
Drug development in many areas of immunology 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.

Immunology

Visit transcrip-group.com
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Early 
Development

Clinical
Development

Lipid Lowering Agent

Monoclonal Antibody

Gene Therapy Thrombopoietin
Receptor Agonist

Design of early clinical
development strategy
for dyslipidaemia.

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

Anti-Inflammatory
Product

In-licensing assessment
of a biosimilar for
rheumatoid arthritis.

Anti-Sense Inhibitor

Support of funding and
partnering activities in
preparation for Phase III
studies in inflammatory
bowel disease.
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Creation and implementation  
of development strategy
for choroidaemia.

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

BIOTECH

Diverse Programmes 
Effective Execution
A snapshot of our recent projects
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Regulatory 
Affairs

Medical
Affairs

Phosphate Binder Anti-EmeticAnti-Inflammatory 
Product

Anti-Inflammatory
Drug

Preparation of PSURs and  
other drug safety activities.

Anti-Platelet Drug

Preparation of regulatory
submission materials
and support for scientific
advice meetings in the EU.
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Anti-Platelet Drug

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

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

EU SMPC harmonisation
activities.

Evaluate options for additional rare 
indications/lifecycle management.
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TRANslation to preSCRIPtion
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tranScrip is a specialist pharmaceutical consultancy, delivering expert 
medical, clinical and regulatory solutions through a multidisciplinary 
team that helps you transform great science into valuable medicines​.

tranScrip gives you direct access to senior specialist, hands-on drug 
development experts, who will work alongside you to design and deliver 
programmes that create real value. Drawing on years of senior leadership 
experience across global pharma and biotech, our experts act as a flexible 
extension of your team, providing scalable support across the lifecycle 
when and where it is needed.

Registration & Approval
Secure regulatory approval and successfully
bring your medicine to market

Discovery & Pre-clinical
Select the right asset and get ready for
first-in-human with confidence

Early Clinical
Design and deliver programmes that generate
robust data and clear proof-of-concept

Late Clinical
Design and deliver programmes that stand
up to regulatory and commercial scrutiny


