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Topics

Introduction and scope of \Workshop
NRG Checking procedure
Criteria addressing safety concerns
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Purpose of
NRG/EFPIA Workshop

Exchange of information to:
= |mpreve predictability ofi NRG outceme

= Provide recommendations; to Industry: tc

mprove overall emniciency ol Process
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NRG Procedure
Checking invented nameg

Flow Chart

Invented Name
REJECTION

i =sion consultation i “ Applicant/MAH
IN Adoption of :
MS, WHO, EC P communication /

request 0 NRG TOD

Invented Name
ACCEPTANCE
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NRG Procedure
checking invented names

SUBMISSION of Invented names

Subrnission
dates
Invented name ntenaed punlisned
Preferanly 2-6 anyest form — multiple Jp i e August
MONUSIPITOIE S NRE@EmEa el J jni epplications  1dvenied e
WIAVAS (FnEne 12 f applicable namesiNEW. MEENING))

MO ST OEIONE)

European Medicines Agency m


mailto:NRG@emea.eu.int

Recommendations

Companies to avoid:

e Submission of (three) very similar names in
terms of print, speech and handwriting

» Submission of (three) invented names deviating
from tihe Same critenion (€.9. Use of gualifier

=
/rq)

Trigse ezl 92 sugniiiac eis few invearnied
EINE(S) NN SV tra USUIICALIGRIGIFNE
o)fleflarEtlivA | OFJOJJG‘C] RVENLEANIZME
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Submission dates for proposed invented names

Deadlines for submission of Proposed Invented Mames and dates of NRG discussionCHMP adoption follow the CHMP time schedule, as follows:

18 January
15 February
15 March
19 April

24 May

21 June

19 Juby

13 September
11 October
g Movember

B December

@ 1995-2008 EMEA

20-23 February
20-23 March
24-27 April

29 May - 1June
26-29 June
24-27 July

18-21 September

16-13 October
13-16 Movember
11-14 December
22-24 January 2007

17 January
14 Fehruary
14 March
16 April

16 May

13 June

11 July

Mo invented name review procedure in August

12 September
10 Qctober
¥ MNovember

5 December

Send all queries regarding the Web content to: info@emea.eu.int

Send all queries regarding the Web functionality to: EME e bzervices

European Medicines Agency

19-22 February
19-22 March
23-26 April

21-24 hiay

18-21 June
16-19 July

17-20 September

15-18 Cctober
12-15 Movembier
10-13 December

21-24 January 2008

16 January
13 February
12 March
16 April

21 may

18 June

16 July

17 September
148 QOctober
12 Movermber

10 December

18-21 February
17-20 March
21-24 April

Z26-29 hay

23-26 June
31-24 July

22-25 September

20-23 Qctober
17-20 Movermber
15-18 December
January 2009



REQUEST FORM - Proposed invented name(s)

IREQUEST FORM
Proposed Invented Name(s)

This form should be read in conjunction with the "Guideline an the Accepiability af imvented namers jor
hasmar medicinal products processed rrough the centralised procedire {CPAP328/98)

Drate:
Applicant’ s Details:

Applicant’ MAH MName

Applicant’ MAH Address

Contact Person Details (inc. Fax
MNumher)

Product information:

Proposed Invented Name 1/

Proposed Invented Mame 2

Proposed Invented Name 3

Proposed Invented Name 4

European Medicines Agency




REQUEST FORM - Proposed invented name(s)

NIV

Intended Indication(s)

Sire

Pharmaceutical Form (including
medical device)

Route(s) of Administration

Ilandatory [
Optional | []

Crphan Drug Designation [
(Granted o )

Legal hasis for submission
{According fo Direcfive t| Agticle ()
20018 2BC, as amended)

Mot applicable [

Cuttetit niathe
I

Change in the Invented Name

! Pleaze note that the inverted name will be reviewed as written ('e.o. upper cage, zentence case.. )
2 If not available. nlease state INN apnlied for with WHO or scientific name

European Medicines Agency




REQUEST FORM - Proposed invented name(s)

Subject to Medical Prescription []

