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SHORT JUSTIFICATION

The Committee on the Environment, Public Health and Food Safety welcomes the 
Commission proposal for a regulation on compulsory licensing of patents relating to the 
manufacture of pharmaceutical products for export to countries with public health problems.

The serious public health problems facing the world's least developed countries cannot be 
solved by issuing such compulsory licences, but they can at least be contained.

The Commission proposal represents a balanced attempt to reconcile the concerns of 
countries in need on the one side and the interests of patent holders which deserve to be 
protected on the other side.

Nevertheless, it is not only member countries of the WTO which face public health problems, 
and other little developed countries in the world must also be given access to affordable 
pharmaceutical products.

It must not be forgotten that the issuing of a compulsory licence represents a serious 
encroachment on the ownership rights of the patent holder. For this reason, patent holders 
should be involved in monitoring the application of the compulsory licensing system set up by 
this regulation to ensure that it is used in good faith. Access to the necessary information must 
be guaranteed.

AMENDMENTS

The Committee on the Environment, Public Health and Food Safety calls on the Committee 
on International Trade, as the committee responsible, to incorporate the following 
amendments in its report:

Text proposed by the Commission1 Amendments by Parliament

Amendment 1
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) As the compulsory licensing system set 
up by this Regulation is intended to address 
public health problems, it must used in good 
faith. It must on no account be used with 
the purpose of addressing other objectives, 
and in particular objectives of a purely 
commercial nature.

  
1 OJ C ... /Not yet published in OJ.
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Amendment 2
Recital 7

(7) Products manufactured pursuant to this 
Regulation should reach those who need 
them and should not be diverted from those 
for whom they were intended. Compulsory 
licences issued under this Regulation should
therefore impose clear conditions upon the 
licensee as regards the acts covered by the 
licence, the identification of the 
pharmaceutical products manufactured 
under the licence and the countries to which 
these products will be exported.

(7) Products manufactured pursuant to this 
Regulation may only reach those who need 
them and should not be diverted from those 
for whom they were intended. The issuing 
of compulsory licences under this 
Regulation must therefore impose clear 
conditions upon the licensee as regards the 
acts covered by the licence, the 
identification of the pharmaceutical products 
manufactured under the licence and the 
countries to which these products will be 
exported.

Amendment 3
Recital 8

(8) Provision should be made for customs 
action at external borders to deal with 
products manufactured and sold for export 
under a compulsory licence and which a 
person attempts to re-import into the 
territory of the Community. 

(8) Reliable provision must be made for 
customs action at external borders to deal 
with producers and distributors of illegal 
products manufactured and sold for export 
under a compulsory licence and which a 
person attempts to re-import into the 
territory of the Community. 

Amendment 4
Recital 9

(9) To avoid facilitating overproduction and 
possible diversion of products, competent 
authorities should take into account existing 
compulsory licences for the same products 
and countries, as well as parallel 
applications indicated by the applicant.

(9) To avoid facilitating overproduction and 
possible diversion of products, competent 
authorities should take into account existing 
compulsory licences for the same products 
and countries, as well as parallel 
applications indicated by the applicant. The 
data exchange networks necessary for this 
purpose should be created, where they do 
not already exist.
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Amendment 5
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 in need 
affected by public health problems. 

Justification

The insertion makes it clear that countries which are not members of the WTO are also to be 
considered as eligible countries.

Amendment 6
Article 1, paragraph 2

Member States shall grant a compulsory 
licence to any person making an application 
in accordance with Article 5 and subject to 
the conditions set out in Articles 5 – 8. 

Member States shall grant a compulsory 
licence to any person making an application 
in accordance with Article 5 and subject to 
the conditions set out in Articles 5 – 8, 
unless the right holder can prove that the 
compulsory licence is being used with the 
purpose of addressing other objectives, and 
in particular objectives of a purely 
commercial nature. 

Justification

The text inserted offers licence issuers the possibility of taking on a comprehensive 
monitoring role and drawing attention at an early stage to a possible intention on the part of 
the licensee to misuse the licence.

