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On January 24, 1997, Dr. Nicholas Caro submitted an application for an investigational device
exemption (IDE), which included your unapproved excimer laser as one of the investigational

sites. On February 14, 1997, dwOﬂbcochvchnhmbn(ODE)forﬂwFoodmdDrug

Admihistration (FDA) sent Dr. Caro a ietter dmpprovmg this IDE appiication, citing
deficiencics in ihe appiicailon. Thus, your iaser does nok have an approved IDB in effect for
ll

On April 17, 1997, FDA mmﬂaqundlmlmlmmdddarmhmmnvm still have an
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umnoroved exclmcr laser system, which was mnnufacmred by Photon Data, Inc., Winter
Paxk, Florida, and asscmbled by you and Mr. T ung Lee, a consultant with Nexus
Technology, Inc., Oviedo, Florida. Your excuncr laser system Is a device within the meaning
of section 201(h) of the Federal Food, Drug, and Cosmetic Act (the Act).
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PMA or IDE is in cffcc( for it. Further, your con
also a violation of the Act.

dnued use of this device to treat patients ls
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Your cxcimer laser system is not in compliance with Title 21 of the' Code of Federal
guladogg (CFR) Part 1002.10 because a Laser Product Repon has not been recelved from
you yet. In addition, your excimer laser system must comply with the requirements of the
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practitioner; & prlcudoner s special needs may be either an individual anatomical need or a
special practice need that is not shared by other physicians.
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Page 2 - Stephen M. Welnstock, M.D.

We do not believe the requirements of your medical practice are uniqu3 because they are
shared by numerous other health professionals. In addition, we do not believe your device is
designed to meet any special anatomical needs that you or an individual patient of yours may
have. Accordingly, your laser is not a custom device and is not exempt from the requirement
under the Act that this device must have an approved PMA or IDE in effect.

Plcase notify this office within 15 working days of your receipt of this letter as to what, if any,
acdonsyoumnkhxorphnmmwbﬂmmdcvloehmwmplhmemmmemt Your
mpomcshouldalsoclwlymtewtwdwrornmyontnveewedmmuwdcvlcetouw
patients. Failure to immediately and completely cease clinical use of the device upon receipt

of this letter and wluretobﬂnz yourdevicemocomplhnccwimtheAa may result in
regulatory action by FDA without further notice. These actions include, but are not limited to,
scizure, injunction, and/or civil penalties. Please note that no extensions of the 15 day
response period will be given.

Your response should be sent to the attention of Mary-Lou Davis, Dental, ENT and
Ophthalmic Devices Branch (HFZ-331) at the letterhead address. In addition, please send a
copy of your response to Mr. Timothy J. Couzins, Compliance Officer, U.S. Food and Drug
Administration, 7200 Lake Ellenor Drive, Suite 120, Orlando, Florida 32809. If you have
further questions, please contact Mary-Lou Davis at (301) 594-4613 extension 127 or FAX:
(301) 594-4638.

Sincerely yours,
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Lillian J. Gill

Director

Office of Compliance

Center for Devices and
Radiological Health
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