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Can
diffe-ent polymorphs
be formed?

Conduct palymaorphism

1. screen on drug substance Mo further aztion

Charactenze the forms:
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Do the
forms have

NO

different properties?
(solubility, stability,
melting paint)

Is drug
product safety,

NO

No further test or
acceptance criterion
for drug substance

performance or
efficacy affected?

Set acceptance criterion
for polymorph content
in drug substance
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Does
drug product

performance testing YES

provide adequate control if
polymorph ratio changes
(e.g., dissolution)?

Monitor polymorph form during
stability of drug product.

Does a
change occur
which could affect

NO

P for the relevant performance

Establish acceptance criteria

test(s).

safety or efficacy?

Establish acceptance criteria
which are consistent with
safety and/or efficacy.

P

No need to set acceptance criteria
for polymorph change in drug
product.
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