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•• Introduction and scope of WorkshopIntroduction and scope of Workshop
•• NRG Checking procedureNRG Checking procedure
•• Criteria addressing safety concernsCriteria addressing safety concerns
•• Criteria addressing INN/INN stem concernsCriteria addressing INN/INN stem concerns
•• Criteria addressing other public health Criteria addressing other public health 

concernsconcerns
•• TransparencyTransparency
•• Invented name and enlargementInvented name and enlargement

Topics
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1 – Introduction and scope
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Purpose of 
NRG/EFPIA Workshop

Exchange of information to:Exchange of information to:
Improve predictability of NRG outcomeImprove predictability of NRG outcome
Provide recommendations to Industry to Provide recommendations to Industry to 
improve overall efficiency of processimprove overall efficiency of process
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2 – NRG procedure for checking 

proposed invented names
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Flow ChartFlow Chart

NRG Procedure 
Checking invented names

Submission Submission 
IN IN 

requestrequest

consultation consultation 
MS, WHO, EC MS, WHO, EC 

NRGNRG

Discussion/Discussion/

OutcomeOutcome

Invented NameInvented Name
ACCEPTANCEACCEPTANCE

Invented NameInvented Name
REJECTIONREJECTION

Applicant/MAHApplicant/MAH
communicationcommunication

CHMPCHMP
Adoption of Adoption of 
NRG TODNRG TOD
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SUBMISSION of Invented namesSUBMISSION of Invented names

UpUp to to 44
invented invented 

names NEWnames NEW

Preferably 4 Preferably 4 -- 6 6 
months prior months prior 
MAA (MAA (max 12max 12

months before)months before)

Submission Submission 
datesdates
published published 
(no August (no August 
NRG NRG 
meeting)meeting)

Intended Intended 
multiple multiple 

applicationsapplications
ifif applicableapplicable

NRG Procedure 
checking invented names

Invented name Invented name 
request formrequest form
NRG@emea.eu.intNRG@emea.eu.int

mailto:NRG@emea.eu.int
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Recommendations

Companies to avoid:Companies to avoid:
•• Submission of (three) very similar names in Submission of (three) very similar names in 

terms of print, speech and handwritingterms of print, speech and handwriting
•• Submission of (three) invented names deviating Submission of (three) invented names deviating 

from the same criterion (e.g. use of qualifier from the same criterion (e.g. use of qualifier 
‘‘XRSXRS’’))

These can be These can be submitted as new invented submitted as new invented 
name(s) in parallelname(s) in parallel with a justification of the with a justification of the 
originally proposed invented nameoriginally proposed invented name
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Submission dates for proposed invented names
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REQUEST FORM – Proposed invented name(s)
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REQUEST FORM – Proposed invented name(s)
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REQUEST FORM – Proposed invented name(s)
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CONSULTATION CONSULTATION 
with Member States,  WHO, ECwith Member States,  WHO, EC

NRG Procedure 
Checking invented names

Proposed invented name and Proposed invented name and 
background doc sent to NRG background doc sent to NRG 
contact points (MS, EC and contact points (MS, EC and 
WHO)WHO) NRG contact points to NRG contact points to 

provide objections/comments provide objections/comments 
on grounds of safety on grounds of safety 
concerns or other concerns or other within 30 within 30 
daysdays

Checking against Checking against authorised, authorised, 
applied for, suspended and applied for, suspended and 
revoked/withdrawn medicinal revoked/withdrawn medicinal 
productsproducts according to relevant according to relevant 
national legislationnational legislation
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Consultation with 
Member States, WHO, EC

•• Checking against Checking against authorised, applied for, authorised, applied for, 
suspended suspended andand revoked/withdrawnrevoked/withdrawn
medicinal products according to relevant medicinal products according to relevant 
nationalnational legislationlegislation

Problems when NRG objection concerns a Problems when NRG objection concerns a 
pending authorisation pending authorisation –– no transparencyno transparency
Explore possibility for harmonisation of rules Explore possibility for harmonisation of rules 
for for CAPsCAPs??
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NRG Procedure 
checking invented names

NRGNRG

Discussion/Discussion/

OutcomeOutcome

Monday CHMP weekMonday CHMP week

Review of objectionsReview of objections
received based received based 
on IN guidelineon IN guideline

Endorsement /Endorsement /

rejection rejection 

of objectionsof objections

ReviseRevise

Invented NameInvented Name

GuidelineGuideline

Develop other Develop other 

recommendationsrecommendations
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NRG review statistics

NovNov’’99 99 
––
JulJul’’0404

NovNov’’99
9 9 ––
JulJul’’0606

JanJan’’--
JulJul’’ 0606

17.517.5

3.93.9

1.91.9

Average number of Average number of INsINs reviewed per monthreviewed per month 14.514.5 21.121.1

