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APPLICATION FOR APPROVAL OF A CLINICAL TRIAL

Medicines Act 1981, section 30

TITLE OF PROPOSED TRIAL: A Phase LI, Open Label, Single Centre Study to Eval
Reactogenicity and Immunogenicity of Three Doses
when Administered to Healthy Adults, Laborato
formmt cods: VEOP4)

STUDY PHASE OF TRIAL: Phase 1711

MEDICINE; o @
Chemical Name Quter Membrans  Vesj om Neisseria
meningitidis strain NZ!
. Non Proprictary Name: ~ Nort applicable
. Trade name: . MeNZB™ \

Use(s):

=¥~ 53100 Siena, Italy
77 243111 Fax +39 0577 243074

INICAL INVESTIGATORS:

G two, ploase indicate on the reverse of this page)
| Name: ~ Stewart Reid, MD
1) VPusiﬁon: Member Vaccine sub-committcc Medicines Assessment Advisory
: Commirtee, Ministry of Health
Curricuium Vitas attached (Attachment A to this application form)  Yes 24| No[]
Signed consent of the investigator to undertake the trial attached Yes Na [

Sponsor Agreement is included as page 41 of the Clinical Study Protocol (Attachment 11 to cover letter)
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THE UNIVERSITY OF AUTKLAND
v 2un

The ESR Adult Meningococcal B Vaccine Study

A Phase 1L, Open Label, Single-Centre Study to evaluate the Safcty, Reactagenicity, and Immunogenicity of Three Doses
of NZ MenE OMYV when Administered to Healthy Adults, Laboratory Workers at ESR.
(Sponsor Cods; VE0P4)

Principal Investigator:

Dr Stewart Reid, 82 Owen Streef, Lower Huit. Tel: 021 650 807
Sub-nvestigators: :

Dr Sharen Wong, 17 Lambie Drive, Manukau City. Tel: (09) 263 1994.

Dr Chris Masters, Ropata Medical Centre, 577 High Street, Lower Hutt. Tel:

Introduction ' é

You are invited to take part in a research study designed to evaluate a vaCiing'tiat hef AT Qxetion against the
& B i dnxent (o participats

you must read this information sheet, which explams the reason fg s = } $ during it, and the

risks and benefits of participating in thic study. As you read it, 3

unsure. When you have read it carefully, please ask any queshQs

in this study will involve, . :

fddriihe Y
(/b Duntérstend what participation

Purpose
New Zealand is now in its 12" year of a ipesd QSR

: osepid infection resulting in meningitis and/or
yith no symptoms of the disease. More rarely, it
g children are the main groups at risk although it

bacteraemia (bugs in the blood). It is
is gpread from another person who hgs

%. g numerous and include death or serious disability, such as
[ty ecaimicnt of the disease with antibiotics may improve the chances
. irérvention by vaccination is potentially the wmost effective

dfte' vaccine, specifically tailored to combai the outbreak strain in New
ar to a ‘parent’ vaccine (MenBvac), produced in Norway (by the Norwegian
shich was developed using their own outbreak straio. The parent vaccine was.
e clinicel trials in Norway, In New Zealand, two evalyation studies comparing .
¥ Jhave been completed; one involved 73 healthy adults in Auckland, the other involved

; South Auckland. Another two studies are currently underway in South Auckland, one
hged 16-24 months that commenced in February 2003, and a second involving 300 infants

current study is to evaluate the safety and immunogenicity of the NZ MenB OMV vaccine
n Vaccines in Siena.

occupational risk (estimated at 500 times greater than persons of an ¢quivalent age) o contract meningococcal disease,
ESR has agreed to give their employees, involved in the meningococcal testing procedures, the opportunity to participate
in this trigl as it may provide them with some protection from disease caused by group B meningococcus.

Organisation of the study
This study is being organised and managed by The University of Auckland [t is sponsored by Chiron S.r.l., Sicna,
Italy in partnership with the New Zealand Ministry of Health. The vaccine used in this trial kas been manufactured by
Chiron Sr.l, i ;

" How does the study work?
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