Infectious
Diseases

Maximising Opportunities
Overcoming Challenges
tranScrip has extensive expertise in the infectious diseases area, including with
antibacterials, antifungals and antivirals. tranScrip has supported pharma and
biotech companies across all phases of preclinical and clinical development,
including microbiology, PK/PD, design and oversight of clinical programmes,
regulatory strategies and agency interactions, MAA/NDA submissions, peri-launch
medical affairs and commercial activities, as well as in-licensing, fund-raising and
due diligence activities.

Diverse Programmes
Effective Execution
A snapshot of our recent projects

Ground Breaking
Antibacterial Protein
Technology

5th Generation
ß-Lactam Antibiotic

Next Generation
Aminoglycoside

New Class
Anti-Tuberculosis
Compound

Systemic
Antifungal

New Echinocandin
Antifungal

Preparation of business
and development plans,
assistance in fund raising
and partnering discussions,
design of clinical trials.

Preparation for MHRA
inspection of phase III
clinical study sites.
Re-analysis of phase III
data in preparation for
successful MAA.

Regulatory and clinical
advice on the strategy to
achieve early license in
the EU for an antibiotic
against MDR infections.

Regulatory defence of an
MAA for a MDR anti-TB
compound on single trial
with novel adaptive trial
design.

Preparation and defence
of EU and US Orphan
Designation Applications.
Preparation of MAA and
NDA for mould infections.

Design of two phase IV
clinical studies in invasive
yeast infections, medical
support for Data Review
Committee activities,
CSR writing.

SME

SME

Translational

SME

SME

Clinical Development

TOP 50 PHARMA

Registration

TOP 50 PHARMA

Medical Affairs

Systemic
Antiviral

Novel Fatty
Acid Synthesis
Inhibitor

Antibiotic
for C.Difficile
Infections

Novel
Fluoroquinolone

Novel
Lipoglycopeptite

Next Generation
Azole Antifungal

Novel ß-Lactum
Antibiotic

Expert advice on
a novel platform
for development
of antiviral drugs
against HPV
infection.

Strategic advice on the
clinical development
of a compound for
rare, difficult to treat
infections.

Support related
to clinical
development,
microbiology and
regulatory affairs.

Competitive market
analysis and design
of phase II and III
clinical development
strategy.

Preparation and defence
of an MAA, from
submission, through Day
120 and Day 180 questions,
to Oral Hearing.

Development and delivery
of a bespoke, interactive
training programme for
MSLs, Medical Information
and sales force teams
prior to product launch.

Medical Information
activities, including
preparation of core value
dossier, standard medical
response letters and
various scientific materials.

SME

SME

SME

SME

TOP 50 PHARMA
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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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INSPIRING
TRAINING
PROGRAMMES

ACHIEVING
EARLY LICENSE
THROUGH NEW
REGULATORY
PATHWAYS
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STRATEGY

MAXIMISING
CHANCE OF
SUCCESS FOR
INNOVATIVE
PRODUCTS

When there is a problem or gap, we
will become your long-term partner
and create a way together to resolve
the issue.

Our infectious disease teams are
renowned for integrating seamlessly
alongside our clients, providing
effective support, delivering strategic
insight and innovative approaches
to all aspects of anti-infective drug
development, from transitional
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
infectious disease
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:
Marcin Mankowski, Head of Infectious Diseases
Email: marcin.mankowski@transcrip-partners.com Tel: +44 (0)118 963 7846
www.transcrip-partners.com

