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Text proposed by the Commission Amendments by Parliament

Amendment by Anne Ferreira and Kader Arif

Amendment 39
Recital 6

(6) As the compulsory licensing system set 
up by this Regulation is intended to address 
public health problems, it should be used in 
good faith. It should not be used with the 
primary purpose of addressing other 
objectives, and in particular objectives of a 
purely commercial nature.

(6) The compulsory licensing system set up 
by this Regulation should be used in good 
faith. It should not be used with the primary 
purpose of addressing other objectives, and 
in particular objectives of a purely 
commercial nature.

Or. fr

Justification

Amendment consistent with the amendment proposed to Article 1.
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Amendment by Anne Ferreira and Kader Arif

Amendment 40
Recital 6 a (new)

(6a) Research and development in the field 
of health at the global level only partially 
answers health needs in poor countries. In 
order to address this situation, measures 
and action should be implemented as soon 
as possible, with a view to improving the 
technical capacity of those countries with 
the help of technology transfer.

Or. fr

Justification

As research and development in the field of neglected diseases is not commercially viable, 
R&D is mainly geared towards the Western world, widening the inequality between 
developed and poor countries.  It is important for the European Union to give a clear 
political signal.

The desirability of the transfer of technology to developing and least-developed countries is 
set out in the Decision of 30 August, but not incorporated in the regulation.

Amendment by Anne Ferreira and Kader Arif

Amendment 41
Article 1, paragraph 1

This Regulation establishes a procedure for 
the grant of compulsory licences in relation 
to patents and supplementary protection 
certificates concerning the manufacture and 
sale of pharmaceutical products, when such 
products are intended for export to eligible 
WTO members affected by public health 
problems.

This Regulation establishes a procedure for 
the grant of compulsory licences in relation 
to patents and supplementary protection 
certificates concerning the manufacture and 
sale of pharmaceutical products, when such 
products are intended for export to eligible 
WTO members and other countries with 
such a need.

Or. fr

Justification

The compulsory licence system is not confined to addressing public health problems, but also 
designed to help where there is no, or insufficient, pharmaceutical production capacity.
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Eligibility to benefit from the system should be widened to include countries that are not 
members of the WTO.

Amendment by Anne Ferreira and Kader Arif

Amendment 42
Article 4, paragraph 2

However, any WTO member that has made 
a declaration to the WTO that it will not 
use the system as an importing WTO 
member is not an eligible importing WTO 
member.

deleted

Or. fr

Justification

Such a provision is too restrictive. A developing country which has notified the WTO that it 
will not be participating cannot be prohibited from going back on its decision. Such a 
provision appears to go too far in interpreting the WTO Decision of 30 August 2003.

Amendment by Anne Ferreira and Kader Arif

Amendment 43
Article 5, paragraph 3, point (b)

(b) the name of the pharmaceutical product 
or products the applicant intends to 
manufacture and sell for export under the 
compulsory licence, including any 
additional information needed to ensure 
the precise identification of the product or 
products in question;

(b) the name of the pharmaceutical product 
or products the applicant intends to 
manufacture and sell for export under the 
compulsory licence;

Or. fr

Justification

The WTO General Council Decision of 30 August 2003 does not lay down such a provision 
concerning the information required to be supplied by the applicant in connection with an 
application for a compulsory licence (cf. paragraph 2(b)(ii) of the WTO General Council 
Decision).
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Amendment by Anne Ferreira and Kader Arif

Amendment 44
Article 5, paragraph 3, point (c)

(c) identification of the patent(s) and/or 
supplementary protection certificate(s) in 
respect of which a compulsory licence is 
sought;

deleted

Or. fr

Justification

The WTO General Council Decision of 30 August 2003 does not lay down such a provision 
concerning the information required to be supplied by the applicant in connection with an 
application for a compulsory licence.

Furthermore, this identification procedure for patents or supplementary protection 
certificates could prove long and costly in view of the composition of the medicine to which 
an application for a compulsory licence relates.

Finally, the applicant for a compulsory licence is under an obligation to provide evidence 
that he has negotiated with the holder of the patent(s) or supplementary protection 
certificate(s) in accordance with Article 7 of this proposal for a regulation.

This provision is redundant, and is likely to have the effect of preventing potential applicants 
from making use of this compulsory licensing system. It should therefore be deleted.