Amendment 7
Article 2, point 3 a (new)

(3a) "other country in need" means any of 
the least-developed countries in accordance 
with the official UN list of LDCs.



PE 353.621v01-00 6/19 PA\555323EN.doc

EN

Justification

The insertion defines countries which are not members of the WTO but which should 
nevertheless be regarded as countries in need.

Amendment 8
Article 4, paragraph 1 a (new)

Other countries in need which are not 
WTO members are also eligible provided 
that they:
(a) are entitled to official development aid 
according to the Organisation for 
Economic Cooperation and Development 
and
(b) declare a national emergency or other 
circumstances of extreme urgency and
(c) specify the exact name and quantity of a 
particular product which they require in 
order to overcome the emergency.

Justification

The text inserted expands the group of eligible countries to include countries in need which 
are not WTO members in line with the international conditions valid at UN level. These 
countries should also be eligible, under certain supplementary conditions.

Amendment 9
Article 5, paragraph 2

2. If the person applying for a compulsory 
licence is submitting applications to 
competent authorities in more than one 
Member State for the same product, he shall 
indicate that in each application, together 
with details of the quantities and importing 
WTO members concerned.

2. If the person applying for a compulsory 
licence is submitting applications to 
competent authorities in more than one 
Member State for the same product, he shall 
indicate that in each application, together 
with details of the quantities and importing 
WTO members or other countries in need
concerned.

Justification

Adjustment to the wording to reflect the expanded group of eligible countries.
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Amendment 10
Article 5, paragraph 3, point e

(e) the importing WTO member or 
members;

(e) the importing WTO member or members
or other country or countries in need;

Justification

Adjustment to the wording to reflect the expanded group of eligible countries.

Amendment 11
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 to the 
applicant from authorised representatives of 
the importing WTO member or other 
country in need and indicating quantity of 
product required.

Justification

Adjustment to the wording to reflect the expanded group of eligible countries.

Amendment 12
Article 5, paragraph 4

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

4. The competent authority may prescribe 
additional formal or administrative 
requirements for efficient processing of the 
application. These requirements shall be 
kept to a minimum and may not 
unnecessarily delay the processing of the 
application.

Justification

The text inserted guarantees that the issuing of a compulsory licence will not be delayed by 
unnecessary requirements laid down by the competent authority.

Amendment 13
Article 5, paragraph 4 a (new)

(4a) The competent authority shall inform 
the right holder of the application for a 
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compulsory licence within a period of 14 
days.

Justification

The text inserted enables the right holder to participate in the compulsory licence system from 
the outset and thus strengthens the right holder's position.

Amendment 14
Article 6, paragraph 2

2. The competent authority shall verify that 
the quantity of product cited in the 
application does not exceed that notified to 
the WTO by the importing WTO member(s), 
and that, taking into account other 
compulsory licences ordered in the 
Community, the total amount of product 
authorised to be produced for any importing 
WTO member does not significantly exceed 
the amount notified to the WTO by that 
member.

2. The competent authority shall verify that 
the quantity of product cited in the 
application does not exceed that notified to 
the WTO by the importing WTO member(s), 
and that, taking into account other 
compulsory licences ordered in the 
Community, the total amount of product 
authorised to be produced for any importing 
WTO member does not exceed the amount 
notified to the WTO by that member.

Justification

The deletion removes a contradiction between this paragraph and Article 8(2). The products 
manufactured under a compulsory licence must not exceed the amount needed as notified to 
the WTO.

Amendment 15
Article 6, paragraph 2 a (new)

(2a) The competent authority shall ensure 
that paragraphs 1 and 2 are 
correspondingly applied to any other 
country in need so that these countries may 
submit an application for a compulsory 
licence under the same conditions as WTO 
members, as laid down in these paragraphs.

Justification

The amendment adjusts the wording to reflect the expanded group of eligible countries and 
makes it clear that other countries in need should on no account be granted compulsory 
licences under different conditions from those applying to WTO members.



PA\555323EN.doc 9/19 PE 353.621v01-00

EN

Amendment 16
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 
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 period of 60 days.

