025 11/09/2025
28/07/2025 11/08/2025 12/08/2025 10/09/2025 17/09/2025 23/09/2025 29/09/2025 09/10/2025
25/08/2025 08/09/2025 09/09/2025 08/10/2025 15/10/2025 21/10/2025 27/10/2025 06/11/2025
22/09/2025 06/10/2025 07/10/2025 05/11/2025 12/11/2025 18/11/2025 24/11/2025 04/12/2025
03/11/2025 17/11/2025 18/11/2025 17/12/2025 24/12/2025 30/12/2025 05/01/2026 15/01/2026
01/12/2025 15/12/2025 16/12/2025 14/01/2026 21/01/2026 27/01/2026 02/02/2026 12/02/2026
29/12/2025 12/01/2026 13/01/2026 11/02/2026 18/02/2026 24/02/2026 02/03/2026 12/03/2026
2026

02/02/2026 16/02/2026 17/02/2026 18/03/2026 25/03/2026 31/03/2026 06/04/2026 16/04/2026
09/03/2026 23/03/2026 24/03/2026 22/04/2026 29/04/2026 05/05/2026 11/05/2026 21/05/2026
06/04/2026 20/04/2026 21/04/2026 20/05/2026 27/05/2026 02/06/2026 08/06/2026 18/06/2026
04/05/2026 18/05/2026 19/05/2026 17/06/2026 24/06/2026 30/06/2026 06/07/2026 16/07/2026
29/06/2026 13/07/2026 14/07/2026 12/08/2026 19/08/2026 25/08/2026 31/08/2026 10/09/2026
27/07/2026 10/08/2026 11/08/2026 09/09/2026 16/09/2026 22/09/2026 28/09/2026 08/10/2026
24/08/2026 07/09/2026 08/09/2026 07/10/2026 14/10/2026 20/10/2026 26/10/2026 05/11/2026
21/09/2026 05/10/2026 06/10/2026 04/11/2026 11/11/2026 17/11/2026 23/11/2026 03/12/2026
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Variations requiring assessment (extended timetable) - 1st phase

Submission date Validation of

dossier

completed

Start

Rapporteurs’ AR Co-rapporteur's CVMP

comments

comments

Rapporteurs’

revised AR

Adoption of

opinion

(or adoption of

list of

outstanding

issues)

2023

25/09/2023 09/10/2023 10/10/2023 17/11/2023 23/11/2023 28/11/2023 01/12/2023 07/12/2023
06/11/2023 20/11/2023 21/11/2023 29/12/2023 04/01/2024 09/01/2024 12/01/2024 18/01/2024
04/12/2023 18/12/2023 19/12/2023 26/01/2024 01/02/2024 06/02/2024 09/02/2024 15/02/2024
2024

01/01/2024 15/01/2024 16/01/2024 23/02/2024 29/02/2024 05/03/2024 08/03/2024 14/03/2024
05/02/2024 19/02/2024 20/02/2024 27/03/2024 05/04/2024 09/04/2024 12/04/2024 18/04/2024
11/03/2024 25/03/2024 26/03/2024 03/05/2024 09/05/2024 14/05/2024 17/05/2024 23/05/2024
08/04/2024 22/04/2024 23/04/2024 31/05/2024 06/06/2024 11/06/2024 14/06/2024 20/06/2024
06/05/2024 20/05/2024 21/05/2024 28/06/2024 04/07/2024 09/07/2024 12/07/2024 18/07/2024
01/07/2024 15/07/2024 16/07/2024 23/08/2024 29/08/2024 03/09/2024 06/09/2024 12/09/2024
29/07/2024 12/08/2024 13/08/2024 20/09/2024 26/09/2024 01/10/2024 04/10/2024 10/10/2024
26/08/2024 09/09/2024 10/09/2024 18/10/2024 24/10/2024 29/10/2024 01/11/2024 07/11/2024
23/09/2024 07/10/2024 08/10/2024 15/11/2024 21/11/2024 26/11/2024 29/11/2024 05/12/2024
04/11/2024 18/11/2024 19/11/2024 27/12/2024 02/01/2025 07/01/2025 10/01/2025 16/01/2025
02/12/2024 16/12/2024 17/12/2024 24/01/2025 30/01/2025 04/02/2025 07/02/2025 13/02/2025
30/12/2024 13/01/2025 14/01/2025 21/02/2025 27/02/2025 04/03/2025 07/03/2025 13/03/2025
2025

27/01/2025 10/02/2025 11/02/2025 21/03/2025 27/03/2025 01/04/2025 04/04/2025 10/04/2025
03/03/2025 17/03/2025 18/03/2025 25/04/2025 01/05/2025 06/05/2025 09/05/2025 15/05/2025
31/03/2025 14/04/2025 15/04/2025 23/05/2025 29/05/2025 03/06/2025 06/06/2025 12/06/2025
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05/05/2025 19/05/2025 20/05/2025 27/06/2025 03/07/2025 08/07/2025 11/07/2025 17/07/2025
30/06/2025 14/07/2025 15/07/2025 22/08/2025 28/08/2025 02/09/2025 05/09/2025 11/09/2025
28/07/2025 11/08/2025 12/08/2025 19/09/2025 25/09/2025 30/09/2025 03/10/2025 09/10/2025
25/08/2025 08/09/2025 09/09/2025 17/10/2025 23/10/2025 28/10/2025 31/10/2025 06/11/2025
22/09/2025 06/10/2025 07/10/2025 14/11/2025 20/11/2025 25/11/2025 28/11/2025 04/12/2025
03/11/2025 17/11/2025 18/11/2025 26/12/2025 01/01/2026 06/01/2026 09/01/2026 15/01/2026
01/12/2025 15/12/2025 16/12/2025 23/01/2026 29/01/2026 03/02/2026 06/02/2026 12/02/2026
29/12/2025 12/01/2026 13/01/2026 20/02/2026 26/02/2026 03/03/2026 06/03/2026 12/03/2026
2026

02/02/2026 16/02/2026 17/02/2026 27/03/2026 02/04/2026 07/04/2026 10/04/2026 16/04/2026
09/03/2026 23/03/2026 24/03/2026 01/05/2026 07/05/2026 12/05/2026 15/05/2026 21/05/2026
06/04/2026 20/04/2026 21/04/2026 29/05/2026 04/06/2026 09/06/2026 12/06/2026 18/06/2026
04/05/2026 18/05/2026 19/05/2026 26/06/2026 02/07/2026 07/07/2026 10/07/2026 16/07/2026
29/06/2026 13/07/2026 14/07/2026 21/08/2026 27/08/2026 01/09/2026 04/09/2026 10/09/2026
27/07/2026 10/08/2026 11/08/2026 18/09/2026 24/09/2026 29/09/2026 02/10/2026 08/10/2026
24/08/2026 07/09/2026 08/09/2026 16/10/2026 22/10/2026 27/10/2026 30/10/2026 05/11/2026
21/09/2026 05/10/2026 06/10/2026 13/11/2026 19/11/2026 24/11/2026 27/11/2026 03/12/2026
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Variations requiring assessment (standard timetable) - 1st phase

Submission date Validation of Start Rapporteurs’ AR Co-rapporteur’'s CVMP Rapporteurs’ Adoption of

dossier

completed

comments

comments

revised AR

opinion

(or adoption of

list of

outstanding

issues)

2023

06/11/2023 20/11/2023 21/11/2023 20/12/2023 22/12/2024 04/01/2024 09/01/2024 18/01/2024
04/12/2023 18/12/2023 19/12/2023 17/01/2024 24/01/2024 30/01/2024 06/02/2024 15/02/2024
2024

