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The Food and Drag Administration (FDA) inspected your medical practice on
June 2 and 3, 1997, and determined that you obtained an unapproved excimer laser system
from Jerry Tennant, M.D., in March 1996. Edward Sullivan, an engineering consultant with
Exsull, Drexel Hill, Pennsylvania, originally assembled this laser system in Dr. Tennant's
office and, with personnel from Neuman MicroTechnologies, Inc., Bow, New Hampshire,
helped to install this same system in your office when it was moved there in March 1996.
Mr. Sullivan was responsible for the installation of the sculpting device which focuses the
laser beam on the patient. This excimer laser system is a device within the meaning of section
201(h) of the Federal Food, Drug and Cosmetic Act (the Act). Excimer laser systems are
Class III devices which are required to have in effect an approved application for premarket
approval (PMA) or an approved Investigational Device Exemption (IDE).

Medical devices used by physicians in the course of their practice to treat patients are
"marketed" and "held for sale" within the meaning of the Act, and thus, are subject to the
provisioris of the ikct. Your excimer laser system is adulterated under section 501(0(1)(B) of
the Act because it is a Class III device under section 513(f), which is required to have in effect
an approved application for PMA or an approved IDE, and no such PMA or IDE is in effect
for your excimer laser. Further, your continued use of this device to treat patients is also a
violation of the Act.

In addition, your excimer laser system must comply with the requirements of the Federal
Performance Standards for lasers which are found in Title 21 of the Code of Federal 
Regulations, (CFR) parts 1040.10 and 1040.11.

Section 538(a) of the Act, Chapter V, Subchapter C (formerly the Radiation Control for
Health and Safety Act of 1968) prohibits any manufacturer from certifying or introducing into
commerce laser products which do not comply with the standards. This section also prohibits
any manufacturer from failure to establish and maintain required records or to submit required
reports. To date, we have not received a Laser Product Report from Neuman
MicroTechnologies or Mr. Edward Sullivan for this excimer laser system as required under
CFR 1002.10.

i( DEPARTMENT OF HEALTH & HUMAN SERVICES

l-'\FT 35- ?d
R.3"a lo-,/;j/

Public Health Service 

dn

Food and Drug Administration
2098 Gaither Road
Rockville MD 20850

JUL | 0 1997

WARNING LETTER

DeD

The Food and Drug Administration (FDA) inspected your medical practice on
June 2 and 3, 1997 , and determined that you obtained ar unapproved excimer laser system
from Jerry Tennant, M.D., in March 1996. Edward Sullivan, an engineering consultant with
Exsull, Drexel Hill, Pennsylvania, originally assembled this laser system in Dr. Tennant's
ofFce and, with personnel from Neuman MicroTechnologies, Inc., Bow, New Hampshire,
helped to install this same system in your office when it was moved there in March 1996.
Mr. Sullivan was responsible for the installation of the sculpting device which focuses the
Iaser beam on the patient. This excimer laser system is a device within ttre meaning of section
2010) of the Federal Food, Drug and Cosmetic Act (the Act). Excirner laser systems are
Class Itr devices which are required to have in effect an approved application for premarket
approval (PMA) or an approved lnvestigational Device Exemption (IDE).

Medical devices used by physicians in the course of their practice to treat patients are
'marketed" and "held for sale" within the meaning of the Act, and thus, are subject to the
provisions of the Act. Your excimer laser system is adulterated under section 501(0(1XB) of
the Act because it is a Class III device under section 513(0, which is required to have in effect
an approved application for PMA or an approved IDE, and no such PMA or IDE is in effect
for your excimer laser. Further, your continued use of this device to treat patients is also a
violation of the Act.

ln addition, your excimer laser system must comply with the requirements of the Federal
Performance Standards for lasers which are found in Title 21 of the Code of Federal
Regulations, (CFR) parts 1040.10 and 1040.11.

Section 538(a) of the Act, Chapter V, Subchapter C (formerly the Radiation Control for
Health and Safety Act of 1968) prohibits any manufacturer from certiffing or introducing into
commerce laser products which do not comply with the standards. This section also prohibits
any manufaeturer from failure to esiablish and maintain required records or to submit required
repons. To date, we have not received a Laser Product Report from Neuman
MicroTechnologies or Mr. Edward Sullivan for this excimer laser system as required under
cFR 1002.10.


