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Introduction

1. On 1 July 2011, Directive 2011/62/EU of the European Parliament and of the Council of 8 June 2011 amending Directive 2001/83/EC on the Community code relating to medicinal products for human use, as regards the prevention of the entry into the legal supply chain of falsified medicinal products was published.
 This Directive amends Directive 2001/83/EC on the Community Code relating to medicinal products for human use.

2. Directive 2011/62/EU introduces obligatory 'safety features' to allow, inter alia, verification of the authenticity of medicinal products ('unique identifier'). It places the Commission under an obligation to adopt delegated acts
 setting out the details relating to the unique identifier.
 
3. More specifically, in accordance with Article 54a(2) of Directive 2001/83/EC, the delegated act(s) shall set out:

a. The characteristics and technical specifications of the unique identifier;

b. The modalities for verification of the safety features;

c. The provisions on the establishment, management and accessibility of the repositories system in which information on the safety features is to be contained;

d. The lists containing the medicinal products or product categories which, in the case of prescription medicines shall not bear the safety features, and in the case of non-prescription medicines shall bear the safety features;

e. The procedures for the notification of medicinal products by the national competent authorities to the Commission, as regards medicinal products (not) at risk of falsification.

4. Directive 2011/62/EC also required the Commission to take into account the benefits, costs and cost-effectiveness of the different technical options for the safety features when drafting the delegated act. The most cost-effective options were identified through an impact assessment and are outlined below:

a. The composition, format and carrier of the unique identifier should be fully harmonised across the EU. The unique identifier should be placed in a 2D barcode and contain the manufacturer code, a serialisation number, a national reimbursement number (if present), the batch number and the expiry date.

b. Medicine authenticity should be guaranteed by an end-to-end verification system supplemented by risk-based verifications by wholesale distributors. Medicines should be systematically verified before being dispensed to patients (e.g. at pharmacy level). Medicines at higher risk of falsification (returns or medicines not being distributed directly by manufacturers) should additionally be checked at wholesaler level. 

c. The repository containing the unique identifiers should be set up and managed by stakeholders (stakeholder’s model). National competent authorities should be able to access and supervise the database
previous consultations

5. A public consultation on a concept paper on the safety features was concluded in 2012.
 In addition, the Commission consulted four times the expert group on the delegated act on the safety features.
6. The Commission has held bilateral consultations with Member States to try and accommodate the specificities of national systems. 
Purpose of the meeting 

7. The aim of the meeting is to discuss ideas for possible main contents of the delegated act as set out in Annex I of this working document. These ideas take into account the outcome of the impact assessment.
8. The Commission is seeking the expert group feedback on the Annex, in particular on the highlighted points. 

Member States are invited to submit written comments on the points set out in Annex I of this working document by 30 June 2014 at the latest. Comments should be sent to sanco-pharmaceuticals-d6@ec.europa.eu. 

Preliminary comments at the meeting on 28 May would be appreciated.

Next steps 
9. The next meeting of the expert group on the Delegated act on the safety features will take place as of September 2014.
10. The adoption of the delegated act is scheduled for the end of 2014.
Annex I –  ideas for possible main contents of the delegated act
1. Scope

This Regulation lays down:

(a) the characteristics and technical specifications of the unique identifier referred to in Article 54a(2)(a) of Directive 2001/83/EC (‘the unique identifier’),

(b) the modalities for the verification of the safety features referred to in Article 54(o) of Directive 2001/83/EC (‘the safety features’), 

(c) the provisions on the establishment, management and accessibility of the repositories system referred to in Article 54a(2)(e) of Directive 2001/83/EC where the information on the safety features shall be contained (‘the repositories system’),

(d) the list of medicinal products subject to prescription which shall not bear the safety features,

(e) the list of medicinal products not subject to prescription which shall bear the safety features,

(f) the procedures for the notification to the Commission by national competent authorities of non-prescription medicinal products judged at risk of falsification and prescription medicinal products not deemed at risk of falsification in accordance with the criteria set out in Article 54a(2)(b) of Directive 2001/83/EC,

(g) the procedures for a rapid evaluation of the notifications referred to in point (f) of this Article.

