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Biometrics Review

1. Current Submission

This submission by Tiber Laboratories proposes a combination of Hycodan hydrocodone (NDA
005-213) and guaifenesin (OTC monograph) N

The
applicant proposes approval of this 505(b)(2) submission, which depends upon a bioequivalence
study (S09-0009) and a single dose food effect study (S09-0010).

Studies S09-0009 and S09-0010 were also submitted in NDA 022-279 to support approval for an
oral solution of hydrocodone, pseudoephedrine, and guaifenesin. In the Clinical Pharmacology
review for NDA 022-279, Dr. Arun Agrawal noted that the guaifenesin component of the
proposed drug product was not bioequivalent to the reference drug, ke

The 1ssue was consequently
referred to the Division of Scientific Investigations, with an inspection report by Dr. Xikui Chen
on 21 January 2011 which described deficiencies including falsification of data , failure to follow
protocols, and failure to follow standard operating procedures. Dr. Chen therefore concluded
that the applicant’s studies S09-0009 and S09-0010 should not be accepted to support NDA
022-279.

Appropriate regulatory actions for the present submission based on conclusions from NDA
022-279 are being explored.

2. Biometrics Evaluation

Because the current submission includes no trials assessing clinical efficacy, Biometrics has no
comments.
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