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- CHMP scientific committee

- Max. 210 days to Opinion

- Single Marketing authorisation valid 

across EU:

- 1 (invented) name

- 1 common SPC, PL and label 

- 22 languages (+IS/NO) 

- 1 legal status

- 27 Member States

- Access to ~ 495 million users

Creation of EMEAé 

CHMPé and NRG
Regulation (EC) No 

726/2004
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The European Regulatory Environment 

changed dramatically since 1995 é

1995 2000 2003 2004 2005 2006 2007

EMEA 

Centralised 

Procedure

Mutual 

Recognition 

Procedure

Orphan 

Drugs 

Regulation

Annex I

(to Directive 

2001/83/EC)

(CTD)

New 

Legislation 

Title IV of 

Reg. 726/04 

immediate

New 

Legislation

fully into force

Incl. access 

to non-Rx

Legislation on 

Paediatrics

Legislation on 

Advanced 

Therapy

Enlargement

(to 15 MS)

Enlargement

(CY, CZ, EE, 

HU, LT, LV, MT, 

PL, SI, SK)

Enlargement

(BG & RO)

1995:

Invented 

Names 

reviewed by 

the CHMP 

during the 

plenary 

meeting

1998:

IN Guideline

1999:

CHMP Satellite 

"Trade name 

Review Ad Hoc 

Group" (TRAHG)

IN Guideline Rev 01

2002:

IN Guideline 

Rev 03

2005:

IN Guideline Rev 04

Change to ñinvented 

Name Review Groupò 

(NRG)

2008:

IN 

Guideline 

Rev 05

2008

2000:

IN 

Guideline 

Rev 02
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Objective of NRG review
ñGuideline on acceptability of names for human medicinal 

products processed through the Centralised procedureò

Protection of public health by   
avoiding potential confusion with 
names based on objective criteria:

Â Safety concerns

Â INN/INN stem concerns

Â Other public health concerns

Â Product specific concerns

Different objective from Trade mark 
registration process :

Â Obtain legal protection for 
registered sign (name, logo, é) 

Â Distinguish goods/services from 
one trader to another

Â Legally enforceable

http://www.emea.europa.eu/pdfs/human/regaffair/032898en.pdf
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Potential confusion in Print, Speech and/or handwriting


