Modifications of Directive 2001/83/EC on the Community Code relating to medicinal products

for human use, as adopted by the Commission on the 26.11.2001

Amendment 1

Recital 3 (Directive 2001/83/CE)
	(3) It is therefore necessary to align the national laws, regulations and administrative provisions which contain differences with regard to the basic principles in order to promote the operation of the internal market. 
	(3) It is therefore necessary to align the national laws, regulations and administrative provisions which contain differences with regard to the basic principles in order to promote the operation of the internal market without prejudice to public health interest.




Justification

As stated in article 4 safeguarding public health is the priority.

Amendment 2

Recital 4 (Directive 2001/83/CE)
	(4) The main purpose of any regulation on the production and distribution of medicinal products for human use should be to safeguard public health. However, this objective should be achieved by means which do not hinder the development of the pharmaceutical industry or trade in medicinal products in the Community.


	4) The main purpose of any regulation on the production and distribution of medicinal products for human use is to safeguard public health. The development of the pharmaceutical industry or trade in medicinal products in the Community must not compromise public health objectives. The highest level of human health and consumer protection has to be insured, as stated in articles 152 and 153 of theTreaty.



Justification

The proposed article 4 must be in accordance with articles 152 and 153 of the Treaty.

Amendment 3

Recital 8 (Directive 2001/83/CE)
	(8) Wherever it is proposed to change the scope of the centralised procedure, it should no longer be possible to opt for the mutual-recognition or decentralised procedure inrespect of new active substances. On the other hand, with regard to generic medicinal products of which the reference medicinal product has obtained a marketing authorisation under the centralised procedure, applicants seeking marketing authorisation should be able to choose either of the two procedures, on certain conditions. Similarly, the mutual-recognition or decentralised procedure should be available as an option for medicinal products which represent a therapeutic innovation or which are of benefit to Society or to patients.


	(8) Wherever it is proposed to change the scope of the centralised procedure, it should no longer be possible to opt for the mutual-recognition or decentralised procedure inrespect of new active substances or new indications for recently registered substances. On the other hand, with regard to generic medicinal products of which the reference medicinal product has obtained a marketing autorisation under the centralised procedure, applicants seeking marketing authorisation should be able to choose either of the two procedures, on certain conditions until the centralised procedure becomes the general rule.




Justification

New indications for recently registered substances are very common, they must not escape application of this article. Harmonisation of marketing auhtorisation should be achieved through centralised procedure of any new drug or new indication.

Amendment 4

Recital 9 (Directive 2001/83/CE)
	(9) The evaluation of the operation of marketing authorisation procedures reveals the need to revise most particularly the mutual recognition procedure in order to improve the opportunities for cooperation between Member States. This cooperation process should be formalised by setting up a coordination group for this procedure and by defining its operation so as to settle disagreements within the framework of a revised decentralised procedure. 


	(9) The evaluation of the operation of marketing authorisation procedures reveals the need to revise most particularly the mutual recognition procedure in order to improve the opportunities for cooperation between Member States until the centralised procedure becomes the general procedure. This cooperation process should be formalised by setting up a coordination group for this procedure and by defining its operation so as to settle disagreements within the framework of a revised decentralised procedure. 




Justification

Harmonisation of all marketing authorisations and removal of the decentralised procedure are medium- term objectives  (see chapter 4, articles 27-39).

Amendment 5

Recital 12 (Directive 2001/83/CE)
	(12) The criteria of quality, safety and efficacy should enable the risk/benefit balance of all medicinal products to be assessed both when they are placed on the market and for the purposes of subsequent monitoring. In this connection, it is necessary to harmonise and adapt the criteria for refusal, suspension and withdrawal of marketing authorisations.


	(12) The criteria of quality, safety and efficacy should enable the risk/benefit balance and added therapeutic value, compared to existing drugs, of all medicinal products to be assessed both when they are placed on the market and for the purposes of subsequent monitoring. In this connection, it is necessary to harmonise and adapt the criteria for refusal, suspension and withdrawal of marketing authorisations.



Justification

The role of medicines cannot be assessed without comparing their added therapeutic value to existing treatments.