Proposed Legal Status Hot subject to MMedical Prescription [

(According fo Direcfive * | If Bubject to Medical Prescription:
200785 EC, as amended, Title V) Product on special medical prescription []

Product on restricted medical prescription []

Intended
Submission Date

Hot applicable [

- - - 3
M .
Multiple applications Indicate tnumber:

Generie/ hybrid/ similar | Mot applicable [
bhiological medicinal product " | Reference medicinal product:

Invenied Mames previously
reviewedd/ ouicome daie

Justification for deviation fom
the Guideline

Oiher relevant Information

? Where proposed invented names are intended for use in the context of multiple marketing authorization
applications, the applicant shall specifically request the MEG to consider potential risks of confusing of these
invenited names with each other.

* For the same medicinal product

European Medicines Agency




NRG Procedure
Checking invented names

CONSULTATION

with Member States, WHO, EC

Propoesed invented name and
packground doc sent torNRG
contact peints (MS; EC and

WHO) NRG centact pelints e Checking against
providerehjectiens/cComiments
ONI grounds; el salety
CONCEMS O Otherwithim S0

days

aCecording terelevant
patienallegisiation

European Medicines Agency



Consultation with
Member States, WHO, EC

o Checking against AlioiEEn, apolien o
susoericlad zird revolkecd/witricrayr
medicinal preducts acconding te relevant
nationall legisiation

= Proplemsiwnen NRG 0njECoN CONCEMS a
PENCING| AUtNESAUGN — NOIANSPAENCY/

L EXPIONENIOSSIPINILYOIFNAIMONISACRIOIUIES
o CAPS?

European Medicines Agency m



NRG Procedure
checking invented names

Monday CHMP week

NRG

Discussion/

Outcome

DEVElorother

REVIEW OIF OR|ECHIONS ERdorsement /. . [EcommeEnaations
C

[ECEIVEU PASED -
o fEJECTION
onHiINTgUIdeline J

OIF O ECLIGNS
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Nov’'99

Jul'04

Nov’'9

Jul’06

Jan’-
Jul’ 06

14.5

17.5

21.1

3.2

3.9

4.9

Average INs per INN

3.1

1.9

2.0

European Medicines Agency




NRG Procedure
Checking invented names

Thursday CHMP Week after CHMP

If applicable, outcome fax
Invented Name | lud g
REJECTION ncludes reasons and source
of objections

CHMP

Adoption of
NRG TOD

Present NRG lahlie Invented Name -
oF Decisions (o ACCEPTANCE NRG Chair informs

CHMP), fior adoption outcome acceptability of
invented name per fax

European Medicines Agency o B




NRG Procedure
checking invented names

NRG Outcome fax template amended
= Same person preparing letters
= REevIiew and SIgnea-oii By Chair

= [IMproeved CoNsIStENCY/?

European Medicines Agency m



Outcome fax template

TELEFAX-MESSAGEY

T b | l
<dale=n OURREF:: EME2&ooo2006-9

[+
T 1 il
=Cnmpary S ooyt person s PHONE:=  =Company s phone number=a
Llef il
T 1 il
< Compary s B e =5 =Coimpa iy s fax number=
T 1 T
Fdicle- Friass (44 -20) - =NRG Chairplanes
pumbers=u
T | 1 T
MNEG-Chaitpersons FAN: o (44-20)-=NRG Secretariat fx no=o
T
RE:= <Jfnvented-negne(s), (DN =--Outcome-of-the <date> CHMP-meeting, - =
T
Mumber-of-Pages-{including-cover-sheet): - =
Crigitnal-of thisfax-has-been-signedtrthe sender- andds-available upon-request-from-the - signatory |
T

T

DearMr=(5)= < Chmpery s coniact mame =, -

1

In-response-to- vour letterie-mail- dated- =date= - I-would- like- to- mform- vou- of the- outcome- of- the-
CHMP-dizcussion-which-tool-place-during-the-plenary-CHMP-meeting-hel d-on- =date=

