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About this document

1. Delegations will find attached an updated document reflecting the state of play after the
Working Party meeting of 15 April. The main purpose of this document is to verify that
delegations' positions are correctly reflected. To this aim, delegations are kindly invited to
inform the Presidency and the Council Secretariat about any changes to positions reflected in

the footnotes and, in particular, about footnotes that can be lifted by Friday 23 April (end of

business).

This document will not be used in the next meeting of the Working Party. A new document
intended for the continued examination will be issued based on replies by delegations by the

above deadline.
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2. The text of the legislative proposal is set out in the annex to this note. The text conventions

are the same as those outlined in previous versions of document 5184/10.

General remarks

3. While contributing constructively to the discussions on many points, the Commission

representatives have, in general, reserved their position on changes to the Proposal, pending

the outcome of the examination in Parliament.

4.  Ttis noted that the entry into force of the Lisbon Treaty necessitates changes to the proposal,
some of which are of an editorial nature, others of which are substantial, e.g. as regards
comitology. In this version of the legal text, the recitals have been updated to set out all such

changes. The enacting terms will be updated in a forthcoming document.

5. Itis further noted, that at this stage all delegations have a general scrutiny reservation on the

entire legislative proposal. The Danish, Maltese and United Kingdom delegations have

entered Parliamentary scrutiny reservations.
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ANNEX
Proposal for a
DIRECTIVE OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

amending Directive 2001/83/EC as regards the prevention of the entry into the legal supply

chain of medicinal products which are falsified in relation to their identity, history or source

(Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty establishinethe Enropean-Community on the functioning of the

European Union, and in particular Article 951 114 and paragraph 4 point c of Article 168 thereof,

Having regard to the proposal from the European Commission®,

Having regard to the opinion of the European Economic and Social Committee?,

[Having regard to the opinion of the Committee of the Regions]*,

Acting in accordance with the ordinary legislative procedure laid-down-inArtiete 2531-of the
Freaty,

Whereas:

(1) Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001
on the Community code relating to medicinal products for human use® lays down the rules
for inter alia manufacturing, importation, placing on the market, and wholesale distribution
of medicinal products in the Community Union as well as rules relating to active

pharmaceutical ingredients used as starting materials.

The Commission has proposed that the Legal basis under the TEC be changed to Articles 114
and 168(4c) of the Treaty on the functioning of the European Union (see document 17193/09

ADD1).

2 o0I1cC,,p..

Po01C,,)p..

4 O3-Cp— The Committee of the Regions has not been consulted, it has nevertheless given
an opinion
O C—p—

OJ L 311, 28.11.2001, p. 67.
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2)

3)

4

(4a)

There is an alarming increase of medicinal products detected in the Commnity Union
which are falsified in relation to their identity, history or source. These products usually
contain sub-standard or falsified ingredients, or no ingredients or ingredients in the wrong

dosage, including active pharmaceutical ingredients, thus posing an important threat to

public health.

Past experience shows that such medicinal products are not only marketed through illegal
supply chains, but reach the patient via the legal supply chain as well. This poses a
particular threat to human health and may lead to a lack of trust of the patient also in the
legal supply chain. Fherites—contained-in Directive 2001/83/EC should be amended in

order to respond to this increasing threat.

The petentiat threat to public health is also recognised by the World Health Organisation
(WHO), who set up the International Medical Products Anti-Counterfeiting Taskforce

("IMPACT"). IMPACT developed—with-theaetive participationof-the-Community:

Principles and Elements for National Legislation against Counterfeit Medical Products,
which were endorsed by the IMPACT General Meeting in Lisbon on 12 December 2007.

The Union participated actively in the Taskforce.

This Directive is without prejudice to provisions concerning intellectual and industrial

property rights and aims specifically to prevent falsified medicines from entering the legal

distribution chain.

Co

uncil of Europe should be inserted if that Convention is adopted.

A recital referring to the Convention on counterfeit medical products under preparation in the
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(4b)

A definition of "falsified medicinal product" should be introduced in order to distinguish

)

such products from legal but unauthorised medicinal products. Furthermore, authorised or

otherwise legitimate products with quality defects and medicinal products that due to

mistakes in the manufacturing or subsequent handling do not comply with the requirements

of Good Manufacturing Practices or Good Distribution Practices should not be confused

with falsified medicinal products.

