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Integrated Formulation

Development and PK

Bespoke solutions to optimise and accelerate your drug development program

Our combined formulation development and PK profiling with integrated PBPK modelling and simulation,
enables successful preclinical and early clinical evaluation and onward product development under one
streamlined process.

Benefits of the integrated approach

The goal is the creation of a safe, effective, and stable
product that delivers drug to the body with optimal
bioavailability. Our integrated formulation and PK
specialists ensure seamless optimisation of formulation,
solubility, stability, and absorption rates.

B Advance from preclinical to IND in one location,
with one team

B Benefit from strategic and experimental guidance on both
formulation development and PK profiling.

B Tap into our expertise, capability and capacity. Our
preformulation, DMPK and PBPK modelling scientists will
guide you through the entire drug development process,
ensuring the best use of resources to deliver an optimal
clinical drug delivery profile.

m Progress your program with speed and flexibility, while
ensuring strong knowledge retention

B Avoid technology transfer between multiple outsourced
vendors.

By working with us you will gain access to the right
scientific experts at the right time, providing the
experience and expertise to rapidly progress your
program.
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Our integrated package comprises of 3 stages:

Candidate selection

Stage 1 ,L Stage 2 ,L‘ Stage 3

Developability Formulation Product

IND enabling

assessment T optimisation u delivery

® Evaluate molecule properties " Define plan to optimise dose B Utlilise modelling and simulation
(stability, solubility, permeability form development to aid clinical study design
etc), to categorise the molecule’s enabling FTiH/Phl e.g. SAD,
development potential including | ® Proof-of-concept studies to dose frequency and potential
DCS identify a development path for food interaction assessment

the molecule

m Define issues/challenges, and B Formulation and process design,
identify solutions to optimise = Define a formulation strategy, scale-up and GMP manufacture
solid form, dose form and delivering optimal bioavailability

formulation development

® Qur in silico and PBPK modelling
aids in optimising and selecting
a formulation platform with
predictable in vivo performance
and helps facilitate risk
mitigation in the clinical program

Bespoke workstreams and experimental studies

Our preformulation, DMPK and modelling scientists work seamlessly

to ensure a streamlined accelerated approach

Contact us to design your custom formulation
development and PK package at bd@pharmaron.com
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