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REQUIREMENT FOR INFORMATION

An application for Patent Term Extension under 35 U.S.C. 156 has been filed for U.S. Patent No.
5,932,211 for the regulatory review of the product ELAPRASE™, According to 37 C.F.R.
1.740(a)(9), applicants need to provide a statement that the patent claims the approved product
and a showing which demonstrates the manner in which at least one such patent claim reads on
the approved product.

In the present case, applicants have not adequately demonstrated the manner in which claim 1 (or
any other claim which is asserted to claim the aptgroved product) reads on the approved product.
Specifically, applicants need to demonstrate, with particularity, that the recombinant IDS of
ELAPRASE™ is more highly glycosylated than the naturally occurring enzyme from each of the
liver, placenta or kidney.

Applicant has TWO MONTHS from the date of this letter in order to file a response

demonstrating . Extensions of time under 37 CFR 1.136 are available. Failure to respond will
result in the application for patent term extension being processed as an informal application.

Any correspondence from applicant with respect to this matter should be addressed as follows:

By mail: Assistant Commissioner for Patents
Box Patent Ext.
Washington, D.C. 20231

By FAX: (571) 273-0100

Attn: Office of Patent Legal Administration

';'%esphoﬁe inquiries related to this notice should be directed to the undersigned at (571) 272-

1§
“Mary C. Till
Leag?l Advisor U
Office of Patent Legal Administration
Office of the Deputy Commissioner
for Patent Examination Policy

cc:  Office of Regulatory Policy RE: ELAPRASE™
HFD-7 FDA Docket No.:
5600 Fishers Lane (Rockwall IT Rm 1101)
Rockville, MD 20857.

Attn: Beverly Friedman






