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COUNCIL OF
THE EUROPEAN UNION

Luxembourg, 14 April 2014
8891/14

(OR. en)

PRESSE 232

Council adopts new rules on clinical trials

The Council today" approved a draft regulation aimed at facilitating and speeding up the
authorisation procedure of clinical trials, following the first-reading agreement reached
with the European Parliament in December (PE-CONS 2/14 + 8245/14 ADD 1).

This means that the regulation is now adopted. It will enter into force 20 days following its
publication in the Official Journal of the European Union and apply six months after a EU
portal for the submission of data on clinical trials and a EU database identifying each
clinical trial have become fully functional (but not earlier than two years after the
regulation's publication).

The main objective of the regulation is to make the European Union more attractive for
clinical research and to invert the decreasing number of investigations of medicines in
humans conducted in the EU, while maintaining the high standards of patient safety.
Between 2007 and 2011 the number of applications for clinical trials decreased by 25% in
the EU. While member states will continue to make their independent assessment of
notably ethical issues, the draft regulation provides for a uniform application of common
rules.

201448 14H7L R EU EGRGAERIRBIANEUEE T

The decision was taken at the Agriculture Council.

Rue de la Loi 175 B — 1048 BRUSSELS Tel.: +32 (0)2 281 6319 Fax: +32 (0)2 281 8026
press.office@consilium.europa.eu http://www.consilium.europa.ew/press
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EUROPEAN UNION

THE EUROPEAN PARLIAMENT THE COUNCIL

Brussels, 4 April 2014
(OR. en)

2012/0192 (COD) PE-CONS 2/14

PHARM 5
SAN 9

MI 11
COMPET 12
CODEC 25

LEGISLATIVE ACTS AND OTHER INSTRUMENTS

Subject: REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE
COUNCIL on clinical trials on medicinal products for human use. and
repealing Directive 2001/20/EC

Article 57

Clinical trial master file

The sponsor and the investigator shall keep a clinical trial master file. The clinical trial master file
shall at all times contain the essential documents relating to that clinical trial which allow
verification of the conduct of a clinical trial and the quality of the data generated, taking into
account all characteristics of the clinical trial. including in particular whether the clinical trial is a
low-intervention clinical trial. It shall be readily available, and directly accessible upon request. to

the Member States.

FRAITIE, EEROBRERABROFEEMOREFNREIEFEE25FLLTHTIND,

Article 58

Archiving of the clinical trial master file

Unless other Union law requires archiving for a longer period. the sponsor and the investigator shall
archive the content of the clinical trial master file for at least 25 years after the end of the clinical

trial. However, the medical files of subjects shall be archived in accordance with national law.

The content of the clinical trial master file shall be archived in a way that ensures that it is readily

available and accessible, upon request, to the competent authorities.
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13. The design and performance of each experimental procedure involving human

subjects should be clearly formulated in an experimental protocol. This protocol

should be submitted for consideration, comment, guidance, and where

I R Bserious adverse events. The researcher should also submit to the commuttee, for
review, information regarding funding, sponsors, institutional affiliations, other
potential conflicts of interest and incentives for subjects.

22. In any research on human beings, each potential subject must be adequately

informed of the aims, methods, sources of funding, any possible conflicts of

| C interest, istitutional affiliations of the researcher, the anticipated benefits and

27. Both authors and publishers have ethical obligations. In publication of the results
of research, the investigators are obliged to preserve the accuracy of the results.
Negative as well as positive results should be published or otherwise publicly
Eﬁk available. Sources of funding, mstitutional affiliations and any possible conflicts
of inferest should be declared in the publication. Reports of experimentation not
in accordance with the principles laid down in this Declaration should not be
accepted for publication.
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ICH-GCP 138 EZARYVIDRETES
4.8 INVESTIGATOR
4.8 Informed consent of Trial Subject n) E=%4—, EZ& 8 4% (auditor) BNEEFRERDED T E
5. SPONSOR 5.1 Quality Assurance and Quality Control
5.18 Monitoring 740k

9.19 Audit 7%
6. CLINCAL TRIAL PROTOCOL AND PROTOCOL AMENDMENT
6.11 Quality Control and Quality Assurance 1=f=L. CDFAILDH T, SiBAE=(I4L

EU  The Clinical Trial Directive (Directive 2000/21/EC)
Article 1 Scope The principles of GCP and detailed guidelines ==+ shall be adopted
The GCP Directive (Commission Directive 2005/28/EC)
Article 4 The protocol *=-shall provide ==+ monitoring and publication policy.

