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Eleven Product-Specific Guidances (PSGs) of solid oral drug products 

recommended consideration of PGx information to prevent serious 

AEs and (or) to formulate an effective BE study design. In PSG 

development, consideration of PGx for other drugs associated with 

polymorphic enzymes in their product labeling is warranted to 

further improve subject safety and study efficiency. BACKGROUND
• Given the impact of pharmacogenomics (PGx)

on drug safety and pharmacokinetics,
consideration of PGx information as part of
bioequivalence (BE) study design for product-
specific guidance (PSG) development is
warranted for subject safety and data quality.

• This study aimed to explore the role of PGx
information in PSGs to further enhance subject
safety and BE study data quality.

METHODS
• PGx information from the FDA published PSGs

were retrieved using the following key word
search terms: deficiency, genetic, enzyme, and
cytochrome P450 (CYP).1

• PSGs of solid oral dosage forms (capsule and
tablet) were initially surveyed.

• We collected BE study recommendations (e.g.,
exclusion criteria) intended to improve subject
safety or formulate an effective study design
due to inherited enzyme deficiencies or
polymorphic CYP enzymes from these PSGs.

RESULTS
• Eleven PSGs of solid oral drug products

recommended use of PGx information for
subject recruitment in their BE studies.

• These drugs are associated with inherited
enzyme deficiencies or polymorphic CYP
enzymes with PGx-related information in their
product labeling.

• PGx information is incorporated in these PSGs
to either prevent serious adverse events (AEs)
(n=9), ensure balanced groups in parallel study
(n=1), or a combination of both factors (n=1).
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1 Database for Product-Specific Guidances
for Generic Drug Development. Available at
https://www.accessdata.fda.gov/scripts/cde
r/psg/index.cfm

**There are two PSGs for tafenoquine succinate oral tablets with different NDA numbers. 

SUMMARY AND DISCUSSION
• From our survey results of PSGs,

recommendations on subject recruitment
based on PGx information in BE studies for
generic drug development are limited.

• PGx information currently incorporated in
the PSGs mainly intends to ensure subjects’
safety with two recently published PSGs
incorporate PGx information to facilitate a
robust study design.

• Further investigation is ongoing to explore
the utility of PGx information for other
drugs associated with polymorphic
enzymes to help determine when PGx
information to identify subjects vulnerable
to serious AEs, minimize carryover effects
in a crossover study, and ensure balanced
groups in a parallel study may be
considered in developing PSGs.
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