Persons procuring, holding, storing, supplying or exporting medicinal products are only

entitled to pursue their activities if they meet the requirements for obtaining a wholesale

distribution authorisation in accordance with Directive 2001/83/EC. However, Ftoday’s

distribution network for medicinal products is increasingly complex and involves many
players which are not necessarily wholesale distributors as defined in that Directive
200H834EC. In order to ensure reliability ## of the distribution chain, pharmaceutical
legislation should address all actors in the distribution chain: this includes not only

wholesale distributors whe-preetre; hold;store-and-supply-produets, but also persens;

brokers, acting as intermediaries who are involved in sale transactions without owning and

physically handling the products. Fhey Such intermediaries should be subject to

appropriate provisions submitted-to-proportionate+utes in order to exclude-byalf
praetical-means; the possibility that medicinal products which are falsified in relation to

their identity, history or source te enter the legal supply chain in the Union Cemnitiits:.
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(6) Directive 2001/83/EC also applies alse to wholesale distributors whiek who do not place

medicinal products on the market of @ Member State but export them fo third countries

after introducing them into the European Union. The ##tes provisions applicable to those
wholesale distributors under this Directive —which-applyno-matter-whetherthe-exported

being-imperted—should-be-elarifted--should apply regardless of whether the medicinal

products are intended for the internal market of the European Union or are introduced into

the European Union with the sole purpose of exportation. In particular, good distribution

practices should be applicable to all these activities whenever they are performed on the

European Union territory, including in areas such as free trade zones or free warehouses,

without prejudice to customs legislation.

(7) In order to take account of new risk profiles of medicinal products, while at the same time

ensuring the functioning of the internal market for medicinal products, safety features
designed to ensure the identification; and authenticityation of and serving as tampering
evidence traceability-of for preseription medicinal products at risk of falsification
should be established at Community Union level. When introducing obligatory safety
features for preseription medicinal products, due account should be taken of the

particularities of certain products or categories of products, such as generic medicines. This
includes particular consideration of therisk-of falsifications medicines at risk of being
falsified in view of their price and past incidences in the Community: Union and abroad, as

well as of the consequences of falsifications for public health in view of the specific
characteristics of the products concerned or of the severity of the conditions intended to be

treated.
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(8)

©)

(10)

(1)

Any actor in the supply chain who packages medicinal products has to be a holder of a
manufacturing authorization. In order for the safety features to be effective, the a

manufacturing authorization holder who is not the himself the original manufacturer of the

medicinal product should only be permitted to remove, replace or cover these safety

features under strict conditions.

These manufacturing authorisation holders should be held strictly liable for damages to
patients caused by medicinal products that they have placed bythem on the market which

are falsified in relation to their identity.

In order to increase reliability in the distribution supply chain, wholesale distributors

should verify;-eithe e; that

their suppliers comply with good distribution practices®.

Fo In order to ensure transparency, a list of these wholesale distributors whese-compliance
for whom it has been established that they comply with applicable Community+ites Union

legislation has-been-established after through inspection by a competent authority of a
Member State, should be published in a Community database at Union level.

DELETED]: Add "if those suppliers are wholesale distributors themselves; where the product
is obtained from the manufacturer or importer, wholesale distributors should verify that the
manufacturer or importer holds a manufacturing authorisation. These requirements should
always be fulfilled, even where the product is obtained through a negotiation involving a
person trading the medicinal product.". (AFM-15)
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(12) Falsified active pharmaceutical ingredients used in the manufacturing of medicinal

products pose the risks related to ef sub-standard active pharmaceutical ingredients. ks

risk These risks should be addressed. The requirements of good manufacturing

practices for active substances used as starting materials have been agreed by the

International Conference on Harmonisation and published by the Commission. Those

requirements cover the manufacturing of active substances as well as operations such

as packaging, repackaging, labelling, re-labelling, distribution or storage performed

by active pharmaceutical ingredients distributors. These operations have also an
impact on the quality of medicinal products. Manufacturers In-particular;
manufaeturers of medicinal products should ensure either-by-themselves-of througha

bedy-aceredited-for that purpese-that the supplyine manufacturers and distributors® of
supplying them with active pharmaceutical ingredients in-its-supphy-ehain complytes with

good manufacturing practices. Competent authorities should be empowered to inspect

distributors of active substances used as starting materials.