MESSAGEY

European Medicines Agency




Outcome fax template

1
We- are- pleased- to- inform- you- that - further- to- liatson- with- national- competent- authorities- and-
subsequent-discussion- at-the-inwvented- Name- Rewiew- Group-(WRG),-the- CHMP- has-no-objections-to-
the-invented-nate(s)-<fist-af- company’spropaszcd-invented nenes = -for-< =

f
The-nvented-name-rewview-1z-valid-at-the-present-point-in-time, ~which-doez-not-prohibit-the-possihility-
of-ohjections-hemg-raised-m-the-future-priorto-the-granting-of-the -marketin g-authorisation, 9
T
However,-the- CHMP- dunng-the- sarne-meeting-has- also- decided-that-the- following- mvented-name(s)-
raise-dentifiable-safety-1ssues-and-therefore-cannot-be-accepted 9

1
=Invented-Neane-(INNF =1
the-specific-concern-dentified-1z-that-thizinvente dname-could-q
» = be-linhle to-cause confiusion - inpring handwritiig or-speech-with e nvented same of arrexisting
medicinal product <mnvented-name -which-1s-compare dto=which-is - <manbeted= or <quthorised=-in-
&. g <name of the AMember Siate = <and =1
" Soopney misleading therapentic or pharmaceutical comntations =
" =-he misleading with respect for the composition of the product=
= The INW slem (<stem= ) showdd ot be-ured-in- the propored-imvented pame - <stern=" -ix- g NN slam
which refers ko <indication=)- takisne bo-aocoist the potenticl rimilar pharmacentical orm, route-aof
acdministration-andior medical setting 4
al
[Forfurther-arguments, please refer-io-the relevant monthh NRG- Tablz-of Decision [

iFFor-each iorerted narme vepeat-the -folenning - paraspaph e re appicpriatef|

European Medicines Agency




Outcome fax template

il

Y ou- maye propaose- a- ustification- for- retentions of vour- proposed- wmvented- name(s)- usmg- the-
justificaton: forms- puhblished: o the- EMEZA- wehsite
Chttp Jferarw emea. e anthbtmshumanpre sub/THY S 20justification®s 20form. doc-and-provide-arouments-
coutitering-the-concern(s)identified. 9

il

Should-vou-mtend-to -submit-alternative-invented-names,-please-he-aware-that-vou-will-need-to- mform-
the-EMEA-{PTL ) and-the-NEG-Secretaniat-on-the-ac ceptableinvented-name-of-vour-choice-at-the-latest
one-mnonth-prior-to-the-adoption-ofthe-CHMP-opinion-of-the-concerned-LMA A -9
If-no-suitable-mvented-name-has-been-identified-at-that-staze, -the -opinion-will-he-adopted-according-to-
the-common-name-or-scientific-name-accompamed-by-the-name-of-the-Marketing-authorisation-Holder g
In-accordance-wath- Commission- Remulation- (ECY-Fo- 1085/ 200 3, - the-name- of-the-medicinal-product-
mav-always-be-changed-after-authorization-through-a-Twpe- 1B -variation

il

Yours-sincerely, -9

il

il

1

Zaide-Friadf
MNEG-Chairpersony
1

European Medicines Agency




Recommendations

Contact NRG Chair:
* |n case of doubt on the outcome fax; or

o \When preparing a justification for
maintaining a proposed Inventea name; ox

)

N

s VWREN EXPIOHNG POSSIPIE altErmatve
SEIULIGAS

(

European Medicines Agency m



Recommendations

Prior to preparing justification:

o \Where source of ebjection Is identified In
outceme fax, companies te check
authorisation/marketing status of the
CONCErmed medicinal proauct & S

S

s REIErENCE 10 aVveallanlliy o1 (glonal) tracde=
Mk noeuSUiicIENE N USHIAMAINENANCE O]
IN

European Medicines Agency m



NRG Procedure
Checking invented names

Applicant / MAH NRG

Submission
of new Invented Names

Invented Name

REJECTION

Justification for retaining
proposed
Invented Names

Exceptionally,
MAA presents matter
0 CHMP during evaluatior

European Medicines Agency 21



Recommendation(s)