Amendment by Anne Ferreira and Kader Arif

Amendment 45
Article 5, paragraph 3, point (d)

(d) the amount of pharmaceutical product 
which the applicant seeks to produce under 
the compulsory licence;

(d) the amount of pharmaceutical product 
which the applicant seeks to produce under 
the compulsory licence, in accordance with 
Article 8(2);

Or. fr

Justification

Cf. the amendment to Article 8(2).
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Amendment by Anne Ferreira and Kader Arif

Amendment 46
Article 5, paragraph 3, point (e)

(e) the importing WTO member or 
members;

(e) the importing WTO member or members 
or other importing country or countries 
with such a need;

Or. fr

Justification

It should be made clear that the application may relate to countries that are not WTO 
members.

Amendment by Anne Ferreira and Kader Arif

Amendment 47
Article 5, paragraph 3, point (f)

(f) evidence of prior negotiation with the 
right holder pursuant to Article 7;

deleted

Or. fr

Justification

This provision is contained in Article 7 of this proposal for a regulation. It is therefore 
redundant.

Amendment by Anne Ferreira and Kader Arif

Amendment 48
Article 5, paragraph 3, point (g)

(g) evidence of a specific request to the 
applicant from authorised representatives 
of the importing WTO member and 
indicating quantity of product required.

(g) evidence of a specific request from the 
importing WTO member or members or 
other importing country or countries with 
such a need and indicating quantity of 
product required.

Or. fr
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Justification

Non-governmental and even international organisations should be allowed to participate in 
this system.

Amendment by Anne Ferreira and Kader Arif

Amendment 49
Article 5, paragraph 4

4. The competent authority may prescribe 
additional formal or administrative 
requirements for efficient processing of the 
application. 

deleted

Or. fr

Justification

On the one hand, the wording is too vague, and it is unclear what additional requirements 
might be specified by the competent authority of a Member State. On the other hand, such a 
requirement is contrary to the objective of this proposal to harmonise EU Member States' 
provisions. This paragraph should therefore be deleted.

Amendment by Anne Ferreira and Kader Arif

Amendment 50
Article 6, paragraph 1, point (b)

(b) unless the importing WTO member is a 
least-developed country, confirms that the 
importing WTO member has established that 
it either has no manufacturing capacities in 
the pharmaceutical sector or has examined 
its manufacturing capacity in that sector 
and found that, excluding any capacity 
owned or controlled by the right holder, it 
is currently insufficient for meeting its 
needs;

(b) unless the importing WTO member is a 
least-developed country, confirms, if 
necessary, that the importing WTO member 
has established that it has insufficient or no 
manufacturing capacities in the 
pharmaceutical sector for the product(s) in 
question in one of the ways set out in the 
Annex to the WTO Decision of 30 August 
2003 on the Implementation of Paragraph 
6 of the Doha Declaration on the TRIPS 
Agreement and Public Health; 

Or. fr
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Justification

This wording follows that contained in the WTO Decision of 30 August 2003. The form of 
wording should be identical in order to prevent a situation in which certain potential 
applicants cannot make use of the compulsory licensing system.

Amendment by Anne Ferreira and Kader Arif

Amendment 51
Article 6, paragraph 1, point (c)

(c) confirms that where a pharmaceutical 
product is patented in the territory of the 
importing WTO member, that WTO member 
has granted or intends to grant a compulsory 
licence for import of the product concerned 
in accordance with Article 31 of the TRIPS 
Agreement and the provisions of the 
Decision.

(c) confirms that where a pharmaceutical 
product is patented in the territory of the 
importing WTO member, other than a 
least-developed country, that WTO member 
has granted or intends to grant a compulsory 
licence for import of the product concerned 
in accordance with Article 31 of the TRIPS 
Agreement and the provisions of the 
Decision.

Or. fr

Justification

Least-developed countries that are WTO members are exempt from the obligations placed on 
developing countries that are members of that organisation, in accordance with the Decision 
of the Council for TRIPS of 27 June 2002 (IP/C/25, 1 July 2002).

Amendment by Anne Ferreira and Kader Arif

Amendment 52
Article 7, paragraph 1

The applicant shall provide evidence to 
satisfy the competent authority that he has 
made efforts to obtain authorisation from the 
right holder on reasonable commercial terms 
and conditions and that such efforts have not 
been successful within a reasonable period 
of time.

