[
\\__—_’/

COUNCIL OF Brussels, 20 January 2014
THE EUROPEAN UNION

5395/14
Interinstitutional File:
2012/0192 (COD)
PHARM 7
SAN 27
M1 43
COMPET 23
CODEC 104
NOTE
from: General Secretariat of the Council
to: Delegations
No. Cion prop.: 12751/12 PHARM 60 SAN 176 MI 508 COMPET 513 CODEC 1946
Subject: Proposal for a Regulation of the European Parliament and of the Council on
Clinical trials on medicinal products for human use, and repealing Directive
2001/20/EC

- List of DS documents distributed during the second half of 2013 under
the LT Presidency

Delegations will find attached a list of DS documents distributed to the Working Party on
Pharmaceuticals and Medical Devices in the second half of 2013 under the Lithuanian Presidency in

relation to the proposal mentioned above.
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http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:5395/14;Nr:5395;Year:14&comp=5395%7C2014%7C
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=INT&code2=&gruppen=Year:2012;Nr:0192;Code:COD&comp=0192%7C2012%7C
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:5395/14;Nr:5395;Year:14&comp=5395%7C2014%7C
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RMA&code2=&gruppen=Link:PHARM%207;Code:PHARM;Nr:7&comp=PHARM%7C7%7C
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RMA&code2=&gruppen=Link:SAN%2027;Code:SAN;Nr:27&comp=SAN%7C27%7C
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RMA&code2=&gruppen=Link:MI%2043;Code:MI;Nr:43&comp=MI%7C43%7C
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RMA&code2=&gruppen=Link:COMPET%2023;Code:COMPET;Nr:23&comp=COMPET%7C23%7C
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RMA&code2=&gruppen=Link:CODEC%20104;Code:CODEC;Nr:104&comp=CODEC%7C104%7C
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:12751/12;Nr:12751;Year:12&comp=12751%7C2012%7C
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RMA&code2=&gruppen=Link:PHARM%2060;Code:PHARM;Nr:60&comp=PHARM%7C60%7C
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RMA&code2=&gruppen=Link:SAN%20176;Code:SAN;Nr:176&comp=SAN%7C176%7C
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RMA&code2=&gruppen=Link:MI%20508;Code:MI;Nr:508&comp=MI%7C508%7C
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RMA&code2=&gruppen=Link:COMPET%20513;Code:COMPET;Nr:513&comp=COMPET%7C513%7C
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RMA&code2=&gruppen=Link:CODEC%201946;Code:CODEC;Nr:1946&comp=CODEC%7C1946%7C
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RIL&code2=&gruppen=Link:2001/20/EC;Year:2001;Nr:20&comp=
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAG&code2=R-11602&gruppen=&comp=
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAG&code2=R-11602&gruppen=&comp=

ANNEX

Proposal for a Regulation of the European Parliament and of the Council on Clinical trials on

medicinal products for human use, and repealing Directive 2001/20/EC

Number Date

DS 1551/13 1.7.2013

DS 1556/13 1.7.2013

DS 1556/1/13 REV1 1.7.2013
DS 1625/13 17.7.2013

DS 1645/13 29.7.2013

DS 1651/13 14.8.2013

DS 1665/13 2.9.2013

DS 1669/13 3.9.2013

DS 1684/13 5.9.2013

DS 1687/13 5.9.2013

DS 1692/13 6.9.2013

DS 1692/13 ADD1 2.10.2013
DS 1740/13 16.9.2013

DS 1748/13 17.9.2013

DS 1777/13 25.9.2013

DS 1796/13 30.9.2013
DS 1796/13 ADD1 22.10.2013
DS 1796/1/13 ADD1 REV1 23.10.2013
DS 1799/13 1.10.2013
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http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:5395/13;Nr:5395;Year:13&comp=5395%7C2013%7C
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RIL&code2=&gruppen=Link:2001/20/EC;Year:2001;Nr:20&comp=
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201551/13;Code:DS;Nr:1551;Year:13&comp=1551%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201556/13;Code:DS;Nr:1556;Year:13&comp=1556%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201556/1/13;Code:DS;Nr:1556;Rev:1;Year:13;Rev2:1&comp=1556%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201625/13;Code:DS;Nr:1625;Year:13&comp=1625%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201645/13;Code:DS;Nr:1645;Year:13&comp=1645%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201651/13;Code:DS;Nr:1651;Year:13&comp=1651%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201665/13;Code:DS;Nr:1665;Year:13&comp=1665%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201669/13;Code:DS;Nr:1669;Year:13&comp=1669%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201684/13;Code:DS;Nr:1684;Year:13&comp=1684%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201687/13;Code:DS;Nr:1687;Year:13&comp=1687%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201692/13;Code:DS;Nr:1692;Year:13&comp=1692%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201692/13;Code:DS;Nr:1692;Year:13&comp=1692%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201740/13;Code:DS;Nr:1740;Year:13&comp=1740%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201748/13;Code:DS;Nr:1748;Year:13&comp=1748%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201777/13;Code:DS;Nr:1777;Year:13&comp=1777%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201796/13;Code:DS;Nr:1796;Year:13&comp=1796%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201796/13;Code:DS;Nr:1796;Year:13&comp=1796%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201796/1/13;Code:DS;Nr:1796;Rev:1;Year:13&comp=1796%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201799/13;Code:DS;Nr:1799;Year:13&comp=1799%7C2013%7CDS