In case of rejection of proposed IN:

o iy 10 amendiyour prepesed Invenied name
to take it away from the potentiall

confus]ng NAMES

IMESECANIESUINIIEC ASSHEVWARVERIET
mrlme(s) Nl EIWITRE [USTiICAUeN Bl theE
PiCInAlYAPIOPESECNRIVENIEANIAME

European Medicines Agency m



JUSTIFICATION FORM — Proposed invented name(s)

l
JUSTIFICATION-FORM-q

Proposed-Invented-Name(s)-q
hll
Thic-form-chowdd-be-read imn comjuc Horm-with the . 'Guideline o the. Aocapiability of imeented names for
Bumarn medicinal products processed- firongh the centralised procadure (CPALPE 28008 )9
il

Date:.cll:ll:ll:ll:lﬂ

il
Apphcant’s-Details: ¥

1
= Applicant-AMAH-Name-::

Applicant-MAH- Address-

Contact-Person-Details-(inc. Fax-
MNumherk:

1

1

Product mformation: 9y

T

*"Proposed-Invenied-Name-::

. DDDDD.III'.DDDDDQ

4 D000 0

Intende d-Indicaton(s

European Medicines Agency




Streng th(s)

Pharmaceutical: Form-(including
medical-device)s

Rowte(sro £ Administration:

Legal-hasis-for-sub mission¥
{According fo-Dirvecfive:
20058 EEC, as-amended s

Proposed-Legal-SiatusT
{According fo-Direcfive:
200178 3BC, as-amended, - Tifle- Pl

Change-in-the -Invented-Mame::

JUSTIFICATION FORM — Proposed invented name(s)

DDDDD;}

OO00 0y

(=T Y=Y

Il andatory- 1Y
Optional- - I

Orphan D Designation ]9
(Granted on;-®% 2% 9

Agticle B (o

Subject-to-Medical Prescription- 9
Hot-subject-to Mledical Prescription - 1

If Bubjectto-MMedical Prescription: -
Product onspecial medicalprescription 1

Product onrestricted-medical prescription: [z

Hot-applicable-- 19
Current-name»=° 2% %

EIf not available, please-state INH-applied-for with WHO or scientific name Y

European Medicines Agency




JUSTIFICATION FORM — Proposed invented name(s)

Intended Submission Date

Mot applicable [

. . . s
Multiple applications Indicate muaher:

Generic/ hybrid/ similar | Hot applicable [
hiological medicinal product " | Reference medicinal product:

Invented Names previously
reviewed?/ ouicome date

Other relevant Information

Justification to retain a non-accepted Invented Name:

CHMPF Ouicome Date

Detailed CHMP ohjection(s)

Justification(s) for
re-submitting the
Invented Name

2 Where proposed invented names are intended for use in the context of multiple marketing authorisation
applications, the applicatt shall speecifically request the WRG to consider potential risks of confusing of these
mrvented names with each other.

3 For the same medicinal product

European Medicines Agency




Recommendations

 Include in your justification an assessment
of petential fer harn in case a mix-up would
Qccur

Need for establisnment ofi Common: Crtera
ZNENNEOEC)OUYAGRIE COrJrIIJr*’r o)
Presc rljjrum ana INtEnpretation Studies;anad

L DEVEIOPIMELOEGI0UY CONCEREWILNNERRIAZ

European Medicines Agency m



NRG Procedure
Checking invented names

Rejection by NRG/CHMP

= VIAA can be submitted under any. proposed name

= [ IN'not aceepted by NRG within 1 moenth pror to
opmnien, CHMP willladept it under:

‘Commen/scientiicinamers VAR

European Medicines Agency m



NRG Procedure
Checking invented names

Other post-authorisation activities

= Reporting of prescription errors/medication
errors due to invented name in ADR/PSUR

VI E eacn FSUIR, @ summary report on
MECICAUBN ENONS; JmJIJrJJrJJ dUE tername
coniusion shouiaree stvmittearaccording to
VOIFSIOT INIPA

European Medicines Agency m



3 — Criterlg ad

>

Y () I \ V.= [ o
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IN Guideline criteria
- Safety concerns -

e The Invented Name should not:

» Convey mislieading therapeutic or pharmaceutical
CEnRBLAaGNS

» B misieaaing with reSpect to proauct
confgositen

LIARIENOI CAUSE: COIILISIBRMVITAT he RVENted name
Ol ciffEXIStING MEQICINaINEIOCUCIIIIN IR ISIEEE
Of rleinelwriiing

European Medicines Agency m



Recommendations

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

» [0 avold ‘known" words in the names (e.g.
can 0o)?