2. Definitions

For the purpose of this Regulation, the following definitions shall apply:

(1) ‘Packaging’ means the outer packaging of a medicinal product, or the immediate packaging where there is no outer packaging.

(2) ‘Safety features’ means the combination of a unique identifier and an anti-tampering device placed on the packaging of a medicinal product.
(3)  ‘Unique identifier’ means a series of numeric or alphanumeric characters that allow the unequivocal identification of a given pack of a medicinal product.

(4) ‘Anti-tampering device’ means a device allowing the immediate visual verification of whether the packaging of a medicinal product has been opened or tampered with.

(5) ‘The repositories system’ means a system of one or more interoperable electronic repositories comprising the necessary information technology infrastructure, hardware and software to:

(a) upload, collate, process and store the information on the safety features,

(b) verify the authenticity of the unique identifier and check the unique identifier out of the system in any point of the legal supply chain.

This definition includes the software or software interface that may be necessary to allow the software used by wholesale distributors, pharmacies and persons authorised or entitled to supply medicinal products to the public to recognise, read and translate the unique identifiers, verify their authenticity and check them out. This definition does not include the camera-based scanning equipment used for reading the unique identifier.

(6) ‘Verify the authenticity’ means 

(c) In case of a unique identifier, the act of checking a unique identifier against the unique identifiers entered in the repositories system, and finding a match. A unique identifier is considered to match an entry in the repositories system when at least the unique identifier product code and serial number are identical to those of the entry.

(d) In case of an anti-tampering device, the act of visually checking whether the anti-tampering device has been tampered with and the packaging has been opened.

(e) In case of safety features, the combination of the actions in point (a) and (b) of this paragraph.

(7) ‘Check-in’ means the act of uploading the unique identifier and the information on the medicinal products referred to in Article 7(1) of this Regulation into the repositories system.

(8) ‘Check-out’ means the acts of (i) modifying the status of a unique identifier in the repositories system to ‘checked-out’ after its authenticity has been verified and (ii) removing that unique identifier from the pool of unique identifiers the authenticity of which can be verified, in view of dispensing, exporting, parallel distributing or parallel importing a medicinal product, or recalling or withdrawing a medicinal product from the market.

3. Technical specifications of the unique identifier

1. 
The unique identifier shall allow the unequivocal identification of an individual pack of a given medicinal product and the verification of its authenticity. 

2.
The unique identifier shall consist of the following data elements:

(a) a product code identifying at least the name, pharmaceutical form, strength and package size of a medicinal product and the Member State where the product is to be placed on the market (‘product code’)

(b) a serial number, generated randomly;

(c) a national reimbursement number or other national number identifying the medicinal product, if requested by the Member State where the product is to be placed on the market;

(d) the batch number;

(e) the expiry date.

If the national reimbursement or identification number is contained in the product code, it does not need to be repeated within the unique identifier.

3.
The structure and syntax of the unique identifier shall conform to the International Organization for Standardization (‘ISO’) identification and coding standards.

Are there any specific ISO standards that should be taken into consideration for the structure and syntax of the UI? Added benefits?
4.
The unique identifier shall be carried by a two-dimensional barcode that shall be readable by camera-based devices.

The two-dimensional barcode shall conform to ISO 16022 and ISO 15415 standards. When applying ISO 15415 standards, a print quality grade of 1.5 or better shall be achieved.

5.
The unique identifier shall be printed on the packaging in both machine- and human-readable format. 

6.
The two-dimensional barcode carrying the unique identifier may include information other than the unique identifier subject to the agreement of the competent authority of the Member State where the product is intended to be placed on the market.

7.
Without prejudice to Article 57 of Directive 2001/83/EC, medicinal products having to bear the safety features pursuant to Article 54a of Directive 2001/83/EC shall not bear on their packaging, for the purpose of authenticity and identification, any other bar code than the two-dimensional barcode carrying the unique identifier.
4. Modalities of placing and verification of the safety features by the manufacturers

1.
For the purpose of complying with Article 54(o) of Directive 2001/83/EC, the holder of a manufacturing authorisation pursuant to Article 40 of that Directive (‘the manufacturer’) shall, for the medicinal products he manufactures: 

(a) place the safety features on: 

(1) those medicinal products other than radiopharmaceuticals that are subject to prescription in the Member State where they are intended to be placed on the market, unless they are listed in Annex I of this Regulation,