01/01/2024 15/01/2024 16/01/2024 14/02/2024 21/02/2024 27/02/2024 05/03/2024 14/03/2024
05/02/2024 19/02/2024 20/02/2024 20/03/2024 27/03/2024 02/04/2024 09/04/2024 18/04/2024
11/03/2024 25/03/2024 26/03/2024 24/04/2024 01/05/2024 07/05/2024 14/05/2024 23/05/2024
08/04/2024 22/04/2024 23/04/2024 22/05/2024 29/05/2024 04/06/2024 11/06/2024 20/06/2024
06/05/2024 20/05/2024 21/05/2024 19/06/2024 26/06/2024 02/07/2024 09/07/2024 18/07/2024
N/A N/A N/A N/A N/A N/A N/A N/A
01/07/2024 15/07/2024 16/07/2024 14/08/2024 21/08/2024 27/08/2024 03/09/2024 12/09/2024
29/07/2024 12/08/2024 13/08/2024 11/09/2024 18/09/2024 24/09/2024 01/10/2024 10/10/2024
26/08/2024 09/09/2024 10/09/2024 09/10/2024 16/10/2024 22/10/2024 29/10/2024 07/11/2024
23/09/2024 07/10/2024 08/10/2024 06/11/2024 13/11/2024 19/11/2024 26/11/2024 05/12/2024
04/11/2024 18/11/2024 19/11/2024 18/12/2024 25/12/2024 31/12/2024 07/01/2025 16/01/2025
02/12/2024 16/12/2024 17/12/2024 15/01/2025 22/01/2025 28/01/2025 04/02/2025 13/02/2025
30/12/2024 13/01/2025 14/01/2025 12/02/2025 19/02/2025 25/02/2025 04/03/2025 13/03/2025
2025

27/01/2025 10/02/2025 11/02/2025 12/03/2025 19/03/2025 25/03/2025 01/04/2025 10/04/2025
03/03/2025 17/03/2025 18/03/2025 16/04/2025 23/04/2025 29/04/2025 06/05/2025 15/05/2025
31/03/2025 14/04/2025 15/04/2025 14/05/2025 21/05/2025 27/05/2025 03/06/2025 12/06/2025
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05/05/2025 19/05/2025 20/05/2025 18/06/2025 25/06/2025 01/07/2025 08/07/2025 17/07/2025
N/A N/A N/A N/A N/A N/A N/A N/A
30/06/2025 14/07/2025 15/07/2025 13/08/2025 20/08/2025 26/08/2025 02/09/2025 11/09/2025
428/07/2025 11/08/2025 12/08/2025 10/09/2025 17/09/2025 23/09/2025 30/09/2025 09/10/2025
25/08/2025 08/09/2025 09/09/2025 08/10/2025 15/10/2025 21/10/2025 28/10/2025 06/11/2025
22/09/2025 06/10/2025 07/10/2025 05/11/2025 12/11/2025 18/11/2025 25/11/2025 04/12/2025
03/11/2025 17/11/2025 18/11/2025 17/12/2025 24/12/2025 30/12/2025 06/01/2026 15/01/2026
01/12/2025 15/12/2025 16/12/2025 14/01/2026 21/01/2026 27/01/2026 03/02/2026 12/02/2026
29/12/2025 12/01/2026 13/01/2026 11/02/2026 18/02/2026 24/02/2026 03/03/2026 12/03/2026
2026

02/02/2026 16/02/2026 17/02/2026 18/03/2026 25/03/2026 31/03/2026 07/04/2026 16/04/2026
09/03/2026 23/03/2026 24/03/2026 22/04/2026 29/04/2026 05/05/2026 12/05/2026 21/05/2026
06/04/2026 20/04/2026 21/04/2026 20/05/2026 27/05/2026 02/06/2026 09/06/2026 18/06/2026
04/05/2026 18/05/2026 19/05/2026 17/06/2026 24/06/2026 30/06/2026 07/07/2026 16/07/2026
N/A N/A N/A N/A N/A N/A N/A N/A
29/06/2026 13/07/2026 14/07/2026 12/08/2026 19/08/2026 25/08/2026 01/09/2026 10/09/2026
27/07/2026 10/08/2026 11/08/2026 09/09/2026 16/09/2026 22/09/2026 29/09/2026 08/10/2026
24/08/2026 07/09/2026 08/09/2026 07/10/2026 14/10/2026 20/10/2026 27/10/2026 05/11/2026
21/09/2026 05/10/2026 06/10/2026 04/11/2026 11/11/2026 17/11/2026 24/11/2026 03/12/2026

4 Including WS procedures of centrally authorised products (CAPs) only. Also applicable for WS procedures including nationally autorised products, regardless of the lead
variation
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Variations requiring assessment® (reduced timetable - weekly submissions) - 1st phase

Submission date Validation of Start Rapporteurs’ AR CVMP Adoption of opinion

Rapporteur’s

dossier comments revised AR

completed

(or adoption of list

of outstanding

2024

01/01/2024
08/01/2024
15/01/2024
22/01/2024
29/01/2024
05/02/2024
12/02/2024
19/02/2024
26/02/2024
04/03/2024
11/03/2024
18/03/2024
25/03/2024
01/04/2024
08/04/2024
15/04/2024
22/04/2024
29/04/2024
06/05/2024

16/01/2024
23/01/2024
30/01/2024
06/02/2024
13/02/2024
20/02/2024
26/02/2024
05/03/2024
12/03/2024
19/03/2024
26/03/2024
02/04/2024
08/04/2024
16/04/2024
23/04/2024
30/04/2024
07/05/2024
14/05/2024
21/05/2024

17/01/2024
24/01/2024
31/01/2024
07/02/2024
14/02/2024
21/02/2024
27/02/2024
06/03/2024
13/03/2024
20/03/2024
27/03/2024
03/04/2024
09/04/2024
17/04/2024
24/04/2024
01/05/2024
08/05/2024
15/05/2024
22/05/2024

01/02/2024
08/02/2024
15/02/2024
22/02/2024
29/02/2024
07/03/2024
13/03/2024
21/03/2024
28/03/2024
04/04/2024
11/04/2024
18/04/2024
24/04/2024
02/05/2024
09/05/2024
16/05/2024
23/05/2024
30/05/2024
06/06/2024

3 Including WS procedures of centrally authorised products (CAPs) only

05/02/2024
12/02/2024
19/02/2024
26/02/2024
04/03/2024
11/03/2024
18/03/2024
25/03/2024
01/04/2024
08/04/2024
15/04/2024
22/04/2024
29/04/2024
06/05/2024
13/05/2024
20/05/2024
27/05/2024
03/06/2024
10/06/2024

07/02/2024
14/02/2024
21/02/2024
28/02/2024
06/03/2024
13/03/2024
19/03/2024
27/03/2024
03/04/2024
10/04/2024
17/04/2024
24/04/2024
30/04/2024
08/05/2024
15/05/2024
22/05/2024
29/05/2024
05/06/2024
12/06/2024

issues)

15/02/2024
22/02/2024
29/02/2024
07/03/2024
14/03/2024
21/03/2024
27/03/2024
04/04/2024
11/04/2024
18/04/2024
25/04/2024
02/05/2024
08/05/2024
16/05/2024
23/05/2024
30/05/2024
06/06/2024
13/06/2024
20/06/2024
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Submission date Validation of

dossier

completed

Rapporteurs’ AR CVMP

comments

Rapporteur’s

revised AR

Adoption of opinion

(or adoption of list of

outstanding issues)