* [loavold using misiea
I0)F 2 PIeIeNCEd FEIEa

deinglterms (e:af IR
ISENONIM)Z

European Medicines Agency m



Bt
4 - Criterigad ySg INN/INN

2111 COFFCEE 0101010110

European Medicines Agency m



Recommendation

o Applicant/MAH to undertake

= Review ofi similarities with existing INNs
and INN stem inclusions prior ter submitting
LAEIF Propesed InVENtEd names

= AdAress any/ ISSUES; arising| irom: the: anoeve
REtNE aPPRIICALIGRIOIIMI OF [SIBVIEEEl
[USHjiCEN O o aeviation

European Medicines Agency m



INN/INN stem related information
- WHO website -

s bR/ /AMMAEWR G R IMECICINES/SENVICES/ I,
JenedipneipESENNPOI

o it/ alelligelge Wl it/ e 2004/ €)= P)
WISV 20049 el

European Medicines Agency m


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

INN related objections
Since July 2004

Similarity with existing INNs

European Medicines Agency m



INN stem related objections
Since July 2004

Inclusion of INN stems

I

I

—
-~

European Medicines Agency
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5—Criter'd ing other

[ - (1= —1 a
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IN Guideline criteria
- Other public health concerns -

Current guideline (revision 4) restrictions

1. Preferably one woerd. The use of short
qualifications/abbreviations which do net

Des ClipLVE apreEVvia JorJJJ
dISnEUISKHeULE CifaminiStie:

‘:
@
=
LT
(@
L_
=~

\_/U’

European Medicines Agency m



IN Guideline criteria
- Other public health concerns -

Current guideline (revision 4) restrictions

Not convey any promotienal message with
[esSpect 10 the Use of the product (e.g.
PIUS).

5. INotappear oneENsIivVE o nave a 19ek
cONNBIALGRNN any el the IanCuadES:

European Medicines Agency



IN Guideline criteria
- Other public health concerns -

Current guideline (revision 4) restrictions

4. Use of capitals in invented name should

iefiect the propesed/approved tradenairk
[EgiStration.

INFTO TIXER COMPINALONS, SNoUIa e
cOMPIELEIYA () dinErentilomrtierliN or
navidualiracuverngrecients:

Ql

European Medicines Agency



IN Guideline criteria
- Other public health concerns -

Current guideline (revision 4) restrictions

IN for prodrug different froem the medicinal
product berne by related active sulkstance.

7. IINJor AnneEx I applicaions same except
I0)F JUSTLiEQ guUalliicaton/annreviation

5, REQUIrEMENTSHOI VEACEINES) 190)06CEIFEIIE
oljenZigimedicinalferedUcES

European Medicines Agency



Recommendations

e | 0ss of time to submit names which are not
In line with the guideline, unless
accompanied by a sound justification?

(@ suPmiIt 4 diiferent

[alliier? =

NaMmes, Wi rm A g S
Afonenls NRG staust

L

European Medicines Agency m



Recommendations

o Confirmation sought on whether similar
names between Fixed Combinations and
Individual Active Substances or between

O N the c,onzrgl_r/ nelprul?

European Medicines Agency m



Grounds for Objections

- Statistics -

. 01.02.02to | 01.05.05to
Fntil SLOLCSu o0 04 0o MR 54 07 06
Similarity with existing invented name 63.04% 45.35% 66.87%
More than one word; use of |letters/ numbers, abbr./suffix
with no established meaning 23.55% 24.31% 23.50%
Similarity with INN/ includes INN stems 8.70% 13.05% 2.31%
Conveys promotional/ misleading message re. use of
product 4.71% 17.29% 5.78%
Prodrug: IN should be different from IN of original AS N/A N/A 1.54%
Total objections 276 613 519

European Medicines Agency
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EMEA website -Transparency