Amendment 6

Recital 13 (Directive 2001/83/CE)
	(13) The validity of marketing authorisations should no longer be limited to five years. On the other hand, market surveillance should be stepped up. In addition, any authorisation which does not lead to the actual placing on the market of a medicinal product should cease to be valid.

	The marketing authorisations shall be granted for 5 years and reevaluated every 5 year in terms of risk/ benefit balance and added value. In addition, any authorisation which does not lead to the actual placing on the market of a medicinal product should cease to be valid.



Justification

The 5-year renewal of marketing authorisation is meant to protect citizen’s health. Provided it is scientifically applied, the 5-year renewal allows benefits and risks of medicines to be regularly reassessed. It allows the EU market to be cleared of medicines with poorly proved efficacy, poor benefit/risk ratios compared to others, or medicines whose companies fail to provide requested pharmacovigilance data.

Amendment 7

Recital 15 (Directive 2001/83/CE)
	(15) Pharmacovigilance and, more generally, market surveillance and sanctions in the event of failure to comply with the provisions should be stepped up. In the field of pharmacovigilance, account should be taken of the facilities offered by new information technologies to improve exchanges between Member States.


	(15) Pharmacovigilance and, more generally, market surveillance and sanctions in the event of failure to comply with the provisions should be stepped up in the light of international pharmacovigilance data collected by non European regulatory agencies and WHO. In the field of pharmacovigilance, account should be taken of the facilities offered by new information technologies to improve exchanges between Member States.




Justification

Identification of adverse drug reactions is an international issue that must involve collaboration of regional drugs agencies and pharmacovigilance centres.


Amendment 8

Recital 16 (Directive 2001/83/CE)
	(16) As part of the proper use of medicinal products, the rules on packaging should be adapted to take account of the experience acquired. On the other hand, information relating to certain medicinal products is authorised under strict conditions in the interests of patients and in order to meet their legitimate needs and expectations. Such information should not be equated with direct advertising or marketing of prescription medicines.


	(16) As part of the proper use of medicinal products, the rules on packaging should be adapted to the patients needs, taking into account of the experience acquired.


Justification

User friendliness of packaging must be improved and patient centred.

Amendment 9

Article 5 (Directive 2001/83/CE)
	Without prejudice to Regulation [(EEC) No 2309/93], a Member State may, in accordance with legislation in force and to fulfil special needs, exclude from the provisions of this Directive medicinal products supplied in response to a bona fide unsolicited order, formulated in accordance with the specifications of an authorised health care professional and for use by his individual patients on his direct personal responsibility.


	Without prejudice to Regulation [(EEC) No 2309/93], a Member State may, in accordance with legislation in force and to fulfil special needs, exclude from the provisions of this Directive medicinal products supplied in response to a bona fide unsolicited order, formulated in accordance with the specifications of an authorised health care professional and for use by an individual patient under his direct personal responsibility.




Justification

This kind of exceptional use may be envisaged only on a case by case basis.

Amendment 10

Article 8, paragraph 3, subparagraph c (Directive 2001/83/CE)
	(c) Qualitative and quantitative particulars of all the constituents of the medicinal product.

	(c) Qualitative and quantitative particulars of all the constituents of the medicinal product, with mention of the international non-proprietary names (INN) recommended by the WHO when such INN exists, or mention of the chemical name.


Justification

International Non proprietary Name (INN) is the internationally agreed wording and acronym.  The INN concept must be promoted as a mean to improve rational prescribing and rational use of medicines in accordance with WHO principles.

Amendment 11

Article 10, paragraph 1, (Directive 2001/83/CE)
	1. By way of derogation from point (i) of Article 8(3), and without prejudice to the law relating to the protection of industrial and commercial property, the applicant shall not be required to provide the results of pre-clinical tests or of clinical trials if he/she can demonstrate that the medicinal product has been a generic of a reference medicinal product authorised under Article 6 for not less than ten years in a Member State or in the Community. The ten-year period referred to in the first subparagraph shall be extended to 11 years if, during the first eight years of those ten years, the marketing authorisation holder obtains an authorisation for one or more new therapeutic indications which, during the scientific evaluation prior to their authorisation, are held to bring a significant clinical benefit in comparison with existing therapies.
	1. By way of derogation from point (i) of Article 8(3), and without prejudice to the law relating to the protection of industrial and commercial property, the applicant shall not be required to provide the results of pre-clinical tests or of clinical trials if he/she can demonstrate that the medicinal product is a generic of a reference medicinal product which is or was authorised under Article 6 for not less than six years in a Member State or in the Community. The period of authorisation may count from before the accession of a Member State to the European Union.



