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CASE STUDY
DISCOVERY & PRECLINICAL PHASE

Strategic Pre-IND Consulting

for Gene Therapy in Rare Leukemia

Client

A biotech startup pioneering innovative gene therapies for rare
cancers, with a focus on a rare form of leukemia.

Challenges

Complexity of ensuring regulatory readiness in the pre-IND stage, including

«  Roadblock in meeting stringent standards for product quality, safety, and efficacy.

«  Concern for assembling a comprehensive IND package that aligns with FDA expectations.

«  Challenge in critically evaluating preclinical evidence to substantiate the therapy’s

safety and potential efficacy.

Our Approach

«  Conducted an in-depth CMC development
analysis, detailing the manufacturing process,
quality control measures, and stability testing.

«  Provided strategic guidance in compiling a
robust IND package, ensuring all essential
documentation and data met FDA
expectations.

«  Executed a thorough review of preclinical
studies, including pharmacology and
toxicology data, to reinforce the therapy’s
safety profile and efficacy potential and
treatment application.

Ergomed Consulting

Outcome

The consulting engagement led to a
successful IND submission and secured
FDA approval to proceed to clinical trials.
The CMC strategy ensured regulatory
compliance and minimized risks, while
the comprehensive preclinical evaluation
provided strong evidence of safety

and efficacy. Ultimately, the product
showcased enhanced regulatory readiness
and achieved accelerated development

milestones.
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Across every phase of the product lifecycle, Ergomed Consulting experts elevate

your product viability—from shortened pathways to trial to regulatory agility and ergomedcro.com

compliance, expedited global entry to sustained competitive edge. It's what we do.

Navigating the Complexities of the Entire Drug Development Path @ 9 o



