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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
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potential participants who may. be in the “window of conversion® for HIV or not suffering

from TB but wers carriers, Would the researchers screen for TB.
The Commities feit that the payment of £2K has high in.comparison with other siudles of

’ a similar iength of time, Including staya at the unit and cutpatient visits. The Committee

wanted and explanation to assure it Lhat the payment was not higher to induce
recruitment. The Committee requested that the researchers submft a payment

calculation,

10. The Foflowing revisiona were raquired on the PIS;

+ The Information is too technical and needed to be simplified.
Plaasa stats clearly the PAREXEL Is Independant of Nortiwick Park Hospite! snd

Is not part of the hospital.
On pagse 5 of 11 the information “study drug fo the unbom foetus Is unknown*

»
may make the mala parficipants think that this only appfies ta the femala
participants. The Cammilies requestad {his ta be written to clearly Inform both

men and women.

and [EEEERwere Invited ta Join the mesting at 7,05 pm. Tha Chalr

explained that the rasearcher would be sent a latter, following the mesting, which would set out
tha Commilfes’s concems and any amandments required to the documentation. The fallowing

points ware disgussad at the meeling:

1.

" standard and did not think it necessary for this stu

The Chair asked WEENEor a summary of the research for the committes members.

SRR r=plied that from animal sxperiments it waa indicated that the safely df the
drugs cauld now be assessed in humans. This is a new way of building antibodies for
disansas such as lsukaemia and theumatoid arthritis by targsting T-lymphocytes in the

bady's immune system.
The Chair asked SEJIEIEP whet thay would do If they found abnarmal T-cells — would
the sponsar assess and take cars of the results fo would thay refer them {e an expert to
review them. The Chair also asked how much T-call data would be available bsfors

dosling the participants. SEEEENresponded that T-call subsets will be analysed before

the desing.
The Chair informad SIS that on page 5 of 11 the Informafion "study drug to the
make the male participants think that this only applies to

unbom foelus is unknown®

the fernale participants. %pm that it is Parexat's policy to recommend
barrier contraception, The committes requested that this be added fo the text on the PIS.
nformed the committee that ha would ensurs that it bacame standard text In

the PIS.

The Ghalr aﬂmﬂﬁe procedure was if a serious ilnsss was detactad in
a potential participant. replled that n previous studles they had detscted
diabetes and leukaemia and they communicate the resuls io the participant and offer the
services (o help get the correct trsatment. The Commities asked if they would offer a
chack up with an Independent physician, obviously respecting confidentiaiity. P

raplled that they would at screening.
for TE. SEEESERSN repliad that It was not

The Chalr asked If thay intended ta scrsen
dy. The Committes ssked if the
h rasponded that there was &

monoclonal antibody could causs a flare up of TB.

slight posaibility that it could. (USSR sdded that the majarlty of the valuntsers tand o
be South African travellers and they could add lo the excluslon criteria that If thay have
besn exposed to active TB in close family members then they may not take part. The

Committee noted this point. :
Tha Cnan thay would add HIV risk behaviour as an sxclusion
rephied thet they carry out an HIV test at screaning.

criterion,
* The Committea asked SENSENS o sxplain why the participation payment was higher

od that the sludy was a totally novel drug and mode of

for this study.
action. * responded thal the participation payment was higher as the follow up
pariod was longer that usual at 3 months, In Landon, in comparison lo other studies it has

2

JOreaaL L4 L r.

it et e £ 8




~

AT I RNeRRX) LJius AL e 1Y L ULy LIS AL LA

to be worthwhile for the volunteers to join the study as 3-menths Is a long time to commit
when most volunieers are travallars, The Chalr requested a breakdown of the paymeni
calculation, SN noted this point.

8. The Chair informed Ml hat paris of the COREC Application Form and the
Partieipant Information Sheet were foo technical and although the lay language has baen
addressad before the current application seams to hava slipped back to mare technical
language. P noted this point.

3. The Committes asked whether there was a case to have a [ay title before the

scientific fitle on the PIS. GENEREENcted this point. .
. Tha Chalr asked sl to submit o the commitiee a report fram the Immunologist
- along with a shert CV for the Immunclogist. responded that a toxico
w been submitted as reviewad by The Committee asked
o access a specific clinical immunalogist io revisw the toxicology report. @
IR =pled that they would contact BEgmiilvho was base at the Parexal unit in
Berlin The Commities noted. 4SSN nformed the Committes that the MHRA
approval was pending and would inform the Committee as soon as it was received. The
Commiitee noted this point.

R = nd QR (o the mesting st 7,40 pm.

Tha Commiltee provisionally approved tha Study subject to receiving satisfactory responses to
the polnts of concem raised by the Cammittee, including revised information and consent forms
(if appropriate), The Alternats Vice-Cheir was given delegated authority by the Commities to
approve tha Study once satisfled that the Gommittea's querles/points had been satisfactorlly
answered and/or addrassed in revissd documentation,
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