Council of the European Union
General Secretariat

Brussels, 07 May 2018

Interinstitutional files:
2018/0018 (COD) WK 5461/2018 INIT

LIMITE

CODEC
COMPET
IA

Ml
PHARM
SAN

WORKING PAPER

This is a paper intended for a specific community of recipients. Handling and
further distribution are under the sole responsibility of community members.

INFORMATION
From: General Secretariat of the Council
To: Working party on Pharmaceuticals and Medical Devices (HTA)
Subject: Proposal for a REGULATION OF THE EUROPEAN PARLIAMENT AND
OF THE COUNCIL on health technology assessment and amending Directive
2011/24/EU

- Presentation by the Commission

Delegations will find enclosed the presentation on the above mentioned topic by the Commission at the
meeting of the Working Party on Pharmaceuticals and Medical Devices on 7 May 2018.
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Article 6 — Preparation of Joint Clinical Assessment Report
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Marketing authorisation HTA (JCA)
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