The applicant shall provide evidence to the 
competent authority that he has made efforts 
to obtain authorisation from the right holder 
on reasonable commercial terms and 
conditions and that such efforts have not 
been successful within a period of 30 days, 
except in situations of national emergency 
or other circumstances of extreme urgency 
or in cases of public non-commercial use 
pursuant to Article 31(b) of the TRIPS 
Agreement.
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Or. fr

Justification

Article 31(b) of the TRIPS Agreement authorises, under certain conditions, waiving the 
requirement to obtain prior authorisation from the holder of the patent(s) or supplementary 
certificate(s). The Community rules on compulsory licensing should not go beyond the 
provisions adopted and accepted at the WTO level; otherwise there is a risk that it will 
become impossible at the Community level and within the European Union to use the 
compulsory licensing system.

Amendment by Anne Ferreira and Kader Arif

Amendment 53
Article 8, paragraph 2

2. The amount of patented product(s) 
manufactured under the licence shall not 
exceed what is necessary to meet the needs 
of the importing WTO member or members 
cited in the application.

2. The amount of patented product(s) 
manufactured under the licence shall not 
exceed what is necessary to meet the needs 
of the importing WTO member or members 
cited in the application; any additional 
amount of the same patented product(s) 
manufactured under the licence shall be 
the subject of renewed notification to the 
competent authority and the WTO.

Or. fr

Justification

Only a simple procedure, not a new licensing procedure, should be required in respect of any 
increase in the amount of identical product(s).

Amendment by Anne Ferreira and Kader Arif

Amendment 54
Article 8, paragraph 3

3. The licence shall be strictly limited to the 
acts of manufacturing the product in 
question and selling for export to the WTO 
member or members cited in the application. 
No product made under the compulsory 
licence shall be offered for sale or put on 
the market in any country other than the 

3. The licence shall cover all of the stages 
necessary for the importation, manufacture 
and sale of the various ingredients of the 
product in question, including active 
ingredients, in order to enable the product 
to be sold for export to the WTO member or 
members cited in the application or other 
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WTO member(s) cited in the application. countries with such a need. Re-export by 
the country that originally requested the 
product(s) shall be authorised in the case of 
parties to a regional trade agreement, 
pursuant to the provisions of paragraph 6 
of the WTO Decision of 30 August 2003 on 
the Implementation of Paragraph 6 of the 
Doha Declaration on the TRIPS 
Agreement and Public Health.

Or. fr

Justification

The wording of the original regulation does not allow for the importing of all of the 
ingredients needed to manufacture medicines covered by a compulsory licence. Without this 
more precise wording, the regulation is likely to be ineffective.

Furthermore, the WTO Decision authorises re-export to countries that are parties to a 
regional trade agreement.

Amendment by Anne Ferreira and Kader Arif

Amendment 55
Article 8, paragraph 4

4. Products made under the licence shall be 
clearly identified, through specific labelling 
or marking, as being produced pursuant to 
this Regulation. The products shall be 
distinguished from those made by the right 
holder through special packaging. The 
packaging and any associated literature shall 
bear an indication that the product is subject 
of a compulsory licence under this 
Regulation, giving the name of the 
competent authority and any identifying 
reference number, and specifying clearly 
that the product is exclusively for export to 
and sale in the importing WTO member or 
members concerned. Unless the applicant 
proves that such distinction is not feasible 
or has a significant impact on price, special 
colouring or shaping of the products 
themselves shall also be required.

4. Products made under the licence shall be 
clearly identified, through specific labelling 
or marking, as being produced pursuant to 
this Regulation. The products shall be 
distinguished from those made by the right 
holder through special packaging and/or 
special colouring or shaping of the 
products themselves, provided that such 
distinction is feasible and has no, or almost 
no, impact on price. The packaging and any 
associated literature shall bear an indication 
that the product is subject of a compulsory 
licence under this Regulation, giving the 
name of the competent authority and any 
identifying reference number, and specifying 
clearly that the product is exclusively for 
export to and distribution in the importing 
WTO member or members concerned.
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Or. fr

Justification

The wording contained in the WTO Decision of 30 August 2003 (Article 2(b)(ii)) should be 
used. The wording proposed by the Commission is far more stringent and lays down 
additional requirements, which will limit the use of the compulsory licensing system.