EEIEI 2004 No.1031 MEDICINES The Medicine for Human Use (Clinical Trials) Regulations eu ciiical Trial Directive ®EM:
regulation 28 ==+ conditions and principles of good clinical practice |ZHEDEMEREK
2006 No.1928 MEDICINES The Medicine for Human Use (Clinical Trials) Regulations

“Part 2 Principles based on Article 2 to 5 of the GCP Directive
4. The necessary procedures to secure the quality of every aspect of the trial shall be compiled with

USA 21CFR 312.50 General responsibility of sponsors
= = = ensuring proper monitoring of the investigation(s),
31253 BoALLIEZSA—DEFEIZRARY—EEEHY
31256 RIRUH—ILINDMZESN TWSEERMAEDEL EE—FI—F H5EHHY
21CER 312.60 General responsibilities of investigators
MREODEHELTTIE=AUTIZETHIRELL
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ICH-GCP 16 EEDHETEE
4. INVESTIGATOR

4.8 Informed consent of Trial Subject n) E=4—_ EEZ& 8L (auditor) N2 EFE RHEDEEH;
5. SPONSOR 5.1 Quality Assurance and Quality Control

5.19 Audit 7% E0EL
6. CLINCAL TRIAL PROTOCOL AND PROTOCOL AMENDMENT
6.11 Quality Control and Quality Assurance T=fZL. CDRAANILDHA T, ERBAEZ= (4L

EU  The Clinical Trial Directive (Directive 2000/21/EC)
The GCP Directive (Commission Directive 2005/28/EC)
WIFNIZHLEERICET HBRMGHETELZL

3'_& 2004 No.1031 MEDICINES The Medicine for Human Use (Clinical Trials) Regulations Eeu cinical Trial Directive ®EMi:

regulation 28 -+-+ conditions and principles of good clinical practice |ZfiED &M EEEK

2006 No.1928 MEDICINES The Medicine for Human Use (Clinical Trials) Regulations

“Part 2 Principles based on Article 2 to 5 of the GCP Directive
4. The necessary procedures to secure the quality of every aspect of the trial shall be compiled with

USA 21CFR EZ&I(CEA9 4BRRAVEEE L
LA\L. 62 Federal Register 25692 (May 9, 1997)&1996 April Guidance for Industry
E6 Good Clinical Practice: Consolidated Guidance TICH-GCPZFDALL THIYIAA TULNS
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ICH-GCP  SiBIIZR89 ABRfELECE L

EU  The Clinical Trial Directive (Directive 2000/21/EC)
The GCP Directive (Commission Directive 2005/28/EC)
SiAl(ZRH9 HBAMEL BRI L

FEUERERERERFREI  Article 94 Penalties  MNBREEARE (rules) ZFIFE I HELFEE

E[E  The Medicine for Human Use (Clinical Trials) Regulations  EU Clinical Trial Directive O E R %

regulation 52 %ﬁﬁ GESDIRERNT: not exceeding the statutory maximum) &J%)L\'ii—%lﬁ] (imprisonment)
(34 B (summary convictionMIHFE ) B L2 (conviction on indictmentDIGE)FHEZ % L \EIFE T

USA FFDCA GEFf EZE b HiE)
21 U.S. Code Subchapter Il — PROHIBITED ACTS AND PENALTIES § 331 — Prohibited acts
U.S. Code: Title 18 — CRIMES AND CRIMINAL PROCEDURE § 2, 371, 1001, 1341
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