13/05/2024 28/05/2024 29/05/2024 13/06/2024 17/06/2024 19/06/2024 27/06/2024
20/05/2024 04/06/2024 05/06/2024 20/06/2024 24/06/2024 26/06/2024 04/07/2024
27/05/2024 11/06/2024 12/06/2024 27/06/2024 01/07/2024 03/07/2024 11/07/2024
03/06/2024 18/06/2024 19/06/2024 04/07/2024 08/07/2024 10/07/2024 18/07/2024
10/06/2024 25/06/2024 26/06/2024 11/07/2024 15/07/2024 17/07/2024 25/07/2024
17/06/2024 02/07/2024 03/07/2024 18/07/2024 22/07/2024 24/07/2024 01/08/2024
24/06/2024 09/07/2024 10/07/2024 25/07/2024 29/07/2024 31/07/2024 08/08/2024
N/A N/A N/A N/A N/A N/A N/A

29/07/2024 13/08/2024 14/08/2024 29/08/2024 02/09/2024 04/09/2024 12/09/2024
05/08/2024 20/08/2024 21/08/2024 05/09/2024 09/09/2024 11/09/2024 19/09/2024
12/08/2024 27/08/2024 28/08/2024 12/09/2024 16/09/2024 18/09/2024 26/09/2024
19/08/2024 03/09/2024 04/09/2024 19/09/2024 23/09/2024 25/09/2024 03/10/2024
26/08/2024 10/09/2024 11/09/2024 26/09/2024 30/09/2024 02/10/2024 10/10/2024
02/09/2024 17/09/2024 18/09/2024 03/10/2024 07/10/2024 09/10/2024 17/10/2024
09/09/2024 24/09/2024 25/09/2024 10/10/2024 14/10/2024 16/10/2024 24/10/2024
16/09/2024 30/09/2024 01/10/2024 16/10/2024 21/10/2024 22/10/2024 30/10/2024
23/09/2024 08/10/2024 09/10/2024 24/10/2024 28/10/2024 30/10/2024 07/11/2024
30/09/2024 15/10/2024 16/10/2024 31/10/2024 04/11/2024 06/11/2024 14/11/2024
07/10/2024 22/10/2024 23/10/2024 07/11/2024 11/11/2024 13/11/2024 21/11/2024
14/10/2024 29/10/2024 30/10/2024 14/11/2024 18/11/2024 20/11/2024 28/11/2024
21/10/2024 05/11/2024 06/11/2024 21/11/2024 25/11/2024 27/11/2024 05/12/2024
28/10/2024 12/11/2024 13/11/2024 28/11/2024 02/12/2024 04/12/2024 12/12/2024
04/11/2024 19/11/2024 20/11/2024 05/12/2024 09/12/2024 11/12/2024 19/12/2024
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Submission date Validation of

dossier

completed

Start

Rapporteurs’ AR CVMP

comments

Rapporteur’s

revised AR

Adoption of

opinion

(or adoption of

list of

outstanding

issues)

2025

06/01/2025 21/01/2025 22/01/2025 06/02/2025 10/02/2025 12/02/2025 20/02/2025
13/01/2025 28/01/2025 29/01/2025 13/02/2025 17/02/2025 19/02/2025 27/02/2025
20/01/2025 04/02/2025 05/02/2025 20/02/2025 24/02/2025 26/02/2025 06/03/2025
27/01/2025 11/02/2025 12/02/2025 27/02/2025 03/03/2025 05/03/2025 13/03/2025
03/02/2025 18/02/2025 19/02/2025 06/03/2025 10/03/2025 12/03/2025 20/03/2025
10/02/2025 25/02/2025 26/02/2025 13/03/2025 17/03/2025 19/03/2025 27/03/2025
17/02/2025 04/03/2025 05/03/2025 20/03/2025 24/03/2025 26/03/2025 03/04/2025
24/02/2025 11/03/2025 12/03/2025 27/03/2025 31/03/2025 02/04/2025 10/04/2025
03/03/2025 18/03/2025 19/03/2025 03/04/2025 07/04/2025 09/04/2025 17/04/2025
10/03/2025 25/03/2025 26/03/2025 10/04/2025 14/04/2025 16/04/2025 24/04/2025
17/03/2025 01/04/2025 02/04/2025 17/04/2025 21/04/2025 23/04/2025 01/05/2025
24/03/2025 08/04/2025 09/04/2025 24/04/2025 28/04/2025 30/04/2025 08/05/2025
31/03/2025 15/04/2025 16/04/2025 01/05/2025 05/05/2025 07/05/2025 15/05/2025
07/04/2025 22/04/2025 23/04/2025 08/05/2025 12/05/2025 14/05/2025 22/05/2025
14/04/2025 29/04/2025 30/04/2025 15/05/2025 19/05/2025 21/05/2025 29/05/2025
21/04/2025 06/05/2025 07/05/2025 22/05/2025 26/05/2025 28/05/2025 05/06/2025
28/04/2025 13/05/2025 14/05/2025 29/05/2025 02/06/2025 04/06/2025 12/06/2025
05/05/2025 20/05/2025 21/05/2025 05/06/2025 09/06/2025 11/06/2025 19/06/2025
12/05/2025 27/05/2025 28/05/2025 12/06/2025 16/06/2025 18/06/2025 26/06/2025
19/05/2025 03/06/2025 04/06/2025 19/06/2025 23/06/2025 25/06/2025 03/07/2025
26/05/2025 10/06/2025 11/06/2025 26/06/2025 30/06/2025 02/07/2025 10/07/2025
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Submission date Validation of

dossier

completed

Rapporteurs’ AR CVMP

comments

Rapporteur’s

revised AR

Adoption of

opinion

(or adoption of

list of

outstanding

issues)

02/06/2025 17/06/2025 18/06/2025 03/07/2025 07/07/2025 09/07/2025 17/07/2025
09/06/2025 24/06/2025 25/06/2025 10/07/2025 14/07/2025 16/07/2025 24/07/2025
16/06/2025 01/07/2025 02/07/2025 17/07/2025 21/07/2025 23/07/2025 31/07/2025
23/06/2025 08/07/2025 09/07/2025 24/07/2025 28/07/2025 30/07/2025 07/08/2025
N/A N/A N/A N/A N/A N/A N/A
28/07/2025 12/08/2025 13/08/2025 28/08/2025 01/09/2025 03/09/2025 11/09/2025
04/08/2025 19/08/2025 20/08/2025 04/09/2025 08/09/2025 10/09/2025 18/09/2025
11/08/2025 26/08/2025 27/08/2025 11/09/2025 15/09/2025 17/09/2025 25/09/2025
18/08/2025 02/09/2025 03/09/2025 18/09/2025 22/09/2025 24/09/2025 02/10/2025
25/08/2025 09/09/2025 10/09/2025 25/09/2025 29/09/2025 01/10/2025 09/10/2025
01/09/2025 16/09/2025 17/09/2025 02/10/2025 06/10/2025 08/10/2025 16/10/2025
08/09/2025 23/09/2025 24/09/2025 09/10/2025 13/10/2025 15/10/2025 23/10/2025
15/09/2025 30/09/2025 01/10/2025 16/10/2025 20/10/2025 22/10/2025 30/10/2025
22/09/2025 07/10/2025 08/10/2025 23/10/2025 27/10/2025 29/10/2025 06/11/2025
29/09/2025 14/10/2025 15/10/2025 30/10/2025 03/11/2025 05/11/2025 13/11/2025
06/10/2025 21/10/2025 22/10/2025 06/11/2025 10/11/2025 12/11/2025 20/11/2025
13/10/2025 28/10/2025 29/10/2025 13/11/2025 17/11/2025 19/11/2025 27/11/2025
20/10/2025 04/11/2025 05/11/2025 20/11/2025 24/11/2025 26/11/2025 04/12/2025
27/10/2025 11/11/2025 12/11/2025 27/11/2025 01/12/2025 03/12/2025 11/12/2025
03/11/2025 18/11/2025 19/11/2025 04/12/2025 08/12/2025 10/12/2025 18/12/2025
2026