? DELETED|: add other actors, repackagers, importers.
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(13)

(13a)

The manufacture of active pharmaceutical ingredients should be subject to good
manufacturing practices #respeetive regardless of whether those ingredients were
manufactured in the Cemmunity Union or imported. With regard to the manufacture of
active pharmaceutical ingredients in third countries, it should be ensured that the ##esfor
the legislative provisions applicable to manufacture of active pharmaceutical ingredients

intended for export to the Community Union, including together with inspection and

enforcement, provide for a level of protection of public health equivalent to that provided

for by Community Union legislation.

In order to provide for a high level of protection of public health, the manufacture of

(14)

(15)

certain excipients, should also be subject to appropriate good manufacturing practices

irrespective of whether the excipients were manufactured in the EU or imported. For any

medicinal product, these excipients should be identified by the manufacturing

authorisation holder on the basis of an approach assessing the risks caused by the

medicinal product to public health should the excipients used in it be sub-standard. The

European Pharmacopeia, which is widely referred to by the pharmaceutical industry and

competent authorities in the European Union, inter alia in applications for marketing

authorisations, contains a definition of excipient. In order to ensure a harmonised

approach, it is desirable to apply the same definition of excipient in this Directive as that

set out in the European Pharmacopeia.

In order to facilitate enforcement and control of Union Cemmunity rules relating to active
substances used as starting material, the manufacturers er, importers or distributors of

those substances should notify the respective competent authorities of their activityie;sw.

Fe In order to ensure a similar level of protection of human health throughout the Union
Cemmunity, and to avoid distortions in the internal market, the harmonised principles and
guidelines for inspections of holders of manufacturing and wholesaler authorisations of

medicinal products as well as of manufacturers and distributors of active substances should

be strengthened. Fh#s Such harmonised and strengthened principles and guidelines should

also help to ensure the functioning of existing mutual recognition agreements which rely

on efficient and comparable inspection and enforcement throughout the Union

Community.

10 DELETED indicate consequences of no notification.
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(17)13

(18)

fnpartiewlar-the The Commission should be empowered to adopt #eastres delegated acts
in accordance with Article 290 of the Treaty on the functioning of the EU (TFEU)

regarding safety features that shall appear on the packaging of medicinal products subjeet
to-medical preseription at risk of being falsified and te-adept regarding detailed rules

for medicinal products introduced into the EU without being imported placed-onthe

Since the objective of ensuring the functioning of the internal market for medicinal
products, while ensuring achieving a high level of protection of public health against
medicinal products which are illegal in view of a falsified identity, history or source,
cannot be sufficiently achieved by the Member States, as-they-cannot-adoptindividuatsy

harmonised-measnres-applicable-inthe- Community and can be better achieved byaetion at
Cemmuntty Union level, the Communtty Union may adopt measures, in accordance with

the principle of subsidiarity as set out in Article 5 of the Treaty on European Union (TEU).

In accordance with the principle of proportionality, as set out in that Article, this Directive

does not go beyond what is necessary in order to achieve that objective.

11

12
13

The Regulatory procedure with scrutiny is replaced by delegated acts/implementing measures
under the Lisbon Treaty. (Article 290/291 of the Treaty on the Functioning of the EU). As a
result, this recital is no more correct and should be deleted. Recital (17) has been modified
accordingly.

This recital has been adapted to the introduction of delegated acts/implementing measures
under the Lisbon Treaty. (Article 290/291 of the Treaty on the Functioning of the EU).
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(18a) In accordance with point 34 of the Inter-institutional Agreement on better law-making“,

Member States are encouraged to draw up, for themselves and in the interests of the Union,

their own tables illustrating, as far as possible. the correlation between this Directive and

the transposition measures, and to make them public.

(19) Directive 2001/83/EC should tkerefore be amended accordingly,

HAVE ADOPTED THIS DIRECTIVE:

Y 0r5cC321,31.12.2003, p. 1.
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Article 1

Directive 2001/83/EC is amended as follows:

()]

16

In Article 1, the following point 3a is inserted after point 3:

3

3a. Excipient:

4. Lxcipient.

Any constituent of a medicinal product other than the active substance and packaging

material,'>”

In Article 1, the following point 5a is inserted after point 5:

“S5a. Falsified medicinal product:

Anv medicinal product with a false representation of:

a) its identity, including its packaging and labelling, name, composition in respect of

any of its components and strength

and/or

<

its source, including the manufacturer, country of manufacturing, country of

origin, marketing authorization holder

and/or

e

its history, including the records and documents relating to distribution channels;”