Justification

Inserting a clearly specified period removes the legal uncertainty associated with defining 
what constitutes a reasonable period. This is an appropriate time limit for negotiations with a 
view to authorisation from the right holder and avoids delays in the granting of a licence.

Amendment 17
Article 7, paragraph 2

The determination of a reasonable period 
of time shall take into account whether the 
importing WTO member has declared a 
situation of national emergency or other 
circumstances of extreme urgency.

deleted

Justification

Inserting a clearly specified period removes the legal uncertainty associated with defining 
what constitutes a reasonable period. This is an appropriate time limit for negotiations with a 
view to authorisation from the right holder and avoids delays in the granting of a licence.

Amendment 18
Article 8, paragraph 1

1.  The licence granted shall be non-
exclusive and non-assignable. It shall 
contain the specific conditions set out in 
paragraphs 2 to 8 to be fulfilled by the 
licensee.

1. The licence granted shall be non-
exclusive and non-assignable. It shall 
contain the specific conditions set out in 
paragraphs 2 to 9 to be fulfilled by the 
licensee.
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Justification

The amendment makes it clear that payment of adequate remuneration to the right holder also 
figures among the conditions to be met by the licensee.

Amendment 19
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 
or other country or countries in need cited 
in the application.

Justification

This amendment adjusts the wording to reflect the expanded group of eligible countries.

Amendment 20
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 WTO 
member(s) cited in the application.

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 or other country or 
countries in need 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 WTO 
member(s) or other country or countries in 
need cited in the application.

Justification

This amendment adjusts the wording to reflect the expanded group of eligible countries.

Amendment 21
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 

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 



PA\555323EN.doc 11/19 PE 353.621v01-00

EN

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.

distinguished from those made or sold by 
the right holder through special packaging. 
This applies to all the places where the 
product made under the licence is 
marketed. 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 or other country or countries in 
need 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.

Justification

In order to prevent trade diversion, it is advisable to differentiate clearly between products 
made under the licence and products made by the right holder wherever they are marketed.

Amendment 22
Article 8, paragraph 5, subparagraph 1, introductory part

Before shipment to the importing WTO 
member or members cited in the application, 
the licensee shall post on a website the 
following information:

Before shipment to the importing WTO 
member or members or other country or 
countries in need cited in the application, 
the licensee shall post on a website the 
following information:

Justification

This amendment adjusts the wording to reflect the expanded group of eligible countries.

In order to promote transparency and checks on the use of compulsory licences, it would be 
useful to notify the right holder of the website containing the information to be made public, 
and to post the address on the central Commission web page.
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Amendment 23
Article 8, paragraph 5, subparagraph 1, point (a)

(a) the quantities being supplied under the 
licence and the WTO members to which 
they are supplied

(a) the quantities being supplied under the 
licence and the WTO members or other 
countries in need to which they are supplied

Justification

This amendment adjusts the wording to reflect the expanded group of eligible countries.

In order to promote transparency and checks on the use of compulsory licences, it would be 
useful to notify the right holder of the website containing the information to be made public, 
and to post the address on the central Commission web page.

Amendment 24
Article 8, paragraph 5, subparagraph 2

The website address shall be communicated 
to the competent authority.

The website address shall be communicated 
to the competent authority, the Commission 
and the right holder. The Commission shall 
post the address on its central website.

Justification

This amendment adjusts the wording to reflect the expanded group of eligible countries.

In order to promote transparency and checks on the use of compulsory licences, it would be 
useful to notify the right holder of the website containing the information to be made public, 
and to post the address on the central Commission web page.

Amendment 25
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 or other countries 
in need 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.
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Justification

This amendment adjusts the wording to reflect the expanded group of eligible countries.

Amendment 26
Article 8, paragraph 7

7.  The licensee shall keep complete and 
accurate books and records of all quantities 
of product manufactured and of all dealings 
therein. The licensee shall make these books 
and records available on request to an 
independent person agreed by the parties, or 
otherwise appointed by the competent 
authority, for the sole purpose of checking 
whether the terms of the licence, and in 
particular those relating to the final 
destination of the products, have been met.

