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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
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Regulation (EC) No Regulation (EC) No 
726/2004726/2004
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The European Regulatory Environment The European Regulatory Environment 
changed dramatically since 1995 changed dramatically since 1995 ……

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

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 “invented 
Name Review Group”
(NRG)

2008:

IN 
Guideline 
Rev 05

2008

2000:

IN 
Guideline 
Rev 02
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Objective of NRG reviewObjective of NRG review
““Guideline on acceptability of names for human medicinal Guideline on acceptability of names for human medicinal 
products processed through the products processed through the CentralisedCentralised procedureprocedure””

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

�� Safety concernsSafety concerns
�� INN/INN stem concernsINN/INN stem concerns
�� Other public health concernsOther public health concerns
�� Product specific concernsProduct specific concerns

Different objective from Trade mark Different objective from Trade mark ��
registration processregistration process ::

�� Obtain legal protection for Obtain legal protection for 
registered sign (name, logo, registered sign (name, logo, ……) ) 

�� Distinguish goods/services from Distinguish goods/services from 
one trader to anotherone trader to another

�� Legally enforceableLegally enforceable

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

84% NRG objectio
ns
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Proportion of objections Proportion of objections 
by 10 by 10 ‘‘NewNew’’ Member StatesMember States

(between May (between May ‘‘04 and Sep 04 and Sep ‘‘06)06)
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311 179
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Total objections

64%64%

58%58%

24%24%

22%22%
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Rx Rx CAPsCAPs with with ��a ca connotationonnotation’’
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vsvs Misleading connotation Misleading connotation 
therapeutic/pharmaceutical/compositiontherapeutic/pharmaceutical/composition
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NRG compositionNRG composition

9

Germanic

Romance

Baltic

Greek Semitic

Slavic

Uralic

Meeting participant
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Flow Chart

NRG ProcedureNRG Procedure
Checking invented namesChecking invented names

Submission 
IN 

request

consultation 
MS, WHO, EC

NRG

Discussion/
Outcome

Invented Name
ACCEPTANCE

Invented Name
REJECTION

Applicant/MAH
communication

CHMP
Adoption of 

NRG decisions
Submission 

IN 
justification

Discussion at 
following NRG 

meeting 

Week following 
CHMP adoption 

Fixed submission dates,
two slots for submission for each NRG 

meeting

CHMP adopts the 
conclusions at 

plenary meeting 
following the NRG 

meeting
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NRG NRG -- EFPIA Working Group EFPIA Working Group 
on Invented nameson Invented names

RationaleRationale
�� Facilitate dialogue on naming of medicines in the Facilitate dialogue on naming of medicines in the 

Centralised procedureCentralised procedure
�� Facilitate discussion on specific issues of mutual Facilitate discussion on specific issues of mutual 

importance to EFPIA and EMEAimportance to EFPIA and EMEA
�� 22--3 x/year3 x/year

Including:Including:
�� Qualifiers glossary (incl. paediatric)Qualifiers glossary (incl. paediatric)
�� Naming convention preNaming convention pre--pandemic vaccinespandemic vaccines
�� ……
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FINAL Guideline on FINAL Guideline on 
acceptability of names acceptability of names 

(CPMP/328/98 rev 5)(CPMP/328/98 rev 5)
-- Main Changes Main Changes --

Single name requirementSingle name requirement + exception relating to trade + exception relating to trade 
marks onlymarks only

Removal of Removal of ‘‘a prioria priori’’ restrictions not based on restrictions not based on 
public health argumentspublic health arguments
�� Use of qualifiers/abbreviationsUse of qualifiers/abbreviations
�� Naming of Fixed combinationsNaming of Fixed combinations

Extension of the scopeExtension of the scope of the Centralised of the Centralised 
procedureprocedure
Product specific concerns:Product specific concerns:
�� NonNon--prescription medicinal productsprescription medicinal products
�� Generic/hybrid/similar biological medicinal productsGeneric/hybrid/similar biological medicinal products



1313

Rx Rx CAPsCAPs with with ��qualifiersqualifiers��
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Removal Removal ‘‘a prioria priori’’ restrictionrestriction
Qualifiers and abbreviationsQualifiers and abbreviations

Section 2.3.1Section 2.3.1
The use of The use of qualifiers/abbreviationsqualifiers/abbreviations by by 
letters/numbers should in principle be letters/numbers should in principle be acceptable.acceptable.

NRG takes into account:NRG takes into account:
�� If qualifier provides further information on characteristics of If qualifier provides further information on characteristics of 

product or provides differentiation,product or provides differentiation, helpful to HCP/patient to helpful to HCP/patient to 
prescribe/select the MPprescribe/select the MP

�� Balance risks to public health in case of mixBalance risks to public health in case of mix--up due to up due to 
qualifier versus risk resulting from longer complex namesqualifier versus risk resulting from longer complex names

Single letters or numbers not recommended Single letters or numbers not recommended ––
potential confusion with strength and posologypotential confusion with strength and posology
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Rx Rx CAPsCAPs Fixed combinations Fixed combinations 
with reference to with reference to ��existingexisting�� brandbrand
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Removal Removal ‘‘a prioria priori’’ restrictionrestriction
Fixed combinationsFixed combinations

Section 2.3.4Section 2.3.4
The nameThe name should be sufficiently different from should be sufficiently different from 
individual active or other fixed combinationsindividual active or other fixed combinations

Insertion of whole name of individual active(s) not Insertion of whole name of individual active(s) not 
recommendedrecommended

