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Amorphous solid dispersions for bioavailability enhancement:
Formulation and process development from pre-clinical formulation to

commercialization

ZCOEERBEBICEME. BEICRETNAF TR ETFhYEL,
FNDBERLOFECAS>TVET, UL T 270 7EILTF
ZEEDEE (ASD). BEESLIUEDAL IR TL RFEOM/IN
SIEEA AR CR R RADAMLEM A BRRIN TV ES, CNsH#A
LB DBBEZBE LS 2D DZDEFMPTH. 7EILTFR
BEAEDEIRIGERZ ) — R IRBL B> TVET, ASD #ATS
FTEERICE. BREORERM. FRARTGEREALE 27—
Ty 7T TV LDOBEREE VWS T-RREVRERETORERDER .
MIBAT IO A ESIBE CE5 0 RBENRISEEN T

AFEETIE. Lonza W' EHFEFE L ASD 2EIDMA & 7Ot XFEH
FEEBNLET, THERETIE. REETAPCEEFZNEYRER
(PBPK) EFTUIREDFRETILOERICES) X B8 CFEFE/N
Z2OEE. FeEBEICATIcRE BRI — LTy T Zr]IC T 5T
FWO—o 70—\ THHALE Y.,

FRTLE YT =23 OEBISRBILBDET,

Pharma pipelines remain challenged by containing a significant fraction
of poorly water soluble and, hence, poorly bioavailable compounds.

A myriad of solubilization techniques including amorphous solid
dispersions, lipid and self-emulsifying systems, particle size reduction
and complexation have been developed in response to this issue.
Despite the large number of techniques being developed for improving
the solubility of these poorly soluble compounds, amorphous solid
dispersions have become the leading industry solution. Critical to

the adoption of ASDs as the primary solution to poor solubility is the
application of methodologies at early development stages using drug-
substance sparing techniques, development of predictive formulation
and scale-up algorithms and having sufficient commercial capacity to
support tens of compounds in the marketplace.

In this talk, Lonza will describe internally-developed methodologies
that allow formulation and process development of ASDs. These
methodologies for formulation (including predictive stability models)
at early phases, use of predictive models such as physiologically-
based pharmacokinetic (PBPK) modeling to de-risk and streamline the
development path, and engineering workflows that allow seamless
scale-up from early development to commercial scales.
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