(2) those medicinal products not subject to prescription in the Member State where they are intended to be placed on the market that are listed in Annex II of this Regulation,

(b) place a unique identifier on a medicinal product for the purpose of reimbursement or pharmacovigilance in accordance to Article 54a(5) of directive 2001/83/EC, where requested by the competent authorities of the Member State where the product is intended to be placed on the market,

(c) place an anti-tampering device on a medicinal products for the purpose of patient safety in accordance to Article 54a(5) of directive 2001/83/EC, where requested by the competent authorities of the Member State where the product is intended to be placed on the market,

(d) ensure that the unique identifier that is placed on the packaging of a medicinal product pursuant to points (a) and (b) of this Article complies with the technical specifications referred to in Article 3 of this Regulation, 

(e) verify that the two-dimensional barcode containing the unique identifier that has been placed on the packaging can accurately be read by a camera-based scanner or device and contains the correct information,

(f) refrain from placing on the packaging of a medicinal product that shall bear the safety features pursuant to Article 54(o) of Directive 2001/83/EC, for the purpose of authentication and identification, any bar code other than the two-dimensional barcode carrying the unique identifier, 

before placing those medicinal products on the market.

2.
The manufacturer shall ensure the uploading of the unique identifiers of the medicinal products he manufactures in the repositories systems referred to in Article 7.

3.
For the purpose of allowing the relevant competent authorities to verify the safety features of a medicinal product at any time during the shelf life, the manufacturer shall retain record of the information on both the unique identifier and the anti-tampering device of a given medicinal product for at least one year after the expiry date of that medicinal product, and shall provide this information to relevant competent authorities upon their request.

4.
Without prejudice to the provisions of paragraphs 1, 2 and 3 of this Article, the manufacturer which repacks or relabels a medicinal product that is bearing one or both safety features shall:

(g) verify that the anti-tampering device has not been tampered with and the packaging of the medicinal product has not been opened;

(h) verify the authenticity of the unique identifier and check it out of the repository system referred to in Article 7;

(i) ensure the placing of equivalent safety features by repacking or relabelling in accordance with article 47a of Directive 2001/83/EC if the medicinal product is subject to prescription in the Member State where it is intended to be placed on the market, unless listed in Annex I of this Regulation, or if the medicinal product is listed in Annex II of this Regulation, or if the Member State where the product is intended to be placed on the market requires the placing of one or both safety features pursuant to Article 54a(5) of Directive 2001/83/EC;

(j) ensure that the structure and composition of any unique identifier he places on the packaging complies, with regard to product code and national reimbursement or identification number, with the specificities of the Member State where the medicinal product is intended to be placed on the market, so that the unique identifier can be verified for authenticity and checked out,

before placing that medicinal product on the market.

5.
Notwithstanding Article 4(4)(c), when a medicinal product that is bearing one or both safety features is relabelled without removing or covering either fully or partially those safety features, it is not necessary to replace:

(k) the anti-tampering device if the packaging has not been opened and the original anti-tampering device has not been tampered with.  

(l) the unique identifier if the composition of the original unique identifier with regard to product code, serial number and national reimbursement or identification number is such that the original unique identifier can be verified for authenticity and checked out by pharmacists and other persons authorised or entitled to supply medicinal products to the public in the Member State where the medicinal product is intended to be placed on the market.

6.
Where a manufacturer who repacks, relabels or replaces the safety features considers or has reason to believe that the packaging of the medicinal product has been opened or tampered with, or the verification of the authenticity of the medicinal product shows that the product is not authentic, he shall not place the product on the market and shall immediately inform the relevant competent authorities in accordance with Article 46(g) of Directive 2001/83/EC.

5. Modalities of verification of the safety features by wholesale distributors

1.
The holder of an authorisation to engage in activities as a wholesaler in medicinal products pursuant to Article 77 of Directive 2001/83/EC (‘wholesale distributor’) shall at least verify the authenticity of the safety features of:

(m) medicinal products returned from a pharmacy or a person authorised or entitled to sell medicinal products to the public;

(n) medicinal products received from another wholesale distributor who is not a marketing authorisation holder or a manufacturing authorisation holder or a person who is authorised by the marketing or manufacturing authorisation holder by means of a written contract to supply and distribute products on his behalf.