NRG takes into account: (by analogy with NRG takes into account: (by analogy with ““qualifiersqualifiers””!)!)
�� If name provides further information on composition or If name provides further information on composition or 

provides differentiation, helpful to HCP/patient to provides differentiation, helpful to HCP/patient to 
prescribe/select the MPprescribe/select the MP

�� Balance risks to public health in case of mixBalance risks to public health in case of mix--up due to up due to 
““qualificationqualification”” versus risk resulting from longer complex versus risk resulting from longer complex 
namesnames
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Main challengesMain challenges
Qualifiers/Abbreviations:Qualifiers/Abbreviations:

�� Limitation of what can be conveyedLimitation of what can be conveyed
�� Not understandable across EUNot understandable across EU
�� Misleading therapeutic and/or Misleading therapeutic and/or 

pharmaceutical connotation?pharmaceutical connotation?
�� Potentially confusingPotentially confusing

Fixed combination Fixed combination -- Inclusion of part of Inclusion of part of 
the (invented) or Active substance namethe (invented) or Active substance name

�� Insufficient difference compared to Insufficient difference compared to 
Invented name of individual Invented name of individual active(sactive(s))

�� Derived from common name of individual Derived from common name of individual 
active(sactive(s))

�� More common in certain therapeutic areas More common in certain therapeutic areas 
(e.g. insulins, cardiovascular)(e.g. insulins, cardiovascular)

�� Selection in computer listings? Omission Selection in computer listings? Omission 
by HCP? Harm analysis?by HCP? Harm analysis?

�� If If ““risk to public healthrisk to public health”” identified identified 
justification neededjustification needed
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Overall Invented Name ReviewOverall Invented Name Review
Outcome (per year)Outcome (per year)

63%

37%

54%

46%

70%

30%

67%

33%

63%

34%

51%

49%

52%

48%

53%

47%

57%

43%
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FOLLOWFOLLOW--UP REQUESTS: UP REQUESTS: 
Acceptability rate (%) after justification Acceptability rate (%) after justification 

received from companies (per year)received from companies (per year)
IN Guideline Rev.5

22%

78%

42%

58%

36%

54%

32%

68%
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IN Guideline Rev.3
Accession 
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IN Guideline Rev.4
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NRG Objections NRG Objections –– StatisticsStatistics
20082008

534534Total objectionsTotal objections

0.19%0.19%Similarity between name of individual active substance and fixedSimilarity between name of individual active substance and fixed
combinations and/or between fixed combinationscombinations and/or between fixed combinations

00Appears offensive or has a bad connotationAppears offensive or has a bad connotation

2.81%2.81%Inclusion of INN stemInclusion of INN stem

5.05%5.05%Unacceptable qualifiersUnacceptable qualifiers

CRITERION OTHER PUBLIC HEALTH CONCERNSCRITERION OTHER PUBLIC HEALTH CONCERNS

2.62%2.62%Similarity with INNSimilarity with INN

3.56%3.56%Conveys a promotional messageConveys a promotional message

CRITERION INN CONCERNSCRITERION INN CONCERNS

0. 75%0. 75%Misleading with respect to compositionMisleading with respect to composition

00

1.50%1.50%

83.52%83.52%

20082008

Conveys misleading therapeutic/pharmaceutical connotationsConveys misleading therapeutic/pharmaceutical connotations

Similarity between name of Similarity between name of prodrugprodrug and relative active substanceand relative active substance

Similarity with other invented namesSimilarity with other invented names

CRITERION SAFETY CONCERNSCRITERION SAFETY CONCERNS

Note: Several objections possible for a single proposed invented name
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NRG Objections NRG Objections –– StatisticsStatistics
2002 2002 -- 20062006

1.54%1.54%N/AN/AN/AN/AProdrugProdrug: IN should be different from IN of original AS: IN should be different from IN of original AS

5.78%5.78%17.29%17.29%4.71%4.71%Conveys promotional/ misleading message re. use of Conveys promotional/ misleading message re. use of 
productproduct

276276

8.70%8.70%

23.55%23.55%

63.04%63.04%

Until 31.01.02Until 31.01.02

2.31%2.31%13.05%13.05%Similarity with INN/ includes INN stemsSimilarity with INN/ includes INN stems

519519613613Total objectionsTotal objections

23.50%23.50%24.31%24.31%More than one word; use of letters/ numbers, More than one word; use of letters/ numbers, 
abbr./suffix with no established meaningabbr./suffix with no established meaning

66.87%66.87%45.35%45.35%Similarity with existing invented nameSimilarity with existing invented name

01.05.05 01.05.05 
to to 

31.07.0631.07.06

01.02.02 to 01.02.02 to 
30.04.0530.04.05

Note: Several objections possible for a single proposed invented
name
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� Continue to provide effective and timely outcome 
of CHMP/NRG decisions to MA Applicants/MAH

� Develop further IT Tools with MSs to facilitate 
and exchange review

� Transparency of decisions taken – respecting 
confidentiality

� Medication errors  - Pro-active system to be 
elaborated  with all Stake Holders 

� Develop/increase collaboration with Regulatory 
Authorities (e.g. FDA) and Interested parties

FutureFuture developmentdevelopment andand challengeschallenges
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Thank you very much!!!
Zaïde Frias

Chair of the NRG

Scientific Administrator

+44 (0) 207 523 7019 

Fax: +44 (0) 20 7523 7051
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7, Westferry Circus
Canary Wharf

London E14 4HB
United Kingdom

www.emea.europa.eu

Which one
Is mine?