Justification for amendments 11 and 12

A lack of clarity remains in the proposed European Commission text, both in 10.1 and 10.2, which may prevent generics reaching the market when a reference product is withdrawn. We understand that if a presentation of the reference product authorised under article 6 is withdrawn, a generic application referring to this presentation can still be assessed, as the reference product remains authorised unless the whole line is withdrawn. However, this is not clear in the text, which is disappointing since it was one area that the Commission expressly stated it would resolve current problems. 

The text is not clear as to which date must be used to calculate the authorisation date for a reference product. This is important in view of enlargement. We understand that the reference product for the EU will be calculated as the first authorisation in any given Member State including the new Member States. There is precedence of this interpretation with the accession of Sweden. However, this should be made clear in the legislation.

Amendment 12

Article 10, paragraph 4 (Directive 2001/83/CE)
	4. Conducting the necessary tests and trials with a view to application of paragraphs 1, 2 and 3 to a generic medicinal product shall not be regarded as contrary to patent rights or to complementary protection certificates for those medicinal products.
	4. Conducting the necessary tests and trials for manufacturing active pharmaceutical ingredient, supplying samples, and applying for a Marketing Authorisation for a medicinal product with a view to application of paragraphs 1, 2 and 3 to a generic medicinal product as well as for export shall not be regarded as contrary to patent rights or to complementary protection certificates for those medicinal products."




Amendment 13

Article 11 paragraph 6, subparagraph 6.1 (new) (Directive 2001/83/CE)
	6. Pharmaceutical particulars:

6.1 excipients,

6.2. shelf life, when necessary after reconstitution of the medicinal product or when the immediate packaging is opened for the first time,

6.3. special precautions for storage,

6.4. nature and contents of the immediate packaging, 

6.5. special precautions for disposal of unused medicinal products or waste materials derived from such medicinal products, if appropriate.


	6. Pharmaceutical particulars: 

6.1. major incompatibilities,

6.2. excipients,

6.3. shelf life, when necessary after reconstitution of the medicinal product or when the immediate packaging is opened for the first time,

6.4. special precautions for storage,

6.5. nature and contents of the immediate packaging,

6.6 special precautions for disposal of unused medicinal products or waste materials derived from such medicinal products, if appropriate




Justification

Major incompatibilities can induces safety problems: they must be listed in the particulars and the list must be up-dated according to new available data, at least on each reevaluation of the medicinal product.

Amendment 14

Article 17, paragraph 1 (Directive 2001/83/CE)
	1. Member States shall take all appropriate measures to ensure that the procedure for granting an authorisation to place a medicinal product on the market is completed within 150 days of a valid application, including 120 days for drawing up the assessment report and the summary of the product characteristics.
With a view to granting a marketing authorisation in two or more Member States in respect of the same medicinal product, applications shall be submitted in accordance with Articles 27 to 39.


	1. Member States shall take all appropriate measures to ensure that the procedure for granting an authorisation to place a medicinal product on the market is completed within 150 days of a valid application, including 80 days for scientific data analysis and preparation of the report by the rapporteur.

With a view to granting a marketing authorisation in two or more Member States in respect of the same medicinal product, applications shall be submitted in accordance with Articles 27 to 39.




Justification

Systematic acceleration of procedures compromises good quality assessment of marketing authorisations.

The time given to experts is presently limited (often about two months) due to administrative delays and time given to applicants to respond to questions. The expert must have 80 days to thoroughly analyse the scientific data. Administrative tasks, questions to the applicant (and answers) and preparation of final documents should not shorten the scientific expertise.

Amendment 15

Article 21 paragraph 3 (Directive 2001/83/CE)
	3. The competent authorities shall make available to any interested party a copy of the authorisation together with the summary of the product characteristics.


