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Therapeutic areas Department
[bookmark: DocTitle]PMF Timetable: (60-day) – Period 2024-2026
Note: Important additional information and abbreviations (e.g. PER) on the use of the timetable are included at the end of this document
	Ref.
	[bookmark: RANGE!A1:H60]Sub-mission 
	Start/or
Response 30d clock stop
	PER
	BWP 
comments
 
	TC
	UER
	BWP
	CHMP

	PMF60d57
	03/07/2026
	19/07/2026
	17/08/2026
	24/08/2026
	27/08/2026
	31/08/2026
	09/09/2026
	17/09/2026

	PMF60d58
	31/07/2026
	16/08/2026
	14/09/2026
	21/09/2026
	24/09/2026
	28/09/2026
	07/10/2026
	15/10/2026

	PMF60d59
	28/08/2026
	13/09/2026
	12/10/2026
	19/10/2026
	22/10/2026
	26/10/2026
	04/11/2026
	12/11/2026

	PMF60d60
	25/09/2026
	11/10/2026
	09/11/2026
	16/11/2026
	19/11/2026
	23/11/2026
	02/12/2026
	10/12/2026


PMF Timetable: (60-day) – Period 2027-2028
Note: Important additional information and abbreviations (e.g. PER) on the use of the timetable are included at the end of this document
	Ref.
	Sub-mission
	Start/or
Response 30d clock stop
	PER
	BWP 
comments
 
	TC
	UER
	BWP
	CHMP

	
	
	
	
	
	
	
	
	



	PMF60d61
	13/11/2026
	29/11/2026
	17/12/2026
	05/01/2027
	07/01/2027
	11/01/2027
	20/01/2027
	28/01/2027

	PMF60d62
	11/12/2026
	27/12/2026
	25/01/2027
	01/02/2027
	04/02/2027
	08/02/2027
	17/02/2027
	25/02/2027

	PMF60d63
	16/01/2027
	01/02/2027
	02/03/2027
	09/03/2027
	12/03/2027
	16/03/2027
	25/03/2027
	02/04/2027

	PMF60d64
	13/02/2027
	01/03/2027
	30/03/2027
	06/04/2027
	09/04/2027
	13/04/2027
	22/04/2027
	30/04/2027

	PMF60d65
	12/03/2027
	28/03/2027
	26/04/2027
	03/05/2027
	13/05/2027
	10/05/2027
	19/05/2027
	27/05/2027

	PMF60d66
	09/04/2027
	25/04/2027
	24/05/2027
	31/05/2027
	03/06/2027
	07/06/2027
	16/06/2027
	24/06/2027

	PMF60d67
	07/05/2027
	23/05/2027
	21/06/2027
	28/06/2027
	01/07/2027
	05/07/2027
	14/07/2027
	22/07/2027

	PMF60d68
	N/A
	N/A
	N/A
	N/A
	N/A
	N/A
	N/A
	N/A

	PMF60d69
	30/06/2027
	16/07/2027
	14/08/2027
	21/08/2027
	24/08/2027
	28/08/2027
	06/09/2027
	14/09/2027

	PMF60d70
	28/07/2027
	13/08/2027
	11/09/2027
	18/09/2027
	21/09/2027
	25/09/2027
	04/10/2027
	12/10/2027

	PMF60d71
	25/08/2027
	10/09/2027
	09/10/2027
	16/10/2027
	19/10/2027
	23/10/2027
	01/11/2027
	09/11/2027

	PMF60d72
	29/09/2027
	15/10/2027
	13/11/2027
	20/11/2027
	23/11/2027
	27/11/2027
	06/12/2027
	14/12/2027

	PMF60d73
	12/11/2027
	28/11/2027
	16/12/2027
	20/12/2027
	06/01/2028
	10/01/2028
	19/01/2028
	27/01/2028

	PMF60d74
	10/12/2027
	26/12/2027
	24/01/2028
	31/01/2028
	03/02/2028
	07/02/2028
	16/02/2028
	24/02/2028

	PMF60d75
	07/01/2028
	23/01/2028
	21/02/2028
	28/02/2028
	02/03/2028
	06/03/2028
	15/03/2028
	23/03/2028

	PMF60d76
	05/02/2028
	21/02/2028
	21/03/2028
	28/03/2028
	31/03/2028
	04/04/2028
	13/04/2028
	21/04/2028

	PMF60d77
	03/03/2028
	19/03/2028
	17/04/2028
	24/04/2028
	27/04/2028
	01/05/2028
	10/05/2028
	18/05/2028

	PMF60d78
	07/04/2028
	23/04/2028
	22/05/2028
	29/05/2028
	01/06/2028
	05/06/2028
	14/06/2028
	22/06/2028

	PMF60d79
	05/05/2028
	21/05/2028
	19/06/2028
	26/06/2028
	29/06/2028
	03/07/2028
	12/07/2028
	20/07/2028

	PMF60d80
	N/A
	N/A
	N/A
	N/A
	N/A
	N/A
	N/A
	N/A

	PMF60d81
	30/06/2028
	16/07/2028
	14/08/2028
	21/08/2028
	24/08/2028
	28/08/2028
	06/09/2028
	14/09/2028

	PMF60d82
	28/07/2028
	13/08/2028
	11/09/2028
	18/09/2028
	21/09/2028
	25/09/2028
	04/10/2028
	12/10/2028

