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AMENDMENTS

The Committee on the Internal Market and Consumer Protection calls on the Committee on 
the Environment, Public Health and Food Safety, as the committee responsible, to incorporate 
the following amendments in its report:

Amendment 1

Proposal for a directive
Recital 6

Text proposed by the Commission Amendment

(6) In order to reduce the effects of the 
disparities on the internal market, national 
measures should comply with minimum 
procedural requirements enabling the 
parties concerned to verify that those 
measures do not constitute quantitative 
restrictions on imports or exports or
measures having equivalent effect thereto. 
However, those requirements should not 
affect the policies of those Member States 
which rely primarily upon free competition 
to determine the price of medicinal 
products. They also should not affect 
national policies on price setting and on the 
determination of social security schemes, 
except as far as it is necessary to attain
transparency within the meaning of this 
Directive and to ensure the functioning of 
the internal market.

(6) In order to reduce the effects of the 
disparities on the internal market, national 
measures should comply with minimum 
procedural requirements enabling the 
parties concerned to verify that those 
measures do not constitute quantitative 
restrictions on imports or exports or 
measures having equivalent effect thereto. 
These requirements are also intended to 
ensure more predictability and legal 
certainty to producers of pharmaceutical 
products and contribute to encouraging 
research and the placing on the market of 
innovative medicinal products to the 
benefit of patients. However, those 
requirements should not affect the policies 
of those Member States which rely 
primarily upon free competition to 
determine the price of medicinal products. 
They also should not affect national 
policies on price setting and on the 
determination of social security schemes, 
except as far as it is necessary to attain
transparency within the meaning of this 
Directive and to ensure the functioning of 
the internal market.

Or. en
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Amendment 2

Proposal for a directive
Recital 10 a (new)

Text proposed by the Commission Amendment

(10a) In order to facilitate compliance 
with these time limits, it may be useful for 
applicants to start procedures for price 
approval or for inclusion of a medicinal 
product in the health insurance systems 
already before the marketing 
authorisation is formally granted. To this 
end, Member States may give applicants 
the possibility to submit an application as 
soon as a positive opinion has been 
issued, upon the case, by the Committee 
for Medicinal Products for Human Use or 
by the national authority in charge of the 
marketing authorisation procedure. In 
such cases the time limits should run from 
the formal receipt of the marketing 
authorisation. 

Or. en

Amendment 3

Proposal for a directive
Recital 13

Text proposed by the Commission Amendment

(13) The judicial remedies available in the 
Member States have played a limited role 
in ensuring compliance with the time limits 
due to the often lengthy procedures in 
national jurisdictions, which deter affected 
companies from initiating legal action. 
Therefore, effective mechanisms are 
necessary to control and enforce 
compliance with the time limits for pricing 
and reimbursement decisions.

(13) The judicial remedies available in the 
Member States have played a limited role 
in ensuring compliance with the time limits 
due to the often lengthy procedures in 
national jurisdictions, which deter affected 
companies from initiating legal action. 
Therefore, effective mechanisms are 
necessary to control and enforce 
compliance with the time limits for pricing 
and reimbursement decisions. To this end, 
Member States shall designate a body, 
which may be an existing one, entrusted 
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with the power to impose the remedies 
provided in this Directive.

Or. en

Amendment 4

Proposal for a directive
Recital 14

Text proposed by the Commission Amendment

(14) The quality, safety and efficacy of 
medicinal products, including the 
bioequivalence of generic medicinal 
products with the reference product, are 
ascertained in the framework of marketing 
authorisation procedures. In the framework 
of pricing and reimbursement procedures, 
Member States should therefore not re-
assess the elements on which the marketing 
authorisation is based, including the 
quality, safety, efficacy or bioequivalence 
of the medicinal product.

(14) The quality, safety and efficacy of 
medicinal products, including the 
bioequivalence of generic medicinal 
products with the reference product, are 
ascertained in the framework of marketing 
authorisation procedures. In the framework 
of pricing and reimbursement procedures, 
Member States should therefore not re-
assess the elements on which the marketing 
authorisation is based, including the 
quality, safety, efficacy or bioequivalence 
of the medicinal product. 

