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Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Ms. Theresa E. Brandner
Director of Regulatory Affairs
SMART Therapeutics, Inc.
2551 Merced Street

San Leandro, California 94577

sep |1 2002

Re:  H020002
Neuroform™ Microdehvery Stent System
Filed: April 2, 2002 =
Amended: Apnl 22, April 25, Apnl 29, May 20, and July 5, 2002

Dear Ms. Brandner:

The Center for Devices and Radiological Health (CDRH) of the Food and Drug Administration
(FDA) has completed its review of your humanitarian device exemption (HDE) application for the
Neuroform™ Microdelivery Stent System. This device is indicated for use with embolic coils for
the treatment of wide neck, intracramal, saccular aneurysms ansing from a parent vessel with a
diameter of 22mm and <4.5mm that are not amenable to treatment with surgical clipping. Wide
neck aneurysms are defined as having a neck of >4mm or a dome-to-neck ratio ot <2. CDRH 15
pleased to inform you that your HDE is approved subject to the enclosed "Conditions of Approval.”
You may begin commercial distribution of the device after you have submitted an amendment to
this HDE with copies of the approved labeling in final printed form.

The sale, distribution, and use of this device are limited to prescription use in accordance with 21
CFR 801.109 within the meaning of section 520(¢) of the Federal Food, Drug, and Cosmetic Act
(the act) under the authority of section 515(d)(1)(B)(i1) of the act. In addition, in order to ensure the
safe use of the device, FDA has further restricted the device within the meaning of section 520(¢) of
the act under the authority of section S15(d)(1)(B)(11) of the act insofar as the sale, distribution, and
use must not violate sections 502(q) and (r) of the act.

FDA wishes to remind you that failure to comply with the conditions ot approval invalidates this
approval order. Comumercial distribution of a device that is not in compliance with these conditions
1s a violation of the act.

CDRH will notify the public of its decision to approve your HDE by making available a summary
of the safety and probable benefit of the device upon which the approval was based. The
information can be found on the FDA CDRH Internet HomePage located at

http://www fda.gov/cdrh/ode/hdeinfo.html. Written requests for this information can also be made



Page 2 - Theresa E. Brandner

to the Dockets Management Branch (HFA-305), Food and Drug Admimstration, 5630 Fishers
Lanc, Rm. 1061, Rockville, MD 20852. The wntten request should include the HDE number or
docket number. Within 30 days from the date that this information is placed on the Internet, any
interested person may seek review of this decision by requesting an opportunity for admmistrative

review, either through a hearing or review by an independent advisory committee, under section
515(g) of the act.

You are reminded that, as soon as possible and before commercial distribution of your device, you
must submit an amendment to this HDE submission with copies of all approved labeling n final
printed form. As part of our reengineering effort, the Office of Device Evaluation is piloting a new
process for review of final printed labeling. The labeling will not routinely be reviewed by FDA
staff when HDE applicants include with their submission of the final printed labeling a cover letter
stating that the final printed labeling is identical to the labeling approved in draft form. If the final
printed labeling 1s not 1dentical, any changes from the final draft labeling should be hightighted aid
explained 1n the amendment. Please see the CDRH Pilot for Review of Final Printed Labeling
document at http://www fda.gov/cdrivpmat/pilotpmat.html for further details.

Any information to be submitted to FDA regarding this HDE should be submutted in triplicate.
unless otherwise specified, to the address below and should reference the above HDE number to
facilitate processing:

Document Mail Center (HFZ-401)

Office of Device Evaluation

Center for Devices and Radiological Health
FFood and Drug Administration

9200 Corporate Blvd.

Rockville, Maryland 20850

1f you have any questions concerning this approval order, please contact Ms. Samie Allen at (301)
594-3090, x139.

Sincerely your

o o o
Daniet G- Schultz. M.D.
Director

Office of Device Evaluation

Center for Devices and Radiotogical Health

Enclosure



