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COMMENTS FROM PRESCRIRE <CONTACT PERSON>

GENERAL COMMENTS

Prescrire is an independent drug bulletin suppguimealthcare practitionners continuing educgtimgramme, owned by an independent organisatioacatm
achieve healthcare improvement in the interesgmténts first, formally called “Association Mie®escrire”.

The magnitude of the use of trademark names ofceimediproducts in European healthcare is mainlhctiressequence of the marketing pressure from the
pharmaceutical companies, as private owners oéttiademarks. Everyday medication errors are eklat¢rademark names of medicinal products in Eeirop
As a consequence, European citizens are threabgnaediverse drug effects, sometimes serious, whkia inacceptable situation and a public healthoameern.
The risks related to trademark names of medicir@adycts are not acceptable because they are pablerfor several reasons: the use of trademark safne
medicinal products is not mandatory; the intermalaonproprietary names (INN) should be systeratiyizsed as usual names and made proheminert at al
stages of the medication use system, on the pad&afiets, and both on the inner and on the ouekgges of medicine products (a concern not entalkgm in
account in the “Draft Guideline on the readabitifithe label and package leaflet of medicinal potslfior human use”).

As the responsible public body for delivering tharketing authorisation through the centralised @doce, the European Medicines Agency is fully aotaile of
the safety of the trademark names of medicinalyctsdin Europe. Therefore, as a part of the evialuaif the safety of medicinal products in the auigation
procedure, the Guideline on the acceptability shes for human medicinal products must guaranteetibanealth status of European citizen will nothreatened
by medication errors related to trademark names.

Prescrire wellcomes several improvement to theipusvguidelines (Release 4), particularly the bemaly of assessing criteria adressing safety caaaer
proposed trademark names (8 no.2.1.1), and encmthg European Medicines Agency to learn frompeddent medication error reporting programmes in a
complementary way with pharmacovigilance (8 no62). Prescrire also specially urges the Europeadidihes Agency:

- to respect its obligations regarding transpar€gayo.5);

- to withdraw the new provisions concerning the tetih trademark names for non-prescription mediginaducts (8 no.2.4.4) and introducing the bypasesn
“exceptionally, of the Name Review Group (8 no.4.2.5/4);

and not to change the current Guideline (Releasegérding the abbreviations and the suffixes (8.8dl) and the names of fixed combination mediginaducts
(8 n0.2.3.5).
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Paragraph
no.

Comment and Rationale

Proposed change (if applicable)

§no.2.1 Asking for safety reviews of proposed trademark naras by To provide better background regarding assessment ethods for
pharmaceutical companies. predicting risks of look-alike and sound-alike tracemark names.
According to the project, the EMEA expects from phaceutical With a view to transparency, as a reference foitiagg and in order to helj
compagnies that theyeéview the proposed invented name, applyinggharmaceutical companies, European healthcardtmraners and citizens
the criteria outlined in this guideline, before rexgting that an to anticipate the risk of confusing the names ofliciaal products, the
invented name(s) be considetand provide tetailed information | EMEA should:
%ﬂ%?ss)sglgatshea??g;/g '(L'J.slzi;;vclgt‘ilgrmgrlrr];/teari];?r?ggaimn“vmeﬁggnna e | - Ensure scientific validation and reproducibilitfyassessment methods fg

P J predicting the risks of confusion between tradenmankes of medicinal

However, there is a variety of assessment methadsitay be products, in order to further standardise them;
appllgd to |dent|fy_ if there are look- or sognmaltradgmark ornony_ explicitly indicate the recommended assessmettiods for this purpose
proprietary medicines names already registeredwdoalld be
confused with a proposed trademark name, to takedount as well| - return public those assessment methods whickraptoyed by the Name|
the contributing factors as the potential risk eélth damage either | Review Group.
dge to ﬂt]e tl_nadv;a{rt]en.t ?drrém:jstratldc_m. of E[he miird;a)r the lack of These assessment methods should comprise endestisrby experts,
administration of the intended medicine 1o a patien healthcare practitionners and patients, in realdvaring situations.
No indication for selecting assessment methodsogiged by the
Guideline, even if methods are not yet scientificahlidated and it
is unclear which assessment method or which corbmaf
methods will be the most relevant to predictinggisf look-alike
and sound-alike medicines names.

§ no.2.2. Addressing international nonproprietary names' conerns.

Release 4 of the Guideline state@ihe EMEA will be monitoring
outcome of the above policy very closely and relti@s appropriate
on a yearly basis The reasons of the abandonment of the princip
of an annual review of the problems related tosih@larities with
DCI or their stems are not clarified.

O

=

Prescrire’ comments on Guideline CPMP/328/98, Revis

ion 5

06 April 2007



Paragraph
no.