05/01/2026 20/01/2026 21/01/2026 05/02/2026 09/02/2026 11/02/2026 19/02/2026
12/01/2026 27/01/2026 28/01/2026 12/02/2026 16/02/2026 18/02/2026 26/02/2026
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Submission date Validation of

dossier

completed

Rapporteurs’ AR CVMP

comments

Rapporteur’s

revised AR

Adoption of

opinion

(or adoption of

list of

outstanding

issues)
19/01/2026 03/02/2026 04/02/2026 19/02/2026 23/02/2026 25/02/2026 05/03/2026
26/01/2026 10/02/2026 11/02/2026 26/02/2026 02/03/2026 04/03/2026 12/03/2026
02/02/2026 17/02/2026 18/02/2026 05/03/2026 09/03/2026 11/03/2026 19/03/2026
09/02/2026 24/02/2026 25/02/2026 12/03/2026 16/03/2026 18/03/2026 26/03/2026
16/02/2026 03/03/2026 04/03/2026 19/03/2026 23/03/2026 25/03/2026 02/04/2026
23/02/2026 10/03/2026 11/03/2026 26/03/2026 30/03/2026 01/04/2026 09/04/2026
02/03/2026 17/03/2026 18/03/2026 02/04/2026 06/04/2026 08/04/2026 16/04/2026
09/03/2026 24/03/2026 25/03/2026 09/04/2026 13/04/2026 15/04/2026 23/04/2026
16/03/2026 31/03/2026 01/04/2026 16/04/2026 20/04/2026 22/04/2026 30/04/2026
23/03/2026 07/04/2026 08/04/2026 23/04/2026 27/04/2026 29/04/2026 07/05/2026
30/03/2026 14/04/2026 15/04/2026 30/04/2026 04/05/2026 06/05/2026 14/05/2026
06/04/2026 21/04/2026 22/04/2026 07/05/2026 11/05/2026 13/05/2026 21/05/2026
13/04/2026 28/04/2026 29/04/2026 14/05/2026 18/05/2026 20/05/2026 28/05/2026
20/04/2026 05/05/2026 06/05/2026 21/05/2026 25/05/2026 27/05/2026 04/06/2026
27/04/2026 12/05/2026 13/05/2026 28/05/2026 01/06/2026 03/06/2026 11/06/2026
04/05/2026 19/05/2026 20/05/2026 04/06/2026 08/06/2026 10/06/2026 18/06/2026
11/05/2026 26/05/2026 27/05/2026 11/06/2026 15/06/2026 17/06/2026 25/06/2026
18/05/2026 02/06/2026 03/06/2026 18/06/2026 22/06/2026 24/06/2026 02/07/2026
25/05/2026 09/06/2026 10/06/2026 25/06/2026 29/06/2026 01/07/2026 09/07/2026
01/06/2026 16/06/2026 17/06/2026 02/07/2026 06/07/2026 08/07/2026 16/07/2026
08/06/2026 23/06/2026 24/06/2026 09/07/2026 13/07/2026 15/07/2026 23/07/2026
15/06/2026 30/06/2026 01/07/2026 16/07/2026 20/07/2026 22/07/2026 30/07/2026
22/06/2026 07/07/2026 08/07/2026 23/07/2026 27/07/2026 29/07/2026 06/08/2026
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Submission date Validation of

dossier

completed

Rapporteurs’ AR CVMP

comments

Rapporteur’s

revised AR

Adoption of

opinion

(or adoption of

list of

outstanding

issues)

N/A N/A N/A N/A N/A N/A N/A

27/07/2026 11/08/2026 12/08/2026 27/08/2026 31/08/2026 02/09/2026 10/09/2026
03/08/2026 18/08/2026 19/08/2026 03/09/2026 07/09/2026 09/09/2026 17/09/2026
10/08/2026 25/08/2026 26/08/2026 10/09/2026 14/09/2026 16/09/2026 24/09/2026
17/08/2026 01/09/2026 02/09/2026 17/09/2026 21/09/2026 23/09/2026 01/10/2026
24/08/2026 08/09/2026 09/09/2026 24/09/2026 28/09/2026 30/09/2026 08/10/2026
31/08/2026 15/09/2026 16/09/2026 01/10/2026 05/10/2026 07/10/2026 15/10/2026
07/09/2026 22/09/2026 23/09/2026 08/10/2026 12/10/2026 14/10/2026 22/10/2026
14/09/2026 29/09/2026 30/09/2026 15/10/2026 19/10/2026 21/10/2026 29/10/2026
21/09/2026 06/10/2026 07/10/2026 22/10/2026 26/10/2026 28/10/2026 05/11/2026
28/09/2026 13/10/2026 14/10/2026 29/10/2026 02/11/2026 04/11/2026 12/11/2026
05/10/2026 20/10/2026 21/10/2026 05/11/2026 09/11/2026 11/11/2026 19/11/2026
12/10/2026 27/10/2026 28/10/2026 12/11/2026 16/11/2026 18/11/2026 26/11/2026
19/10/2026 03/11/2026 04/11/2026 19/11/2026 23/11/2026 25/11/2026 03/12/2026
26/10/2026 10/11/2026 11/11/2026 26/11/2026 30/11/2026 02/12/2026 10/12/2026
02/11/2026 17/11/2026 18/11/2026 03/12/2026 07/12/2026 09/12/2026 17/12/2026
09/11/2026 24/11/2026 25/11/2026 10/12/2026 14/12/2026 16/12/2026 24/12/2026
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Variations requiring assessment (reduced timetable with linguistic review — monthly
submissions) - 1st phase

Submission date Validation of Start Rapporteurs’ AR CVMP Rapporteur’s Adoption of

revised AR opinion

dossier comments

completed (or adoption of

list of

outstanding

issues)

2024

01/01/2024 16/01/2024 17/01/2024 01/02/2024 05/02/2024 07/02/2024 15/02/2024
29/01/2024 13/02/2024 14/02/2024 29/02/2024 04/03/2024 06/03/2024 14/03/2024
04/03/2024 19/03/2024 20/03/2024 04/04/2024 08/04/2024 10/04/2024 18/04/2024
08/04/2024 23/04/2024 24/04/2024 09/05/2024 13/05/2024 15/05/2024 23/05/2024
06/05/2024 21/05/2024 22/05/2024 06/06/2024 10/06/2024 12/06/2024 20/06/2024
03/06/2024 18/06/2024 19/06/2024 04/07/2024 08/07/2024 10/07/2024 18/07/2024
29/07/2024 13/08/2024 14/08/2024 29/08/2024 02/09/2024 04/09/2024 12/09/2024
26/08/2024 10/09/2024 11/09/2024 26/09/2024 30/09/2024 02/10/2024 10/10/2024
23/09/2024 08/10/2024 09/10/2024 24/10/2024 28/10/2024 30/10/2024 07/11/2024
21/10/2024 05/11/2024 06/11/2024 21/11/2024 25/11/2024 27/11/2024 05/12/2024
N/A N/A N/A N/A N/A N/A N/A
30/12/2024 14/01/2025 15/01/2025 30/01/2025 03/02/2025 05/02/2025 13/02/2025
2025