7.  The licensee shall keep complete and 
accurate books and records of all quantities 
of product manufactured and of all dealings 
therein. The licensee shall make these books 
and records available on request to the right 
holder and an independent person agreed by 
the parties, or otherwise appointed by the 
competent authority, for the sole purpose of 
checking whether the terms of the licence, 
and in particular those relating to the final 
destination of the products, have been met.

Justification

In order to promote transparency and increase the possibilities for monitoring, it would be 
useful to make the licensee's accounting records available to the firms and manufacturers 
holding the licence as well, on request and where necessary.

Amendment 27
Article 8, paragraph 8

8.  The licensee shall be required to provide 
proof of exportation of the product, through 
a declaration of exportation certified by the 
customs authority concerned, and proof of 
importation or putting on the market 
certified by an authority of the importing 
WTO member, and shall retain such records 
for at least three years. Upon request these 
proofs must be supplied to the competent 
authority.

8.  The licensee shall be required to provide 
proof of exportation of the product, through 
a declaration of exportation certified by the 
customs authority concerned, and proof of 
importation or putting on the market 
certified by an authority of the importing 
WTO member or other country in need, and 
shall retain such records for at least three 
years. Upon request these proofs must be 
supplied to the competent authority. The 
right holder concerned shall also be 
granted access to the files on request, at the 
latest 14 days after the export has taken 
place.
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Justification

The group of LDCs has been enlarged beyond the circle of WTO members in line with 
Amendment 4. In order to improve checks on the manufacturing side as well, it would be 
useful to grant right holders access to the export and customs documents as well.

Amendment 28
Article 8, paragraph 9

9. The licensee shall be responsible for the 
payment of adequate remuneration to the 
right holder as determined by the competent 
authority taking into account the economic 
value of the use that has been authorised 
under the licence to the importing WTO 
member(s) concerned.

9. The licensee shall be responsible for the 
payment of adequate remuneration to the 
right holder as determined by the competent 
authority taking into account the economic 
value of the use that has been authorised 
under the licence to the importing WTO 
member(s) or country or countries in need 
concerned. When determining the amount, 
the competent authority shall also take 
account of the position occupied by the 
importing WTO member in the UN Human 
Development Index (HDI).

Justification

The reference to adequate remuneration is excessively vague. The reference to the HDI index 
will make it easier to predict the amount of remuneration and ensure greater legal certainty.

Amendment 29
Article 10, paragraph 1, subparagraph 2, point f a (new)

(fa) The features described in Article 8(4) 
which distinguish the products made under 
the licence from those made by the right 
holder. 

Justification

Notifying the distinguishing features to the Commission will increase transparency and help 
prevent trade diversion and reimporting.
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Amendment 30
Article 10, paragraph 2 a (new)

For the purpose of data exchange between 
the competent authorities, right holders and 
applicants, the Commission shall set up a 
central website on which the requisite data 
shall be published.

Amendment 31
Article 11, paragraph 2

2.  Paragraph 1 shall not apply in the case of 
re-export to the importing WTO member 
cited in the application and identified in the 
packaging and documentation associated 
with the product, or placing under a transit 
or customs warehouse procedure or in a free 
zone or free warehouse for the purpose of re-
export to that importing WTO member.

2.  Paragraph 1 shall not apply in the case of 
re-export to the importing WTO member or 
other country in need cited in the 
application and identified in the packaging 
and documentation associated with the 
product, or placing under a transit or 
customs warehouse procedure or in a free 
zone or free warehouse for the purpose of re-
export to that importing WTO member or 
other country in need.

Justification

This amendment adjusts the wording to reflect the expanded group of eligible countries.

Amendment 32
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 

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 authority on the character of the 
merchandise. The competent authority shall 
have the authority to review, on its own 
initiative or upon reasoned request by the 
right holder or the licensee, whether such 
action is suspected. The period of 
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days. Upon expiry of that period, the 
products shall be released, provided that all 
customs formalities have been complied 
with.

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.

Justification

The text inserted makes clear when the competent authority can act and brings Article 12 into 
line with Article 14. 

