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» The Danish Statens Serum Institut (SSI) and Intercell report

prom si ng data froma phase |I clinical trial with a tuberculosis

(TB) subunit vaccine

» The vaccine is produced by SSI and contains Intercell’s adjuvant

| C31™

» The project which is supported by the European Union ains to either
repl ace the avail able TB vacci ne "BCG'/"Cal mette vacci ne" or to
boost its activity in adul ts.

Copenhagen (Denmark)/Vienna (Austria), March 14, 2007 - Statens Serum
Institut (SSI) and Intercell announced today that their collaborative
novel tuberculosis (TB) vaccine is safe and very inmunogenic in

heal thy individuals in a phase | clinical trial. The prelimnary data
will be presented on the Keystone Synposia on Tuberculosis in
Vancouver, Mrch 24, 2007 by Prof. Peter Andersen fromthe SSI and
April 12, 2007 at the 3rd Vienna Vacci nes Conference by
co-investigator Prof. Tom Qtenhoff, Leiden University Medical

Center, Netherlands. Based on these results the partners wll
initiate a clinical trial with latent TB-infected and BCG vacci nat ed
i ndividuals later in 2007.

The new H1l vaccine from SSI is a reconbi nant subunit vacci ne based on
two inportant TB antigens resulting fromSSl's research pipeline
conbined with Intercell’s proprietary adjuvant |C31™ The phase |
clinical trial was perforned at the Departnment of |nfectious Diseases
(headed by Prof. Jaap van Dissel) at Leiden University Medical Center
in the Netherlands and was supported by the European Union-funded
program " TB- VAC'.

"The successful outcone of the phase | trial has paved the way to
move our novel TB vaccine forward. It is designed to function in a
stand al one schedule, as well as in conbination with previous
exposure(s) to BCG or other closely related nycobacteria. It seens
that our decision to conmbine our antigen with C31™has been a sound
judgenent on the base of our preclinical data", explains Peter
Andersen, Director of Vacci ne Research and Devel opment, SSI.

Intercell’s CSO Al exander von Gabain, commented: "Qur adjuvant |C31™
proved an outstanding profile to stinmulate a strong T-cell inmune
response in humans as al ready previously seen in a variety of animal
nmodel s. These results prove the scientific concept of our adjuvant

and encourage a broad and commercial use of I1C31™in a variety of
prophyl actic and therapeutic vaccines."

About tubercul osis

TB causes the death of two-three million people every year and
one-third of the world's population is infected by the bacteria
Mycobact eri um tubercul osi s which makes this di sease one of the nost
severe gl obal health problens. The Calnette (Bacillus
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Cal nette-Quérin (BCG) vaccine is a live vaccine that, when given to
newbor ns, provides good protection against TB for 10-15 years.
However, when the protective effect decreases, yet another BCG

vacci nation does not provide sufficient TB protection. Therefore, a
new type of TB vaccine is needed to address the need of TB protection
in the adult popul ation.

About H1

HL is a TB vaccine antigen in which two i nmuno domi nant TB anti gens
(Ag85B and ESAT6) are fused together by reconbi nant technol ogy and
produced as a pol y-protein.

About | C31TM

Adj uvants enhance the effectiveness of vaccines. Existing adjuvants
on the market induce antibodies but no or little T-cell immunity.
IC31TM i s an adjuvant inducing both T-cell and B-cell responses with
a uni que synthetic formul ation which conbines the i munostinul ating
properties of an anti-mcrobial peptide, KLK, and an

i munostinul atory ol i godeoxynucl eoti de, ODNla. The two conponent
solution can be sinply nmixed with antigens, no conjugation is
required.

About Statens Serum Institut (SSI):

Statens Serum lInstitut ( wwv.ssi.dk) is a public enterprise operating
as a market-oriented producti on and service enterprise. Statens Serum
Institut is an enterprise under the Danish Mnistry of the Interior
and Health, and the Institute’'s duties are partly integrated in the
nati onal Dani sh heal th services.

Statens Serum Institut prevents and controls infectious di seases and
congeni tal disorders. The expertise includes:

e Mnitoring, advising and teaching on the incidence, prevention and
treatment of infectious diseases and congenital disorders. o
Specializing in the diagnosis of infectious, autoinmune, congenital
and genetic diseases. ¢ Supply of vaccines, other biological
products and di agnostic services t hrough production and
procurenment. ¢ Preparedness against biological terrorism
Research and devel opment in the Institute's areas of activity at an
international |evel.

The Statens Serum Institut ainms to ensure advanced control of

i nfectious diseases, including new infections and biol ogical threats.
The institute also strives to be a highly regarded and recogni zed
national and international research, production and service
enterprise.
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