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The revision of the EU General Pharmaceuvutical
Legislation (EU GPL)

@ Proposal for a regulation of the European Parliament and of the Council laying down Union procedures for
the authorisation and supervision of medicinal products for human use and establishing rules governing the
European Medicines Agency,

- amending Regulation (EC) No 1394/2007 on Advanced Therapy Medicinal Products Regulation
- amending Regulation (EU) No 536/2014 on Clinical trials on medicinal products for human use

- repealing Regulation (EC) No 726/2004 on Community procedures for the authorisation and
supervision of medicinal products for human and veterinary use and establishing a European Medicines
Agency

- repealing Regulation (EC) No 141/2000 on orphan medicinal products

- repealing Regulation (EC) No 1901/2006 on medicinal products for paediatric use

IMPORTANT: Strictly connected with Regulation (EU) 2022/123 of the European Parliament and of the Council of
25 January 2022 on a reinforced role for the European Medicines Agency in crisis preparedness and
management for medicinal products and medical devices
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The revision of the EU General Pharmaceuvutical
Legislation (EU GPL)

Q Proposal for a directive of the European Parlioment and of the Council on the Union code relating to
medicinal products for human use, and

- repealing Directive 2001/83/EC on the Community code relating to medicinal products for human use

- repealing Directive 2009/35/EC on the colouring matters which may be added to medicinal products

9 Communication from the Commission to the European Parliament, the Council, the European Economic
and Social Committee and the Committee of the Regions on the reform of the pharmaceutical legislation
and measures addressing antimicrobial resistance

e Proposal for a Council Recommendation on stepping up EU actions to combat antimicrobial resistance in a
One Health approach
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Slide about legislative process
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Regulation — Key measures for full-line wholesalers

Chapter X - Availability and security of supply of medicinal products

Article 116 Marketing authorisation holder noftifications
Article 118 Shortage monitoring by the competent authority of the Member State
(Council) or the Agency
Article 120.1 Obligations on other actors
Arficle 120.1a L. . . .
, Obligations on intention to import and export
(Council)
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Article 118 - Shortage monitoring by the competent
authority of the Member State or the Agency

1. Based on the reports referred to in Articles 120(1) and 121(1), point (c), information referred to in
Articles 119, 120(2) and 121 and the notification made pursuant to Article 116(1), points (a) to (d) and
120(1a), the competent authority concerned as referred to in Article 116(1) shall continuously monitor any
potential or actual shortage of those medicinal products. In addition, the competent authority
concerned may use information contained in the repositories in Article 67(2), second
subparagraph, point (e), of [revised Directive 2001/83/EC].
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GIRP Position on the potential use of data contained in the EMVS for shortages
monitoring

Why is the EMVS not suitable for shortages monitoring on national level?

1. The EMVS is an end-to-end system — no stock level _I()vlerestim?tion of . |
data included. | available sup_p ies by 18% The only reliable

information can be
obtained from

“real world
Data uploaded for a data” of

country # products
available in the country

. The uploaded master data does not reflect 3.6 billion packs /year
available stock levels in the MS — uploaded
quantities would lead to a significant overestimation of
available medicines in a country due to:

o Multi-market packs. available stock

o Geographic location does not match upload levels of the

o Not all products are decommissioned. MAH in the

o Products removed for testing purposes respective
Most importantly, the EMVS does not reflect —) national market.
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Regulation — Key measures for full-line wholesalers

Chapter X - Availability and security of supply of medicinal products

Article 116 Marketing authorisation holder noftifications
Article 118 Shortage monitoring by the competent authority of the Member State
(Council) or the Agency
Article 120.1 Obligations on other actors
Arficle 120.1a L. . . .
, Obligations on intention to import and export
(Council)
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Article 120 - Obligations on other actors

Article 120.1 Wholesale distributors and other persons or legal entities that are authorised or entitled to
supply medicinal products authorised to be placed on the market of a Member State pursuant to Article
5 of [revised Directive 2001/83/EC] to the public may report a shortage of a given medicinal product
marketed in the Member State concerned to the competent authority in that Member State.



Regulation — Key measures for full-line wholesalers

Chapter X - Availability and security of supply of medicinal products

Article 116 Marketing authorisation holder noftifications
Article 118 Shortage monitoring by the competent authority of the Member State
(Council) or the Agency
Article 120.1 Obligations on other actors
Arficle 120.1a L. . . .
, Obligations on intention to import and export
(Council)
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Article 120 - Obligations on intention to import and
export

1a. Member States may require for centrally or nationally authorised medicinal products, that a wholesale
distributor that is not the marketing authorisation holder and whose intention it is to obtain a medicinal
product from a Member State (‘source Member State’) and to distribute this medicinal product in another
Member State or third country (‘destination Member State) notifies the competent authority of the source
Member State of this intention. This notification shall include:

(a) The name of the medicinal product and authorisation nhumber;

(d) Pharmaceutical form;

(e) Strength;

(g) Pack size

(h) The quantity of the medicinal product obtained/which shall be obtained in the source Member State;
(i) Destination Member State

Based on the notification referred to in this paragraph and on the information available pursuant to this

Chapter, the source Member State may take measures to prevent or to mitigate shortages in the source
member state.
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Directive — Key measures for full-line wholesalers

Article 4.68 Definition - Wholesale distribution of medicinal products
Article 4.70 Definition - Public Service Obligation
Article 56.3 General obligations of the marketing authorisation holder

Article 166.1(l)

Obligations of the wholesale distribution authorisation holder

Article 167

Obligation of supply of medicinal products
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Directive - Measures relevant to full-line wholesalers

Article 56 (3) — General obligations of the marketing authorisation holder

The marketing authorisation holder of a medicinal product placed on the market in a
Member State shall, within the limits of its responsibility, ensure appropriate and continued
supplies of that medicinal product to wholesale distributors, pharmacies or persons

authorised to supply medicinal products so that the needs of patients in the Member State
in question are covered.
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Directive - Measures relevant to full-line wholesalers

Article 166 — Obligations of the wholesale distribution authorisation holder

Member States shall ensure that wholesale
distribution authorisation holders shall:

continuously guarantee the appropriate and

Article continued supply of an adequate range of medicinal Deleted
166.1(1) | products to meet the requirements of a specific
geographical area, and deliver the supplies requested
over the whole of the area in question, within a
reasonable timeframe, which shall be defined in the
national legislation;
2. Member States shall designate wholesale
distribution authorisation holders who, pursuant to
article 56(3), shall continuously ensure the
Article appropriate and continued supply of an adequate
166.2 range of medicinal products to meet the requirements
(New) of a specific geographical area, and deliver the

supplies requested over the whole of the area in
question, within a reasonable timeframe, which shall
be defined in national legislation.
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Service-level (Order fulfiiment) from MAHSs

Weekly report from pharmaceutical full-line wholesalers about the service
level of selected products from MAHSs to wholesalers

Ordered amount of
Product 1

Delivered amount
of Product 1 Wholesalers

Comparison between ordered amount and delivered amount
— Service level in %




Availability of molecules in % of the warehouses

Weekly report from pharmaceutical full-line wholesalers about the
availability of selected molecules in their distribution centres on @
yes/no availability level per warehouse

Warehouse 1 Warehouse 2 Warehouse 3 Warehouse 4 Product
availability
weighed
according to
market share
Warehouses availability on product above defined threshold |
Availability of
molecules in %
Warehouses availability on product below defined threshold of the

warehouses
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