Case Study

Supporting Asset
Selection for a
Novel Acne Vulgaris

A UK based bioscience SME was assessing
opportunities in the UK and EU for its novel
technology platform, in the treatment of acne
vulgaris.

The client was considering a broad range of actives
and combinations of these.

To inform their development focus and investment
decisions, the client needed expert input to review
the broad portfolio of drug candidates and advise
on which were likely to offer the most attractive
opportunity.

To support the client’s asset selection process,
tranScrip conducted a cross-functional
assessment which covered regulatory, clinical,
CMC and commercial angles.

All the potential candidates were existing actives,
and input on pre-clinical aspects was not required
at this stage, however tranScrip was able to offer
this as an option.

Our assessment covered:

The applicable regulatory context in the UK and
EU, including product classification, options for
legal basis of supply, regulatory pathways and
options for legal basis of application.
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Suitability of actives for the technology platform
based on site of action, physicochemical and
pharmacokinetic properties.

Suitability of the technology platform for patient
subgroups in acne vulgaris.

Potential routes to clinic and what early regulatory
interactions were recommended.

The perceived regulatory hurdles for each active,
based on the likely balance of efficacy versus
safety and tolerability.

The potential regulatory restrictions for use
for various actives, and how this would impact
commercial potential.

The likely complexity and difficulty of clinical and
pharmaceutical development, and an outline of
the data requirements.

A commercial assessment, based on an overview
of the target disease epidemiology, current
patient pathways and treatments, the competitive
landscape, pricing, current clinical practice
guidelines, the market size, barriers to entry and
potential partnering opportunities.




The completed project provided the client with a
focused assessment of microneedle technology
opportunities in acne vulgaris, supporting
evidence-based product and asset selection.

Clarified Regulatory Route:

The client received an assessment of the
regulatory pathways into clinical development
for the proposed active drug and microneedle
technology approach.

This helped define the development
considerations associated with progressing the
opportunity.

Prioritised Product Opportunities:

The commercial assessment supported
identification of the optimal product and/or
product combinations from 16 candidates.

This gave the client a clearer view of which
opportunities were most attractive for further
consideration.

Improved Development Focus:

By narrowing a broad set of potential candidates
into a more focused opportunity set, the project
supported more efficient decision-making.

The work helped the client concentrate future
effort on candidates with stronger combined
regulatory and commercial rationale.

Support for Investment and Portfolio Decisions:

The assessment provided a structured framework
for deciding where to focus resources.

This supported the client's broader product
development and portfolio planning activities.

Conclusion

The project demonstrates tranScrip's ability to
support asset and product opportunity selection
through an integrated regulatory and commercial
assessment.

By evaluating both the pathway into clinical
development and the attractiveness of multiple
candidate products, tranScrip helped the client
move from a broad opportunity landscape to

a more focused set of prioritised options. This
provided a practical basis for decision-making
around the future development of microneedle
technology in acne vulgaris.

Need support?

If you are evaluating product opportunities,
development pathways or regulatory strategy,
tranScrip can help you identify the most attractive
route forward.
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