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On 30 March 2010, the European
Commission published a note on
the handling of duplicate marketing
authorisation applications in the
centralised procedure. The note aims
at the creation of more transparency
and predictability regarding the cri-
teria which have to be complied with
in order to obtain a Commission
authorisation to submit a duplicate
marketing authorisation.

I . Legal basis of a duplicate
application for marketing

authorisation

The legal basis for the submission of
a duplicate application for marketing
authorisation is contained in Art. 82
(1) sentence 2 of Regulation (EC) No.
726/20041). The general rule is that
only one marketing authorisation
may be granted for a specific medic-
inal product, Art. 82 (1) sentence 1.
Provided special requirements are
fulfilled, the Commission may
authorise the applicant to submit
more than one application for mar-
keting authorisation for the medic-
inal product to the EMA. Art. 82 (1)
2 reads:

However, the Commission shall
authorise the same applicant to sub-
mit more than one application to the
Agency for that medicinal product
when there are objective verifiable rea-
sons relating to public health regard-

ing the availability of medicinal pro-
ducts to health-care professionals
and/or patients, or for co-marketing
reasons.

In the note the Commission pub-
lished the criteria which are applied
with respect to requests for authori-
sations to submit duplicate applica-
tions in order to ensure predictabil-
ity of the results and to avoid misuse
of the possibility to apply for dupli-
cate application.

II . Procedure

In the procedure of application for a
duplicate marketing authorisation
the EMA and the Commission have
to co-operate. Whereas the Commis-
sion has to grant the authorisation to
submit an application for duplicate
marketing authorisation, the EMA
has to perform the validation of the
application for duplicate marketing
authorisation as such, just as it does
in case of validation of “normal” ap-
plications for marketing authorisa-
tion. Furthermore, the EMA has to
validate whether the additional re-
quirements for duplicate applica-
tions are complied with.

n 1. Authorisation granted
by the Commission
Art. 82 (1) sentence 2 of the Regula-
tion provides the criteria which have
to be met in order to obtain an
authorisation for submission of a du-
plicate application. These are:

• The application is submitted by
“the same applicant” – as it will be
mentioned below, this aspect will
also be validated by the EMA on
the basis of the criteria laid down
in the 1998 Commission Commu-
nication and Chapter 2 of the
Notice to Applicants
and

• The public health or co-marketing
reasons are met. The interpreta-
tion of these criteria is explained
in the Annex to the Commission
note. Details on the requirements
are set out under III. below.

Pharm. Ind. 72, Nr. 5, 822–824 (2010)
822 Friese · EMA and EU Commission © ECV · Editio Cantor Verlag, Aulendorf (Germany)

pharmind Arzneimittelwesen · Gesundheitspolitik · Industrie und Gesellschaft
europharm

n AUTOR

RAin Dr. Brigitte Friese,
Karkstieg 22,
25938 Wyk-Wrixum auf Föhr
(Germany),
Fax +49 (0) 7 00-72 37 43 73,
e-mail: friese@friese-lawfirm.de1) ABl EG Nr. L 136, 30. 04. 2004, p. 1.



N
ur für den privaten oder firm

eninternen G
ebrauch / For private or internal corporate use only

A duplicate application may not be
granted unless the Commission has
issued its authorisation. Even though
the wording of Art. 82 (1) sentence 2
of the Regulation suggests that the
Commission’s authorisation should
be achieved prior to submission of
the application for duplicate market-
ing authorisation, the Commission
seems to practice a more flexible in-
terpretation. In the note the Com-
mission sets out that the authorisa-
tion letter must be issued prior to
the CHMP opinion on the duplicate
application. Therefore, applicants
have to apply for the Commission
authorisation in a timely manner be-
fore the CHMP meeting at the latest
one month prior to the CHMP opi-
nion. As a consequence, pre-submis-
sion advice may also be applied for
prior to having obtained the Com-
mission authorisation.

The letter of authorisation to be
issued by the Commission has to
contain the following elements:
• The name of the holder of the du-

plicate marketing authorisation,
• Name of the product subject to

the duplicate marketing authori-
sation,

• Condition that the authorisation
is granted provided that the ap-
plication is a “true duplicate” –
the assessment of this require-
ment has to be performed by the
EMA.