Furthermore, the amendment proposed takes account of the fact that any significant change 
to the formulation and/or dose of a medicine could lead to a reduction in the effectiveness of, 
or even render ineffective, the medicine produced under a compulsory licence, contrary to the 
objective of dealing with an emergency health situation in the importing country or countries.

Finally, the word 'sale' should be replaced by 'distribution' in order to take account of public 
non-commercial use of the medicine under a compulsory licence.

Amendment by Anne Ferreira and Kader Arif

Amendment 56
Article 8, paragraph 6

6. If the product(s) covered by the 
compulsory licence are patented in the 
importing WTO members cited in the 
application, the product(s) shall only be 
exported if those countries have issued a 
compulsory licence for the import and sale
of the products.

6. If the product(s) covered by the 
compulsory licence are patented in the 
importing WTO members cited in the 
application, the product(s) shall only be 
exported if those countries have issued a
compulsory licence for the import and 
distribution of the products.

Or. fr

Justification

Amendment consistent with the amendment to Article 8(4).

Amendment by Anne Ferreira and Kader Arif

Amendment 57
Article 9

The competent authority shall refuse an 
application if any of the conditions set out in 
Article 5 (3) and (4) and Articles 6, 7 and 8 
is not met. Before refusing an application, 
the competent authority shall give the 

The competent authority shall refuse an 
application if any of the conditions set out in 
Article 5 (3) and Articles 6, 7 and 8 is not 
met. Before refusing an application, the 
competent authority shall give the applicant 
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applicant an opportunity to rectify the 
situation and to be heard.

an opportunity to rectify the situation and to 
be heard.

Or. fr

Justification

Amendment consistent with the amendment to Article 5(4).

Amendment by Anne Ferreira and Kader Arif

Amendment 58
Article 12, paragraph 1

1. Where there is reason to suspect that, 
contrary to Article 11(1), products subject of 
a compulsory licence under this Regulation 
are being imported into the Community, 
customs authorities shall suspend the release 
of, or detain, the products concerned for the 
time necessary to obtain a decision of the 
relevant national authority on the character 
of the merchandise. The period of 
suspension or detention shall not exceed 10 
working days unless special circumstances 
apply, in which case the period may be 
extended by a maximum of 10 working 
days. Upon expiry of that period, the 
products shall be released, provided that all 
customs formalities have been complied 
with.

1. If, contrary to Article 11(1), products 
subject of a compulsory licence under this 
Regulation are being imported into the 
Community in breach of the provisions laid 
down in Article 5 (3) and Articles 6, 7 and 
8, customs authorities shall suspend the 
release of, or detain, the products concerned 
for the time necessary to obtain a decision of 
the relevant national authority on the 
character of the merchandise. The period of 
suspension or detention shall not exceed 10 
working days unless special circumstances 
apply, in which case the period may be 
extended by a maximum of 10 working 
days. Upon expiry of that period, the 
products shall be released, provided that all 
customs formalities have been complied 
with.

Or. fr

Justification

The wording in the proposal for a regulation is too vague. The grounds on which the release 
of products may be suspended should be the same as the conditions specified for the granting 
of a compulsory licence.

Amendment by Anne Ferreira and Kader Arif

Amendment 59
Article 12, paragraph 3
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3. The procedure of suspension or 
detention of the goods is carried out at the 
expense of the importer. If it is not possible 
to recover those expenses from the 
importer, they may, in accordance with 
national legislation, be recovered from any 
other person responsible for the attempted 
illicit importation.

deleted

Or. fr

Justification

The provisions on payment of the expense occasioned by the - suspected or established -
illegal importation of products have been transferred to paragraph 4a (new), so as to avoid 
the repetition of these provisions in paragraphs 3 and 4 of this Article.

Amendment by Anne Ferreira and Kader Arif

Amendment 60
Article 12, paragraph 4

4. If the relevant national authority finds 
that products suspended for release or 
detained by customs authorities were 
intended for import into the Community 
contrary to the prohibition in Article 11 (1), 
that authority shall ensure that these 
products are seized and disposed of in 
accordance with national legislation. These 
procedures are carried out at the expense 
of the importer. If it is not possible to 
recover these expenses from the importer, 
they may, in accordance with national 
legislation, be recovered from any other 
person responsible for the attempted illicit 
importation.

4. If it is confirmed that products suspended 
for release or detained by customs 
authorities were intended for import into the 
Community contrary to the prohibition in 
Article 11 (1), the relevant national 
authority shall ensure that these products are 
seized and disposed of in accordance with 
national legislation.