Similarly, in the case of orphan drugs, 
Member states shall not re-assess the 
criteria of the orphan designation, 
including the significant benefit.
However, if necessary for the pricing and 
reimbursement decision, including for 
health technology assessment or 
pharmaco-economic evaluation purposes, 
Member States may take into account 
data on the assessment of these elements 
during the marketing authorisation 
procedure. 

Or. en
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Amendment 5

Proposal for a directive
Article 2 – point 5

Text proposed by the Commission Amendment

(5) “health technology assessment” means 
an assessment of the relative efficacy or of 
the short- and long-term effectiveness of 
the medicinal product compared to other 
health technologies in use for treating the 
associated condition.

(5) “health technology assessment” means 
an assessment of the medical, social, 
economic and ethical issues related to the 
use of a health technology in a systematic, 
transparent, unbiased, robust manner. Its 
aim is to inform the formulation of safe, 
effective health policies that are patient 
focused and seek to achieve best value.

Or. en

Justification

The definition of HTA provided for in this Directive should be in line with the one by national 
HTA agencies cooperating within EUnetHTA.

Amendment 6

Proposal for a directive
Article 3 – point 2

Text proposed by the Commission Amendment

2. Member States shall ensure that an 
application to approve the price of the 
product can be introduced by the marketing 
authorisation holder at any point in time. 
The competent authorities shall provide the 
applicant with an official 
acknowledgement of receipt.

2. Member States shall ensure that an 
application to approve the price of the 
product can be introduced by the marketing 
authorisation holder at any point in time. 
Member States may also provide the 
possibility for marketing authorisation 
holders to submit such requests once  the 
Committee for Medicinal Products for 
Human Use established by Regulation 
(EC) No 726/2004 or the national 
competent authority has issued a positive 
opinion. The competent authorities shall 
provide the applicant with an official 
acknowledgement of receipt within 10 
days.

Or. en
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Justification

In order to ensure the effectiveness of this procedure, it would be useful to have a clearly 
established time limit for the acknowledgement of receipt. The purpose is to avoid any undue 
delay in the acknowledgement of receipt. In order to help Member States in respecting the 
deadlines, it can be useful to have applications submitted at an earlier stage, immediately 
after a positive opinion of the CHMP or the national authority in charge of the marketing 
authorisation procedure has issued a positive opinion. 

Amendment 7

Proposal for a directive
Article 3 – point 3

Text proposed by the Commission Amendment

3. Member States shall ensure that a 
decision on the price which may be 
charged for the medicinal product 
concerned is adopted and communicated to 
the applicant within 60 days of the receipt 
of an application submitted, in accordance 
with the requirements laid down in the 
Member State concerned, by the holder of 
a marketing authorisation. However, with
respect to medicinal products for which 
Member States use health technology 
assessment as part of their decision-making 
process, the time-limit shall be 90 days. 
With respect to generic medicinal products, 
that time limit shall be 15 days, provided 
that the price of the reference medicinal 
product has been approved by the 
competent authorities.

3. Member States shall ensure that a 
decision on the price which may be 
charged for the medicinal product 
concerned is adopted and communicated to 
the applicant within 60 days of the receipt 
of an application submitted or, where 
appropriate, of the formal receipt of the 
marketing authorisation, in accordance 
with the requirements laid down in the 
Member State concerned, by the holder of 
a marketing authorisation. However, with
respect to medicinal products for which 
Member States use health technology 
assessment as part of their decision-making 
process, the time-limit shall be 90 days. 
With respect to generic medicinal products, 
that time limit shall be 15 days, provided 
that the price of the reference medicinal 
product has been approved by the 
competent authorities.