Average of objections received per INAverage of objections received per IN 3.23.2

3.13.1

4.94.9

Average Average INsINs per INNper INN 2.02.0
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NRG Procedure 
Checking invented names

NRG Chair informs 
outcome acceptability of 
invented name per fax

Invented NameInvented Name
ACCEPTANCEACCEPTANCE

Invented NameInvented Name
REJECTIONREJECTION

Applicant/MAHApplicant/MAH
communicationcommunication

CHMPCHMP
Adoption of Adoption of 
NRG TODNRG TOD

Week after CHMP

If applicable, outcome fax 
Includes reasons and source 
of objections

Present NRG Table Present NRG Table 
of Decisions to of Decisions to 
CHMP, for adoptionCHMP, for adoption

Thursday CHMP
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NRG Procedure 
checking invented names

NRG Outcome fax template amended NRG Outcome fax template amended 
Same person preparing lettersSame person preparing letters
Review and signedReview and signed--off by Chair off by Chair 

improved consistency!improved consistency!
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Outcome fax template
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Outcome fax template
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Outcome fax template
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Recommendations

Contact NRG Chair:Contact NRG Chair:
•• In case of doubt on the outcome fax; orIn case of doubt on the outcome fax; or
•• When preparing a justification for When preparing a justification for 

maintaining a proposed invented name; ormaintaining a proposed invented name; or
•• When exploring possible alternative When exploring possible alternative 

solutionssolutions
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Recommendations
Prior to preparing justification:Prior to preparing justification:
•• Where source of objection is identified in Where source of objection is identified in 

outcome fax, companies to check outcome fax, companies to check 
authorisation/marketing status of the authorisation/marketing status of the 
concerned medicinal product concerned medicinal product across the EUacross the EU

•• Reference to availability of (global) tradeReference to availability of (global) trade--
mark not sufficient to justify maintenance of mark not sufficient to justify maintenance of 
ININ
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NRG Procedure 
Checking invented names

Submission Submission 
of new Invented Namesof new Invented Names

SAME PROCESS SAME PROCESS 
AS BEFOREAS BEFORE

Invented NameInvented Name
REJECTIONREJECTION

Applicant / MAHApplicant / MAH

Justification for retaining Justification for retaining 
proposed proposed 

Invented NamesInvented Names

Exceptionally,Exceptionally,
MAA presents matter MAA presents matter 

to CHMP during evaluationto CHMP during evaluation

NRGNRG

SAME PROCESS SAME PROCESS 
AS BEFOREAS BEFORE
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Recommendation(s)
In case of rejection of proposed IN:In case of rejection of proposed IN:
•• Try to Try to amend your proposed invented nameamend your proposed invented name

to take it away from the potentially to take it away from the potentially 
confusing namesconfusing names

•• These can be These can be submitted as new invented submitted as new invented 
name(s) in parallelname(s) in parallel with a justification of the with a justification of the 
originally proposed invented nameoriginally proposed invented name
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JUSTIFICATION FORM – Proposed invented name(s)
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JUSTIFICATION FORM – Proposed invented name(s)
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JUSTIFICATION FORM – Proposed invented name(s)
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Recommendations

•• Include in your justification an assessment Include in your justification an assessment 
of of potential for harm in case a mixpotential for harm in case a mix--upup would would 
occuroccur

•• Need for establishment of Need for establishment of common criteria common criteria 
and methodologyand methodology for the conduct of for the conduct of 
““Prescription and interpretation studies and Prescription and interpretation studies and 
surveyssurveys””??

•• Develop methodology concept with EFPIA? Develop methodology concept with EFPIA? 
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NRG Procedure 
Checking invented names

Rejection by NRG/CHMPRejection by NRG/CHMP
MAA can be submitted under any proposed nameMAA can be submitted under any proposed name
If IN not accepted by NRG If IN not accepted by NRG within 1 month prior to within 1 month prior to 
opinionopinion, CHMP will adopt it under:, CHMP will adopt it under:

““Common/scientific name + MAHCommon/scientific name + MAH””

PostPost--authorisation issuesauthorisation issues
Change in (invented) name possible through a Change in (invented) name possible through a 
Type IB nr 2Type IB nr 2 after Commission Decisionafter Commission Decision
Including NRG letter of acceptance!Including NRG letter of acceptance!
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NRG Procedure 
Checking invented names

Other postOther post--authorisation activitiesauthorisation activities
Reporting of prescription errors/medication Reporting of prescription errors/medication 
errors due to invented name in ADR/PSURerrors due to invented name in ADR/PSUR
If not resulting in an ADR, the MAH and If not resulting in an ADR, the MAH and 
NCA should inform the EMEANCA should inform the EMEA
With each PSUR, a summary report on With each PSUR, a summary report on 
medication errors, including due to name medication errors, including due to name 
confusion should be submitted according to confusion should be submitted according to 
VolVol 9 of NTA9 of NTA
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3 – Criteria addressing safety 

concerns in proposed 

invented names
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IN Guideline criteria
- Safety concerns -