Or. fr

Justification

The wording in the proposal for a regulation is too vague. Products imported illegally into 
the European Union or one of its Member States may only be seized on the basis of 
confirmation of a breach of the provisions of this regulation.
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The provisions on payment of the expense occasioned by the seizure of products have been 
deleted solely in order to avoid unnecessary repetition in relation to the (amended) provisions 
contained in paragraph 3 of this Article. 

Amendment by Anne Ferreira and Kader Arif

Amendment 61
Article 12, paragraph 4 a (new)

4a. The suspension or detention or seizure 
procedure for the products is carried out at 
the expense of the importer. If it is not 
possible to recover those expenses from the 
importer, they may, in accordance with 
national legislation, be recovered from any 
other person responsible for the attempted 
illicit importation.

Or. fr

Justification

The provisions on payment of the expense occasioned by the - suspected or established -
illegal importation of products have been transferred to paragraph 4a (new), so as to avoid 
the repetition of these provisions in paragraphs 3 and 4 of this Article.

Amendment by Anne Ferreira and Kader Arif

Amendment 62
Article 12, paragraph 5

5. Where products suspended for release or 
detained by customs authorities subsequent 
to further control by the relevant national 
authority are found not to violate the 
prohibition in Article 11(1), the customs 
authority shall release the products to the 
consignee, provided that all customs 
formalities have been complied with.

deleted

Or. fr

Justification

The provisions contained in this paragraph are redundant, in the light of the provisions laid 
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down in paragraph 1 of this Article.

Amendment by Anne Ferreira and Kader Arif

Amendment 63
Article 14, paragraph 1, subparagraph 1

1. Subject to adequate protection of the 
legitimate interests of the licensee, a 
compulsory licence granted pursuant to this 
Regulation may be terminated by a decision 
of the competent authority or by one of the 
bodies referred to under Article 16 in either 
of the following cases:

1. Subject to adequate protection of the 
legitimate interests of the licensee, a 
compulsory licence granted pursuant to this 
Regulation may be terminated by a decision 
of the competent authority or by one of the 
bodies referred to under Article 16 if the 
conditions of the licence are not respected 
by the licensee.

(a) if the conditions of the licence are not 
respected by the licensee;
(b) if and when the circumstances which 
led to the grant of the licence cease to exist 
and are unlikely to recur.

Or. fr

Justification

The power to terminate a compulsory licence for the reason set out in point (b) cannot be 
conferred on the bodies referred to in paragraph 1. Only importing countries are in a position 
to judge whether the circumstances that led to the granting of a compulsory licence are still in 
place. This provision should therefore be deleted.

Amendment by Anne Ferreira and Kader Arif

Amendment 64
Article 15, paragraph 1 a (new)

The body responsible shall handle as a 
matter of urgency appeals brought before 
it, and shall deliver its response within 
seven days.
Appeals brought shall not suspend 
implementation of the compulsory licence.

Or. fr
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Justification

There is an obligation on the body responsible for handling appeals to act and deliver a 
decision as swiftly as possible, in order to deal with emergency or extremely serious 
situations.

It is also important to prevent any abuses of the appeals procedure, particularly on the part of 
the right holder.

Amendment by Anne Ferreira and Kader Arif

Amendment 65
Article 17

Three years after the entry into force of this 
Regulation, the Commission shall present a 
report to the European Parliament, the 
Council, and the European Economic and 
Social Committee on the operation of this 
Regulation and the contribution it has made 
to the implementation of the system 
established by the Decision.

Three years after the entry into force of this 
Regulation, and thereafter every three 
years, the Commission shall present a report 
to the European Parliament, the Council, and 
the European Economic and Social 
Committee on the operation of this 
Regulation and the contribution it has made 
to the implementation of the system 
established by the Decision. Where 
necessary, it shall present proposals for 
amendments to this Regulation.
The Commission shall also present to the 
European Parliament and the Council any 
necessary proposals for revising this 
Regulation when the TRIPS Agreement 
has been amended.

Or. fr

Justification

Publication of reports on implementation must be accompanied, where necessary, by 
proposals for amendments to Community provisions in order to address gaps found.

Furthermore, the Commission must propose any amendments to this Regulation necessary in 
order to take account of amendments to the TRIPS Agreement. Consistency between the texts 
should be ensured.
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