Or. en

Justification

In order to help Member States in respecting the time limits, it can be useful to have 
applications submitted at an earlier stage, immediately after a positive opinion of the CHMP 
or the national authority in charge of the marketing authorisation procedure has issued a 
positive opinion. However in such cases the time limits shall run only from the formal receipt 
of the marketing authorisation, which would give national authorities some extra time to 
process the application.
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Amendment 8

Proposal for a directive
Article 3 – point 5

Text proposed by the Commission Amendment

5. If the information supporting the 
application is inadequate, the competent 
authorities shall forthwith notify the 
applicant of the detailed additional 
information required and take their final 
decision within 60 days of receipt of this 
additional information. However, with 
respect to medicines for which Member 
States use health technology assessment as 
part of their decision-making process, the 
time-limit shall be 90 days. With respect to 
generic medicinal products, that time limit 
shall be in all events 15 days, provided that 
the price of the reference medicinal 
product has been approved by the 
competent authorities. Member States shall 
not request any additional information 
which is not explicitly required under 
national legislation or administrative 
guidelines.

5. If the information supporting the 
application is inadequate, the competent 
authorities shall notify the applicant within
10 days of the detailed additional 
information required and take their final 
decision within 60 days of receipt of this 
additional information. However, with 
respect to medicines for which Member 
States use health technology assessment as 
part of their decision-making process, the 
time-limit shall be 90 days. With respect to 
generic medicinal products, that time limit 
shall be in all events 15 days, provided that 
the price of the reference medicinal 
product has been approved by the 
competent authorities. Member States shall 
not request any additional information 
which is not explicitly required under 
national legislation or administrative 
guidelines.

Or. en

Justification

In order to ensure the effectiveness of this procedure, it would be useful to have a clearly 
established time limit for the acknowledgement of receipt. The purpose is to avoid any undue 
delay in the acknowledgement of receipt.

Amendment 9

Proposal for a directive
Article 4 – point 2

Text proposed by the Commission Amendment

2. Member States shall ensure that an 
application to increase the price of the 
product can be submitted by the marketing 

2. Member States shall ensure that an 
application to increase the price of the 
product can be introduced by the marketing 
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authorisation holder at any point in time. 
The competent authorities shall provide the 
applicant with an official 
acknowledgement of receipt.

authorisation holder at any point in time. 
The competent authorities shall provide the 
applicant with an official 
acknowledgement of receipt within 10 
days.

Or. en

Justification

In order to ensure the effectiveness of this procedure, it would be useful to have a clearly 
established time limit for the acknowledgement of receipt. The purpose is to avoid any undue 
delay in the acknowledgement of receipt.

Amendment 10

Proposal for a directive
Article 4 – point 4

Text proposed by the Commission Amendment

4. Member States shall establish in detail 
the particulars and documents to be 
submitted by the applicant. 

4. Member States shall establish in detail 
and publish in an appropriate publication 
the particulars and documents to be 
submitted by the applicant. 

The applicant shall furnish the competent 
authorities with adequate information,
including details of those events 
intervening since the price of the medicinal 
product was last determined which in his 
opinion justify the price increase requested. 
If the information supporting the 
application is inadequate, the competent 
authorities shall forthwith notify the 
applicant of the detailed additional 
information required and take their final 
decision within 60 days of receipt of this 
additional information. Member States 
shall not request any additional information 
which is not explicitly required under 
national legislation or administrative 
guidelines.

The applicant shall furnish the competent 
authorities with adequate information, 
including details of those events 
intervening since the price of the medicinal 
product was last determined which in his 
opinion justify the price increase requested. 
If the information supporting the 
application is inadequate, the competent 
authorities shall notify the applicant within 
10 days of the detailed additional 
information required and take their final 
decision within 60 days of receipt of this 
additional information. Member States 
shall not request any additional information 
which is not explicitly required under 
national legislation or administrative 
guidelines.

Or. en
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Justification

For transparency reasons, the criteria to be taken into account and the documents required 
for the approval of a price increase should be published din an appropriate publication as 
are the criteria for price approval. In order to ensure the effectiveness of this procedure, it 
would be useful to have a clearly established time limit for the acknowledgement of receipt. 
The purpose is to avoid any undue delay in the acknowledgement of receipt.

