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EU CTR vs UK Clinical Trial Regulations (Post-Brexit)

B } EU CTR (Regulation (EU) No 536/2014) UK Clinical Trial Regulations

Applies across EU/EEA Member States Applies to Great Britain & Northern Ireland
4 Single Regulation UK Regulations
3
S IR CTIS System u zmira| MHRA Review
”_W

Pa' ¥ -
\ "'.'.‘i\ — ! Harmonised Assessment

..@ Fixed Timelines
p:) EU-Wide Transparency

‘ EU CTR: A
'  Harmonised : ’ <
{ ' Across Europe i °

UK Framework:

Streamlined &
Flexible \
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- EU CTR (Regulation (EU) No 536/2014) 5: é UK Framework

AMP: Auxiliary Medicinal Product NIMP: Non-Investigational Medicinal Product

i ‘\i AMP Terminology i “\i NIMP Terminology
CTR ‘ Annex VI Requirements UK Clinical Trials Regulations
Bt R
—— I Strict Prescriptive Labels =

-:l Mandatory Text & Mandatory Safety Statement l‘i E
== “For Clinical Trial Use Only” “Keep out of the reach and sight of children” :
@ Multiple Languages @ English Only
Key Takeaways
[—] T_1
Id AMP Terminology u NIMP Terminology
e | —
\E‘ Annex VI Labels == & “Keep out of the reach and” sight of children”
@ Multiple Languages Q English Only
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EURQOPEAN COMMISSION
DIRECTORATE-GENERAL FOR HEALTH AND FOOD SAFETY

Medicinal products - quality, safety and efficacy

1.7 In addition, the QP has responsibility for ensuring ponts 1.7.1 to 1.7.21 are
secured. These tasks may be delegated to appropriately trained personnel or third
parties. It 1s recognised that the QP will need to rely on the pharmaceutical
quality system and the QP should have on-going assurance that this reliance is
well founded.

Brussels, 12 October 2015

EudraLex

L.7.1 All activities associated with manufacture and testing of the medicinal
product have been conducted in accordance with the principles and

uidelines of GMP.

Volume 4

EU Guidelines for

1.7.2 The entire supply chain of the active substance and medicinal product up to
the stage of certification 1s documented and available for the QP. This
should include the manufacturing sites of the starting materials and
packaging materials for the medicinal product and any other materials

Annex 16: Certification by a Qualified Person and Batch Release

Legal basis for publishing the detailed guideli Article 47 of Directive 2001/83/EC,

as amended, on the Commu ity code relating to medicinal products for human use and

Article 51 of Directive 2001/82/EC on the Community code relating to veterinary deemed critical [hmugh a risk assessment of the nlanu[acluriﬂg process.
medicinal products. This document provides guidance for the interpretation of the The doc :hould ferably be i he fi . fac hensi
principles and guidelines of good manufacturing practice (GMP) for medicinal products ¢ document shou prelerably be in the format of a comprehensive

as laid down in Directive 2003/94/EC for medicinal products for human use and diagrdlﬂ_ where each party, including subcontractors of critical steps such as
Directive 91/412/EEC for veterinary use. PURS E X - . . -
the sterilisation of components and equipment for aseplic processing, are

Status of the document: Revision. -
included.

Reasons for changes: The Annex has been revised to reflect the globalisation of the
pharmaceutical supply chains and the introduction of new quality control strategies. The
revision has been carried out in the light of Directive 2011/62/EU amending Directive
2001/83/EC as regards the prevention of the entry into the legal supply chain of falsified
medicinal products. This version also implements ICH Q8, Q9 and Q10 documents, and
interpretation documents, such as the manufacturing and importation authorisation (MIA)
interpretation document, as applicable. Also, some areas, where the interpretation by
Member States has not been consistent, have been clarified.

Deadline for coming into operation: 15 April 2016.
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. Scan QR code on your phone
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