DS 1801/13 1.10.2013

DS 1801/13 ADD1 2.10.2013
DS 1801/1/13 ADD1 REV1 2.10.2013
DS 1802/13 1.10.2013

DS 1807/13 2.10.2013

DS 1819/13 4.10.2013

DS 1821/13 7.10.2013

DS 1822/13 11.10.2013

DS 1822/1/13 REV1 17.10.2013
DS 1822/2/13 REV2 22.10.2013
DS 1828/13 8.10.2013

DS 1829/13 8.10.2013

DS 1834/13 31.10.2013

DS 1834/13 ADD1 31.10.2013
DS 1834/13 ADD2 2.11.2013
DS 1834/13 ADD3 2.11.2013
DS 1834/13 ADD4 3.11.2013
DS 1834/13 ADD5 31.10.2013
DS 1834/13 ADD5 REV1 6.11.2013
DS 1834/13 ADD6 30.10.2013
DS 1834/13 ADD7 4.11.2013
DS 1834/13 ADDS 31.10.2013
DS 1838/13 9.10.2013

DS 1839/13 10.10.2013

DS 1840/13 9.10.2013

DS 1841/13 10.10.2013
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http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:5395/13;Nr:5395;Year:13&comp=5395%7C2013%7C
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201801/13;Code:DS;Nr:1801;Year:13&comp=1801%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201801/13;Code:DS;Nr:1801;Year:13&comp=1801%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201801/1/13;Code:DS;Nr:1801;Rev:1;Year:13&comp=1801%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201802/13;Code:DS;Nr:1802;Year:13&comp=1802%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201807/13;Code:DS;Nr:1807;Year:13&comp=1807%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201819/13;Code:DS;Nr:1819;Year:13&comp=1819%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201821/13;Code:DS;Nr:1821;Year:13&comp=1821%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201822/13;Code:DS;Nr:1822;Year:13&comp=1822%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201822/1/13;Code:DS;Nr:1822;Rev:1;Year:13;Rev2:1&comp=1822%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201822/2/13;Code:DS;Nr:1822;Rev:2;Year:13;Rev2:2&comp=1822%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201828/13;Code:DS;Nr:1828;Year:13&comp=1828%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201829/13;Code:DS;Nr:1829;Year:13&comp=1829%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201834/13;Code:DS;Nr:1834;Year:13&comp=1834%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201834/13;Code:DS;Nr:1834;Year:13&comp=1834%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201834/13;Code:DS;Nr:1834;Year:13&comp=1834%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201834/13;Code:DS;Nr:1834;Year:13&comp=1834%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201834/13;Code:DS;Nr:1834;Year:13&comp=1834%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201834/13;Code:DS;Nr:1834;Year:13&comp=1834%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201834/13;Code:DS;Nr:1834;Year:13&comp=1834%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201834/13;Code:DS;Nr:1834;Year:13&comp=1834%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201834/13;Code:DS;Nr:1834;Year:13&comp=1834%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201834/13;Code:DS;Nr:1834;Year:13&comp=1834%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201838/13;Code:DS;Nr:1838;Year:13&comp=1838%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201839/13;Code:DS;Nr:1839;Year:13&comp=1839%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201840/13;Code:DS;Nr:1840;Year:13&comp=1840%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201841/13;Code:DS;Nr:1841;Year:13&comp=1841%7C2013%7CDS

DS 1842/13 11.10.2013
DS 1843/13 10.10.2013
DS 1844/13 10.10.2013
DS 1845/13 10.10.2013
DS 1846/13 10.10.2013
DS 1848/13 11.10.2013
DS 1851/13 11.10.2013
DS 1867/13 17.10.2013
DS 1869/13 17.10.2013
DS 1869/13 ADD1 22.10.2013
DS 1880/13 23.10.2013
DS 1881/13 22.10.2013
DS 1882/13 22.10.2013
DS 1895/13 25.10.2013
DS 1896/13 25.10.2013
DS 1897/13 25.10.2013
DS 1898/13 28.10.2013
DS 1900/13 29.10.2013
DS 1923/13 6.11.2013
DS 2015/13 3.12.2013
DS 2034/13 3.12.2013
DS 2040/13 5.12.2013
DS 2089/13 20.12.2013
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http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:5395/13;Nr:5395;Year:13&comp=5395%7C2013%7C
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201842/13;Code:DS;Nr:1842;Year:13&comp=1842%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201843/13;Code:DS;Nr:1843;Year:13&comp=1843%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201844/13;Code:DS;Nr:1844;Year:13&comp=1844%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201845/13;Code:DS;Nr:1845;Year:13&comp=1845%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201846/13;Code:DS;Nr:1846;Year:13&comp=1846%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201848/13;Code:DS;Nr:1848;Year:13&comp=1848%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201851/13;Code:DS;Nr:1851;Year:13&comp=1851%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201867/13;Code:DS;Nr:1867;Year:13&comp=1867%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201869/13;Code:DS;Nr:1869;Year:13&comp=1869%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201869/13;Code:DS;Nr:1869;Year:13&comp=1869%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201880/13;Code:DS;Nr:1880;Year:13&comp=1880%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201881/13;Code:DS;Nr:1881;Year:13&comp=1881%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201882/13;Code:DS;Nr:1882;Year:13&comp=1882%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201895/13;Code:DS;Nr:1895;Year:13&comp=1895%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201896/13;Code:DS;Nr:1896;Year:13&comp=1896%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201897/13;Code:DS;Nr:1897;Year:13&comp=1897%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201898/13;Code:DS;Nr:1898;Year:13&comp=1898%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201900/13;Code:DS;Nr:1900;Year:13&comp=1900%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%201923/13;Code:DS;Nr:1923;Year:13&comp=1923%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%202015/13;Code:DS;Nr:2015;Year:13&comp=2015%7C2013%7CDS
http://www.parlament.gv.at/pls/portal/le.link?gp=XXV&inr=9394&code1=RAT&code2=&gruppen=Link:DS%202034/13;Code:DS;Nr:2034;Year:13&comp=2034%7C2013%7CDS
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