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REVAMP programme

- WORD versions 
of key documents 
in eCTD Working 
Documents folder
- Response 
template

- New D80 clinical 
and non-clinical 
reports used by 
Assessors

- Completed iMAA 
CHMP 
AR/Overview 
template
- Completed D80 
quality report 
templates

- Move to co-
authoring on 
SharePoint 
between Rapp 
teams (after D82)
- Include quality 
templates in co-
authoring pilot

- Extension 
application 
template updated 
in line w/ iMAA
overview

end 2022

Oct 2023

end 2024

Jan 2025

Throughout, collaboration with 
CHMP, CAT, PRAC, industry & 
internal EMA stakeholders

(co-authoring) Pilot with industry completed
- Applicant completes D80 clinical and non-clinical reports
Enhanced PI review process

Nov 2023 => Jun 2026

Mar 2025

July 2025

 EoI template 
 Generic, hybrid & 

well-established 
use =>  enhanced 
template (with 

 IRIS)

- Quality reports 
revamped
- (Updated)overview

Upcoming



PI evolutionary process

Rationale 

- No defined process for the review of product 
information 

- Several versions circulated (D10, Rap and co-
raps) needed to be consolidated

- No uniform way (applicant and assessors) on how 
to reflect and respond to feedback 

- Call for earlier focus on the product information 
(especially SmPC)

REVAMP PI focus group formed

EMA Labelling, EMA Therapeutic 
areas, CHMP members and Other 
NCA representatives. 
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‘Evolutionary’ PI process

- Only 1 ‘MASTER’ version updated @ each key milestone (D10, D121, 
D181)

- Harmonised way of commenting for all (Agency and applicants) combining :
- Balloons/comment boxes and tracked changes for self-standing comments

- Text boxes for significant comments

- Cross-reference to list of questions/outstanding issues for responses 
requiring extensive response/data (no duplication between documents)

- Applicant’s responses follow the same format and justify non-
implementation of feedback in the ANNOTATED version

- No separate justification document should be submitted. 

Endorsed by CHMP 
in January 2026

Implemented for 
procedures starting 
on May 27th or 
restarting in May 
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Tracked changes 
for editorial 

matters

‘comments’: 1. 
for small 

changes or 2. to 
communicate 
btn parties

X-ref to Q 
for 

extensive 
aspects
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‘Boxes’ for aspects requiring some 
justification (EMA, Rap, co-Raps, 
now with applicant’s response)

NB: important to include the 
‘originator’ of the comments.



Guidance in response 
template

https://www.ema.europa.eu/system/files/documents/template-form/template-response-loq-loi-en.docx
https://www.ema.europa.eu/system/files/documents/template-form/template-response-loq-loi-en.docx


Upcoming updates to 
the REVAMP template 
for initials (with IRIS)
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Upcoming 
‘REVAMP’ 

updates to 
templates

Targeted sections for generic/hybrid 
/well-established use

Updated guidance for the CMA/MA under EC 
section 

Shortened & refined guidance 

Format optimized (e.g. use of captions, for 
tables/figures/questions,  fixed styles)



Upcoming update – Well-established use

IRIS automation planned: only 
appears for WEU



Upcoming update – Generics and hybrids

IRIS automation planned 
based on legal basis

- Introduction of a new section for assessment 
of BE replacing B/R section (= biosimilars)

- Inclusion of specific guidance and wording 
relevant for generics/hybrids

- Adjustment of other sections equally 
relevant for generic/hybrids (e.g. aspects of 
development merged with product 
development, non-clinical aspects, new 
section for generic/hybrids 



Upcoming update – CMA and MAUEC sections

• No structural change to the REVAMP template, i.e. current standalone sections 
maintained (applicant’s, rationale, conclusion).

• Updated points to consider incorporated as guidance (= assessment aid).

• Re-focus on uncertainties leading to non-comprehensiveness, i.e. why data are 
deemed non-comprehensive and how they are being addressed.
=> Section title updated to ‘discussion on non-comprehensiveness’ and standard 
wording as follows: 



• Executive summary

• User testing section 
(separate report)

• Repeated sections for 
questions 

• ‘Co-rapporteur’ effects table

• Reason for quality questions

• Separate SmPC 
justification section 

• General instructions moved 
to internal manuals

Other updates

13

MODIFIED REMOVED

• Recommendations moved 
to the end of the report 
(filled in by EMA at opinion)

• B/R guidance text 
condensed to 3-4 bullet 
points & duplication 
removed

• Format of effects table (refs 
column removed)

• ADR and RMP (final) 
outcome introduced 

• How to capture key 
remaining uncertainties:

◦ ‘Which’ in the 
‘uncertainties and 
limitations’ sections

◦ ‘How’ (mitigation) in the 
importance and/or balance 
sections.

CLARIFIED



Upcoming REVAMP 
template for extension of 
indication (end of Q2-26)
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Key features of the EoI template

• No change to the case and procedural management (IRIS)

• ‘Evolutionary’ template developed in line with the REVAMP 
template for initials & and extension applications
◦ Formatting and content guidance

◦ Assessment of questions managed in separate reports

• Flexibility maintained for quality and nonclinical 
=> ‘light’ Type II template approach 

• New guidance for paediatric ‘extrapolation’ approaches
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Thank you

Follow us

caroline.pothet@ema.europa.eu

https://www.linkedin.com/company/european-medicines-agency/
https://www.youtube.com/user/emainfo
https://www.instagram.com/onehealth_eu/
https://bsky.app/profile/ema.europa.eu
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