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NDA 19-797

Amlodipine
SES5-030

Pediatric hypertension

1 Background
" This supplement was received 17 September 2001. The user-fee goal date (10-month) is
17 July 2002. :

The sponsor presents the results of two studies, a placebo withdrawal from two doses
and a population pharmacokinetic study. In addition, the sponsor provxdes summaries
of reports of clinical experience with amlodipine in children.

The studies used the commercidlly available tablet formulation for amlodipine. There
are no chemistry issues.

The spornsor has provided a financial disclosure statement, denying inappropriate
financial arrangements as defined under 21 CFR 54. 2(a), (b), or (f).
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2 Labeling

The sponsor proposes inclusion of a description of the study results in the label for
Norvasc (amlodipine besylate).

Under P-~rmacokinetics, there is a new section, as follows:

- ——~— T

This section should be rewritten as follows:

Following the section on effects in hypertension, the sponsor proposes to add the
foliowing:

> —yr
\L‘T— \.
This section should rewritten as follows:
u —
: - ——
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The sponsor proposes a specific new indication in hypertensive children. This change
should be denied, since the only distinguishing characteristic of the new indication is
the age group. ’

The sponsbr proposes new language for Pediatric Use:

These data are not "unavailable"; they do not exist:

The sponsor proposes a new section of DOSAGE AND ADMINISTRATION:

Children
Appears s Way
On Origingy
C\My Document;s\NDA\N 19787 amlodipine\SES5-030\N19787Peds.doc Last saved

—q— 06:37 Tuesday, November 06, 2001