15
16

DELETED

DELETED

: Prefers WHO definition.
: Need definition: "Active substance or Active Pharmaceutical Ingredient: Any

substance or mixture of substances intended to be used in the manufacture of a drug
(medicinal) product and that, when used in the production of a drug, becomes an active
ingredient of the drug product. Such substances are intended to furnish pharmacological
activity or other direct effect in the diagnosis, cure, mitigation, treatment, or prevention of
disease or to affect the structure and function of the body" (AFM-17). : suggests

reference to

GMP part II.
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1)

2)

In Article 1, the following point 17a is inserted after point 17:

‘17a. Brokering Frading of medicinal products"’ :

All activities in relation to sale or purchase of medicinal products except for retail supply

and wholesale distribution as defined in point 17 of this article, that do not include physical

handling and that consistig of negotiating independently and on behalf of another legal or

natural person or a body provided for by national law. the-sale-erthepurchase-of
- . L icinal produets, ; .

In Article 2, paragraph 3 is replaced by the following:

‘(3) Notwithstanding paragraph 1 and Article 3(4), Title IV of this Directive shall apply

to the manufacture of medicinal products intended only for export and to

intermediate products, and active substances®® and excipients used as starting

materials.’

In Article 2, the following paragraph 4 shall be inserted:

‘(4). Paragraph 1 is without prejudice to Articles 52b and 85a%1°

17
18

19

20
21

DELETED|: reservation.

DELETED|: brokers should be subject to license. : licence requirement could be
overly burdensome; prefer a system of notification or registration.

: Need to cover transporters in this Directive in order to stop falsified products

from entering the legal supply chain. : Reservation; prefers national legislation on
transports.

See also Presidency proposals to Article 46(f).

IDELETED] add "which relate to medicinal products introduced but not imported into the
EU".
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2b) In Article 8, paragraph 3, the following point shall be added after point h):

‘(ha) A written confirmation that the manufacturer of the medicinal product has verified

compliance of the active substance manufacturer with good manufacturing practice

by conducting auditszz, in accordance with Article 46(f). The written confirmation

shall entail the time of the audit and a declaration that the findings of the audit verify

manufacture according to good manufacturing practice.

This information shall be updated on a regular basis.’

3) Article 46 is amended as follows:

(a) Thefirstsubparagraph-of pPoint (f) is replaced by the following:

‘()

to comply with the principles and guidelines of good manufacturing practice
for medicinal products and to use as starting materials only active substances,
which have been manufactured and distributed in accordance with the detailed
guidelines on good manufacturing practice for starting materials. To this end,
the holder of the manufacturing authoriszation shall verify compliance of the

active substances manufacturer and distributors with good manufacturing

practices by conducting audits at the manufacturing and distribution sites of the

active substances manufacturer and distributors by-himself-or-through-abody

For excipients potentially presenting a risk, the manufacturer, taking into

account the source and intended use of the excipients and previous

incidents shall ensure that the appropriate good manufacturing practices

are applied on the basis of a formalised risk assessment in accordance with

the applicable guidelines referred to in Article 47 second paragraph,

taking into account other suitable quality system requirements, and

document this.

22 DELETED|

3 IDELETED

: Scrutiny reservation on the requirement to conduct audits.
: reservation on deletion of accreditation, in particular as regards manufacturers.

Propose wording allowing for MS to establish an accreditation system : 'The competent
authorities of the Member States may establish a system of accreditation for persons

undertaking

audits of active substance manufacturers.".
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3a)

4)

(b) The following point (g) is added:

‘(g) to inform the competent authority immediately upon getting knowledge of

products manufactured by him that they hegetsknowledge-ef-whieh are, or
whteh are suspected te of being, falsified #relationto-the-identityhistery-or
souree-of productsmanutactared-by-him-

In Article 46a. paragraph 1 is replaced by the following:

‘1.  For the purposes of this Directive, manufacture of active substances used as starting

materials shall include both total and partial manufacture or import of an active

substance used as a starting material as defined in Part I. point 3.2.1.1 (b) Annex I, as

well as the storage. the distribution, and the various processes of dividing up,

packaging or presentation prior to its incorporation into a medicinal product,

including repackaging or re-labelling, such as are carried out by a distributor of

starting materials.’

