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ANEIDER TEBSNT=GERDGLPE & fERE
A =374 ~aFum A=l 7 UE oo
2. BEMERTERINI=H
3 WEEZHERBODBTERaNT-A  ANNUAL OVERVIEW OF TEST FACILITIES INSPECTED
TR A - — N\ UNITED KINGDOM: OVERVIEW PREPARED 01MAR 2016
4. ﬁ = 'ﬂ FEﬁ |7§| [»%jﬁéhi’.f) Shading identifies test facilities that have previously been members of the UK GLP compliance monitoring
programme
DATE OF NATURE OF AREA OF
TEST FACILITY INSPECTION STATUS INSPECTION EXPERTISE REMARKS
AAAA Laboratories 10.2006 IC Full
11.2008 IC Full Firstin
2,3,8 compliance
02.2011 IC Full 19-08-1998
Address
12.2013 IC Full
BBBEB Center 07.2007 Ic Full
2,5 Lo
= —_ - —_ Firstin
>BHEEICRTSNTOSGLPERIZEAYT 11:2008 © n compliance
=3 = 11.2010 IC Full 30-08-2007
LHIEEREBE -FEEE
= R Lti <= i S 11.2013 IC Full
>H§%t$& (== h\bﬁJTJ"Hynés ﬁﬁ%ﬁﬁﬁﬁz Firstin
=t = = =t s = 04.2006 IC Full compliance
% (GRERIGATA) . (EFr. RAERDTESE. & 16-08-2006

"%ﬁ IE’H FEﬁ & O) ;.IE\ é - ﬁﬁgﬁ Removed from

2 programme 19-
REP 03-2007 as no
longer
conducting GLP
work
ABCD Services 04.2007 IC Full
03.2009 IC Full Firstin
8 compliance
Address 05.2011 IC Full 11-11-1997
07.2014 IC Full
Page 1of 57
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saIME DR

2. BEMEZRTEBIN-H
3. BEERIT-HEOLFTERIN-N,
4. FEHIRAIZEBINT=H

1. Residue studies

GLP Compliance Status of test facilities

(9

In compliance: no deviations were observed,
or only minor deviations from GLP rinciples
were observed, which were corrected.

NIC Not in compliance with the GLP principles.

PEN Pending: (Explanation given in “Remarks”
field)

RFP Removed from programme (Date and reason

given in “Remarks” field)

Nature of Inspection

Fac Facility inspection (inspection of facilities
and systems)

SA Study Audit at the request of another
regulatory authority

Full Facility inspection + study audits

Re-l Re-inspection (as follow up to full

inspection)

Areas of expertise of the inspected test facility

4. Env1ronmental tox101ty studies on aquatic or terrestrial
organisms

5.  Studies on behaviour in water, soil and air; bio-
accumulation

Studies on effects on mesocosms and natural ecosystems
Analytical or clinical chemistr]
8. Other: (as specified)

e

S CEMmINT-

SRERDGLPE S

ANNUAL OVERVIEW OF TEST FACILITIES INSPECTED
UNITED KINGDOM: OVERVIEW PREPARED 01MAR 2016

Shading identifies test facilities that have previously been members of the UK GLP
compliance monitoring programme

g

l‘\@

anh

| ILILILD |

DATE OF NATURE OF AREA OF
TEST FACILITY INSPECTION STATUS INSPECTION EXPERTISE REMARKS
AAAA 10.2006 Ic Full
Laboratories Firsti i
11.2008 IC Full 2,3,7 Irsllgn-gg-Tgs;gnce
Address 02.2011 IC Full
12.2013 IC Full
BBBB Center 07.2007 Ic Full » s
Address 11.2008 IC Full F|rs:t36n_g§)_nzwg(l)le71nce
11.2010 IC Full
11.2013 IC Full
CCC Institute 04.2006 I Eul First in compliance
. 16-08-2006
2 Removed from
programme 19-03-
Address RFP 2007 as no longer
conducting GLP work
ABCD Services 04.2007 IC Full
03.2009 IC Full 8 First in compliance
Address 05.2011 IC Full 11-11-1997

EEMRABRES LUV HTOGLPE
» CCC Institute 1£2007.3.19IZGLPE & 5%
R TES,

SERFERIH R NR E THEC Al
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Compliance with Good Laboratory Practice

CP-6. s: Comparative Toxicity Study by Weekly Intravenous (Bolus)
Administration to Cynomolgus Monkeys for 4 Weeks

The study described in this report was conducted in compliance with the following Good
Laboratory Practice standards and I consider the data generated to be valid.

The UK Good Laboratory Practice Regulations (Statutory Instrument 1999 No. 3106, as
amended by Statutory Instrument 2004 No. 994).

OECD Prineiples of Good Laboratory Practice (as revised in 1997),
ENV/MC/CHEMI(98)17.

EC Commission Directive 2004/10/EC of 11 February 2004 (Official Journal
No. L50/44).

The delegated phases (Bioanalysis and Immunogenicity) performed by the Principal Investigator
was condueted in compliance with OECD Principles of Good Laboratory Practice (as revised in
1997), the UK Good Laboratery Practice Regulations (Statutory Instrument 1999 No. 3106, as
amended by Statutory Instrument 2004 No. 994) and the EC Commission Directive 2004/10/EC
of 11 February 2004 (Official Journal No L 50/44)

These principles of Good Laboratory Practice are accepted by the regulatory authorities of the
United States of America and Japan on the basis of intergovernmental agreements.

ikl

1R Mot 2oly

Date
Hyeon Ryu Lee D.V.M

Study Director
AAAA Laboratories

AAAA Laboratories : AD-002
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Quality Assurance Statement

CP-6 : Comparative Toxicity Study by Weekly Intravenous (Bolus)
Administration to Cynomolgus Monkeys for 4 Weeks

The following inspections and audits have been carried out in relation to this study:

Study Phase Date(s) of Inspection Date of Reporting to Study

Director and Management

Protocol Audit 06 Sep 2013 06 Sep 2013
Protocol Amendment No.1 27 Sep 2013 27 Sep 2013
Study Set up 24 Sep 2013-27 Scp 03 Oct 2013
2013,02 Oct 2013
Body Temperatures 10 Oct 2013 10 Oct 2013
Study Management and 17 Qet 2013 17 Oct 2013
Conduct

Pre-terminal 24 Oct 2013 24 Oct 2013
Protocol Amendment No.2 25 Oct 2013 25 Oct 2013
Report Audit 09 Dec 2013 09 Dec 2013
06 Drec 2013, 09 Dec 2013, 10 Dec 2013

10 Dec 2013
10 Dec 2013-13 Dec 2013 13 Dec 2013
16 Dec 2013-19 Dec 2013 19 Dec 2013
31 Dec 2013 31 Dec 2013
24 Dec 2013-02 Jan 2014 02 Jan 2014
10 Mar 2014-12 Mar 2014 12 Mar 2014

In addition, process based inspections were conducted of other routine and repetitive procedures
employed on this type of study at or about the time this study was in progress. Similarly an
inspection of the facility where this study was conducted was carried out on an annual basis.
These inspections were reported to Company Management.

Details of Quality Assurance inspections and audits relating to the bioanalysis and
immunogenicity phases are indicated in the Test Site QA statements within the Principal
Investigator’s reports included as Annex 4 and Annex 6.

.—%. N o) Yy

~ Date

s,

Kurt Lenacrt

Lead Auditor
Department of Quality
Assurance

AAAA Laboratories
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