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Innovative Drug-Eluting Implants

SOLUTION SHOWCASE VITAL ﬂ Dose’

Vitaldose® EVA is an enabling technology formulators can leverage to create effective implants
for long-acting controlled release therapeutics
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Vitaldose® EVA product form factors Reliable Performance:
EVAis a durable polymer best suited for more critical
applications.

e When the ability to interrupt therapy is required, EVA
based implants can be reliably retreived

e EVAis a biostable polymer. This results in better control
Injection molded Extrudeded films for  Drug-eluting of the dosing and eliminating undesirabe bursts.

and extruded form transdermal patches  coatings
y  Very high drug loadings (>75%] is feasibile with EVA,
enabling longer term applications

e EVAis adurable polymer and is ideal for longer-term,
more critical applications.

e Vitaldose® EVA can be reliably retrieved to interrupt
therapy when required.
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PROVEN SOLUTIONS REGULATORY SUPPORT

e Vitaldose® EVA has a well-established regulatory Vitaldose® EVA has been approved for use in numerous
profile. It is currently used in marketed products, pharmaceutical and medical device applications around the
clinical trials, and being developed for a number world.

of new indications. It is listed the FDA inactive
ingredients list and Celanese has registered drug
master files.

Drug Master Files and technical support are available for
customers’ regulatory approval.

Vitaldose® EVA excipients are manufactured according
to agreed manufacturing practices that align with GMP
requirements.

e Many types of dosage forms have been developed with
EVA: subcutaneous and surgical implants, intravitreal

and extraocular devices, intravaginal rings and oral. Celanese provides various certifications including, but not

Mixing Processes | Melt Processes Solution Processes limited to:

o Melt mixing e Compression molding | ¢ Spraying e USP Class VI e Acute Oral Toxicity tested
* Solution * Injection molding * Dipping biocompatibility » FDA food contact

e Emulsion * Blow molding  Spin coating * European Pharmacopoeia European food contact

certification
e |SO 10993 biocompatibility
e Drug master file listed

e Impregnation e Extrusion

REACH compliant

From FEASIBILITY to DEVELOPMENT to COMMERCIALIZATION

Our scientists and engineers are there from concept to commercialization, providing development services, GMP material
supply and regulatory support. Our objective is to help our customers reduce time and risk in research and development,
so their drug achieves a higher chance of success.