2.
The wholesale distributor shall verify the authenticity of the safety features and check out the unique identifier of a medicinal product that he is to distribute:

(h) outside of the Union; or

(i) on the territory of a Member State, without that medicinal product having a marketing authorisation issued by the competent authorities of that Member State, for the purpose of Article 5(1) of Directive 2001/83/EC.
We are seeking Member States feedback on the following points:

- Is your MS applying Art 5(1)? 
- If yes:


- is there a specific procedure in place for applying this Article? Can you provide details?


- can you provide an estimate of the number of packs involved per year (either as absolute n° or as % of the packs dispensed)? 
-Would you consider point b above beneficial/necessary? 

3.
For the purpose of allowing the relevant competent authorities to verify the safety features of a medicinal product at any time during the shelf life of that product, the wholesale distributor shall retain record of the information on the unique identifier of a medicinal product he verifies for authenticity or checks out for at least one year after the expiry date of that medicinal product, and shall provide this information to relevant competent authorities upon their request.
4.
Where a wholesale distributor considers or has reason to believe that the packaging of the medicinal product has been opened or tampered with, or the verification of the authenticity of the medicinal product shows that the product is not authentic, he shall not distribute the product and shall immediately inform the relevant competent authorities in accordance with Article 80(i) of Directive 2001/83/EC.

6. Modalities of verification of the safety features by pharmacies and persons authorised or entitled to supply medicinal products to the public

1.
The Member States shall take all appropriate measures to ensure that pharmacies, including hospital pharmacies, and persons authorised or entitled to supply medicinal products to the public, including persons offering medicinal products for sale at a distance by means of information society services, dispensing doctors and nurses, verify the authenticity of the safety features and check out the unique identifier of a medicinal product when dispensing that medicinal product to a patient.

2.
Notwithstanding paragraph 1 of this Article, Member States may decide, where necessary to accommodate the particular characteristics of the supply chain on their territory:

(o) to allow a pharmacy or a person authorised or entitled to supply medicinal products to the public to carry out the verification and check out of the unique identifier pursuant to paragraph 1 of this Article at an earlier time than the time of dispensing the medicinal product to a patient, provided that the two conditions below are met:

(0) the verification and check out pursuant to paragraph 1 of this Article takes place at the earliest at the time the medicinal product is delivered to the pharmacy or the person authorised to supply medicinal products to the public; and 

(1) no sale of that medicinal product takes place between the moment the product is delivered to the pharmacy or to the person authorised or entitled to supply medicinal products to the public and the moment it is dispensed to a patient, unless the sale is to the patient himself.

(p) to exempt a pharmacy, including a hospital pharmacy, from the obligations of verification and check out of the unique identifier  pursuant to paragraph 1 of this Article, provided that the four conditions below are met:

(2) the pharmacy only obtains the medicinal products it dispenses through operators belonging to the same legal entity as the pharmacy; 

(3) the verification and check out of the unique identifier pursuant to paragraph 1 of this Article is performed by the operator that supplies the product to the pharmacy; 

(4) no sale of that medicinal product takes place between the operators and the pharmacy;

(5) the pharmacy is the point of the supply chain where the medicinal product is dispensed to the patient.

3.
When applying the provisions of paragraph 2 of this Article, Member States shall take appropriate measures to ensure that pharmacies and persons authorised or entitled to supply medicinal products to the public verify the authenticity of the anti-tampering device and the integrity of the packaging of a medicinal product when dispensing that medicinal product to a patient.

4.
In case a pharmacy or a person authorised or entitled to dispense medicinal products to the public opens a pack of a medicinal product in order to dispense only part of the content of that pack, the safety features should be verified for authenticity and the unique identifier checked out at the time the pack is opened for the first time.

5.
In case of unavailability of an internet connection or other technical issues preventing the electronic check-out of the unique identifier when dispensing the medicinal product to a patient, the pharmacy or the person authorised or entitled to dispense medicinal products to the public shall take written note of the human-readable unique identifier and ensure its checking out from the repositories system as soon as the technical issue is solved or within 10 working days of dispensing the product, whatever comes first.