• Statement that the evidence of co-
marketing reasons has been sub-
mitted at the latest one month
prior to the CHMP opinion (if ap-
plicable);

• In case duplicates are asked for
reasons of patent protection for
certain therapeutic indications or
pharmaceutical forms, the appli-
cant has submitted a commitment
letter undertaking to extend the
indications/pharmaceutical forms
as soon as the patent protection
expires.

n 2. Validation to be
performed by the EMA
The EMA has to validate the follow-
ing criteria:

(1) The application is a “duplicate
application”, i. e. an application
for marketing authorisation
must already be submitted or a
marketing authorisation already
granted;

(2) The same applicant submits the
application for duplicate mar-
keting authorisation, i. e. the cri-
teria laid down in the 1998
Commission Communication
and Chapter 2 of the Notice to
Applicants must be satisfied;

(3) The definition of a “true dupli-
cate” must be complied with, i. e.
there may only be certain minor
differences between the original
application for marketing
authorisation or the marketing
authorisation already granted;

(4) The letter of consent from the
holder of the reference market-
ing authorisation must be in-
cluded in the application in case
the duplicate application is sub-
mitted on the basis of an in-
formed consent application;

(5) The authorisation to submit a
duplicate application must be
granted by the Commission.

III . Requirements
to be satisfied

The requirements which have to be
satisfied in order to achieve a dupli-
cate marketing authorisation are the
following:
(1) The application is a “duplicate

application”, i. e. the applicant
must either already have applied
for a marketing authorisation for
that product or already has been
granted a marketing authorisa-
tion. If this requirement is ful-
filled, the EMA will process the
application as a duplicate appli-
cation.

(2) The same applicant submits the
application for duplicate mar-
keting authorisation:
According to Art. 82 (1) sentence
2 of the Regulation a duplicate
application may only be sub-
mitted by the same applicant.
This also has to be verified by

the EMA. In this respect, the cri-
teria laid down in the Commis-
sion Communication of 1998 for
“the same entity” and the inter-
pretation contained in the No-
tice to Applicants, Chapter 2, for
“same applicant” apply. This
means that if the applicant is not
identical to the applicant of the
first marketing authorisation or
marketing authorisation applica-
tion the applicant either has to
belong to the same group of
companies as the applicant of
the original marketing authori-
sation (application) or the appli-
cant may be an independent
company which has concluded a
licence agreement or other kind
of marketing agreement the sub-
ject of which is the placing on
the market of the product. An
agreement between independent
companies the subject of which
is not the placing on the market
of the product or an agreement
regarding the purchase and/or
use of data from the original ap-
plicant does not satisfy the cri-
teria of the “same applicant”.

(3) The original marketing authori-
sation must be valid, i. e. it must
not be withdrawn, revoked or
suspended and it must not have
ceased to be valid, e. g. for failure
to submit a renewal application.

(4) The definition of a “true dupli-
cate” must be satisfied, i. e. the
duplicate application must refer
to the specific medicinal product
which is already covered by the
original marketing authorisation.
Consequently, only slight differ-
ences are allowed between the
medicinal products. These are
differences regarding:
• the name of the marketing

authorisation holder,
• the name of the product,
• the manufacturer or manufac-

turing site – however, in case
of biological medicinal pro-
ducts this will be assessed on
a case-by-case basis,

• excipients, provided they are
justified,
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• the number of therapeutic in-
dications, if they are due to
patent protection in certain
Member States.

(5) A letter of consent must be sub-
mitted in case of informed con-
sent applications
and

(6) The Commission authorisation
must be issued, i. e. evidence has
been submitted to the Commis-
sion that public health reasons
or co-marketing reasons are ex-
isting.
The existence of public health or
co-marketing reasons is assessed
by the Commission. With respect
to this assessment, the Annex to
the note contains information
how this assessment is per-
formed.
a. Public health reasons
Public health reasons have to be
linked to the availability of the
product. Their existence is as-
sessed on a case-by-case basis.
No. 1 of the Annex to the note

merely mentions patent protec-
tion of indications or pharma-
ceutical forms in one or more
Member States as acceptable
public health reason. However,
in this case the applicant has to
provide a commitment letter
that he will either accordingly
extend the marketing authorisa-
tion or withdraw the restricted
duplicate marketing authorisa-
tion as soon as the patent re-
strictions no longer exists. To
the contrary
• pricing and reimbursement

considerations,
• classification considerations of

the medicinal product
and

• considerations based on dif-
ferences in national legislation
which might be contrary to or
incompatible with EC law

shall not be accepted as public
health reason for the authorisa-
tion for duplicate marketing
authorisation.

b. Co-marketing reasons
The assessment of these reasons
is based on the interpretation of
“co-marketing” as “an agreement
between two parties to commer-
cialise a specific medicinal pro-
duct under different tradenames”.
Consequently, an authorisation
for duplicate application will not
be granted if the co-marketing
partners
• belong to the same group of

companies,
• already practise co-marketing

in the EU.
The evidence to be submitted
comprises the name of the co-
marketing partner and proof of
co-marketing agreement.
All evidence to be submitted ac-
cording to the note has to be
submitted to the Commission at
the latest one month prior to
adoption of the CHMP opinion.
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