27/01/2025 11/02/2025 12/02/2025 27/02/2025 03/03/2025 05/03/2025 13/03/2025
24/02/2025 11/03/2025 12/03/2025 27/03/2025 31/03/2025 02/04/2025 10/04/2025
31/03/2025 15/04/2025 16/04/2025 01/05/2025 05/05/2025 07/05/2025 15/05/2025
28/04/2025 13/05/2025 14/05/2025 29/05/2025 02/06/2025 04/06/2025 12/06/2025
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Submission date Validation of

dossier

completed

Rapporteurs’ AR CVMP

comments

Rapporteur’s

revised AR

Adoption of

opinion

(or adoption of

list of

outstanding

issues)

02/06/2025 17/06/2025 18/06/2025 03/07/2025 07/07/2025 09/07/2025 17/07/2025
28/07/2025 12/08/2025 13/08/2025 28/08/2025 01/09/2025 03/09/2025 11/09/2025
25/08/2025 09/09/2025 10/09/2025 25/09/2025 29/09/2025 01/10/2025 09/10/2025
22/09/2025 07/10/2025 08/10/2025 23/10/2025 27/10/2025 29/10/2025 06/11/2025
20/10/2025 04/11/2025 05/11/2025 20/11/2025 24/11/2025 26/11/2025 04/12/2025
N/A N/A N/A N/A N/A N/A N/A
29/12/2025 13/01/2026 14/01/2026 29/01/2026 02/02/2026 04/02/2026 12/02/2026
2026

26/01/2026 10/02/2026 11/02/2026 26/02/2026 02/03/2026 04/03/2026 12/03/2026
02/03/2026 17/03/2026 18/03/2026 02/04/2026 06/04/2026 08/04/2026 16/04/2026
06/04/2026 21/04/2026 22/04/2026 07/05/2026 11/05/2026 13/05/2026 21/05/2026
04/05/2026 19/05/2026 20/05/2026 04/06/2026 08/06/2026 10/06/2026 18/06/2026
01/06/2026 16/06/2026 17/06/2026 02/07/2026 06/07/2026 08/07/2026 16/07/2026
27/07/2026 11/08/2026 12/08/2026 27/08/2026 31/08/2026 02/09/2026 10/09/2026
24/08/2026 08/09/2026 09/09/2026 24/09/2026 28/09/2026 30/09/2026 08/10/2026
21/09/2026 06/10/2026 07/10/2026 22/10/2026 26/10/2026 28/10/2026 05/11/2026
19/10/2026 03/11/2026 04/11/2026 19/11/2026 23/11/2026 25/11/2026 03/12/2026
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Response to the request for supplementary information for variations requiring
assessment (extended and standard timetables - monthly submission dates)®

Submission date Start Rapporteurs’ AR CVMP Rapporteur’s Adoption of
comments revised AR opinion
2024
16/01/2024 17/01/2024 30/01/2024 05/02/2024 08/02/2024 15/02/2024
13/02/2024 14/02/2024 27/02/2024 04/03/2024 07/03/2024 14/03/2024
19/03/2024 20/03/2024 02/04/2024 08/04/2024 11/04/2024 18/04/2024
23/04/2024 24/04/2024 07/05/2024 13/05/2024 16/05/2024 23/05/2024
21/05/2024 22/05/2024 04/06/2024 10/06/2024 13/06/2024 20/06/2024
18/06/2024 19/06/2024 02/07/2024 08/07/2024 11/07/2024 18/07/2024
N/A N/A N/A N/A N/A N/A
13/08/2024 14/08/2024 27/08/2024 02/09/2024 05/09/2024 12/09/2024
10/09/2024 11/09/2024 24/09/2024 30/09/2024 03/10/2024 10/10/2024
08/10/2024 09/10/2024 22/10/2024 28/10/2024 31/10/2024 07/11/2024
05/11/2024 06/11/2024 19/11/2024 25/11/2024 28/11/2024 05/12/2024
N/A N/A N/A N/A N/A N/A
2025
14/01/2025 15/01/2025 28/01/2025 03/02/2025 06/02/2025 13/02/2025
11/02/2025 12/02/2025 25/02/2025 03/03/2025 06/03/2025 13/03/2025
11/03/2025 12/03/2025 25/03/2025 31/03/2025 03/04/2025 10/04/2025
15/04/2025 16/04/2025 29/04/2025 05/05/2025 08/05/2025 15/05/2025
13/05/2025 14/05/2025 27/05/2025 02/06/2025 05/06/2025 12/06/2025
17/06/2025 18/06/2025 01/07/2025 07/07/2025 10/07/2025 17/07/2025
N/A N/A N/A N/A N/A N/A
12/08/2025 13/08/2025 26/08/2025 01/09/2025 04/09/2025 11/09/2025
09/09/2025 10/09/2025 23/09/2025 29/09/2025 02/10/2025 09/10/2025

¢ Applies also to responses for variations requiring assessment (reduced timetable with linguistic review)
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Submission date Start Rapporteurs’ AR CVMP Rapporteur’s Adoption of
comments revised AR opinion
07/10/2025 08/10/2025 21/10/2025 27/10/2025 30/10/2025 06/11/2025
04/11/2025 05/11/2025 18/11/2025 24/11/2025 27/11/2025 04/12/2025
N/A N/A N/A N/A N/A N/A
2026
13/01/2026 14/01/2026 27/01/2026 02/02/2026 05/02/2026 12/02/2026
10/02/2026 11/02/2026 24/02/2026 02/03/2026 05/03/2026 12/03/2026
17/03/2026 18/03/2026 31/03/2026 06/04/2026 09/04/2026 16/04/2026
21/04/2026 22/04/2026 05/05/2026 11/05/2026 14/05/2026 21/05/2026
19/05/2026 20/05/2026 02/06/2026 08/06/2026 11/06/2026 18/06/2026
16/06/2026 17/06/2026 30/06/2026 06/07/2026 09/07/2026 16/07/2026
N/A N/A N/A N/A N/A N/A
11/08/2026 12/08/2026 25/08/2026 31/08/2026 03/09/2026 10/09/2026
08/09/2026 09/09/2026 22/09/2026 28/09/2026 01/10/2026 08/10/2026
06/10/2026 07/10/2026 20/10/2026 26/10/2026 29/10/2026 05/11/2026
03/11/2026 04/11/2026 17/11/2026 23/11/2026 26/11/2026 03/12/2026
N/A N/A N/A N/A N/A N/A
2026
13/01/2026 14/01/2026 27/01/2026 02/02/2026 05/02/2026 12/02/2026
10/02/2026 11/02/2026 24/02/2026 02/03/2026 05/03/2026 12/03/2026
17/03/2026 18/03/2026 31/03/2026 06/04/2026 09/04/2026 16/04/2026
21/04/2026 22/04/2026 05/05/2026 11/05/2026 14/05/2026 21/05/2026
19/05/2026 20/05/2026 02/06/2026 08/06/2026 11/06/2026 18/06/2026
16/06/2026 17/06/2026 30/06/2026 06/07/2026 09/07/2026 16/07/2026
N/A N/A N/A N/A N/A N/A
EMA/541149/2023 Page 27/38