Amendment 11

Proposal for a directive
Article 5 – point 1

Text proposed by the Commission Amendment

1. In the event of a price freeze or price 
reduction imposed on all medicinal 
products or on certain categories of 
medicinal products by the competent 
authorities of a Member State, that 
Member State shall publish a statement of 
reasons for its decision based on objective 
and verifiable criteria, including, if 
applicable, a justification of the categories 
of products subject to the price freeze or 
price reduction.

1. In the event of a price freeze or price 
reduction imposed on all medicinal 
products or on certain categories of 
medicinal products by the competent 
authorities of a Member State, that 
Member State shall publish a statement of 
reasons for its decision based on objective 
and verifiable criteria, including, if 
applicable, a justification of the categories 
of products subject to the price freeze or 
price reduction. 

Furthermore, at least once a year, that 
Member State shall carry out a review to 
ascertain whether the macro-economic 
conditions justify that the freeze be 
continued unchanged.

Or. en

Justification

In order to ensure the effectiveness of this procedure, it would be useful to have a clearly 
established time limit for the acknowledgement of receipt. The purpose is to avoid any undue 
delay in the acknowledgement of receipt.
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Amendment 12

Proposal for a directive
Article 5 – point 2

Text proposed by the Commission Amendment

2. Marketing authorisation holders may 
apply for a derogation from a price freeze 
or price reduction if this is justified by 
particular reasons. The application shall 
contain an adequate statement of reasons. 
Member States shall ensure that 
applications for a derogation can be 
introduced by the marketing authorisation 
holder at any point in time. The competent 
authorities shall provide the applicant with 
an official acknowledgement of receipt.

2. Marketing authorisation holders may 
apply for a derogation from a price freeze 
or price reduction if this is justified by 
particular reasons. The application shall 
contain an adequate statement of reasons. 
Member States shall ensure that 
applications for a derogation can be 
introduced by the marketing authorisation 
holder at any point in time. The competent 
authorities shall provide the applicant with 
an official acknowledgement of receipt 
within 10 days.

Or. en

Justification

In order to ensure the effectiveness of this procedure, it would be useful to have a clearly 
established time limit for the acknowledgement of receipt. The purpose is to avoid any undue 
delay in the acknowledgement of receipt.

Amendment 13

Proposal for a directive
Article 5 – point 3

Text proposed by the Commission Amendment

3. Member States shall ensure that a 
reasoned decision on an application 
referred to in paragraph 2 is adopted and 
communicated to the applicant within 60 
days of the receipt of the application. If the 
information supporting the application is 
inadequate, the competent authorities shall 
forthwith notify the applicant of the 
detailed additional information required 
and take their final decision within 60 days 
of receipt of this additional information.  If 
the derogation is granted, the competent 

3. Member States shall ensure that a 
reasoned decision on an application 
referred to in paragraph 2 is adopted and 
communicated to the applicant within 60 
days of the receipt of the application. If the 
information supporting the application is 
inadequate, the competent authorities shall 
notify the applicant within 10 days of the 
detailed additional information required 
and take their final decision within 60 days 
of receipt of this additional information.  If 
the derogation is granted, the competent 
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authorities shall forthwith publish an 
announcement of the price increase 
allowed. 

authorities shall forthwith publish an 
announcement of the price increase 
allowed. 

Or. en

Justification

In order to ensure the effectiveness of this procedure, it would be useful to have a clearly 
established time limit for the acknowledgement of receipt. The purpose is to avoid any undue 
delay in the acknowledgement of receipt.

Amendment 14

Proposal for a directive
Article 7 – point 2

Text proposed by the Commission Amendment

2. Member States shall ensure that an 
application to include a medicinal product 
in the scope of the public health insurance 
system can be introduced by the marketing 
authorisation holder at any point in time. If
the public health insurance system 
comprises several schemes or categories of 
coverage, the marketing authorisation 
holder shall be entitled to apply for the 
inclusion of its product in the scheme or 
category of its choice. The competent 
authorities shall provide the applicant with 
an official acknowledgement of receipt.

