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Novarris Vaccines and Diagnostics. Inc. wil present information at the Vaccines and
Related Biologicals Advisory Committee meeting on vaccine policy issuc:s and the
development of pandemic und pre-pandemic avian inllucnz£1 vaccini:s for the pediatric
population.

As a global indusiry leader in pandemic innueu7.. research. dc\'e1opinclil and production.
NovartIs Vaccines and Diagnosiics. Inc. supports inOucnza vaccine development in

support of nalional governmenls global inlluel1za pandemic preparedness slrdcgies 10

minimize morbidity. momiliiy. health-system burdcii, economic losses, and other impacis
of an intluenza pi:indemic. Specific vaccine-bascd pandemic sirategies that \VC aim to
suppon with our research and devclopmi:l\t programs include:

. stockpiling of candidate pandemic vaccines for immunizations following the

declarmion or a pandemic
. making pre-pandemic vaccine available lo governments and supranational

organizations prior 10 any declaration of a pandemic for usC' in targeted pop\ilations.
as aligned wiih (heir pandemic preparedness plans

. conlÍmied enhancement of vaccine surge production capacity

These policies arc consistent with the concept of priming individuals in targei,;d
populations with 0 dose of (he pre-pandemic vaccine. to be followed wi1h a booster dose

of a vaccine ihat matches the pandemic strain alìer a prindi:mic is declared. Novaitis also
su'poits the concepl of licensing a pre-pandemic vaccine for public usc, thercby'

providing. individuols with an option 10 obtain priming and boosier doses of pre-pando:mic
vacein~ irthc:y voluntarily elect to receive ihe \"flccine as ri preventative measure in a pre-
pandemic s.:uing.

Vriccine safeLy and imllunogcnicity will need II be estahlishcd with a pre-pandcmic

\'accinc. bui vaccine effeciiveness and more cxlcnsivc safety daw crin only be e$tablished
once ihe vocciiie is used widely, in a pandcmic seiiing. Novanis ackil0\vledgcs that there
will be challenges in acquiring safeiy and effecti\'ness dara during a pandemic. We wil
work with the rDA ond other naiional health auihorities lo devise methodology for
dìcctin~ncss and sorety daw collection in advance ofa pandemic.

Expens question the timely availability of inl1uenza vuceines during a pandemic.

Therefore. Novartis believes that pandemic preparedness should also include pre-
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pmidi.mic niecinc solutions. Novarlis' candidatc pn:-pandcmic vw.:cint: contains ihl.
commercially used adjuvant MF59™. and has demonstrated iminUliogenicity in children
through elderly. elicits broad cross rcactivity. the ability to induce rapid cros:; reactive

imiiunt response lip to 6 years post-priming. and a demonstrated salèly pralik in adulis
and children. This cmididatc prc-pandemic vaccine with ì\:159H1 provides ¡In

opportunity to prepare for an infl\lenZa pandemic by proactively immunizing individuals.

All Dge groups have been flffected by death and disease during the past pmidemics. Any
pre-pandemic or pandemic influenza vaccinc development program IHls io generate
sufiicient data ilmt will enable heallh authorities Lo tlexibly focusing their immunization
campaigns on iheir most impOltant population scgmenr. This will require a step-wist:
developiicm program thm gencratcs dalD beginning with healthy adults thrmigli elùerly 10
the most vulnerable age groups üidolcsccnL children, toddlers). Adjuvants arc rcquired 10
increase immunogenicity of inactivaled inOuenz.,i vaccines and ihus reduce muigen needs.
This is especially important because of the limited production capacity relative to
immwiizaiion needs for potentially ihe entire US population.

Although Novaris Vaccines and Diagnostics already IlHil'ke(s an MF59n1 adjuvantcd
seasonal influenza vaccine in Europe (Fluad\l. more than 40 million ùoses disiributcd for
use in the elderly since 1997). we have noneihelcss adopted a careful age group approach
wiih our candidate pre.pandemic avian influenza vaccine. Allunovni. We firsi initiated
extensive safety trials in healthy adults and elderly. after which we conducted safety and
immunogenicity studies in adolescents and children down to 6 months of ngc. The
e\'aluution of AJluno"nl in children was conducted in line with the Ell guideline for
dtvclopmem of pandemic vaccines. These siudics were successfully concluded in Finland
and the data arc being prepared for rapid publication. It is iioteworthy thm AfluiiOV
studies in adults evaluiied difYerent mains wiih pandcmic potentiaL. including H5N3.
H9N2, and H5N i Clades I and 2.

The design of the Atlunovni prog.ram took into ¡iccoull several key existing datasets:

. the extensive post-inmkeiiiig safety data lrom more than i 0 years commercial usc

of the Novariis adjm.ant MF59™ in its EU licensed st:asonal inlluenza vaccine
Fhiadlt (in dd~r1y ::65 yetls of agL),

. ihe comprehensive daiabank from dinieal studies with the MF59™ adjuvani in

more ¡han 33,000 subjects from all age groups of which almost :!6.000 subjects
were exposed 10 MF59T.1. and with various antigens in addition to influenza (such
as I-IIV, J-Icpatilis R. Hepatitis C. cytomegalovirus),

. and speciJie results from the recent testing of MF59ni with seasonal intluenza

aiiigciis in children 6 mOlUhs to 18 years of Dge.

The pharmacovigilaree Jaia rrom commercial usc of MF59'J'1 in FluaM~1 since i 997 and
data from subjects enrolled in clinical trials that utilized the MF59T.\1 adju~'aiH (iiitluenza

and all other antigens) were compiled into a ßiologics Master File that was reccntly
submilled Lo FDA for iheir review.
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N"o\'aris is commiued to the de"çlopiient and licensure of pandemic and pre-pandemic
vaccines for all populations. including children. The candidaie vaccine that \\'as
dç"e\oped, AOunO\,nl. will be submitted for approval in the US. The Mf59H1 adjuvant
contained in Al1unO\,n! was evaluated in extensive clinical siudies with muliiple umigçns
and in multiple age groups, including children. The inclusion of MF591M adjuvant in a
pandemic and prc.pancleiiic vaccine allows for lise of lo\\~r antigen doses. elicits broad
cross reactivity against difTerenl avian influenza \'iruses. and induces u rupid cross
reactive immune respOJlse lip La 6 years post-priming. .