Submission date Start Rapporteurs’ AR CVMP Rapporteur’s Adoption of
comments revised AR opinion
11/08/2026 12/08/2026 25/08/2026 31/08/2026 03/09/2026 10/09/2026
08/09/2026 09/09/2026 22/09/2026 28/09/2026 01/10/2026 08/10/2026
06/10/2026 07/10/2026 20/10/2026 26/10/2026 29/10/2026 05/11/2026
03/11/2026 04/11/2026 17/11/2026 23/11/2026 26/11/2026 03/12/2026
EMA/541149/2023

Page 28/38



Response to the request for supplementary information for variations requiring
assessment (reduced timetable - weekly submission dates)

Submission date Start Rapporteurs’ AR CVMP Rapporteur’s Adoption of
comments revised AR opinion

2024

02/01/2024 03/01/2024 16/01/2024 22/01/2024 25/01/2024 01/02/2024
09/01/2024 10/01/2024 23/01/2024 29/01/2024 01/02/2024 08/02/2024
16/01/2024 17/01/2024 30/01/2024 05/02/2024 08/02/2024 15/02/2024
23/01/2024 24/01/2024 06/02/2024 12/02/2024 15/02/2024 22/02/2024
30/01/2024 31/01/2024 13/02/2024 19/02/2024 22/02/2024 29/02/2024
06/02/2024 07/02/2024 20/02/2024 26/02/2024 29/02/2024 07/03/2024
13/02/2024 14/02/2024 27/02/2024 04/03/2024 07/03/2024 14/03/2024
20/02/2024 21/02/2024 05/03/2024 11/03/2024 14/03/2024 21/03/2024
26/02/2024 27/02/2024 11/03/2024 18/03/2024 20/03/2024 27/03/2024
12/03/2024 13/03/2024 26/03/2024 01/04/2024 04/04/2024 11/04/2024
19/03/2024 20/03/2024 02/04/2024 08/04/2024 11/04/2024 18/04/2024
26/03/2024 27/03/2024 09/04/2024 15/04/2024 18/04/2024 25/04/2024
02/04/2024 03/04/2024 16/04/2024 22/04/2024 25/04/2024 02/05/2024
08/04/2024 09/04/2024 22/04/2024 29/04/2024 01/05/2024 08/05/2024
16/04/2024 17/04/2024 30/04/2024 06/05/2024 09/05/2024 16/05/2024
23/04/2024 24/04/2024 07/05/2024 13/05/2024 16/05/2024 23/05/2024
30/04/2024 01/05/2024 14/05/2024 20/05/2024 23/05/2024 30/05/2024
07/05/2024 08/05/2024 21/05/2024 27/05/2024 30/05/2024 06/06/2024
14/05/2024 15/05/2024 28/05/2024 03/06/2024 06/06/2024 13/06/2024
21/05/2024 22/05/2024 04/06/2024 10/06/2024 13/06/2024 20/06/2024
28/05/2024 29/05/2024 11/06/2024 17/06/2024 20/06/2024 27/06/2024
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Submission date Start Rapporteurs’ AR CVMP Rapporteur’s Adoption of
comments revised AR opinion
04/06/2024 05/06/2024 18/06/2024 24/06/2024 27/06/2024 04/07/2024
11/06/2024 12/06/2024 25/06/2024 01/07/2024 04/07/2024 11/07/2024
18/06/2024 19/06/2024 02/07/2024 08/07/2024 11/07/2024 18/07/2024
25/06/2024 26/06/2024 09/07/2024 15/07/2024 18/07/2024 25/07/2024
02/07/2024 03/07/2024 16/07/2024 22/07/2024 25/07/2024 01/08/2024
09/07/2024 10/07/2024 23/07/2024 29/07/2024 01/08/2024 08/08/2024
N/A N/A N/A N/A N/A N/A
13/08/2024 14/08/2024 27/08/2024 02/09/2024 05/09/2024 12/09/2024
20/08/2024 21/08/2024 03/09/2024 09/09/2024 12/09/2024 19/09/2024
27/08/2024 28/08/2024 10/09/2024 16/09/2024 19/09/2024 26/09/2024
03/09/2024 04/09/2024 17/09/2024 23/09/2024 26/09/2024 03/10/2024
10/09/2024 11/09/2024 24/09/2024 30/09/2024 03/10/2024 10/10/2024
17/09/2024 18/09/2024 01/10/2024 07/10/2024 10/10/2024 17/10/2024
24/09/2024 25/09/2024 08/10/2024 14/10/2024 17/10/2024 24/10/2024
30/09/2024 01/10/2024 14/10/2024 21/10/2024 23/10/2024 30/10/2024
08/10/2024 09/10/2024 22/10/2024 28/10/2024 31/10/2024 07/11/2024
15/10/2024 16/10/2024 29/10/2024 04/11/2024 07/11/2024 14/11/2024
22/10/2024 23/10/2024 05/11/2024 11/11/2024 14/11/2024 21/11/2024
29/10/2024 30/10/2024 12/11/2024 18/11/2024 21/11/2024 28/11/2024
05/11/2024 06/11/2024 19/11/2024 25/11/2024 28/11/2024 05/12/2024
12/11/2024 13/11/2024 26/11/2024 02/12/2024 05/12/2024 12/12/2024
19/11/2024 20/11/2024 03/12/2024 09/12/2024 12/12/2024 19/12/2024
N/A N/A N/A N/A N/A N/A
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Submission date Start Rapporteurs’ AR CVMP Rapporteur’s Adoption of
comments revised AR opinion

