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Background

The EU regulatory 

network is under 

pressure:

• Difficulties finding 

rapporteur teams

• Scientific Advice delays

• Improve efficiency

• Streamline processes

• Simplify templates

• Better guidance for 

assessors

• Closer dialogue with 

applicants

• Better submission 

predictability

• Leaner processes

• Better quality of 

dossiers at submission

• Shorter clock-stops

• Shorter approval times
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H2 2022 H1 2023 H2 2023 H1 2024 H2 2024 H1 2025 H2 2025

Network Capacity Monitoring

Templates and processes

Training

Projects

Network capacity project

GIREX

Focus group on submission predictability

Focus group on streamlining LoQ

Pre-submission interaction revamp project

Benefit/Risk Project

EMA/HMA Strategic Resource oversight group

EMA/NCA Operational resource planning group

CHMP AR Revamp Project
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Q1 2022 Q2 2022 Q3 2022 Q4 2022 Q1 2023 Q2 2023 Q3 2023 Q4 2023 Q1 2024 Q2 2024

Network Capacity Monitoring

Templates and processes

Training

Achievements/milestones

Network capacity project report to Tactical group

Kick-off GIREX project

Kick-off Focus group on submission predictability

Kick-off Focus group on streamlining LoQ

Kick-off Pre-submission interaction revamp project

B/R trainings for PLs

Kick-off EMA/HMA tactical group on resourcing

Kick-off EMA/NCA resource oversight group

Kick-off CHMP AR Revamp Project

Kick-off network capacity project

Template for response to LoQ

Pilot with Applicant pre-fill

New template for clock-stop extension request

Workbook adopted by CHMP Assessor training

Annex to LoID80 non-clin and clin templates

Automated email – submission plans

Simplified MNAT bidding process

Report #1 Report #2 Report #3 Report #4 Final report publication
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Selected updates
- GIREX

- Response template

- Submission predictability workshop

- PPD redaction
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GIREX (Group for Internal Rules for EXtensions of clock-stops)

The length of approval timelines 

in the EU is often criticized. In 

2022 the average time of clock 

stops exceeded the average time 

of assessment.

Source: EMA 2023 Annual Report
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GIREX (Group for Internal Rules for EXtensions of clock-stops)

2012 (n=57) 2019 (n=66) 2022 (n=92)
D 120

<3 months 35 (62%) 36 (55%) 49 (53%)

3-6 months 19 (33%) 24 (36%) 25 (27%)

>6 months 3 (5%) 6 (9%) 18 (20%)

D 180

<1 month 36 (63%) 30 (46%) 32 (35%)

1-2 months 16 (28%) 22 (33%) 39 (42%)

>2 months 5 (9%) 14 (21%) 21 (23%)

+1 LoOI 15 (26%) 26 (39%) 22 (24%)

+2 LoOIs 1 (<2%) 8 (12%) 5 (5%)

+3 LoOIs 0 2 (<1%) 1 (<1%)

In October 2023, 

CHMP reviewed the 

latest trends on 

extensions of clock 

stops and agreed to 

constitute a group to 

look at reducing them. 
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GIREX (Group for Internal Rules for EXtensions of clock-stops)

Reasons given for clock stop extension 

requests:

1) CHMP request for additional data (not known at time of 

submission)

2) Issues beyond control (COVID, political situations, 

inspections in China)

3) Need for inspection or SAG/AHEG

4) Lack of data, more time needed (issues known at the 

time of submission – i.e. immature dossier)
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Data from October 2021 to October 2023
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GIREX (Group for Internal Rules for EXtensions of clock-stops)

Since 1st April, all applicants are 

asked to complete a dedicated 

template for the request of 

extension of clock stops.

Any requests need to be very 

well justified.



Classified as public by the European Medicines Agency 

GIREX (Group for Internal Rules for EXtensions of clock-stops)

Starting July 2024, CHMP has 

agreed to revert to a much stricter 

application of the existing 2009 

guideline.
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GIREX (Group for Internal Rules for EXtensions of clock-stops)

Applicants must 

ensure that they are 

better prepared at 

submission. No 

extended clock stops 

for immature 

dossiers.

Applicants should be 

fully aware of 

relevant guidance 

ahead of submission 

(or ask for scientific 

advice in good time).

Clock stops needed 

to solve problems 

that were evident 

prior to submission 

will not be granted.
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Response template

Use of the EMA template for 

responses to questions will become 

mandatory by 1st September for all 

initial MA applications.

The use is strongly encouraged for all 

other applications types as well.
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Submission 
predictability workshop
Date TBD (September/October 2024)
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PPD redaction for PSUSA ARs
• As of January 2024, EMA is piloting the outsourcing of 
PPD redaction from PSUSA Assessment Reports

• The pilot is restricted only to nationally authorised 
products (PSUSAs) for the time being

• Post PPD redaction, the reports are checked for CCI by 
the Product Leads

• Two different styles of redaction may be present
• Might involve a small delay (max 24h) in the reports being 

shared
• Expect to be able to extend the pilot to all PSUR ARs 
and include CCI redaction after summer.


	Assuring the Network’s Sustainability
	Background
	Projects
	Achievements/milestones
	Slide Number 5
	GIREX (Group for Internal Rules for EXtensions of clock-stops)
	GIREX (Group for Internal Rules for EXtensions of clock-stops)
	GIREX (Group for Internal Rules for EXtensions of clock-stops)
	GIREX (Group for Internal Rules for EXtensions of clock-stops)
	GIREX (Group for Internal Rules for EXtensions of clock-stops)
	GIREX (Group for Internal Rules for EXtensions of clock-stops)
	Response template
	Submission predictability workshop
	PPD redaction for PSUSA ARs

