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Background and Summary:

In pursuant to Section 505(b) of the Food, Drug, and Cosmetic Act and in accordance
with 506A(d)B(ii) of the Food and Drug Administration Modernization Act, the applicant
has submitted a Special Supplement-Changes Being Effected. The applicant seeks
approval of the package circular and patient product information. Based on the WAES
reports, the applicant has proposed the addition of the term, “hypertensive crisis” to the
ADVERSE EVENTS section of the package insert. In addition, the applicant has
revised the patient product information to include within the side effect section “blurred

7% ¢y

vision,” “insomnia,” and “severe increase in blood pressure.”

Submitted:
e Electronic Submission including a package circular and patient product information
e October 15, 2002: Response to FDA Request for Information (WAES Reports)

Following is the labeling submitted by the company. Reviewer recommended deletions
are noted by strileent and additions by double underline within the review. The
applicant proposed additions are designated by single underline.
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Recommendation:

The proposed revised labeling is recommended for approval. An approval letter should be drafted. The
letter should advise the applicant that the term ©  wrsisme—e——= ' should be removed from the text in
the ADVERSE REACTIONS section of the package insert. Alternatively, the applicant may replace the
term with a clinical adverse event that more clearly defines the medical condition occurring in patients
leading to an “¢  ~————————— 5 described in this section. This recommendation is a deficiency and

not a condition of the approval of this supplement.

Hung Lam, Pharm.D. Candidate

Lisa M. Hubbard, R.Ph.

James Witter, M.D., Ph.D.
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