The following Article 46b is inserted after Article 46a:

‘Article 46b

(1) Member States shall take appropriate measures to ensure that the manufacture and

distribution on their territory of active substances used as starting material, including

active substances that are intended for export, complies with good manufacturing

practices for active substances.

(2)* Active substances used as starting material shall only be imported if **:

(2)

they have been manufactured in accordance with by-apphying standards of

good manufacturing practice at least equivalent* to those laid down by the

Community; and

24
25

26

DELETED:

DELETED:!

Reservation on this paragraph.
In general there is no concept exactly corresponding to GMP in third countries.

Difficult for organisations in third countries to check whether their rules are compliant with

EU rules.

DELETED|: This concept must be spec1ﬁed Wthh organisation verifies that practices are

equivalent?  DELETED: :
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(b) they are accompanied by a written confirmation from the exporting third
country that the standards of good manufacturing practice applicable to the
plant manufacturing the exported active substance are at least equivalent to
those laid down by the Community, and that the plant is subject to control and
enforcement ensuring that those good manufacturing practices cannot be

circumvented. 27 28

(3)* The requirement set out in point (b) of paragraph 2 shall not apply if the exporting

country is listed in accordance with Article 111b.

(4) For exceptional reasons of availability of medicines and for a temporary period not

exceeding 3 years, when a plant manufacturing an active substance for export has

been inspected by a Member State and found compliant with the principles and

guidelines of good manufacturing practice laid down in Article 47, the requirement

set out in point 2(b) may be waived by any Member State.’

5) In Article 47, the third paragraph is replaced by the following:

“The principles of good manufacturing practice for active substances used as starting
materials referred to in point (f) of Article 46 and in Article 46b shall be adopted in the
form of detailed guidelines.’

2 DELETED! this paragraph must be clarified in order to serve its purpose.
28 DELETED|: Reservation about this written confirmation- could there be unintended,
undesirable effects of this provision?

»  IDELETED!| Reservation on this paragraph.
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5a) The following Article 47a is added™:

‘Article 47a

(1) The safety features referred to in point (o) of Article 54 shall not be partly or

fully removed or covered-up, unless the following conditions are fulfilled:

(a)

(©)

(d)

The manufacturing authorisation holder verifies, prior to partly or fully

removing or covering-up the safety feature referred to in Article 54(0),

that the product is authentic and it has not been tampered with:

The manufacturing authorisation holder complies with point (o) of

Article 54 by replacing the safety features with safety features which is

are equivalent as regards the possibility to ascertain identification,

authenticity and tampering evidence of the medicinal product, and

without opening the immediate packaging as defined in Article 1(23):

These operations shall be conducted in accordance with applicable good

manufacturing practices for medicinal products;

The replacement of the safety features is subject to supervision®! by the

competent authority.

Manufacturing authorisation holders, including those performing the activities

described in paragraph (1) of this Article, shall be considered as producers

within the meaning of Council Directive 85/374/EEC and may therefore be

held liable in case of damages arising due to the falsification of medicinal

products.

30

This article includes the previous Article 54a(2) and (3)of the proposal.

31 IDELETED! Doubts on possibilities for competent authorities to supervise. DELETED|: How
shall the supervision by Member States be carried out?

5184/5/10 REV 5
ANNEX

PA,LES/ct 17
DGCIA LIMITE EN



6)

7)

In Article 51, paragraph 1, the following point (¢) is added after point (b):

‘(c) in the case of products intended to be placed on the market in the Community, that
the safety features referred to in point (o) of Article 54 have been affixed on the
packaging.’

The following Articles 52a and 52b are inserted after Article 52:
‘Article 52a

Importers, and manufacturers, and distributors of active substances used as starting

materials established in the Community shall, at least, notify>* their address to the

competent authority of the Member State where they are established.
Article 52b

(1) Notwithstanding Article 2(1), and without prejudice to Title VII, Member States

shall ensure-that take the necessary preventive measures with regard to medicinal

products that are introduced in the European Union but are not intended to be placed

on the market are-netintroduced-into-the-Community if there are sufficient grounds
to suspect that these products are falsified ifthere-arereasons-to-believe-thatthe

! Laien-ofalsifed-identityhi .