•• The Invented Name The Invented Name should notshould not::
Convey Convey misleading therapeutic or pharmaceutical misleading therapeutic or pharmaceutical 
connotationsconnotations
Be misleading with respect to productBe misleading with respect to product
compositioncomposition
Liable to cause Liable to cause confusionconfusion with the invented name with the invented name 
of an existing medicinal product of an existing medicinal product in in print, speech print, speech 
or handwritingor handwriting
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Recommendations

•• To avoid connotations of a cosmetic, food To avoid connotations of a cosmetic, food 
supplement or other products (e.g. Sun...)?supplement or other products (e.g. Sun...)?

•• To avoid To avoid ‘‘knownknown’’ words in the names (e.g. words in the names (e.g. 
can do)?can do)?

•• To avoid using misleading terms (e.g To avoid using misleading terms (e.g ‘‘MRMR’’
for a prolonged release form)?for a prolonged release form)?
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4 – Criteria addressing INN/INN 

stem concerns in proposed 

invented names



36European Medicines Agency 36

Recommendation

•• Applicant/MAH to undertakeApplicant/MAH to undertake
Review of similarities with existing Review of similarities with existing INNsINNs
and INN stem inclusions and INN stem inclusions priorprior to submitting to submitting 
their proposed invented namestheir proposed invented names
Address any issues arising from the above Address any issues arising from the above 
in the application form or in the application form or provide a provide a 
justificationjustification for deviationfor deviation
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INN/INN stem related information
- WHO website -

Links:Links:
•• http://www.who.int/medicines/services/inn/http://www.who.int/medicines/services/inn/

guidamce/en/index.htmlguidamce/en/index.html
•• http://www.who.int/medicines/services/inn/http://www.who.int/medicines/services/inn/

generalprinciplesEn.pdfgeneralprinciplesEn.pdf
•• http://whqlibdoc.who.int/hq/2004/WHO_EDhttp://whqlibdoc.who.int/hq/2004/WHO_ED

M_QSM_2004.5.pdfM_QSM_2004.5.pdf

http://www.who.int/medicines/services/inn/guidamce/en/index.html
http://www.who.int/medicines/services/inn/guidamce/en/index.html
http://www.who.int/medicines/services/inn/generalprinciplesEn.pdf
http://www.who.int/medicines/services/inn/generalprinciplesEn.pdf
http://whqlibdoc.who.int/hq/2004/WHO_EDM_QSM_2004.5.pdf
http://whqlibdoc.who.int/hq/2004/WHO_EDM_QSM_2004.5.pdf
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INN related objections 
Since July 2004
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INN stem related objections 
Since July 2004
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5 – Criteria addressing other 
public health concerns
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IN Guideline criteria
- Other public health concerns -
Current guideline (revision 4) restrictionsCurrent guideline (revision 4) restrictions
1.1. Preferably Preferably one wordone word. The use of short . The use of short 

qualifications/abbreviations which do not qualifications/abbreviations which do not 
carry an carry an established and relevant meaning established and relevant meaning 
in all Memberin all Member States, is unacceptable. [States, is unacceptable. [……] . ] . 
Descriptive abbreviations if need to Descriptive abbreviations if need to 
distinguish route of administration (e.g. IM, distinguish route of administration (e.g. IM, 
……))
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IN Guideline criteria
- Other public health concerns -
Current guideline (revision 4) restrictionsCurrent guideline (revision 4) restrictions
2.2. Not convey any Not convey any promotional messagepromotional message with with 

respect respect to the useto the use of the product (e.g. of the product (e.g. 
Plus).Plus).

3.3. Not appearNot appear offensiveoffensive or have a or have a ‘‘badbad’’
connotationconnotation in any of the languages.in any of the languages.
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IN Guideline criteria
- Other public health concerns -
Current guideline (revision 4) restrictionsCurrent guideline (revision 4) restrictions
4.4. Use of capitalsUse of capitals in invented name should in invented name should 

reflectreflect the proposed/approved the proposed/approved trademarktrademark
registration.registration.

