Internal
Medicine

Maximising Opportunities
Overcoming Challenges
Drug development in many areas of internal medicine is thriving, with companies
expanding their pipelines in cardiometabolic, auto-immune or kidney diseases.
Various rare but devastating conditions are also the focus of the industry, with
a number of orphan drugs rapidly progressing through clinical development.
tranScrip’s expertise covers small molecules as well as monoclonal antibodies, cell
therapy, antisense oligo-nucleotides and gene therapy. We are helping our clients
seize opportunities and meet their development goals by challenging the current
clinical and regulatory paradigms.

Diverse Programmes
Effective Execution
A snapshot of our recent projects
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Design of early clinical
development strategy
for dyslipidaemia.

Creation and
implementation of
development strategy
for choroidaemia.

Input into Phase III
study protocols and
preparation of paediatric
investigational plan for
thrombocytopaenia.

Preparation of MAA
and NDA submissions,
response to agencies
questions, support
for scientific advice
meetings.

EU SMPC harmonisation
activities.
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SME

Translational
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Registration

Post-Licensing

Monoclonal
Antibody

Anti-Sense
Inhibitor

Anti-Inflammatory
Product

Anti-Platelet
Drug

Anti-Platelet
Drug

Anti-Inflammatory
Drug

Review of clinical
development plan and
feasibility assessment
for a Phase II study in
rheumatoid arthritis.

Support of funding and
partnering activities in
preparation for Phase III
studies in inflammatory
bowel disease.

In-licensing assessment
of a biosimilar for
rheumatoid arthritis.

Preparation of regulatory
submission materials
and support for scientific
advice meetings in
the EU.

Preparation of type II
variation submission
in EU to broaden the
indication.

Preparation of PSURs
and other drug safety
activities.
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Insightful Collaborations
Seamless Integration
What we will do
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Why are we so confident?
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When there is a problem or gap, we
will become your long-term partner
and create a way together to resolve
the issue.

Working as long-term partners, our
internal medicine teams integrate
seamlessly with our clients. We
provide effective support by delivering
strategic insights and innovative
approaches to all aspects of drug
development, from translational
science through to registration and
medical affairs, worldwide.

tranScrip has a proven track record of achievements that include:
Designing and
delivering large,
complex, cross-functional
internal medicine
programmes

Serving as the
drug development
organisation for small
biotech companies

Interpreting
‘difficult’ outcomes in
clinical trials and steering
discussions with the
regulatory authorities

Fielding
multi-functional
submission teams to
author and deliver MAAs
and NDAs

Providing
management and
oversight for all drug
safety needs

Designing and
delivering tailored
training programmes
for product launches

Contact:
Tim Joslin, Head of Internal Medicine
Email: tim.joslin@transcrip-partners.com Tel: +44 (0)118 963 7846
www.transcrip-partners.com