6.
For the purpose of allowing the relevant competent authorities to verify the safety features of a medicinal product at any time during the shelf life of that product, pharmacies and persons authorised or entitled to supply medicinal products to the public shall retain record of the information on the unique identifier of a medicinal product they verify for authenticity and check out for at least one year after the expiry date of that medicinal product, and shall provide this information to relevant competent authorities upon their request. 

7.
 Where the pharmacy or the person authorised to supply medicinal products to the public considers or has reason to believe that that the packaging of the medicinal product has been opened or tampered with, or the verification of the authenticity of the medicinal product shows that the product is not authentic, he shall not dispense the product and shall immediately inform the relevant competent authorities.

7. Establishment, management and accessibility of the repositories system

1.
Manufacturers, wholesale distributors, pharmacies and other persons authorised or entitled to supply medicinal products to the public shall establish and manage a repositories system to upload, collate, process and store information on the safety features and enable the verification of the authenticity and identification of medicinal products.

The information shall at least include the data elements of the unique identifier in accordance to Article 3 of this Regulation and be sufficient to unequivocally describe and identify the medicinal product, the manufacturer and the marketing authorisation holder of the medicinal product. 

Where information on the marketing authorisation holder is not encoded in the unique identifier, it shall be uploaded in the repositories system by the manufacturer at the same time as the unique identifier and unequivocally linked to it in the system for easy retrieval. 

2.
The repositories system and the individual repositories it comprises shall satisfy all of the following criteria:

(q) repositories shall be established and managed by legal entities; 
(r) repositories shall be fully interoperable;
(s) access to the repositories shall be regulated by predetermined and transparent terms and conditions;

(t) the system shall allow the reliable authentication of individual packs of medicinal products by manufacturers, wholesaler distributors and pharmacies or persons authorised or entitled to supply medicinal products to the public, in accordance with the requirements of this Regulation;

(u) the system shall communicate and be interoperable with the software of wholesale distributors, pharmacies and persons authorised or entitled to supply medicinal products to the public;

(v) when queried for the purpose of verification of authenticity, the system shall respond within 300 ms, and its availability and performance shall allow wholesale distributors, pharmacies and persons authorised or entitled to supply medicinal products to the public to work without significant delay;

(w) the structure of the system shall be such as to guarantee the protection of personal data and information of a commercially confidential nature and the ownership and confidentiality of the data generated by the use of the unique identifiers.

3.
The system shall allow for at least the following operations:

(x) the verification of the authenticity of a unique identifier;

(y) the verification of the authenticity of the same unique identifier multiple times;

(z) the triggering of an alert in the system and in the terminal where the verification of the authenticity of a unique identifier is taking place when such verification fails to find a positive match for the unique identifier within the repository system. Such an event shall be flagged in the system as a potential incident of falsification.

(aa) the combined operations of verification of the authenticity and checking out of a unique identifier from the system;

(ab) the checking out of a unique identifier from the system when the medicinal product is withdrawn or recalled from the market, or destroyed;

(ac) the checking-out of a unique identifier in a Member State which is not the Member State where the medicinal product bearing the unique identifier was placed on the market.

(ad) the reading of the information contained in the two-dimensional barcode after the unique identifier has been checked out of the system, without this triggering the alert referred to in point (c) of this paragraph;

(ae) the possibility for a manufacturer, a wholesale distributor, a pharmacist or a person authorised or entitled to supply medicinal products to the public of querying the system by manually entering the information on a unique identifier for the purpose of verifying its authenticity or checking it out; 
(af) the making available to the competent authorities of the Member States, the Commission and the European Medicines Agency, upon request, of information concerning a given unique identifier.

(ag) The reverting of the status of a unique identifier from “checked-out” to its previous status, provided that the following conditions are met:

(6) The person performing the operation is the same person that checked out the medicinal product;

(7) The reverting of the status takes place not more than 72 hours after the medicinal product was checked out of the system.

4.
The legal entity establishing and managing one or more repositories within the system shall: 

(j) continuously monitor the repositories for events alerting to potential incidents of falsification in accordance to paragraph 3(c) of this Article; 

(k) provide for the immediate investigation of all potential incidents of falsification and the alerting of competent authorities of Member States and the Commission should the falsification be confirmed.  