	PMF60d83
	25/08/2028
	10/09/2028
	09/10/2028
	16/10/2028
	19/10/2028
	23/10/2028
	01/11/2028
	09/11/2028

	PMF60d84
	29/09/2028
	15/10/2028
	13/11/2028
	20/11/2028
	23/11/2028
	27/11/2028
	06/12/2028
	14/12/2028







*Highlighted fields are subject to change
Important additional information on use of the timetable:
Interim dates/milestones such as BWP Comments, UER, TC and BWP are not made available to applicant during the procedure; however, they are reflected in the final ER as adopted during the relevant CHMP meeting/date. The adopted CHMP ER will be sent to the Applicant/PMF Holder.
Abbreviation/Notes
PER (Preliminary Evaluation Report). This is circulated to the Applicants. 
This report sets out only the preliminary conclusions of the Coordinator. This report in no way binds the BWP/CHMP and is sent at this point for information only.
TC (Teleconference) – TC dates will be confirmed in writing to experts. 
TC takes place with Coordinators and the European Medicines Agency staff to discuss the evaluation and critically analyse the different objections/concerns raised in the Coordinators’ ER and BWP comments.
UER (Updated Evaluation Report)
BWP (Biologics Working Party) – Takes place the week previous to CHMP
CHMP (Committee for Proprietary Medicinal Products)
For BWP/CHMP precise dates in the month see the relevant page on the European Medicines Agency website.



Guidance on PER and responses:

* Whenever the PER (i.e. draft ER) recommends a List of Questions, the PreER should be considered for information only and the PMF-H should wait until its CHMP adoption, i.e. no interim responses can be submitted prior to the CHMP Adoption (unless if ER’s recommendation changes during the PMF comment phase or Teleconference from List of Question to interim clarifications on UER). 

[bookmark: _Toc76376630][bookmark: _Toc76376114][bookmark: _Toc76376309][bookmark: _Toc76376349][bookmark: _Toc76376383][bookmark: _Toc76376631][bookmark: _Toc76376115][bookmark: _Toc76376310][bookmark: _Toc76376350][bookmark: _Toc76376384][bookmark: _Toc76376632][bookmark: _Toc76376116][bookmark: _Toc76376311][bookmark: _Toc76376351][bookmark: _Toc76376385][bookmark: _Toc76376633][bookmark: _Toc76376117][bookmark: _Toc76376312][bookmark: _Toc76376352][bookmark: _Toc76376386][bookmark: _Toc76376634][bookmark: _Toc76376118][bookmark: _Toc76376313][bookmark: _Toc76376353][bookmark: _Toc76376387][bookmark: _Toc76376635][bookmark: _Toc76376119][bookmark: _Toc76376314][bookmark: _Toc76376354][bookmark: _Toc76376388][bookmark: _Toc76376636][bookmark: _Toc76376120][bookmark: _Toc76376315][bookmark: _Toc76376355][bookmark: _Toc76376389][bookmark: _Toc76376637][bookmark: _Toc76376121][bookmark: _Toc76376316][bookmark: _Toc76376356][bookmark: _Toc76376390][bookmark: _Toc76376638][bookmark: _Toc76376122][bookmark: _Toc76376317][bookmark: _Toc76376357][bookmark: _Toc76376391][bookmark: _Toc76376639][bookmark: _Toc76376123][bookmark: _Toc76376318][bookmark: _Toc76376358][bookmark: _Toc76376392][bookmark: _Toc76376640][bookmark: _Toc76376124][bookmark: _Toc76376319][bookmark: _Toc76376359][bookmark: _Toc76376393][bookmark: _Toc76376641][bookmark: _Toc76376126][bookmark: _Toc76376321][bookmark: _Toc76376361][bookmark: _Toc76376395][bookmark: _Toc76376643][bookmark: _Toc76376127][bookmark: _Toc76376322][bookmark: _Toc76376362][bookmark: _Toc76376396][bookmark: _Toc76376644][bookmark: _Toc76376128][bookmark: _Toc76376323][bookmark: _Toc76376363][bookmark: _Toc76376397][bookmark: _Toc76376645]** Whenever the draft ER raises issues that only need clarification and not assessment (interim clarifications selected), the PMF-H clarification can be provided at the latest by the BWP comments deadline, with the aim to expedite the PMF certification without a List of Questions. If clarification is is not timely submitted, not resolved or additional comments are raised during the PMF comment phase or Teleconference, the full List of Questions will remain to be resolved.


A standard clock-stop of 1 month will apply and responses should be submitted in accordance with the timetables published on the EMA website (https://www.ema.europa.eu/en/human-regulatory/research-development/non-pharmaceutical-products/plasma-master-file/plasma-master-file-pmf-submissions). For 30d clock stop responses submission date, please refer to column “Start/ or response 30d clock stop” stating the latest date for 30d clock submission. 
If the PMF-H considers the need for a longer or immediate response timetable, the date proposal together with the response TT reference proposal should send with a justification to the PMF EMA contacts as soon as possible, after the receipt of the Update ER.
Immediate responses (i.e. Monday/Tuesday after CHMP) can only be submitted whenever the coordinator has previously ticked 30d assessment and only when coordinator considered that the questions raised require minor assessment and a short 30d TT assessment.

	

	Official address  Domenico Scarlattilaan 6  ●  1083 HS Amsterdam  ●  The Netherlands
	
 An agency of the European Union      [image: EU Logo]

	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
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