5.5. IN for IN for fixed combinationsfixed combinations should be should be 
completely (?)completely (?) different from the IN of different from the IN of 
individual active ingredients.individual active ingredients.
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IN Guideline criteria
- Other public health concerns -

Current guideline (revision 4) restrictionsCurrent guideline (revision 4) restrictions
6.6. IN forIN for prodrugprodrug different different from the medicinal from the medicinal 

product borne byproduct borne by related active substancerelated active substance..
7.7. IN for IN for Annex II applicationsAnnex II applications same except same except 

for justified qualification/abbreviationfor justified qualification/abbreviation
8.8. Requirements for Requirements for vaccines, biological and vaccines, biological and 

orphanorphan medicinal productsmedicinal products
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Recommendations
•• Loss of time to submit names which are not Loss of time to submit names which are not 

in line with the guideline, unless in line with the guideline, unless 
accompanied by a sound justification?accompanied by a sound justification?

•• If deviation, not useful to submit 4 different If deviation, not useful to submit 4 different 
names with e.g. same qualifier? names with e.g. same qualifier? 
erroneous NRG statisticserroneous NRG statistics
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Recommendations
•• Confirmation sought on whether similar Confirmation sought on whether similar 

names between Fixed Combinations and names between Fixed Combinations and 
individual Active Substances or between individual Active Substances or between 
names of Fixed combinations for similar names of Fixed combinations for similar 
indication are indeed a risk to public health indication are indeed a risk to public health 
or on the contrary helpful?or on the contrary helpful?
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Grounds for Objections 
- Statistics -

Until 31.01.02Until 31.01.02 01.02.02 to 01.02.02 to 
30.04.0530.04.05

01.05.05 to 01.05.05 to 
31.07.0631.07.06

Similarity with existing invented nameSimilarity with existing invented name 63.04%63.04%

23.55%23.55%

8.70%8.70%

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

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

276276

45.35%45.35% 66.87%66.87%

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

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

Total objectionsTotal objections 613613 519519

Note: Several objections possible for a single proposed invented name
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7. Transparency
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EMEA website -Transparency
Info under CHMP Info under CHMP –– Other associated groupsOther associated groups

RoleRole
Mandate, rules of procedure, work programme Mandate, rules of procedure, work programme (not (not 
currently available)currently available)
CompositionComposition
Members (Attendees and Contact points)Members (Attendees and Contact points)

PostPost--authorisation Guidance: Q/A on invented authorisation Guidance: Q/A on invented 
namesnames

Guideline on acceptability of the invented nameGuideline on acceptability of the invented name

NEWNEW

NEWNEW

NEWNEW
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Transparency

CHMP Monthly report CHMP Monthly report NEWNEW
Statistical information on the outcome of Statistical information on the outcome of 
the NRG review on invented namesthe NRG review on invented names

Annual reportAnnual report
Statistical and qualitative information on the Statistical and qualitative information on the 
outcome of the NRG review of invented outcome of the NRG review of invented 
namesnames
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CHMP Monthly report – Annex 7
Example
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Pre-submission Guidance 
Q/A on acceptability of invented names:
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Pre-submission Guidance 
Q/A on acceptability of invented names:
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Pre-submission Guidance 
Q/A on acceptability of invented names:
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8 - INs & Enlargement : 

Review of invented names by 

Bulgaria and Romania
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Proportion of objections 
by 10 ‘New’ Member States

(since May 2004)

1293

827

311 179
0

200
400
600
800

1000
1200
1400

Obj. raised Accepted only

AC objections

Total objections

64%64%

58%58%

24%24%

22%22%
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IN Review by Bulgaria & Romania
April April ‘‘0606

Request Request HoAHoA to nominate:to nominate:
oo NRG Contact pointNRG Contact point
oo Observers/Members to NRG Observers/Members to NRG 

[Participate and provide [Participate and provide 
comments but not formal comments but not formal 
objections]objections]

June/ August June/ August ‘‘0606
oo RO participation to June NRG meetingRO participation to June NRG meeting
oo 10 Aug 06:  Listings of invented names10 Aug 06:  Listings of invented names

of MP centrally authorised / pendingof MP centrally authorised / pending
authorisation and all NRG acceptedauthorisation and all NRG accepted
names (excluding above) for the periodnames (excluding above) for the period
of 01/2005of 01/2005--07/2006)07/2006)

oo Sent to RO and BU for review Sent to RO and BU for review by 5 Oct  06by 5 Oct  06

October October -- November November ‘‘0606
oo Discussion of objections at  Discussion of objections at  

Oct Oct –– Nov 2006 NRGNov 2006 NRG
oo Inform companies on theInform companies on the

outcome through nationaloutcome through national
competent authoritiescompetent authorities

By January By January ‘‘07 07 
Remaining issues solved by Remaining issues solved by 

accessionaccession

Bulgaria

Romania
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Review of Invented Names Review of Invented Names 
by Accession Countriesby Accession Countries

290

71
121

0

50

100

150

200

250

300

Authorised
MP (CP)

MP ongoing
CP

Accepted INs

Total Invented Names reviewed : 482

1
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THANK YOU !THANK YOU !
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