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Better regulation

Review project launched in 2006 „Better Regulation“

Simplification of the regulatory environment for the benefit of 
European Businesses and CitizensProgress

Objectives:

- Clearer, Simpler, more flexible
- Reduce administrative burden
- Adapt to ICH concepts
- Further harmonise

To guarantee the same level of public and 
animal health protection
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Wo finde ich die Information?
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Update – Variation Reg.
- steps carried out (1)

• 20 October 2006 – Commission released a Consultation
paper – outlining key items for possible improvements

– Deadline for comments – end 2006

• Consultation on the extension of the legal basis of the
Var. Reg. - summer 2007: 

– Deadline for comments – Sept. 07

• 24 October 07 – publication of a proposal for the Var. 
Reg. + public consultation paper

– For comments to all stakeholders (Industry + Authorities) until
4 January 2008
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Update – Variation Reg.
- steps carried out (2)

• 19 March 2008 – new proposal for Var Reg – including
the comments received during the consultation phase
– 3 April 08 – Standing Committee

• New version to be elaborated – including the
comments received during the Standing Committee
meeting
– 2 June 2008 – Standing Committee

– 10 June 2008 – Stand. Com. – adoption

• Parlamentary scrutiny process – comments until end of 
Sept 2008

• Nov 2008 – publication (not including nat. procedures)
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EC/1234/2008
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Next Steps & Timing
3-steps approach

2008 2009 2010 2011

Adoption
EC proposal

Co-decision

EC adoption
(MRP/CP 

only)

Transitional
period

Transitional
period

Application of 
the new rules

(MRP/CP only)
Fully

harmonised
system 
applies

Inclusion of 
purely national 

variations
(3rd step comitology

proposal)

New legal basis 
applies BUT no 
change until EC 

has exercised
its new power

Codecision

Comitology

1

2

3

Acknowledgement Nicolas Rossignol (EC)
Dir.

Reg.
1234/2008

Postponed from 12 to 18 months
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Development of the new Var Reg

Reg
1085/2003
(CP)

Reg
1085/2003
(CP)

Reg
1084/2003
(MPR) New Reg

1234/2008
(MRP,CP)

New Reg
1234/2008
(MRP,CP)

New Reg
??/2010?
(MRP,CP & 
national)

New Reg
??/2010?
(MRP,CP & 
national)

Nat. 
AMG

Nat. 
AMG

Dir 
2001/83

Dir 
2001/83 UpdateUpdate

Spezial provisions possible for old products

Classification
Guidelines

Procedural
Guideline

+
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Amendments to Dir.2001/83/EC 
& Dir. 2001/82/EC

Article 2 - The following Article 23b is inserted:

• 4. A MS may continue to apply national provisions on variations 
applicable at the time of entry into force of this implementing 
regulation to MAs granted before 1 January 1998 to MPs 
authorised only in that MS. Where a MP subject to national provisions 
in accordance with this Article is subsequently granted a MA in 
another MS, the implementing regulation shall apply to that MP from 
that date (MRP).

• 5. Where a MS decides to continue to apply national provisions 
pursuant to the previous paragraph, it shall notify the Commission 
thereof. If a notification has not been made by [date of transposition 
of amending directive], the implementing regulation shall apply."
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Harmonisation – what
does it mean in AT?

In AT – we loose our independent national 
Variation-System for MA(§ 24 AMG) 

It will stay for registration procedures
Update?

EU classification of variations & time lines
One common template
New national Fee Regulation 

3
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Amendments to the Reg

• Review and rewording of the definitions of all categories of 
variation

• Classification guideline

• Type IB by default
• Procedure for unclassified variations – Art 5

• „Do & Tell“ procedure IA
• Annual reporting system
• IA requiring immediate notification

• Grouping of variations
• Defined in Annex III

• Worksharing procedure
• Disagreement among MSs

• Discussion at the CMD
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Definition

Variation – any amendment to the content of the MA 
dossier

• Type IA Minor variation
• minimal or no impact on Q/S/E

• Type II Major variation
• may have significant impact on Q/S/E – has to be assessed

• Extension variation listed in Annex I of the Reg
• New strength, new pharm. form

• Type IB Minor variation
• neither Type IA, Type II or extension
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Classification

• Type IA and Type II pre-defined in Annex II
+ Commission classification guideline

• Extension pre-defined in Annex I
• Unlisted variation

– Type IB by default, with the option
• MAH to submit as Type II
• NCA to require Type II
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Unlisted Variations
Art. 5 procedure

• Art 5 procedure provides recommendation for the
classification of „unforeseen variations“

• 45 days procedure, specific application form, specific
submission dates

• Coordination:

– CAPs by the EMEA

– National MA by the CMD

Basis for the periodic review of the guideline and Annex II
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Implementation of the
ICH-concept

• Design space

– Annex II – Classification of variations

– The following variations shall be classified as major
variations of type II:

• Variation related to the introduction of a new
design space or the extension of an approved
one

• Where the design space has been developed in 
accordance with the relevant European and 
international scientific guidelines.
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ICH activity

• Continuous improvement of manufacture:

– ICH Q8, Q9, Q10:

• Modern tools (risk management, quality systems) 
– facilitate continuous improvement

– ICH work is still ongoing

• Implementation at this stage not fully clear, but

• Further flexibility to manufacturers, who have
undertaken efforts to put this tools in place.
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COM Guidelines
EC 1234/2008, Art. 4

Article 4
Guidelines

1. The Commission shall, after consulting the Member States, the
Agency and interested parties, draw up:

(a) guidelines on the details of the various categories of

variations;

(b) guidelines on the operation of the procedures laid down in Chapters
II, III and IV of this Regulation as well as on the
documentation
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EC 1234/2008
Documents to be revised

• Commission documents – NTA
– Vol 2A, Chapter 5 „Variations“

• procedural guideline
– Vol 2B 

• electronic application form for variations
– Vol 2C 

• application form for variations
• Guideline on dossier requirements for Type IA & IB 

- Classification guideline
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Guideline for handling
variations

Var Reg 1234/2008 effective 1 January 2010
• Commission Guideline: 

– high-level EU procedural guideline Annex
• Additional:

– EMEA: „Post-Authorisation Procedural Guidance“
– CMD: Best Practise Guide

MAH – to inform RMS/EMEA of upcoming post-
authorisation submissions for the following 6-12 months
(pre-submission meeting can be organised)



24

Erstellt: Christa Wirthumer-Hoche

Consequences for eCTD

• Electronic application form will be revised
• eVAF

• Solution for eCTD has to be sought
• Update of the BPG „eCTD in MRP/DCP“
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Fragen?

Danke!
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