	3. The competent authorities shall set up a Register making publicly accessible without delay a copy of the authorisation for any authorized medicinal product (through the centralised and decentralised procedure), together with the summary of product characteristics. 




Justification

In the spirit of EU Regulation 1049/2001 and the Charter of Fundamental Rights, and even if a given Member State has no national law providing for access to documents.

Amendment 16

Article 21 paragraph 4 (Directive 2001/83/CE)
	4. The competent authorities shall draw up an assessment report and comments on the file as regards the results of the pharmaceutical and pre-clinical tests and the clinical trials of the medicinal product concerned. The assessment report shall be updated whenever new information becomes available which is of importance for the evaluation of the quality, safety or efficacy of the medicinal product concerned. 


	4. The competent authorities shall draw up an assessment report and comments on the file as regards the results of the pharmaceutical and pre-clinical tests and the clinical trials of the medicinal product concerned. The assessment report shall be updated whenever new information becomes available which is of importance for the evaluation of the quality, safety or efficacy of the medicinal product concerned.

The competent authorities shall make available without delay and in the same Register as mentioned in article 21-3, the assessment report together with the reasons for their opinion, after deletion of information of a commercially confidential nature.




Justification

In the spirit of EU Regulation 1049/2001 and the Charter of Fundamental Rights, and even if a given Member State has no national law providing for access to documents.

Amendment 17

Article 22 (Directive 2001/83/CE)
	In exceptional circumstances, and following consultation with the applicant, an authorisation may be granted subject to certain specific obligations to carry out further studies following the granting of authorisation.

Such authorisations may be granted only for objective and verifiable reasons and shall be based on one of the causes referred to in Part 4(G) of Annex I.
	In exceptional circumstances, and following consultation with the applicant, an authorisation may be ganted subject to certain specific obligations to carry out further studies following the granting of authorisation. 

The list of these obligations shall be made publicly accessible, without delay and in the same Register as mentioned in article 21-3, together with deadlines and date of fullfilment.




Justification

In the spirit of EU Regulation 1049/2001 and the Charter of Fundamental Rights, and even if a given Member State has no national law providing for access to documents.

Amendment 18

Article 24, paragraph 1 (Directive 2001/83/CE)
	1. Without prejudice to paragraphs 2 and 3, a marketing authorisation shall be valid indefinitely.


	1. Marketing authorisation shall be valid for five years and shall be renewable for five-year periods, after reevaluattion by the competent authorities of the risk/ benefit balance in the light of the new efficacy and safety data internationally available.




Justification

The role of medicines cannot be assessed without comparing their added therapeutic value to existing treatments.

The 5-year renewal of marketing authorisation is meant to protect citizen’s health. Provided it is scientifically applied, the 5-year renewal allows benefits and risks of medicines to be regularly reassessed. It allows the EU market to be cleared of medicines with poorly proven efficacy, poor benefit/risk ratios compared to others, or medicines whose companies fail to provide requested pharmacovigilance data.

Amendment 19

	
	The decentralised procedure (or by mutual recognition) for marketing authorisation will be gradually replaced by the centralised procedure, for all medicinal products marketed in the European Union, during a 
5 years transitory period.

Articles 27 to 32 will therefore be applied only during 5 years after implementation of the present decision.

All medicinal products autorised by mutual recognition will have to obtain a marketing autorisation by the centralised procedure, at the time of reevaluation of their autorisation.



Article 27, paragraph 1,2 and 3 (Directive 2001/83/CE)
	1. A coordination group is hereby set up for the examination of any question relating to marketing authorisation of a medicinal product in two or more Member States in accordance with the procedures laid down in this Chapter. The Agency shall provide the secretariat of this coordination group. 

2. The coordination group shall be composed of one representative per Member State appointed for a term of three years, which shall be renewable. Members of the coordination group may arrange to be accompanied by experts.

3. The coordination group shall draw up, its own Rules of Procedure, which shall enter into force after a favourable opinion of the Commission.


	Articles 27 to 32 will be applied only during the gradual removal of the decentralised procedure.



Justification

Articles 27 to 39 as proposed aim only at reinforcing an unsatisfactory procedure.