2025

07/01/2025 08/01/2025 21/01/2025 27/01/2025 30/01/2025 06/02/2025
14/01/2025 15/01/2025 28/01/2025 03/02/2025 06/02/2025 13/02/2025
21/01/2025 22/01/2025 04/02/2025 10/02/2025 13/02/2025 20/02/2025
28/01/2025 29/01/2025 11/02/2025 17/02/2025 20/02/2025 27/02/2025
04/02/2025 05/02/2025 18/02/2025 24/02/2025 27/02/2025 06/03/2025
11/02/2025 12/02/2025 25/02/2025 03/03/2025 06/03/2025 13/03/2025
18/02/2025 19/02/2025 04/03/2025 10/03/2025 13/03/2025 20/03/2025
25/02/2025 26/02/2025 11/03/2025 17/03/2025 20/03/2025 27/03/2025
04/03/2025 05/03/2025 18/03/2025 24/03/2025 27/03/2025 03/04/2025
11/03/2025 12/03/2025 25/03/2025 31/03/2025 03/04/2025 10/04/2025
18/03/2025 19/03/2025 01/04/2025 07/04/2025 10/04/2025 17/04/2025
25/03/2025 26/03/2025 08/04/2025 14/04/2025 17/04/2025 24/04/2025
01/04/2025 02/04/2025 15/04/2025 21/04/2025 24/04/2025 01/05/2025
08/04/2025 09/04/2025 22/04/2025 28/04/2025 01/05/2025 08/05/2025
15/04/2025 16/04/2025 29/04/2025 05/05/2025 08/05/2025 15/05/2025
22/04/2025 23/04/2025 06/05/2025 12/05/2025 15/05/2025 22/05/2025
29/04/2025 30/04/2025 13/05/2025 19/05/2025 22/05/2025 29/05/2025
06/05/2025 07/05/2025 20/05/2025 26/05/2025 29/05/2025 05/06/2025
13/05/2025 14/05/2025 27/05/2025 02/06/2025 05/06/2025 12/06/2025
20/05/2025 21/05/2025 03/06/2025 09/06/2025 12/06/2025 19/06/2025
27/05/2025 28/05/2025 10/06/2025 16/06/2025 19/06/2025 26/06/2025
03/06/2025 04/06/2025 17/06/2025 23/06/2025 26/06/2025 03/07/2025
10/06/2025 11/06/2025 24/06/2025 30/06/2025 03/07/2025 10/07/2025
17/06/2025 18/06/2025 01/07/2025 07/07/2025 10/07/2025 17/07/2025
24/06/2025 25/06/2025 08/07/2025 14/07/2025 17/07/2025 24/07/2025
01/07/2025 02/07/2025 15/07/2025 21/07/2025 24/07/2025 31/07/2025
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Submission date Start Rapporteurs’ AR CVMP Rapporteur’s Adoption of
comments revised AR opinion
08/07/2025 09/07/2025 22/07/2025 28/07/2025 31/07/2025 07/08/2025
N/A N/A N/A N/A N/A N/A
12/08/2025 13/08/2025 26/08/2025 01/09/2025 04/09/2025 11/09/2025
19/08/2025 20/08/2025 02/09/2025 08/09/2025 11/09/2025 18/09/2025
26/08/2025 27/08/2025 09/09/2025 15/09/2025 18/09/2025 25/09/2025
02/09/2025 03/09/2025 16/09/2025 22/09/2025 25/09/2025 02/10/2025
09/09/2025 10/09/2025 23/09/2025 29/09/2025 02/10/2025 09/10/2025
16/09/2025 17/09/2025 30/09/2025 06/10/2025 09/10/2025 16/10/2025
23/09/2025 24/09/2025 07/10/2025 13/10/2025 16/10/2025 23/10/2025
30/09/2025 01/10/2025 14/10/2025 20/10/2025 23/10/2025 30/10/2025
07/10/2025 08/10/2025 21/10/2025 27/10/2025 30/10/2025 06/11/2025
14/10/2025 15/10/2025 28/10/2025 03/11/2025 06/11/2025 13/11/2025
21/10/2025 22/10/2025 04/11/2025 10/11/2025 13/11/2025 20/11/2025
28/10/2025 29/10/2025 11/11/2025 17/11/2025 20/11/2025 27/11/2025
04/11/2025 05/11/2025 18/11/2025 24/11/2025 27/11/2025 04/12/2025
11/11/2025 12/11/2025 25/11/2025 01/12/2025 04/12/2025 11/12/2025
18/11/2025 19/11/2025 02/12/2025 08/12/2025 11/12/2025 18/12/2025
2026
06/01/2026 07/01/2026 20/01/2026 26/01/2026 29/01/2026 05/02/2026
13/01/2026 14/01/2026 27/01/2026 02/02/2026 05/02/2026 12/02/2026
20/01/2026 21/01/2026 03/02/2026 09/02/2026 12/02/2026 19/02/2026
27/01/2026 28/01/2026 10/02/2026 16/02/2026 19/02/2026 26/02/2026
03/02/2026 04/02/2026 17/02/2026 23/02/2026 26/02/2026 05/03/2026
10/02/2026 11/02/2026 24/02/2026 02/03/2026 05/03/2026 12/03/2026
17/02/2026 18/02/2026 03/03/2026 09/03/2026 12/03/2026 19/03/2026
24/02/2026 25/02/2026 10/03/2026 16/03/2026 19/03/2026 26/03/2026
03/03/2026 04/03/2026 17/03/2026 23/03/2026 26/03/2026 02/04/2026
10/03/2026 11/03/2026 24/03/2026 30/03/2026 02/04/2026 09/04/2026
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Submission date Start Rapporteurs’ AR CVMP Rapporteur’s Adoption of opinion
comments revised AR
17/03/2026 18/03/2026 31/03/2026 06/04/2026 09/04/2026 16/04/2026
24/03/2026 25/03/2026 07/04/2026 13/04/2026 16/04/2026 23/04/2026
24/02/2026 25/02/2026 10/03/2026 16/03/2026 19/03/2026 26/03/2026
03/03/2026 04/03/2026 17/03/2026 23/03/2026 26/03/2026 02/04/2026
10/03/2026 11/03/2026 24/03/2026 30/03/2026 02/04/2026 09/04/2026
17/03/2026 18/03/2026 31/03/2026 06/04/2026 09/04/2026 16/04/2026
24/03/2026 25/03/2026 07/04/2026 13/04/2026 16/04/2026 23/04/2026
31/03/2026 01/04/2026 14/04/2026 20/04/2026 23/04/2026 30/04/2026
07/04/2026 08/04/2026 21/04/2026 27/04/2026 30/04/2026 07/05/2026
14/04/2026 15/04/2026 28/04/2026 04/05/2026 07/05/2026 14/05/2026
21/04/2026 22/04/2026 05/05/2026 11/05/2026 14/05/2026 21/05/2026
28/04/2026 29/04/2026 12/05/2026 18/05/2026 21/05/2026 28/05/2026
05/05/2026 06/05/2026 19/05/2026 25/05/2026 28/05/2026 04/06/2026
12/05/2026 13/05/2026 26/05/2026 01/06/2026 04/06/2026 11/06/2026
19/05/2026 20/05/2026 02/06/2026 08/06/2026 11/06/2026 18/06/2026
26/05/2026 27/05/2026 09/06/2026 15/06/2026 18/06/2026 25/06/2026
02/06/2026 03/06/2026 16/06/2026 22/06/2026 25/06/2026 02/07/2026
09/06/2026 10/06/2026 23/06/2026 29/06/2026 02/07/2026 09/07/2026
16/06/2026 17/06/2026 30/06/2026 06/07/2026 09/07/2026 16/07/2026
23/06/2026 24/06/2026 07/07/2026 13/07/2026 16/07/2026 23/07/2026
30/06/2026 01/07/2026 14/07/2026 20/07/2026 23/07/2026 30/07/2026
07/07/2026 08/07/2026 21/07/2026 27/07/2026 30/07/2026 06/08/2026
N/A N/A N/A N/A N/A N/A
11/08/2026 12/08/2026 25/08/2026 31/08/2026 03/09/2026 10/09/2026
18/08/2026 19/08/2026 01/09/2026 07/09/2026 10/09/2026 17/09/2026
25/08/2026 26/08/2026 08/09/2026 14/09/2026 17/09/2026 24/09/2026
01/09/2026 02/09/2026 15/09/2026 21/09/2026 24/09/2026 01/10/2026
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Submission date Start Rapporteurs’ AR CVMP Rapporteur’s Adoption of
comments revised AR opinion
08/09/2026 09/09/2026 22/09/2026 28/09/2026 01/10/2026 08/10/2026
15/09/2026 16/09/2026 29/09/2026 05/10/2026 08/10/2026 15/10/2026
22/09/2026 23/09/2026 06/10/2026 12/10/2026 15/10/2026 22/10/2026
29/09/2026 30/09/2026 13/10/2026 19/10/2026 22/10/2026 29/10/2026
06/10/2026 07/10/2026 20/10/2026 26/10/2026 29/10/2026 05/11/2026
13/10/2026 14/10/2026 27/10/2026 02/11/2026 05/11/2026 12/11/2026
20/10/2026 21/10/2026 03/11/2026 09/11/2026 12/11/2026 19/11/2026
27/10/2026 28/10/2026 10/11/2026 16/11/2026 19/11/2026 26/11/2026
03/11/2026 04/11/2026 17/11/2026 23/11/2026 26/11/2026 03/12/2026
10/11/2026 11/11/2026 24/11/2026 30/11/2026 03/12/2026 10/12/2026
17/11/2026 18/11/2026 01/12/2026 07/12/2026 10/12/2026 17/12/2026
24/11/2026 25/11/2026 08/12/2026 14/12/2026 17/12/2026 24/12/2026
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VAMF/vPTMF - 15t phase

