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All vaccines and most biopharmaceuticals
are kept refrigerated....or lose efficacy

Physical/Chemical processes
WHO reports

over 50% of all
_ _ vaccines
Denaturation Aggregat|on Elevated Temperature
produced
are wasted

e around
ﬁ%ﬁ@i the world
%
Biopharmaceutical
Denaturation Aggregation Decreased Temperature StZlbiIity will be
increasingly important

as more biologics self-
admin by patients in
domestic setting

Physical/Chemical processes
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Stabil i techos stabi
A Stabilitech has developed a platform technology that
stabilises

live viruses and live viral vaccines
biopharmaceuticals (mAbs, recombinant proteins, enzymes etc)
diagnostic components

A Protects against temperature excursions
freeze-thaw
high/low ambient spikes
elevated ambient storage temperatures

A Has potential to reduce manufacturing losses
Potential use in intermediate substance stability
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Stabi Il 1 techods t echn

A Stabilitechodos technol ogy consi st s
a panel of low cost, non-toxic, water soluble chemical excipients
all previously used in clinical settings individually
never in this combination or for this purpose

A Easily integrated into existing cGMP manufacturing processes
utilises existing manufacturing capability
utilises widely applied drying methodologies

A Stabilised dry amorphous solid
amenable to a variety of administration routes

A Now also investigating stability in liquid setting
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What market opportunities?

Protects vaccine/

\S/;%(éli(ﬁg;ng biopharmaceutical Enablesd
: new products
-eg Biodefense, efflcacy ‘ - Some products never

pandemic applications
-Stabilitech DTRA lower risk of heat/freeze
contract damage

Cost reduction

+

I -Remove need for cold chain,
-Reduced losses / wastage during
manufacture and logistics

developed due to
stability issues

Differentiation

Patent life extension
Product lifecycle management
Competitive advantage
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Stablilitech Concept Origin

Passion Flower African Daisy Chrysanthemum Hollyhock

A Natural stabilisation process in seeds involves
deposition of sugars at various ratios AND

expression/accumulation of a particular class of proteins only present
when seeds are desiccation/thermally tolerant

A Stabilitech technology mimics this using chemical excipients and
drying the formulation by a variety of means, principally lyophilisation
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Stabilitech Platform Technology

Screening: Screening

H. Round 1
Novel excipients are screened (Accelerated Stabiliy)

for efficacy in formulations |

>

Candidate molecules are ¢ ¢

screened for interactions with - _ S )
each other Optimisation L creening

(Accelerated Stability)

Round 2
(Accelerated Stability)

>

Optimisation:
Successful candidates from
screening rounds are further
characterised and their
formulation optimised.
Long-Term:
Optimal formulations are tested

>

in confirmational studies which Bioassays: Biophysical/structural
define the efficacy of the S Assays:
formulation. \ B

PLAQUE ELISA

L[ [ [ DLS

HEmsS - HPLC

7 TCID50 POTENCY DSC