Amendment 33
Article 12, paragraph 2

2. The relevant national authority and the 
manufacturer or exporter of the products 
concerned shall be informed without delay 
of the suspended release or detention of the 
products and shall receive all information 
available with respect to the products 
concerned. Due account shall be taken of 
national provisions on the protection of 
personal data, commercial and industrial 
secrecy and professional and administrative 
confidentiality. The importer, and where 
appropriate, the exporter, shall be given 
ample opportunity to supply the relevant 
national authority with the information 
which it deems appropriate regarding the 
products.

2. The relevant authority and the 
manufacturer or exporter of the products 
concerned shall be informed without delay 
of the suspended release or detention of the 
products and shall receive all information 
available with respect to the products 
concerned. Due account shall be taken of 
national provisions on the protection of 
personal data, commercial and industrial 
secrecy and professional and administrative 
confidentiality. The importer, and where 
appropriate, the exporter, shall be given 
ample opportunity to supply the relevant 
authority with the information which it 
deems appropriate regarding the products.

Justification

This amendment brings the terminology into line with the remaining text of the regulation, 
which refers only to the competent authority.

Amendment 34
Article 12, paragraph 4

4.  If the relevant national authority finds 
that products suspended for release or 
detained by customs authorities were 

4. If the relevant authority finds that 
products suspended for release or detained 
by customs authorities were intended for 
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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.

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.

Justification

This amendment brings the terminology into line with the remaining text of the regulation, 
which refers only to the competent authority.

Amendment 35
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.

5.  Where products suspended for release or 
detained by customs authorities subsequent 
to further control by the relevant 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.

Justification

This amendment brings the terminology into line with the remaining text of the regulation, 
which refers only to the competent authority.

Amendment 36
Article 12, paragraph 6

6.  The relevant national authority shall 
inform the Commission of any decisions on 
seizure or destruction which are adopted 
pursuant to this Regulation.

6. The relevant authority shall inform the 
Commission of any decisions on seizure or 
destruction which are adopted pursuant to 
this Regulation.

Justification

This amendment brings the terminology into line with the remaining text of the regulation, 
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which refers only to the competent authority.

Amendment 37
Article 16, paragraph 1

1. Where the application for a compulsory 
licence concerns a medicinal product 
authorised in accordance with Article 6 of 
Directive 2001/83/EC, the provisions of 
Article 24(4) and (5) and of Article 14(4) 
and (5) of Regulation (EC) No 726/2004 of 
the European Parliament and the Council1
shall not apply. 
For the purpose of the application of this 
paragraph, and by way of derogation from
Article 10(1) of Directive 2001/83/EC, the 
applicant shall not be required to provide 
the results of pre-clinical tests and of 
clinical trials if he can demonstrate that the 
product concerned is a generic of a 
reference medicinal product which is or 
has been authorised under Article 6 of that 
Directive or under Article 3 of Regulation 
(EC) No 726/2004.

deleted

Justification

The Commission’s draft regulation seeks to prescribe rules governing marketing approval in 
the European Union in the context of compulsory licences. This is not only superfluous given 
that medicines produced in this way are exclusively intended for the market of selected LDCs, 
which is at the core of the regulation, but also conflicts with the rules laid down in Regulation 
(EC) No 726/2004, Article 58 of which is echoed in paragraph 2.

Amendment 38
Article 16 a (new)

Article 16 a
The effect of a patent does not extend to the 
production, storage, use, including for 
clinical trials, or sale of a patented 
innovation where these actions are carried 
out solely for the purpose of the granting of 
a compulsory licence within the meaning of 
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this Regulation. This shall be without 
prejudice to Article 16. 

Justification

The insertion of a ‘Bolar provision’ means that the studies and trials necessary for a 
pharmaceutical product to be authorised and the consequent practical requirements are not 
to be seen as an infringement of the patent. The absence of such a provision results in work 
on developing new generic products being done outside Europe, in countries which have such 
a provision. The consequence is that jobs are lost within the Community. Given that the 
development of generic products during the period covered by patent protection is allowed 
internationally in any case, the patent protection enjoyed by the right holder will not be 
abridged in practice. The insertion is in line with EU Directive 2004/27/EC, which also 
envisages the introduction of a ‘Bolar provision’.
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