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Health Security Comity (HSC) of the EU, discussion on
H1N1 vaccination strategy

+

The most important issues for discussion to develop a
pandemic vaccine strategy are summarized as follow:

1. Regulatory approach

2. Pharmacovigilance: monitoring of unexpected serious adverse
events

3. Cost-effectiveness/ equal access to the vaccination
4. Target groups for the vaccination/priorisation problems

5. Vaccination policy balance between seasonal and pre-
/pandemic vaccinations |

6. Coordination of the information to the public
7. Respect of the EU-competition rules
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@ Influenza A(H1N1) 2009 vaccines purchased by CH

Producers: GSK / Novartis

Antigen ﬂNT%nactivation ﬂ,(-\-ﬁ_p’ Fragmentaticirn Fo &
Split virus California strain -{ -

o |
Dosis: 3.8-7.5 pg/d s %Lp‘g St virion vaccine

Adjuvant

Type: oil-in-water emulsion
GSK: AS03

Novartis: MF59

,,f{ﬂh)){
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©  GSKvaccine against novel A(H1N1), characteristics

Antigen: split (fragmented surface proteins H, N)
Adjuvant: AS03 oil-in-water emulsion

Optimal antigen contents: ? (experience H5N1: 3.8 ng)
Number of doses: 2

Required interval between doses: min. 21 days
Production technology: egg

Packing: multidose (Ag/ Adjuvant separated)
Safety/Tolerability 10°000 vaccinated with HSN1-AS03

Same AE than seasonal flu vaccine, but more frequent and of higher
intensity

Market license:
*H5N1-ASO03 license from EMEA

*S0 far no seasonal product in the pipeline with AS03
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@ GSK vaccine, logistic

Antigen

10 dose vials, tot. 8 Mio. of doses

Antigen / Adjuvans separated, Stockpiled by the army pharmacy
Syringes and needles purchased by the army pharmacy

Operating procedure for product reconstitution ready, soon available
Minimal amount to be ordered: box of 500 doses

Transport with Alloga

Shipment of the vaccine in CH: September-November 2009
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© Novartis vaccine against novel A(H1N1), characteristics

Antigen: split (fragmented surface proteins H, N)
Adjuvant: MF59 oil-in-water emulsion
Optimal antigen contents: ? (experience H5N1: 7.5 ng)
Number of doses: 2
Required interval between doses: min. 21 days
Production technology: egg and mammalian cells (MDCK)
Packing: mono-dose already mixed
Safety/Tolerability/ Market license:
*H5N1-MF59: 10°‘000 people in clinical studies |
Pediatric studies and studies in pregnant women planned
«Same AE than non adjuvanted seasonal flu vaccines
but more frequent and of higher intensity
«Seasonal flu vaccine with MF59 for seniors

on the European market since 10 years
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© Novartis vaccine, logistic

10 dose vials, tot. 5 Mio. of doses

Antigen / Adjuvans already mixed, Stockpiled by Voigt

Syringes and needles purchased by Novartis

Minimal amount to be ordered has to be negotiated with Voigt, <500 doses
Shipment of the vaccine in CH: September-November 2009
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© Voigt, contracts for transport of Novartis vaccine doses

Organisation

Voigt Holding AG

.;;sea='wig-t VOlgt

“voigt

Vaoigt AG Voigt Industrie Service AG Voigt International AG
Pharma Grosshandel Pharma Prewholesale Pharmaceutical Sourcing
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Kontakte:

eHerr Ernst Fischer, efischer@voigt.ch , tel. 079 688 57 71
eFrau Denise Laser Brunner, dlaeser@voigt.ch , tel.079 688 57 71
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@ Ongoing elaboration of an A(H1N1) vaccination Strategy

First
estimations of
the population

0.3 Mio.

GSK or first
available vaccine

Phase 6 Pandemic vaccine against the current variant
Total number of doses 13 Mio.

- Persons at risk of occupational transmission to risk groups (HCW)

1st 2nd
dose dose

2 Mio.

Novartis vaccine

- Persons with a specific medical indication / risk * The
groups (> 6 months) recommendations

_ Elderly (>65) > for these groups

are going to be
1st 2nd
dose dose

EKIF the next
12th of August

GSK vaccine

fine-tuned by the
- ev. other age priorities in general population
+ general population

1st 2nd
dose dose

Mainly for persons in contact with risk groups / probably not for helathy children



L+ Pharmacovigilance, register via internet swissmedic
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+ Pharmacovigilance, data entry via internat " medic

As soon as the final version available (August-September)
will be presented by Swissmedic

Daniel Koch, MD MPH Division communicable diseases 11



Statistic of the vaccinated, data entry via internet
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Reimbursement

GSK vaccine:
contract
CDS-santésuisse-LAMal-OFSP

Novartis has to be discussed
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