32 IDELETED! an authorisation is needed - not just a notification. (AFM-9)(AFM-14)

DELETED|: Support. DELETED: suggests a licensing system.. DELETED|: Make clear that

the economic operators can not start carrying out their activities before they have notified

authorities.
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With the aims established in paragraph (1), the Commission shall be given the power

to adopt delegated acts in accordance with Article 290> TFEU as regards the

following measures supplementing the provision in paragraph 1:

- The criteria to be considered and the verifications to be made by the national

competent authorities when assessing medicinal products introduced into the

EU without being imported, including inspections to be performed in free trade

zones or free warehouses and the regulatory actions that can be taken when

these medicinal products are found to be falsified. This shall include

identification of triggers for inspections.

- The customs procedures under which the medicinal products will be subject to
134

the measures referred to in paragraph

- The documentation (including electronic data) that shall accompany or be

associated with the medicinal product for the purpose of enforcement, without

prejudice to the applicable documentation requirements in accordance with

customs legislation.

(3) For the delegated acts referred to in paragraph 2, the procedure set out in Articles
121a, 121b and 121c shall apply.

3 DELETED scrutiny reservation on use of Article 290 for the powers mentioned, find Article
291 more appropriate.

3 IDELETED| customs provisions should be laid down separately.
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35

8) In Article 54, the following point (o) is added™® *’:

‘(o) safety features making it possible to ascertain identification and ;-authenticity and

traceabihity of and serving as tampering-evidence for medicinal products, other

than radiopharmaceuticals;-subjeetto-medical preseriptionas-defined-nTitle V1

in risk of being falsified or tampered with.

The requirement to apply these safety features for products or categories of

products, shall be based on the outcome of a risk assessment>® undertaken in

accordance with paragraph 4 point b of Article 54a.

% [DELETED!: It should be possible to read the batch number, required under point (m),
automatically.

36 positive scrutiny reservation. : exclude OTCs a priori.
scrutiny reservation; question method and competence for risk assessment, emphasise need
for an efficient system.

37 DELETED) proposes adding "homeopathic medicinal products".

3% IDELETED! Scrutiny reservation on the risk assessment.
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9) The following Article 54a is added:

‘Article 54a

(1) The safety features referred to in point (o) of Article 54 shall allow wholesale
distributors e, pharmacists*® e and persons authorised or entitled to supply
medicinal products to the public to perform all of the following:

(a) verify authenticity by-assessing-overt;covert-orforensic-deviees ;

(b) identify individual packs;

(©) verify whether the outer packaging has been tampered with.

(1a) The Commission shall be given the power to adopt delegated acts in accordance
with Article 290*' TFEU with the objective of establishing the detailed
application of the safety features referred to in point (0) of Article 54.

2y

¥ IDELETED! Reservation on this article.

4 IDELETED| Important that this provision imposes obligation that packaging shall have safety
features, but does not oblige pharmacists to check these safety features.

4 IDELETED! scrutiny reservations on use of delegated acts for all points under Article 54a
paragraph 4; in particular, some delegations ponder whether point c¢) d) and e) could be
treated through implementing acts under Article 291 TFEU.

2 Article 54a(2) has been amended and has become Article 47a(1).
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9943

4) To this end, the delegated acts shall set out:

(a) the characteristics and technical specifications of the safety features

referred to in point (0) of Article 54, with due consideration of their cost-

effectiveness;

(b) the product categories or products which should bear the safety features

referred to in point (0) of Article 54, considering When-adepting-these
measures;-the-Commisston-shall-constder the risk of falsification related

to products or categories of products and at least the following criteria:

(@)(1) the price and sales volume of the product;

(1) the number of incidences of falsifications in third countries and

within the Community;

fe)(iii) the evolution of those incidences in the past;

¥ Article 54a(3) has been amended and has become Article 47a(2).
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()(iv) the specific characteristics of the products concerned*;
te)(v) the severity of the conditions intended to be treated;

(vi) other potential risks to public health.

e the basis of itoriad : corrod to ints{a
by of h(1)-of thi o] | ed .
products or product catcgorics.

procedures for the notification to the Commission by national competent

authorities of medicinal products at risk of falsification and a rapid

system for evaluation and decision on these notifications for the purpose

of the application of the provision of point b) above .

the*® extent and modalities of verifications of the safety features referred

to in point (0) of Article 54 by the manufacturers, wholesalers,

pharmacists and persons authorised or entitled to supply medicinal

products to the public and by the competent authorities. In-order-te
facilitate the effective-implementation-of thesecontrols When
establishing these provisions, the relevant particular characteristics of

the supply chain in the-different Member States shall be taken into

account®® .

management and accessibility provisions relating to the information

about the unique identifier necessary to identify and verify authenticity of

medicinal products.