Having regard to the failure of the decentralised procedure to ensure transparency and equality in the quality of authorisation among member states, 

Having regard to the coming enlargement of the EU, 

Having regard to the failure of decentralised procedure to provide for assessment reports, therefore conflicting with Regulation 1049/ 2001 on access to documents,

The competent authorities shall plan for the removal of decentralised procedure and its replacement by a transparent centralised procedure by 2007.

In order to carry out the gradual removal of the decentralised procedure, the competent authorities shall plan for a time schedule starting in January 2003, ending in December 2007, and prepare the centralised procedure in terms of EC funding, scientific means and staffing.

Amendment 20

Article 36 (Directive 2001/83/CE)

	1. Unchanged

2. Unchanged
	Deleted


Amendment 21

Article 37 (Directive 2001/83/CE)

	Unchanged


	Deleted


Amendment 22

Article 38, paragraphe 2, (Directive 2001/83/CE)

	2. No later than [date], the Commission shall publish a report on the experience acquired on the basis of the procedures described in this Chapter and shall propose any amendments, which may be necessary to improve those procedures.


	Deleted


Amendment 23

Article 39 (Directive 2001/83/CE)

	The provisions of Article 29 (3), (4) and (5) and of Articles 30 to 34 shall not apply to the homeopathic medicinal products referred to in Article 14. The provisions of Articles 28 to 34 shall not apply to the homeopathic medicinal products referred to in Article 16 (2).
	Deleted


Amendment 24

Article 54 paragraph a (Directive 2001/83/CE)

	(a) the name of the medicinal product followed by its strength and pharmaceutical form (baby, child or adult as appropriate); the common name shall be included where the product contains only one active substance and if its name is an invented name;

.
	(a) the name of the medicinal product followed by its strength and pharmaceutical form (baby, child or adult as appropriate); and the international non-proprietary name, or if it does not exist the common name shall be included.
.


Justification

To promote use of International Non proprietary Names of medicines (INN) as a tool for improving rational use of medicines and clarity of patient information. 

Amendment 25

Article 59 paragraph 2 (Directive 2001/83/CE)

	Deleted


	2- The readability, clarity and user friendliness of the package leaflet for the users shall be tested in studies involving target group of patients.


Justification

To improve rational use of drug, treatment compliance, and patient participation in therapeutic decisions.

Amendment 26

Article 61, paragraph 1 (Directive 2001/83/CE)

	1. One or more specimens or mock-ups of the outer packaging and the immediate packaging of a medicinal product, together with the draft package leaflet, shall be submitted to the authorities competent for authorizing marketing when the marketing authorisation is requested. 
	1. One or more specimens or mock-ups of the outer packaging and the immediate packaging of a medicinal product, together with the draft package leaflet, shall be submitted to the authorities competent for authorizing marketing when the marketing authorization is requested, together with the results of the studies performed in target groups of patients.


Justification

To improve rational use of drug, treatment compliance, and patient participation in therapeutic decisions.

Amendment 27

Article 74, (Directive 2001/83/CE)

	When new facts are brought to their attention, the competent authorities shall examine and, as appropriate, amend the classification of a medicinal product by applying the criteria listed in Article 71.
	On the occasion of the five yearly reevaluation of the risk/ benefit balance of the medicinal product, or when new facts are brought to their attention, the competent authorities shall examine and, as appropriate, amend the classification of a medicinal product by applying the criteria listed in Article 71.




Justification

To be consistent with previous articles application of 5- year renewal of marketing  authorisations for ensuring periodic reassessment of medicinal products.

Amendment 28

Article 86, paragraph 2(Directive 2001/83/CE)

	· information relating to human health or diseases, provided that there is no reference, even indirect, to medicinal products, and without prejudice to Article 88(2) of this Directive.


	· information relating to human health or diseases, provided that there is no reference, even indirect, to medicinal products.




Justification

To be consistent with the amendments of article 88.


Amendment 29

Article 88, paragraph 2 (Directive 2001/83/CE)

	2. The communication of information on certain medicinal products is authorised under strict conditions in the interest of patients in order to respond to their legitimate needs. This provision applies to product information appended to the marketing authorisation as well as to additional related information.