Submission date Validation of Start (day 1)

dossier comments

Rapporteurs’ AR Co-rapporteur’'s CVMP comments Rapporteurs’ Adoption of

revised AR certificate (or

completed

adoption of list

of questions)

(day 90)

2024

26/08/2024 09/09/2024 10/09/2024 21/10/2024 28/10/2024 11/11/2024 18/11/2024 05/12/2024
07/10/2024 21/10/2024 22/10/2024 02/12/2024 09/12/2024 23/12/2024 30/12/2024 16/01/2025
04/11/2024 18/11/2024 19/11/2024 30/12/2024 06/01/2025 20/01/2025 27/01/2025 13/02/2025
02/12/2024 16/12/2024 17/12/2024 27/01/2025 03/02/2025 17/02/2025 24/02/2025 13/03/2025
30/12/2024 13/01/2025 14/01/2025 24/02/2025 03/03/2025 17/03/2025 24/03/2025 10/04/2025
2025

03/02/2025 17/02/2025 18/02/2025 31/03/2025 07/04/2025 21/04/2025 28/04/2025 15/05/2025
03/03/2025 17/03/2025 18/03/2025 28/04/2025 05/05/2025 19/05/2025 26/05/2025 12/06/2025
07/04/2025 21/04/2025 22/04/2025 02/06/2025 09/06/2025 23/06/2025 30/06/2025 17/07/2025
02/06/2025 16/06/2025 17/06/2025 28/07/2025 04/08/2025 18/08/2025 25/08/2025 11/09/2025
30/06/2025 14/07/2025 15/07/2025 25/08/2025 01/09/2025 15/09/2025 22/09/2025 09/10/2025
28/07/2025 11/08/2025 12/08/2025 22/09/2025 29/09/2025 13/10/2025 20/10/2025 06/11/2025
25/08/2025 08/09/2025 09/09/2025 20/10/2025 27/10/2025 10/11/2025 17/11/2025 04/12/2025
06/10/2025 20/10/2025 21/10/2025 01/12/2025 08/12/2025 22/12/2025 29/12/2025 15/01/2026
03/11/2025 17/11/2025 18/11/2025 29/12/2025 05/01/2026 19/01/2026 26/01/2026 12/02/2026
01/12/2025 15/12/2025 16/12/2025 26/01/2026 02/02/2026 16/02/2026 23/02/2026 12/03/2026

EMA/541149/2023 Page 35/38



Submission date Validation of Start (day 1)

dossier comments

Rapporteurs’ AR Co-rapporteur’'s CVMP comments Rapporteurs’

Adoption of
revised AR certificate (or
completed adoption of list

of questions)

(day 90)

2026

05/01/2026 19/01/2026 20/01/2026 02/03/2026 09/03/2026 23/03/2026 30/03/2026 16/04/2026
09/02/2026 23/02/2026 24/02/2026 06/04/2026 13/04/2026 27/04/2026 04/05/2026 21/05/2026
09/03/2026 23/03/2026 24/03/2026 04/05/2026 11/05/2026 25/05/2026 01/06/2026 18/06/2026
06/04/2026 20/04/2026 21/04/2026 01/06/2026 08/06/2026 22/06/2026 29/06/2026 16/07/2026
01/06/2026 15/06/2026 16/06/2026 27/07/2026 03/08/2026 17/08/2026 24/08/2026 10/09/2026
29/06/2026 13/07/2026 14/07/2026 24/08/2026 31/08/2026 14/09/2026 21/09/2026 08/10/2026
27/07/2026 10/08/2026 11/08/2026 21/09/2026 28/09/2026 12/10/2026 19/10/2026 05/11/2026
24/08/2026 07/09/2026 08/09/2026 19/10/2026 26/10/2026 09/11/2026 16/11/2026 03/12/2026
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VAMF/VPTMF - 2"d phase

Submission date Start Rapporteurs’ AR Co-rapporteur’'s CVMP comments Rapporteurs’ Adoption of
comments revised AR certificate

2024

09/09/2024 10/09/2024 30/09/2024 07/10/2024 14/10/2024 21/10/2024 07/11/2024
07/10/2024 08/10/2024 28/10/2024 04/11/2024 11/11/2024 18/11/2024 05/12/2024
18/11/2024 19/11/2024 09/12/2024 16/12/2024 23/12/2024 30/12/2024 16/01/2025
16/12/2024 17/12/2024 06/01/2025 13/01/2025 20/01/2025 27/01/2025 13/02/2025
2025

13/01/2025 14/01/2025 03/02/2025 10/02/2025 17/02/2025 24/02/2025 13/03/2025
10/02/2025 11/02/2025 03/03/2025 10/03/2025 17/03/2025 24/03/2025 10/04/2025
17/03/2025 18/03/2025 07/04/2025 14/04/2025 21/04/2025 28/04/2025 15/05/2025
14/04/2025 15/04/2025 05/05/2025 12/05/2025 19/05/2025 26/05/2025 12/06/2025
19/05/2025 20/05/2025 09/06/2025 16/06/2025 23/06/2025 30/06/2025 17/07/2025
14/07/2025 15/07/2025 04/08/2025 11/08/2025 18/08/2025 25/08/2025 11/09/2025
11/08/2025 12/08/2025 01/09/2025 08/09/2025 15/09/2025 22/09/2025 09/10/2025
08/09/2025 09/09/2025 29/09/2025 06/10/2025 13/10/2025 20/10/2025 06/11/2025
06/10/2025 07/10/2025 27/10/2025 03/11/2025 10/11/2025 17/11/2025 04/12/2025
17/11/2025 18/11/2025 08/12/2025 15/12/2025 22/12/2025 29/12/2025 15/01/2026
15/12/2025 16/12/2025 05/01/2026 12/01/2026 19/01/2026 26/01/2026 12/02/2026
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Submission date Start

2026

12/01/2026
16/02/2026
23/03/2026
20/04/2026
18/05/2026
13/07/2026
10/08/2026
07/09/2026
05/10/2026

13/01/2026
17/02/2026
24/03/2026
21/04/2026
19/05/2026
14/07/2026
11/08/2026
08/09/2026
06/10/2026

Rapporteurs’ AR Co-rapporteur’'s CVMP comments Rapporteurs’

02/02/2026
09/03/2026
13/04/2026
11/05/2026
08/06/2026
03/08/2026
31/08/2026
28/09/2026
26/10/2026

comments

09/02/2026
16/03/2026
20/04/2026
18/05/2026
15/06/2026
10/08/2026
07/09/2026
05/10/2026
02/11/2026

16/02/2026
23/03/2026
27/04/2026
25/05/2026
22/06/2026
17/08/2026
14/09/2026
12/10/2026
09/11/2026

revised AR

23/02/2026
30/03/2026
04/05/2026
01/06/2026
29/06/2026
24/08/2026
21/09/2026
19/10/2026
16/11/2026

Adoption of

certificate

12/03/2026
16/04/2026
21/05/2026
18/06/2026
16/07/2026
10/09/2026
08/10/2026
05/11/2026
03/12/2026
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