5.
Manufacturers, wholesale distributors, pharmacists and other persons authorised or entitled to supply medicinal products to the public own and are responsible for the data generated when they interact with the system.

6.
The competent authorities of the Member States shall have access to those repositories that are used to verify the authenticity of or check out the unique identifiers of medicinal products placed on the market in their territory, and may use the information contained in the repositories for the purposes of reimbursement, pharmacovigilance or pharmacoepidemiology in accordance with Article 54a(5).
7.
The competent authorities of the Member States shall supervise and contribute to the management operations of those repositories that are used to verify the authenticity of or check out the unique identifiers of medicinal products placed on the market in their territory. Member States may participate to the management board governing the repositories to the extent of up to one third of the members of the board. If the number of relevant Member States exceeds the number of available seats in the management board, Member States shall agree on a system of representation that ensures a fair participation of all relevant Member States to the activities of the repositories system.
Do Member States envisage additional supervisory activities? If yes, please provide details and added value.
8. Obligations of competent authorities of Member States

1.
Member States shall take all appropriate action to ensure that the provisions of this Regulation are implemented on their territory.

2.
Member States shall make available to the manufacturers, wholesale distributors, pharmacies and other persons authorised or entitled to supply medicinal products to the public the lists of medicinal products for which the scope

(a) of the unique identifier is extended for the purpose of reimbursement or pharmacovigilance;

(b) of the anti-tampering device is extended for the purpose of patient safety

in accordance with Article 54a(5) of Directive 2001/83/EC.

9. Lists of medicinal products and product categories

The list of medicinal products or product categories subject to prescription that shall not bear the safety features are set out in the Annex I to the present Regulation.

The list of medicinal products or product categories not subject to prescription that shall not bear the safety features are set out in the Annex II to the present Regulation.

10. Notification of medicinal products to the European Commission

1.
The competent authority of a Member States shall notify the Commission of non-prescription medicinal products which they judge to be at risk of falsification and may inform the Commission of medicinal products which they deem not to be at risk.

To this end, the Member State shall conduct an assessment of the risks of and arising from falsification of such products taking into account the criteria listed in article 54a(2)(b) of Directive 2001/83/EC.

2.
When submitting to the Commission the notification referred to in paragraph 1 of this Article, the competent authority shall provide the Commission with evidence and documentation supporting the presence of incidents of falsification.

3.
For the purpose of evaluating and deciding on the notifications referred to in paragraph 1 of this Article, the Commission may consult an ad-hoc group of expert nominated by Member States.

4. Following the consultation referred to in the paragraph 3 of this Article, the Commission may decide to revise this Regulation to amend the lists of medicinal products and product categories set out in Annex I and II.

5.
If the Commission or a Member State considers, on the basis of casualties or hospitalisations of citizens of the Union due to exposure to falsified medicinal products, that immediate action is required to protect public health, the Commission shall launch an accelerated procedure to consult the ad-hoc expert group and, if appropriate, revise this Regulation.

11. Transitional measures

1.
Notwithstanding the second paragraph of Article 12: 

(ah) medicinal products that shall bear the safety features in accordance with Articles 54(o) and 54a(5) of Directive 2001/83/EC and are placed on the market without the safety features before [3 years after publication] may continue to be distributed, dispensed, sold and used until [5 years after publication] except in those Member States referred to in Article 2(2)(b) second subparagraph of Directive 2011/62/EU.

(c) stocks of medicinal products that shall bear the safety features in accordance with Articles 54(o) and 54a(5) of Directive 2001/83/EC that are produced, packaged and labelled before [3 years after publication] without the safety features on their packaging may continue to be placed on the market, distributed, dispensed, sold and used until [5 years after publication] in any Member State except those referred to in Article 2(2)(b) second subparagraph of Directive 2011/62/EU.

(d) Manufacturers may place the safety features on the packaging of medicinal products that shall bear the safety features in accordance with Articles 54(o) and 54a(5) of Directive 2001/83/EC and place those products on the market before [3 years after publication] in any Member State except those referred to in Article 2(2)(b) second subparagraph of Directive 2011/62/EU, provided that the implementation of the measures referred to in Articles 4 to 8 of this Regulation is sufficient to ensure the verification of the authenticity of those medicinal products.

