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The Strategies Plus Vision

« Guide the selection of translational + Assess and inform risk mitigation « Ensure our clients meet global

and clinical development strategies strategies to ensure patient-centric regulatory policy and compliance

that maximize the probability of drug product development & quality requirements while minimizing

program Success information requests and regulatory
oversight.

A Proven Partner: Areas of Consulting Support
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@ 8 » Development of biopredictive
dissolution methods
« Establish clinically relevant drug
product specifications based on
mechanistic IVIVR/IVIVC and de -
risk analysis

Study design and biowaiver plans
based on PBBM

Design studies and biowaiver plans
based on PBBM

Design of BE studies and biowaiver

plans for oral/non-oral route of
administration based on PBBM
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