2. Member States shall ensure that an 
application to include a medicinal product 
in the scope of the public health insurance 
system can be introduced by the marketing 
authorisation holder at any point in time. 
Member States may also provide the 
possibility for marketing authorisation 
holders to submit such requests once  the 
Committee for Medicinal Products for 
Human Use established by Regulation 
(EC) No 726/2004 or the national 
competent authority has issued a positive 
opinion. If the public health insurance 
system comprises several schemes or 
categories of coverage, the marketing 
authorisation holder shall be entitled to 
apply for the inclusion of its product in the 
scheme or category of its choice. The 
competent authorities shall provide the 
applicant with an official 
acknowledgement of receipt within 10 
days.

Or. en

Justification

In order to ensure the effectiveness of this procedure, it would be useful to have a clearly 
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established time limit for the acknowledgement of receipt. The purpose is to avoid any undue 
delay in the acknowledgement of receipt. In order to help Member States in respecting the 
deadlines, it can be useful to have applications submitted at an earlier stage, immediately 
after a positive opinion of the CHMP or the national authority in charge of the marketing 
authorisation procedure has issued a positive opinion. 

Amendment 15

Proposal for a directive
Article 7 – point 4

Text proposed by the Commission Amendment

4. Member States shall ensure that a 
decision on an application to include a 
medicinal product in the scope of the 
public health insurance system, submitted 
by the marketing authorisation holder in 
accordance with the requirements laid 
down in the Member State concerned, is 
adopted and communicated to the applicant 
within 60 days of its receipt. However, 
with respect to medicinal products for 
which Member States use health 
technology assessment as part of their 
decision-making process, the time-limit 
shall be 90 days. With respect to generic 
medicinal products, that time limit shall be 
15 days, provided that the reference 
medicinal product has already been 
included in the public health insurance 
system.

4. Member States shall ensure that a 
decision on an application to include a 
medicinal product in the scope of the 
public health insurance system, submitted 
by the marketing authorisation holder in 
accordance with the requirements laid 
down in the Member State concerned, is 
adopted and communicated to the applicant 
within 60 days of its receipt or, where 
appropriate, of the formal receipt of the 
marketing authorisation. However, with 
respect to medicinal products for which 
Member States use health technology 
assessment as part of their decision-making 
process, the time-limit shall be 90 days. 
With respect to generic medicinal products, 
that time limit shall be 15 days, provided 
that the reference medicinal product has 
already been included in the public health 
insurance system.

Or. en

Justification

In order to help Member States in respecting the time limits, it can be useful to have 
applications submitted at an earlier stage, immediately after a positive opinion of the CHMP 
or the national authority in charge of the marketing authorisation procedure has issued a 
positive opinion. In such cases, however, the time limits shall run only from the formal receipt 
of the marketing authorisation, which would give national authorities some extra time to 
process the application.



PE494.638v02-00 14/19 PA\911144EN.doc

EN

Amendment 16

Proposal for a directive
Article 7 – point 5

Text proposed by the Commission Amendment

5. If the information supporting the 
application is inadequate, the competent 
authorities shall forthwith notify the 
applicant of the detailed additional 
information required and take their final 
decision within 60 days of receipt of this 
additional information. However, with 
respect to medicinal products for which 
Member States use health technology 
assessment as part of their decision-making 
process, the time-limit shall be 90 days. 
With respect to generic medicinal products, 
that time limit shall be 15 days, provided 
that the reference medicinal product has 
already been included in the public health 
insurance system. Member States shall not 
request any additional information which is 
not explicitly required under national 
legislation or administrative guidelines.

5. If the information supporting the 
application is inadequate, the competent 
authorities shall notify the applicant within 
10 days of the detailed additional 
information required and take their final 
decision within 60 days of receipt of this 
additional information. However, with 
respect to medicinal products for which 
Member States use health technology 
assessment as part of their decision-making 
process, the time-limit shall be 90 days. 
With respect to generic medicinal products, 
that time limit shall be 15 days, provided 
that the reference medicinal product has 
already been included in the public health 
insurance system. Member States shall not 
request any additional information which is 
not explicitly required under national 
legislation or administrative guidelines.