2.
Notwithstanding the third paragraph of Article 12: 

(ai) medicinal products that shall bear the safety features in accordance with Articles 54(o) and 54a(5) of Directive 2001/83/EC and are placed on the market in those Member States referred to in Article 2(2)(b) second subparagraph of Directive 2011/62/EU before [6 years after publication] without bearing the safety features may continue to be distributed, dispensed, sold and used in those Member States until [8 years after publication].

(e) stocks of medicinal products that shall bear the safety features in accordance with Articles 54(o) and 54a(5) of Directive 2001/83/EC that are produced, packaged and labelled before [6 years after publication] without the safety features on their packaging may continue to be placed on the market, distributed, dispensed, sold and used in those Member States referred to in Article 2(2)(b) second subparagraph of Directive 2011/62/EU until [8 years after publication].

(f) Manufacturers may place the safety features on the packaging of medicinal products that shall bear the safety features in accordance with Articles 54(o) and 54a(5) of Directive 2001/83/EC and place those products on the market before [6 years after publication] in those Member States referred to in Article 2(2)(b) second subparagraph of Directive 2011/62/EU, provided that the implementation of the measures referred to in Articles 4 to 8 of this Regulation is sufficient to ensure the verification of the authenticity of those medicinal products.

3.
As of [5 years after publication], all medicinal products that are available on the market in any Member State except those referred to in Article 2(2)(b) second subparagraph of Directive 2011/62/EU shall comply with the requirements of this Regulation.

All medicinal products available on the market in those Member States referred to in Article 2(2)(b) second subparagraph of Directive 2011/62/EU shall comply with the requirements of this Regulation as of [8 years after publication].

4.
 Medicinal products not complying with paragraph 3 of this Article shall be recalled from the market.
5.
The derogations provided for in paragraph 1(a) and (b) and 2(a) and (b) of this Article shall not apply to medicinal products that are repacked or relabelled after: 

(aj) [6 years after publication] if placed on the market in those Member States referred to in Article 2(2)(b) second subparagraph of Directive 2011/62/EU

(g) [3 years after publication] if placed on the market in the remaining Member States.
We are seeking the expert group opinion of whether they would be in favour of the above transitional measures.
12. Entry into force

This Regulation shall enter into force on the twentieth day following that of its publication in the Official Journal of the European Union.

It shall apply from [3 years after publication] in all Member States except those referred to in Article 2(2)(b) second subparagraph of Directive 2011/62/EU.

It shall apply from [6 years after publication] in those Member States referred to in Article 2(2)(b) second subparagraph of Directive 2011/62/EU.

This Regulation shall be binding in its entirety and directly applicable in all Member States.

Annex I

List of medicinal products or product categories subject to prescription that shall not bear the safety features

	Name of active substance or product category
	Pharmaceutical form 
	Strength
	Remarks 

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


Annex II

List of medicinal products or product categories not subject to prescription that shall bear the safety features

	Name of active substance or product category
	Pharmaceutical form 
	Strength
	Remarks 

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


� 	OJ L 174, 1.7.2011, p. 74.


� 	OJ L 311, 28.11.2001, p. 67. A consolidated version of Directive 2001/83/EC including the amendments by Directive 2011/62/EU is here: � HYPERLINK "http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CONSLEG:2001L0083:20110721:EN:PDF" ��http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CONSLEG:2001L0083:20110721:EN:PDF� 


� 	The measures may be contained in one delegated act or several delegated acts. For the purpose of this document, reference is made to 'delegated act'.


� 	Article 54a(2) of Directive 2001/83/EC.


� 	Article 54a(2)(a) of Directive 2001/83/EC.


� 	Article 54a(2)(d) of Directive 2001/83/EC.


� 	Article 54a(2)(e) of Directive 2001/83/EC.


� 	Article 54a(2)(b) of Directive 2001/83/EC.


� 	Article 54a(2)(c) and Article 54a(4) of Directive 2001/83/EC.


� 	Replies to the consultation can be seen here: � HYPERLINK "http://ec.europa.eu/health/human-use/falsified_medicines/developments/2012-06_pc_safety-features.htm" �http://ec.europa.eu/health/human-use/falsified_medicines/developments/2012-06_pc_safety-features.htm� 
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