“  DELETED! replace with: "the vulnerability resulting from the specific characteristics of the
products concerned;(AFM-120)"

*  IDELETED| add "minimum".

4 DELETED! Scrutiny reservation.
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(4a)

(4b)

The-measuresreferred-to-inthis-paragraph These delegated acts shall take due

account of the legitimate interests to protect information of a commercially

confidential nature and of the protection of industrial and commercial property

rights as well as, where appropriate, personal data.

Articles 121a, 121b and 121c¢ shall apply.

(4¢)

The national competent authorities shall notify the Commission about medicinal

(4d)

products for which they judge that there are reasons to believe that they are at risk

of falsification, according to the criteria set out in paragraph 34, point (b) of this

Article.

A Member State may extend the use of the safety feature referred to in point (o) of

(4e)

Article 54 to other medicinal products for purposes relevant for national

o o 4 .
policies 7, such as reimbursement.’

Within [five] vears of entry into force of the delegated acts referred to in this

Article the Commission shall present to the European Parliament and the

Council a report on the application of this Directive in which the Commission

shall assess the cost-effectiveness of provisions adopted in accordance with

Article 54a in preventing the entry of falsified medicinal products into the

legal supply chain.’

10) In Article 57, the fourth indent of the first paragraph is replaced by the following:

without prejudice to point (0) of Article 54 and Article 54a(4d), identification and

authenticity.’

11) The heading of title VII is replaced by the following:

‘Wholesale distribution and brokering trading of medicinal products’;

47

Cion: reservation on reference to "national policies"; which is too wide a concept; instead

there should be a reference to Article 57.
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12) In Article 77, paragraph 4 is replaced by the following:

‘(4) The Member States shall forward to the Agency a copy of the authorization* #°
referred to in paragraph 1°°. The Agency' shall enter that information in the
Community database referred to in Article 111(6). At the request of the Commission

or any Member State, Member States shall supply all appropriate information

concerning the individual authorization which they have granted under paragraph 1.
13) Article 80 is amended as follows:
(a) Point (e) is replaced by the following:

‘(e) they must keep records either in the form of purchase/sales invoices or on
computer, or in any other form, giving for any transaction in medicinal
products received, dispatched or brokered traded at least the following

information:

- date,

—  name of the medicinal product,

— quantity received, supplied or brokered traded,

— name and address of the supplier or consignee, as appropriate;

—  batch number of the medicinal product;**’;

53

® : Is it necessary to send a copy of the authorization? Why not just a list?
(AFM-9)(AFM-14)

¥ DELETED! Draws the attention to the resources that authorities need to handle this.

3 DELETED! replace by "The Member States shall enter the information on authorizations

referred to in paragraph 1" so as to ensure compatibility with EudraGMP (AFM-117).

> DELETED! This is done by Member States now. Why should EMEA take over?

2 DELETED! Article 82 should be amended in the same way; add “batch number”.

3 DELETED! Add indents on "details on the manufacturer" and "expiry dates of batches"
(AFM-5); DELETED|: add indent: "details of the authority of the supplier or consignee to
supply, or be supplied, as appropriate "(guidelines required).(AFM-82)
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(b) The following points (h) and (i) are added:

‘(h) they must maintain a quality system setting out responsibilities, processes and

risk management;

(1)  they must immediately inform the competent authority and, where

applicable, the holder of the marketing authorisation of medicinal products

they receive or are offered which they identify as falsified or suspect to be

falsified medicinal products. infringing;-er-they suspeet-of-infringing;

54
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[ The following subparagraphs™ are added:
(©) g subparagrap

‘For the purpose of point (b), in the case where the product is obtained from another
wholesale distributor, holders of the wholesale distribution authorisation must verify
compliance with good distribution practices of the supplying wholesale distributor

including by verifying that the supplying wholesale distributor holds a wholesale

distribution authorisation ettherby-themselves-orthrough-a-bedy—acereditedfor-that
purpose by the competent authority of a Member State.

Where the product is obtained from the manufacturer or importer, holders of the
wholesale distribution authorisation must verify that the manufacturer or importer

holds a manufacturing authoriszation.’
14) The following Articles 85a and 85b are inserted after Article 85:
‘Article 85a

In the case of wholesale distribution to third countries 