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RE: NDA 20-372 MYOVIEW™ (Kit for the preparation of Technetlum R
. Tetrofosmin for Injection)

6 Month Report on Postmarketing Studies

F'T ‘v "

" Dear Dr. Love,

Reference is made to the February 20, 2001 Final Rule (Delay of Effective Date)
regarding submission of “Postmarketing Studies for Approved Human Drug and
Biological Products; Status Reports™. Reference is also made to the April, 2001 Draft
Guidance for Industry entitled “Reports on the Status of: Postmarketma Studies-
Implementation of Section 130 of the Food and Drug Administration Modemization Act
of 1997". In compliance with the Final Rule, enclosed please find a 6-month report on
postmarketing studies for the subject NDA.

This correspondence is being submitted in triplicate and includes a signed FDA 2252

form. We understand that this correspondence and all information contained herein

unless indicated otherwise by Nycomed Amersham is CONFIDENTIAL. Please address -
any questions to Stefan Ochalski at (609)-514-6843 or Fred Longenecker, Director, -
Regulatory Affairs at (609)-514-6573.

Sincerely,

MUQ -

Stefan J. Ochalski, MBA % m;,::;:ﬁ.?“.a
Senior Manager '
Regulatory Affairs e
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[ 8 pages redacted from this section of
the approval package consisted of draft labeling
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