Or. en

Justification

In order to ensure the effectiveness of this procedure, it would be useful to have a clearly 
established time limit for the acknowledgement of receipt. The purpose is to avoid any undue 
delay in the acknowledgement of receipt.

Amendment 17

Proposal for a directive
Article 8 – point 2

Text proposed by the Commission Amendment

2. For the purposes of the remedies 
procedure Member States shall designate a 
body and entrust it with the powers to:

2. For the purposes of the remedies 
procedure Member States shall designate a 
body and entrust it with the powers to:

(a) take, at the earliest opportunity and by 
way of interlocutory procedures, interim 

(a) take, at the earliest opportunity and by 
way of interlocutory procedures, interim 
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measures with the aim of correcting the 
alleged infringement or preventing further 
damage to the interests concerned;

measures with the aim of correcting the 
alleged infringement or preventing further 
damage to the interests concerned;

(b) award damages to the applicant in case 
of non-compliance with time limits set in 
Article 7 where damages are claimed, 
unless the competent authority may prove 
that the delay is not imputable to it;

(b) award damages to the applicant in case 
of non-compliance with time limits set in 
Article 7 where damages are claimed, 
unless the competent authority may prove 
that the delay is not imputable to it;

(c) impose a penalty payment, calculated 
by day of delay.
For the purposes of point (c), the penalty 
payment shall be calculated depending on 
the seriousness of the infringement, its 
duration, the need to ensure that the 
penalty itself is a deterrent to further 
infringements. 

Or. en

Justification

Even if they may have a deterrent effect and prompt national pricing and reimbursement 
authorities to keep the deadlines, penalty payments may also have a negative side effect, 
namely, that authorities may prefer to reject the application rather than taking the risk of 
paying such penalties. 

Amendment 18

Proposal for a directive
Article 11 – point 1

Text proposed by the Commission Amendment

1. Paragraphs 2, 3 and 4 shall apply where 
a Member State adopts measures intended 
to control or promote the prescription of 
specific named medicinal products.

1. Paragraphs 2, 3 and 4 shall apply where 
a Member State adopts measures intended 
to control or promote the prescription of 
specific named medicinal products or of a 
category of medicinal products.

Or. en

Justification

Transparency should apply also to measures intended to promote the prescription of 
categories of medicinal products, not only to the prescription of specific named ones.
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Amendment 19

Proposal for a directive
Article 13

Text proposed by the Commission Amendment

In the framework of pricing and 
reimbursement decisions, Member States 
shall not re-assess the elements on which 
the marketing authorisation is based, 
including the quality, safety, efficacy or
bioequivalence of the medicinal product.

In the framework of pricing and 
reimbursement decisions, Member States 
shall not re-assess the elements on which 
the marketing authorisation is based, 
including the quality, safety, efficacy or, 
where appropriate, bioequivalence of the 
medicinal product or the criteria for 
orphan designation.
However, this Directive does not prevent 
Member States from using the data 
generated in the marketing authorisation 
process for health technology assessment 
or pharmaco-economic evaluation 
purposes.

Or. en

Justification

The aim of this provision is to avoid delays in the procedure due to re-assessment of the same 
elements already assessed in the marketing authorisation procedure. However it should be 
clarified that Member States may have access to this data and base their pricing and 
reimbursement decisions on it. 

Amendment 20

Proposal for a directive
Article 16 – point 1

Text proposed by the Commission Amendment

1. Where Member States intend to adopt or 
amend any measure falling within the 
scope of this Directive, they shall 
immediately communicate to the 
Commission the draft measure envisaged, 
together with the reasoning on which the 
measure is based.

1. Where Member States intend to adopt or 
amend any measure falling within the 
scope of this Directive, they shall 
immediately communicate to the 
Commission the draft measure envisaged, 
together with the reasoning on which the 
measure is based and the date foreseen for 
definitive adoption.
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Or. en

Justification

Member States should also provide the Commission with an indicative timeline of the 
decision-making procedure so that the Commission can submit observations, if any, before 
final adoption. 