Info under CHMP — Other associated groups
= Role INEAY,

= Mandate, rules of procedure, work programme (not
currently available)

CompesItion

= [Viemers, (Attenad

NEWY

(D

a\a
SO

na Contact points)

\Qb

4 o . 4 ' —
PoesSt-alithorsation GuUldance: @/A on Invented NEW

HAINES

Glldelmeronraccepaniity o thenpVveERtea name

European Medicines Agency m



Transparency

CHMP_Monthly report NEVY

» Statistical information on the outcome of
the NRG review on Invented names

Annual report

» Statistical and gualitativerniormation on the
pltcome off the NRG review: o invented
lames

European Medicines Agency m



CHMP Monthly report — Annex
el

ANNEX 7 TO CHMP MONTHLY REPORT MAY 2006

Name Review Group (NRG)

May 2006 2006

Accepted Rejected Pending Accepted | Rejected

Proposed mvented names 2 29! 47 74

s g ' . ' o - 2 -
Justification for retention of = 0 | i 13
invented name *

*In case of objections to the proposed invented name(s), the applicant may justify the retention of the
proposed invented name using the relevant justification form available on the EMEA website.

' Two propoesed invented names requests have been postponed from the May NRG meeting,
© One justification request has been postponed from the May NRG meeting

European Medicines Agency




Pre-submission Guidance

Q/A on acceptability of invented names:

European Medicines Agency Haome Site Map Links Help

EIELN

About Us What's New Human Medicines Veterinary Medicines General Reporting Inspections Search the Site...

Procedure for checking acceptability of invented names

In accordance with Aricle 6 of Regulation (EC) Mo T26/2004, "each application far the authorisation of a medicinal product far hurman use (), otherwise than in exceptional cases
relating to the application ofthe law on trade marks, shall include the use of 3 single name far the medicinal product.” The Centralised Procedure therefore requires one single name
far the medicinal product to be authorised.

Accarding to Adicle 1{200 of Directive 2001/833/EC, as amended, the name ofthe medicinal product "may be either an imemted name not liable to confusion with the common name,
or a comimoen name or sciemtific name accompanied by a trademark ar the name of the Marketing Authorisation Holder". It is also understoad by legislation that & common name is
according to Article 1(21) of Directive 2001/83/EC, as amended, "The international hon-proprietans hame (NN recommended by the World Health Organisation, or, if one does not
exist, the Lsual comymon haimea".

Although it is not mandatory under Comimunity legislation, in practice, many campanies submitting marketing authorisation applications under the Centralised Frocedure wish to use
invented names for their medicinal products.

As part ofthe EMEA's rale in evaluating the safety of medicinal products in the centralised marketing authorisation procedure, itis obliged to consider whether the invented name
proposed for a medicinal product could create a public-health concern or potential safety risks.

In particular, the invented name of a medicinal product:

« should not convey misleading therapeutic or pharmaceudtical connotations;
« should not be misleading with respect to the composition of the product;
« should nat be liable to cause confusion in print, handwriting or speech with the invented name of an existing medicinal product.

In arder to identify, at an early stage, potential difficulties presented by the invented namels) proposed by an applicant, the EMEACHMP set up a group, the {nvented) Name Review
Group (MRG), to perform reviews of invented names. The NRG is also responsible far updating the "Guideline on the acceptahility of invented names for hurman medicinal products
processed through the centralised procedure(CPMPI328098),

The {(Invented) MName Review Group {(MNRG)

The MNRG is composed of representatives from ELU Member States and is chaired by an EMEA representative. Representatives ofthe European Commission and the EMEA
Secretariat also padicipate in the wark of the group. Other relevant experts (e.g. WHO experns) are consulted on a case-by-case hasis.
The MRG meets an a monthly basis, in parallel with the CHMP plenary meeting. its conclusions are presented far adoption at the plenary CHWMP meeting later in the same week.

