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MINUTES OF MEETING
Held at 4.00pm on 23 January 2008
In the Post Graduats Centre
Central Middlesex Hospltal

08,08 Applications for Review: New.

06/Q0408/8 — A PHASE-|, SINGLE-CENTRE, DOUBLE-BLIND, RANDOMISED, PLACEBO-
CONTROLLED, SINGLE ESCALATING-DOSE STUDY TO ASSESS THE SAFETY,
PHARMACOKINETICS, PHARMACODYNAMICS AND IMMUNQGENICITY OF TGN1412
ADMINISTERED INTRAVENOUSLY TO HEALTHY VOLUNTEERS. .

Investigator; ST

Wing May Kong summarised the study for the committee, -

(
’ The committae reviewed tha follawing documents.

Document Varsion Date
Application 04 January 2008
Investigator CV 22 Dacember 2006
Protocol JGN1412-HV 20 21 Decambear 2005
Covering Letier 04 January 2008 |
Compensation Arrangements PAREXEL -Insurance policy 01 November 2005

| GP/Cansultant Information Shaets 03 08 February 2005 |
L ipant Information Sheet 0t 23 December 2005
Participant Consent Form 01 28 December 2005
Investigator's Brochuns TGN1412 1.1 19 December 2008
Request Form for authorisation from MHRA - :

[Insurance cover for TeGenero AG 04 January 2006

The committee discussed the following matters,

1. The Commillee commentad that section A8 on the GOREG Application Form was 0o
technical and not in language comprehensibla to a lay parson.

2,

3.
bean completed.

The Committae requested clarification of

4.

5.

were screening the potential panicipants.
8. The Committea requasted clarffication a5
identiflad” or “anonymous’.
7. The Commitlae naquested an exp
detected T-call abnormalitles.

8. The Commitiee requ
they may be HIV or suffering from
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place.
Tha Commitiee requested an explanation on
PAREXEL found one of the participants suffering from

Tha Commitias requestad clarification aa to who will be daing the outpstient
assessments as detalled In section A10 on the COREC Apglication for.
In section A12 of fhe COREC Application Form the average number of patients has not

the number of days that the study will take

what the pollcy was far cantacting the GP if
a serious candition when they g

to whether the answer o quastion B3 was “de-

lanation &s lo who tha researchers would consult if they

any Asks to participants from tha study drug If

esled clarification of
T8 and what assurance could the Investigators give for