Comment and Rationale

Proposed change (if applicable)

8§no.2.3.1

Dangerous retreat on the abbreviations and the suies!

The version in force of the Guideline disapprovesuse of
abbreviations and suffixes deprived of univocahgigance, and
regards them as “unacceptable” (See Release 43Fdssible
exceptions, such as the description of the routalofinistration (for
example: 1V, IM, SC), must currently be the subjeich precise
motivation from the applicant.

At the opposite, the project considers tithe“use of
qualifiers/abbreviations by letters as part of theented name
should in principle be acceptablleRelated to the duration of actior
devices, patient population, such abbreviationssaiffikes are
officially intended ‘to help the professionals of health and/or the
patients to prescribe/select the dfug

In fact they offer new forms of publicity to thegimaceutical
companies who urged for this change. The examgtiefithe
acceptable abbreviations and suffixes is not ytaibéshed by the
Name Review Group. Therefore, it is difficult topapciate up to
which point the European Medicine Agency intendsatisfy the
recurring requests of the firms.

Because the abbreviations and the suffixes arly likecause
medication errors, this change of position proveaywangerous for
European patients.

To control more strictly the abbreviations and thesuffixes as part of
the trademark names of medicinal products.

The EMEA should control more strictly the abbreigas and the suffixes
as part of the trademark names of medicinal predoetause they are a
frequent cause of medication errors.

Have regard to the risks induced by this too inguararrangement of the
former Guideline, it is necessary to return to aenestrictive approach of
the abbreviations and suffixes, to make the exoaptither again than the
rule, and to limit strictly their possible use.

At least, not change should be introduced to tmeeati Guideline (Release
'4) because it is less dangerous.
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Paragraph
no.

Comment and Rationale

Proposed change (if applicable)

8 no.2.3.5

Still more errors in prospect with the trademark names of fixed
combination medicinal products!

Because EMEA has been reported medication errors on thgge t
of medicinal products the trademark names of fixed combination
medicinal products were asked in Release 4 tcwbmpletely
different from the combination of the trademark nanb®fhe by the
individual active substances of the fixed combarti

Surprisingly, this concern has been removed fragrRblease 5 with
the result that from now it will be enough thatyttzee ‘sufficiently
different from these trademark names or those of othercessans
comprising them.

In the absence of evaluation by end-users in sitosbf care, this
arrangement is extremely likely to lead the firmgptopose only
commercial names strongly evoking those already oned by the
prescribers. Whereas fixed associations are net af clinical
interest, it would be detrimental for the patientsom they provoke
the additional risks of medication errors.

To control more stri
medicinal products.

ctly the trademark names of fixed combination

The EMEA should control more strictly the trademasgknes of fixed

combination medici
medication errors.

nal products because they arequént cause of

At least, not change should be introduced to tmeeati Guideline (Release

4), less permissive.

Prescrire’ comments on Guideline CPMP/328/98, Revis ion 5

06 April 2007



Paragraph Comment and Rationale Proposed change (if applicable)
no.
§no.2.4.4 Surreptitious recognition of umbrella trademark names for non- | To withdrawn rules overmeasure for umbrella trademak names and

prescription medicinal products

Not only, the trademarks names directly advertistngeneral public
have more facilities to derogate from the constsaiegardind the us
of abbreviations and suffixes (see also our comrBerd.2.3.1) or the
names of fixed combination medicinal products @se our
comment 8§ no.2.3.5), but especially the additionarhplementary
terms in the trademark name is allowed, allegireg itrshould be
considered asifistructions of employménb be introduced in the
commercial name.

However, theseifistructions of employméntonstitute only one of
the labelling mentions to be made on the outer ggick in this
precise case,according to Article 54(n) of Direet®004/27/EC.
Nothing authorizes the applicant to incorporatertie the
commercial name. Over this specious reason forndgdiyuished as :
misunderstanding of Article 54(n) of Directive 20BAEC, the
European Medicines Agency provides an implicitaéi recognition
to umbrella names for non-prescription medicinaldoicts.

Prescrire is strongly opposed to umbrella nameshyhinder the
same hame, expose the patients to medicinal predfidifferent
compositions and do not allow them any more totifiealearly the
substances that they use.

restrict their use for non-prescription medicinal products

The European Medicine Agency should consider thatrabrella
etrademark name for a different combination of meis with several

» active pharmaceutical ingredients may lead to coafu Patients and
professionals may not be aware of the differendgglvmay give rise to
errors that can lead to unexpected consequences.

