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“In the absence of in vivo data, it is generally impossible to make valid conclusions about bioavailability from
the dissolution data alone.” (Ref. 1, p. 145)
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“The goal appeared reasonable, at first. One simply had to establish some in vitro characteristic, match it with
in vivo behavior, and the problem is sotved. In fact, it has turned out to be not that simple.” (Ref. 2, p. 224)

“For most drug products, especially the immediate-release tablets and capsules, no strong correlation exists,
and the FDA requires an in vivo BE study.” (Ref. 1, p. 267)
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“Correlations apply only to the specific products studied.” (Ref. 6)
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“No single apparatus and test can be used for all drug products.” (Ref. 1, p. 145)
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Situations for which an IVIVC Is Not Recommended

a. Approval of a new formulation of an approved ER drug product when the new formulation has 4 different
release mechanism.

b. Approval of a dosage strength higher or lower than the doses that have been shown to be safe and effective
in clinical trials.

¢. Approval of another sponsors ER product even with the same release controlling mechanism.

d. Approval of a formulation change involving a nonrelease controlling excipient in the drug product that
may significantly affect drug absorption.
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