Amendment 21

Proposal for a directive
Article 16 – point 4

Text proposed by the Commission Amendment

4. The Commission may send its 
observations to the Member State which 
has communicated the draft measure within 
three months.

4. The Commission may send its 
observations to the Member State which 
has communicated the draft measure 
before the definitive adoption by the 
Member State.

The observations of the Commission shall 
be taken into account as far as possible by 
the Member State concerned, in particular 
if the observations indicate that the draft 
measure may be incompatible with Union 
law.

The observations of the Commission shall 
be taken into account as far as possible by 
the Member State concerned, in particular 
if the observations indicate that the draft 
measure may be incompatible with Union 
law.

Or. en

Justification

Clarification that the possibility for the Commission to submit comments on the draft measure 
does not suspend the procedure at national level, which would generate undue delays. 

Amendment 22

Proposal for a directive
Article 16 – point 5

Text proposed by the Commission Amendment

5. When the Member State concerned 
definitively adopts the draft measure, it 
shall communicate the final text to the 
Commission without delay. If observations 
have been made by the Commission in 

5. When the Member State concerned 
definitively adopts the draft measure, it 
shall communicate the final text to the 
Commission without delay.
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accordance with paragraph 4, this 
communication shall be accompanied by 
a report on the actions taken in response 
to the observations of the Commission.

Or. en

Justification

The amendment aims at simplifying the notification procedure in order to make it less 
burdensome for the Member States. This would not prevent the Commission from asking 
national authorities to provide such information where doubts about conflicts with EU law
arise. However, a systematic report from the Member State concerned could place too much 
administrative burden on national authorities, which should be avoided. 

Amendment 23

Proposal for a directive
Article 17 – point 1

Text proposed by the Commission Amendment

1. By 31 January of […] [insert a date -
the year following the date referred to in 
the first subparagraph of Article 18(1)], 
and by 31 January and 1 July of every 
year thereafter, Member States shall 
communicate to the Commission and 
publish in an appropriate publication a 
detailed report providing the following 
information:

1. By 1 July of […] [insert a date - the 
year following the date referred to in the 
first subparagraph of Article 18(1)], and by 
1 July of every year thereafter, Member 
States shall communicate to the 
Commission and publish in an appropriate 
publication a detailed report providing the 
following information:

(a) the number of applications received in 
accordance with Articles 3, 4 and 7 during 
the preceding year;

(a) the number of applications received in 
accordance with Articles 3, 4 and 7 during 
the preceding year;

(b) the amount of time taken to issue a 
decision on each of the applications 
received in accordance with Articles 3, 4, 
and 7.

(b) the amount of time taken to issue a 
decision on each of the applications 
received in accordance with Articles 3, 4, 
and 7.

(c) an analysis of the main reasons for 
delays, if any, together with 
recommendations to bring decision-
making processes into line with the time 
limits laid down in this Directive.

(c) an analysis of the main reasons for 
delays, if any.

Or. en
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Justification

A yearly report should be enough for the Commission to obtain the relevant data. The date 
should be set at 1 July to allow a sufficient number of application under the new national 
provisions transposing this Directive so that the first report contains sufficient data. The 
recommendations to bring decision-making processes in line with the time limits of the 
Directive should be made either by the Commission or an independent body, not by the 
national authorities.

Amendment 24

Proposal for a directive
Article 17 – point 2

Text proposed by the Commission Amendment

2. The Commission shall publish every six 
months a report on the information 
submitted by Member States according to 
paragraph 1.

2. The Commission shall publish every 
year a report on the information submitted 
by Member States according to paragraph 
1.

Or. en

Justification

A yearly report from the Commission would be more useful, as it would be drawn up on the 
basis of a wider range on data submitted by the Member States through their own reports. 
Alignment with the previous amendment on yearly national reports on the implementation of 
time limits.


