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Formulation Computer -Aided Design (FCAD):

IFIIP GmbH Key for OoORight, Firs
B to speed -up Time to Market

The drug development process
Graph shows declining product approval despite increasing R&D investment. R&D investment figures only include
company-financed R&D. Source: PhRMA member survey 2011 and Nature Drug Discovery’
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Attrition rate of drugs tested
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Sharp rise in the attrition rate between
1990 and 2004%*):.

Drug companies are removing in Clinical Phase lII
more compounds from the pipeline at all levels of testing!

Different reasons: 1) Lack of Efficacy 2) Safety 3) Commercial/
Financial 4) Not disclosed

Lack of Quality by Design at all levels?

*) S. Schreder, SWISS PHARMA 34 (2012) p.19
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Product and Process Quality Knowledge:
Science-Risk Based cGMP’s

GMP/CMC FOCUS
Design qualification

Process Design

Quality by Design |
Principles
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Conventional workflow for clinical trials

Early Phase: Service dosage form (in general capsule

Change to tablets & Bioequivalence Testing

ScaleUp Exercise

Massproduction of final marketed form (Twsigma quality)
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Right-First Time Workflow

Marketready tablet dosage form (instead of service for

Smaliscale Production

ScaleUp Exercise (computexssisted)

Massproduction of final marketed form (siigma quality)
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Regulatory Issues:
ICH Q 8 (R2)
Design space exploration with F-CAD

eliminates risk for
undesired time extension
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