The criteria applied by the NRG when reviewing the acceptability of proposed invented names are detailed in the "Guideline on the acceptahility of invented names for human
4 |

European Medicines Agency |
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Pre-submission Guidance
O/A on acceptability of invented names:

EMEA procedure for checking proposed invented names il

- Submission of the invented natme request by the ApplicantmAd

Provided that the medicinal product is eligible far evaluation under the Centralised Procedure, the applicant should infarm the EMEA of the proposed invented nameds) far their
medicinal product at the earliest 12 months and preferably 4-6 months prior to the planned submission date ofthe marketing authorisation application. See also the deadlines for
submission of Proposed Invented Mames.

The 'Froposed Invented Mame Reguest form’, along with either a draft Summary of Product Characteristics (SPC) or a product profile, should be sent to the EMEA at the e-miail
address: MREGEemesa.ewint.

The applicant is advised to propase up ta four invented names per marketing autharisation application indicating its preference, if any, sa that the acceptability of a 'hack-up' invented
name can he considered without loss of time.

Applicants should follow the criteria described in the 'Guideline' when proposing invented names. Where the applicant deviates from these criteria, justification should be provided.
Where the applicant submits proposed invented names intended to be used in the context of multiple marketing autharisationsfapplications it shall specifically request the NRG to
consider whether the proposed invented names cannot be considered potentially confusing with each other (see also guestion on Multiple Applications).

- zongsultation with the Member States and WHO and NREG discussion/CHMP adoption

The proposed invented nameds) and all the background information provided by the applicant{syMAHS) are sentto every MRG contact point nominated by Mational Competent
Authorities (MCAS) of EL Member States, the European Commission (ECY and the World Health Crganisation (WHOD) for their review and will subsequently be discussed atthe NRG
meeting. The detailed procedure is described in the 'Guideline’.

The MRG conclusionsfrecommendations are presented for adoption to the subsequent CHMP plenary meeting, after which the applicant will be infarmed of the outcome of the
discussion on the acceptability of the proposed invented narmeds) for their medicinal product together with the reasons and source for the objectionsis) raised, where applicable. See
alsothe dates of MRG discussion/CHMP adoption.

- Rejection by MEGICHMP of 3 propased invented name

In case of rejection of a proposed invented name by NREGICHMP, the applicantMAH has got the following possibilities:

1. To submit new invented names proposals, which are checked through the same procedure as described above.

2. To provide a justification to retain the invented name (addressing specifically all the ohjections raised) using the 'Invented Mame Justification Form'. Such justification will he
reviewed as described inthe "Guideline'. Ifthe proposed invented name cannot be accepted prior to submission, the Marketing authorisation application can be submitted
under either any of the proposed invented names arthe commaon name or scientific name accompanied by a trademark or the name of the WMAH.

Atthe latest one month prior to the adoption of the CHMP opinion on the concerned MAA, the applicant will in such case have to inform the EMEA and the MREG Secretariat on the
acceptahle invented name of their choice.

1. Inthe event no invented name is accepted priorto adoption of the CHWMP opinion, the Applicant will obtain its medicinal product opinion adopted under the cammaon name ar
scientific name accompanied by the name ofthe MAH. In such a case, as so0o0n as the Commission Decision is granted, the MAH may submit a variation to introduce an

invented name, on the candition that such name has been considered acceptable by the MRG. ';|
Al 1 .
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Pre-submission Guidance

Q/A on acceptability of invented names:

2. Bxceptionally, plrwided all reans have heen exhausted the applicantMAH may request the m'attertn he presented to the CHMP within the context of the evaluation ofthe
medicinal product (e.q. aral explanation).

- Change of the invented name after the marketing autharisation is granted

In accordance with Commission Regulation (EC) Mo 108512003 a5 amended, the (invented) name of a medicinal product may be changed after a marketing authorisation is granted
through a Type |B (Mo 2 varigtion procedure.

Such variation application should be submitted in accordance with the procedure described in Aricle & of Commission Regulation (EC) Mo 108572003, for Type 1B variations and the
conditions described in the Annex | to the same Regulation (see also EMEA postauthorisation guidance). Taking into account that the MAH will be reguired to submitthe EMEA [etter
of acceptance ofthe concerned invented as part ofthe variation application, it is recommended that the proposed invented name be submitted at east 4-6 months in advance ofthe
intended Type 1B (No.2) variation application.

References
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IN Review by Bulgaria & Romania
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