By way of derogation from the prohibition in paragraph 1(a), Member States shall authorise the dissemination of information relating to certain medicinal products authorised in the framework of the affections set out below, in order to respond to the expectations expressed by the patients’ groups: 

This dissemination of information shall be is carried out on the following conditions: 

(a) the medicinal product shall be authorised and prescribed for the treatment of any of the following conditions:

– acquired immune deficiency syndrome;

– asthma and chronic broncopulmonary disorders;

– diabetes;

(b) the information disseminated complies with the principles set out in this Title;

(c) implementation of this paragraph shall be conditioned by the setting-up of self-regulatory procedures by the pharmaceutical industry at Member State level;

 (d) the information and its dissemination shall be in conformity with the principles of good practice which are adopted, after consultation with interested parties, in conformity with the procedure set out in Article 121(2).


	Deleted



	(e) in order to monitor the implementation of the principles of good practice referred to above: 

– the additional information related to the medicinal products shall be notified to
the Agency. If the Agency does not object within thirty days following this notification, the information shall be deemed to be accepted;

– the Agency shall coordinate of the monitoring of the information on the medicinal products authorised in conformity with this Directive, in particular through the setting-up of a data base; 
– on a yearly basis, the Agency shall prepare a report on the application of these principles of good practice;

f) implementation of this paragraph shall be the subject of an evaluation and a detailed report (no later than [date]. The Commission shall propose any changes required to improve its implementation


	Deleted


Justification Article 88, paragraph 2, 3 and 6

Information on diseases or medicines coming from industry cannot be anything but promotion, according to the WHO Ethical Criteria for Medicinal Drug Promotion.

Patients and consumers request comparative information on medicines that comes from independent sources. The proposed revision plays on smart words: information, communication, education. The proposed derogation is actually the first step fowards direct to consumer advertising of prescription medicines, nicely diguised as “disease education”.

The proposed derogation will boost healthcare expenditures and compromise rational use of drugs for diabetes, aids and asthma.

Amendment 30

Article 88, paragraph 3 (Directive 2001/83/CE)

	3. Medicinal products may be advertised to the general public which, by virtue of their composition and purpose, are intended and designed for use without the intervention of a medical practitioner for diagnostic purposes or for the prescription or monitoring of treatment, with the advice of the pharmacist, if necessary. 

	2. Medicinal products may be advertised to the general public which, by virtue of their composition and purpose, are intended and designed for use without the intervention of a medical practitioner for diagnostic purposes or for the prescription or monitoring of treatment, with the advice of the pharmacist, if necessary. These exceptions shall be in accordance with national public health policies




Amendment 31

Article 88, paragraph 6 (Directive 2001/83/CE)

	6. The prohibition referred to in paragraph 1 shall apply without prejudice to Article 14 of Directive 89/552/EEC


	Deleted


Amendment 32

Article 89, paragraph 2 (Directive 2001/83/CE)

	2. Member States may decide that the advertising of a medicinal product to the general public may, by way of derogation from paragraph 1, include only the name of the medicinal product if it is intended solely as a reminder.


	2. Member States may decide that the advertising of a medicinal product to the general public may, by way of derogation from paragraph 1, include only the name of the medicinal product and the international non-proprietary name when it exist, or the common name, if it is intended solely as a reminder.




Justification

To be consistent with previous article and promote use of International Non proprietary Names (INN) of medicines.

Amendment 33

Article 90, paragraph c (Directive 2001/83/CE)

	(c) suggests that the subject's state of health can be immediately improved by taking the medicinal product;


	(c) suggests that the health of the subject can be enhanced by taking the medicine;




Justification

So far, advertising regulation and its poor implementation have failed to avoid irrational and hazardous advertising. It would be even more problematic to make this provision more flexible.

Amendment 34

Article 90, paragraph d (Directive 2001/83/CE)

	(d) suggests that the health of the subject could be affected by not taking the medicine; this prohibition shall not apply to the vaccination campaigns referred to in Article 88 (5);
	(d) suggests that the health of the subject could be affected by not taking the medicine; this prohibition shall not apply to the vaccination campaigns referred to in Article 88 (4);




Justification

To be consistent with amendements of article 88.

