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MARKET APPLICATION & REGULATORY REVIEW

Market Approval for a Novel
Non-Hodgkin Lymphoma (NHL) Therapy

Client

A pharmaceutical company developing a new treatment
for Non-Hodgkin Lymphoma (NHL).

Challenges

Complexity of securing regulatory approval in a competitive market, including
- Difficult to define the optimal patient population, balancing market potential with trial success.

«  Challenges in establishing efficacy benchmarks, requiring careful evaluation of sample size, cost control, and trial
duration trade-offs.

- Ethical concerns over patient exposure to potentially less effective treatments.

«  Regulatory hurdles in securing approval for an innovative study under stringent standards.

Our Approach

«  Optimized patient population based on unmet needs,
feasibility, and clinical outcomes.

«  Established efficacy benchmarks to determine effect size Outcome
and optimize trial design. The therapy achieved market

«  Developed an innovative study approach leveraging approval, with our regulatory,
historical controls and novel comparator strategies to medical, scientific, and statistical
address ethical consideration. guidance and positioning the

treatment as a valuable option
for patients with limited alternatives.

«  Defended study design with regulators, demonstrating
scientific rigor and statistical robustness.

- Engaged early and frequently with regulatory agencies

to address concerns and secure alignment.
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