Therefore, the European Medicine Agency is urged:

- to withdraw these exemptions, not consistent Wittective 2004/27/EC,
for non-prescription medicinal products from thenstard evaluation of the
trademark names of medicinal products, due to the@ication errors which
they would involve;

- to launch an indeepth evaluation of the riskatesl to umbrella names of
a non-prescription medicinal products within the Epgan Union, for better
appreciating the opportunity for measures of retsom, even of prohibition
which the consumer protection should require.
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Paragraph
no.

Comment and Rationale

Proposed change (if applicable)

8 no.4.2.5/4

Rejection by NRG/CHMP of a proposed invented name.

And when the pharmaceutical companies do not Haie proposed
trademark names accepted by the Name Review Gtioexpwill
have the ability to ask to the CHMP to slice. Tinsv provision,
although presented like exceptional, withdraws aumority with the
decisions of the Name Review Group.

To reinforce authority of the Name Review Group

Paragraph no.4.2.5/4 must be withdrawn becausstdrdthe whole name
review procedure integrity.

8n0.4.2.6.2

Report of medication errors due to the trademark nanes of
medicinal products.

The pharmacovigilance system and Periodic SafetjatépReports
(PSUR), are the current sources of the EuropeanditedAgency on
medication errors due to the trademark names ofamedl products.

However, as specified in the guide of recommendatimedication
errors due to the trademark names do not necasessillt in adverse
effects (ADR), therefore not permit reporting itite
pharmacovigilance system.

Since the current project introduces particulaesukegarding the
trademark names of non-prescription medicinal pctidirectly
advertised to general public (see no.2.4.4), thiemts should be
authorized to report medication errors due to thégmark names
directly to the European Medicine Agency.

In order to promote Europe-wide standards for sadication
practices, the Council of Europe recommends toréshad
disseminate data and strategies for preventiorriakdeduction™
and “to ensure that all medication error reporateel to its relevant
missions, such as naming, labelling, packagingedibing of
medicinal products, are shared with the Europeadiditee Agency”
by European medication error reporting system**.

To facilitate reporting of medication errors due tothe trademark
names of medicinal products.

Healthcare practitionners and patients should bewaged to report
medication errors due to the trademark names ofaimed products, even
whithout occurrence of an adverse effect.

Procedures and specific reporting forms shouldstetdished by the
European Medicine Agencies in order to provide teebénsight on this
type of medication error.

In this field, the particular knowledge from volang and independent
medication error reporting programmes deserveg tiaken into account b
the European Medicine Agency, as recommended bgdhecil of Europe
The learning resulting from thorough analysis @ thedication errors
reported to these safe medication practices ceranekstheir proposals for
prevention, should receive a particularly intefestn the Name Review
Group.

* Council of Europe “Recommendation Rec(2006)7h&f Committee of Ministers to
member states on management of patient safetyrawdngion of adverse events in health
care” adopted 24 May 2006.

** Council of Europe Expert Group on Safe Medicat®ractices “Creation of a better
medication safety culture in Europe: Building ufesaedication practices” Preliminarily
version available as from 19 March 2007: 257 pages.
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Paragraph
no.

Comment and Rationale

Proposed change (if applicable)

8 no.5

Transparency is too weakly adressed, in contradiain with
Article 126(c) of Directive 2004/27/EC.

Except statistical information on the outcome & MRG review on
proposed names, the minutes of the meetings c@ithdP are dumb
on the trademark names of medicines prone to camfus

However, if one can understand that the names stegjey the
companies are not revealed for reasons of proteofithe patent
rights, it does not have no reason there to hattes¢he known
medication errors due to confusions between tradenmames of
medicines.

Not only it is about the strict application of thées of transparency
endicted by Article 126(c) of Directive 2004/27/EQ, but any

retention of information regarding a known riskcohfusion between

trademark names of medicines is harmful with thatheof the
European citizens. It means deliberately expodiegitat these
known risks while preventing their looking afteorin self protection.
The current attitude is shocking, because contrétythe public
healthcare mission of safety alarm entrusted tdctimepean
Medicine Agency.

To make public the known risks of confusion betweetrademark
names of medicinal products.

As a postmarketing surveillance regular workingcess, the basic
precautions as regards the public health proteetimhthe respect of Articl
126(c) of Directive 2004/27/EC posted “transparénmsquire:

- to mention the medication errors due to confusienween trademark
names of medicines reported to the EMEA in the teimof the meetings d
the CHMP;

- to permanently hold up to date a list of the pairtrademark names
having been the subject of medication errors irathEuropean Union
countries;

- to make this list accessible on the EMEA web; site

- and to broadcast safety alarms when adversetefiesult from
medication errors due to confusion between tradiemames.
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Please feel free to add more rows if needed.

These comments and the identity of the sender will be published on the EMEA website unless a specific justified objection was received by EMEA.
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