Amendment 35

Article 91, paragraph 2 (Directive 2001/83/CE)

	2. Member States may decide that the advertising of a medicinal product to persons qualified to prescribe or supply such products may, notwithstanding paragraph 1, include only the name of the medicinal product, if it is intended solely as a reminder.
	2. Member States may decide that the advertising of a medicinal product to persons qualified to prescribe or supply such products may, notwithstanding paragraph 1, include only the name of the medicinal product, and the international non-proprietary name when it exist, or the common name, if it is intended solely as a reminder.


Justification

To promote use of international non proprietary names of medicines.

Amendment 36

Article 101 (new) (Directive 2001/83/CE)

	TITLE VIII bis

INFORMATION



	
	Article 101

The provision of reliable comparative information on diseases, therapeutic strategies and medicinal products is authorized in the interest of patients in order to respond to their legetimate needs. Any kind of communication on diseases, therapeutic strategies and medicinal products coming from a pharmaceutical company is considered as advertising, as defined in article 86, and is regulated by Title VIII (articles 86 to 100).




Justification

To recognize the need of patient information and to ensure the quality of this information through independence of informaton providers from the pharmaceutical industry.

Amendment 37

Article 102, second paragraph (Directive 2001/83/CE)

	Member States shall ensure that suitable information collected within this system is communicated to the other Member States and the Agency. This information shall be recorded in the database referred to in point (j) of the second paragraph of Article 51 of Regulation (EEC) 2309/93 and shall be permanently accessible to all Member States.


	Member States shall ensure that suitable information collected within this system is communicated to the other Member States and the Agency. This information shall be recorded in the database referred to in point (j) of the second paragraph of Article 51 of Regulation (EEC) 2309/93 and shall be permanently and without delay accessible to the public in the same Register as mentioned in Article 21-3, according to the EU Regulation 1049/2001 on access to documents.

 


Justification

Health professionals and the public are the parties most interested in information on adverse drug reactions. Such information falls within the definition of public document as mentioned in Regulation 1049/2001.

Amendment 38

Article 104, paragraph 6 (Directive 2001/83/CE)

	6. Unless other requirements have been laid down as a condition of the granting of authorisation, or subsequently as indicated in the guidelines referred to in Article 106(1), reports of all adverse reactions shall be submitted to the competent authorities in the form of a periodic safety update report, either immediately upon  request or periodically as follows: six monthly for the first two years after authorisation, annually for the subsequent two years, and thereafter at three-yearly intervals. The periodic safety update reports shall include a scientific evaluation of the benefits and risks of the medicinal product.
	6. Unless other requirements have been laid down as a condition of the granting of authorisation, or subsequently as indicated in the guidelines referred to in Article 106(1), reports of all adverse reactions shall be submitted to the competent authorities in the form of a periodic safety update report, either immediately upon request or periodically as follows: six monthly for the first two years after authorisation, annually for the subsequent two years, and thereafter at three-yearly intervals. The periodic safety update reports shall include a scientific evaluation of the benefits and risks of the medicinal product. This evaluation shall be reviewed by the pharmacovigilance working group of the Agency and be publicly accessible in the same Register as mentioned in Article 21-3.


Justification

Periodic safety update reports are key information when it comes to rational prescribing and rational use of medicines. Regulation 1049/2001 on access to documents shall apply to this kind of “public document”.

Amendment 39

Article 107, paragraph 3 (new) (Directive 2001/83/CE)

	
	3. Evaluation reports of pharmacovigilance data, together with related Committee opinions and final measures taken, shall be made publicly accessible in the same Register as mentioned in Article 21-3 ;


Justification

Pharmacovigilance measures can only be understood and implemented in practice if fully explained to health professionals and the public.

Improving prevention of side effects of drugs requires full transparency.
Amendment 40

Article 121, paragraph 5 (Directive 2001/83/CE)

	5. The Standing Committee shall adopt its own rules of procedure.

.
	5. The Standing Committee shall adopt its own rules of procedure, which shall be made publicly accessible.


Justification

In accordance with the EU Regulation 1049/2001 on access to documents.
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