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M13C

° Highly variable drugs

° Drugs with narrow therapeutic index

°* Complex BE study design and data analysis
considerations, e.g., adaptive BE study design

ICH M13A Guideline

1.3 Scope

M13A, the first guideline in the series, describes the scientific and technical aspects of study design
and data analysis to support BE assessment based on PK endpoints for orally administered IR solid
dosage forms. How regulatory decisions may be made based on BE assessment is out of the scope
of this guideline.

Acceptance of comparator products across regulatory jurisdictions could reduce the burden of
multiple clinical trials demonstrating BE against local comparator products but, in many regions,
this is governed by local laws rather than scientific guidelines. Therefore, the acceptance of
comparator products across regions is not in the scope of MI13A. However, study designs
containing multiple comparator products or test products are included in M13A to take some initial
steps to reduce the associated burden without prejudice to regional legal requirements.

The second guideline in the series, M13B, will describe biowaiver considerations for additional
strengths not investigated in BE studies.

The third guideline in the series, M13C, will include data analysis and BE assessment for 1) highly
variable drugs, 2) drugs with narrow therapeutic index, and 3) complex BE study design and data
analysis considerations, e.g., adaptive BE study design.
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