- Council of the
European Union

Brussels, 9 March 2022

(OR. en)
6980/22
Interinstitutional File:
2021/0432(COD)

UK 34
PHARM 36
SAN 140
Ml 171
COMPET 140
CODEC 249

NOTE

From: General Secretariat of the Council

To: Delegations

No. Cion doc.: COM(2021) 998 final

Subject: Proposal for a Regulation of the European Parliament and of the Council

amending Regulation (EU) No 536/2014 as regards a derogation from
certain obligations concerning investigational medicinal products made
available in the United Kingdom with respect to Northern Ireland as well as
in Cyprus, Ireland and Malta [COM(2021) 998 final - 2021/0432 (COD)]

- Renunciation letter of the European Committee of the Regions

Delegations will find attached the European Committee of the Regions' renunciation letter

regarding the above proposal.

6980/22 KBlcd 1
GIP.EU-UK EN

www.parlament.gv.at


https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=92742&code1=RAT&code2=&gruppen=Link:6980/22;Nr:6980;Year:22&comp=6980%7C2022%7C
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=92742&code1=RAT&code2=&gruppen=Link:6980/22;Nr:6980;Year:22&comp=6980%7C2022%7C
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=92742&code1=RAT&code2=&gruppen=Link:6980/22;Nr:6980;Year:22&comp=6980%7C2022%7C
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=92742&code1=RMA&code2=&gruppen=Link:PHARM%2036;Code:PHARM;Nr:36&comp=PHARM%7C36%7C
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=92742&code1=RMA&code2=&gruppen=Link:SAN%20140;Code:SAN;Nr:140&comp=SAN%7C140%7C
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=92742&code1=RMA&code2=&gruppen=Link:MI%20171;Code:MI;Nr:171&comp=MI%7C171%7C
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=92742&code1=RMA&code2=&gruppen=Link:COMPET%20140;Code:COMPET;Nr:140&comp=COMPET%7C140%7C
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=92742&code1=RMA&code2=&gruppen=Link:CODEC%20249;Code:CODEC;Nr:249&comp=CODEC%7C249%7C
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=92742&code1=INT&code2=&gruppen=Year:2021;Nr:0432;Code:COD&comp=0432%7C2021%7C
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=92742&code1=COM&code2=&gruppen=Code:COM;Year:2021;Nr:998&comp=998%7C2021%7CCOM
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=92742&code1=VER&code2=&gruppen=Link:536/2014;Nr:536;Year:2014&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=92742&code1=COM&code2=&gruppen=Code:COM;Year:2021;Nr:998&comp=998%7C2021%7CCOM
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=92742&code1=INT&code2=&gruppen=Year:2021;Nr:0432;Code:COD&comp=0432%7C2021%7C

IR 002332 2Uce CoR D/254/2022 - 07/03/2022
08 03,2022
= | on

i LY (L The Secretary-General

European Committee
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Brussels, date ofofficial registration
SGCab/SCies — 19/324 (2022)

Jeppe Tranholm-Mikkelsen
Secretary-General

Council of the European Union
Rue de la Loi / Wetstraat 175
1049 Bruxelles / Brussel

Dear Secretary-General,

On behalf of the President of the European Committee of the Regions (CoR), Apostolos Tzitzikostas, 1 would
like to thank you for your referral request to the CoR, dated 3 February 2022, regarding the following dossier:

Proposal for a regulation of the European Parliament and of the Council amending Regulation (EU) No
336/2014 as regards a devogation from certain obligations concerning investigational medicinal products
made available in the United Kingdom with respect to Northern Ireland as well as in Cyprus, Ireland and
Malta.

COM(2021)0998 - 2021/0432(COD)

The CoR's Commission for Natural Resources (NAT) decided at its meeting of 3 February 2022 not to issue
an opinion on this proposal and not to include the dossier into the ongoing work of the CoR. The proposal has
little regional or local relevance, as the recognition of documents is done at Meinber State level.

Should you require any further information, please do not hesilate to contact the Nat secretarit

(natficor. europa.eu).

Yours sincerely,
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Petr Blizkovsky

G Apostolos Tzitzikostas, President of the European Committee of the Regions
Didier Seeuws, Director-General of the Council of the European Union
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