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SUMMARY OF FINDINGS:

The routine inspection of this Sponsor/Clinical investigator was
conducted per assignment from CDRH, Office of Compliance, Division
of Bioresearch Monitorin HFZ-312)and in accordance with CP
7348.811. is the Medical Director and
founder o where h s laser eye
surgery on patilents. has an and is

conducting a clinical ction © yopia with and without
astigmatism Protocol? under ved

Investigational Device Exemption (IDE). is a
Sponsor/Clinical Investigator and this is e 1nitial inspection

for the firm in that capacity. —is the
named Co-Investigator. :
An inspegld on 12/2/96 revealed the fir assembled
a single and was using it to perform eye
surgery on at least 0 patients

o) 30/97 of this facili vealed the firm
continued to use the laser to perfor eye surgery
without an approved , planned to use the laser for new

treatment procedures not included in the firms disapproved IDE and
verified that the firm had received a disapproval letter from
CDRH/ODE notifying them that use of the laser to treat patients
was a violation of the law.

The current inspection reye . _Clinical Investigator
currently performs Myopic procedures under an
approved IDE however, proce S are eing performed on IDE

patients prior to approval date, the date is missing on a consent
form, consent forms were signed by patients after surgery date and
procedures were performed on IDE patients which are outside the
IDE with an unidentified laser at an unauthorized location.

Previous inspection

HISTORY OF BUSINESS:

S1X
additional physicians and three other locations associated with
the practice which are identified along the left and bottom bor
IBIT #1. All FDA correspondence should be addressed to ﬁ
ﬁat the aforementioned address. The firm operates Monday tO
iday,

8:00am - 5:00pm.
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