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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

JUL 2 9 1997

Herbert J. Nevyas, M.D.
Nevyas Eye Associates
Delaware Valley Laser Surgery Institute
333 City Line Avenue
Bala Cynwyd, PA 19004

Re: G970088/A1 and A3
Device name: Sullivan Excimer Laser System (Nevyas Model)
Dated: July 3 and 21, 1997
Received: July 8 and 22, 1997

Dear Dr. Nevyas:

On July 8 and 22, 1997, the United States Food and Drug Administration (FDA)
received the amendments to your investigational device exemption (IDE) application
that you submitted for your excimer laser system for use in refractive eye surgery.
FDA has started to review this application. We have determined, however, that
additional information is required in order to complete this review.

Excimer laser systems are Class ITT devices within the meaning of section 513(f) of the
Federal Food, Drug, and Cosmetic Act (the Act). Accordingly, a physician may not
use an excimer laser system to treat patients unless there is in effect an approved
premarket approval application (PMA) or an approved IDE for that device.

FDA is aware that a number of physicians are using lasers for refractive surgery to
treat patients even though there is no PMA or IDE in effect for their lasers. Based on
the results of our investigations, we believe that you are currently using your laser to
treat patients.
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Accordingly, on July 28, 1997, we called you to notify you that use of your excimer
laser to treat patients would violate the Act and requested that, if you are presently
using the laser to treat patients, you immediately cease doing so. To enable FDA to
complete its review of your IDE application, we also requested that you provide the
agency with the following additional information: a written statement that, as of the
close of business on July 28, 1997, you are not using your excimer laser system to treat
patients. Please complete the enclosed statement and transmit it to:


Morris Waxier, Ph.D.
FoOd and Drug Administration
Center for Devices and Radiological Health
Office of Device Evaluation
Document Mail Center (HFZ401)
9200 Corporate Blvd.
Rockville, MD 20850


You may submit the statement by facsimile to (301) 480-4201, provided that you also
send the original statement to the address above. This statement must be submitted
within three (3) business days of the receipt of this letter.


You should be aware that FDA's regulations provide that an IDE application may be
disapproved if "Where has been a failure to comply with any requirement of [21 C.F.R.
Part 812] or the Act ... ," 21 C.F.R. 812.30(b)(1); thus, any previous use of an
excimer laser system for which no PMA or IDE is in effect would be grounds for
disapproval of an applicant's IDE. However, the agency, in an exercise of its
enforcement discretion, does not intend to consider your previous use, if any, of such a
device to be grounds for disapproval of your IDE. Nevertheless, FDA does intend to
consider any use of your laser to treat patients after the close of business July 28, 1997
unless and until the agency approves an IDE for your device to be grounds for
disapproval of your IDE. In addition, please note that failure to "respond to a request
for additional information within the time prescribed by FDA" also would be grounds
for disapproval of your IDE. 21 C.F.R. 5 812.30(b)(3).


Furthermore, if you are, in fact, using an unapproved laser, failure to cease treating
patients with the laser immediately also may result in regulatory action against you or
the device by FDA without further notice. These actions include, but are not limited
to, seizure, injunction, and civil money penalties.
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We also want you to know that if FDA approves your IDE application, you would be
able to use your laser to perform only specific procedures on a limited number of
subjects to demonstrate the safety and effectiveness of your laser for those procedures.
Studies conducted under such an IDE would be subject to all IDE regulations. See 21
C.F.R. Part 812. For example, you would be prohibited from promoting and
commercializing the laser, and from representing that the device is safe and effective.
The IDE process is designed to investigate the safety and effectiveness of devices either
for research or for market authorization, and is not itself a means of market
authorization for the commercial treatment of patients. Once.studies under your IDE
were complete, you would not be able to use your laser unless you were to seek a PMA
and FDA were to approve it.


If you have any questions about this request, you may contact Everette T. Beers, Ph.D.
at (301) 594-2018.


Sincerely,


CI C, 672,2:f
A. Ralph Rosenthal, M.D.
Director
Division of Ophthalmic Devices
Office of Device Evaluation
Center of Devices and


Radiological Health


Enclosure
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