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DURING AN INSPECTION OF YOUR FIRM I DESERVED:

The following observations refer to the Investigational Device Exemption (Protocol # NEV-97-001) for
the indicated study, (3-AS1X (Laser Intrastromal Keratomileusis) with-an-Excimer Laser in the Surgical
Treatment of Refractive. errors: Myopia with and without Astigmatism"
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There was no documentation to show that the CI notified the IRB about all amendments, changes o
significant deviations to the protocol [per IRB reiluirementsj prior to implementation.
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For example, the FDA granted your firm an increase in the number of subjects'you
could treat with Yourinvestigational device on Jan. 20, 1999. IRB. Annual Review 	.

	.

dated 7/29/00 does not indicate the IRB knew about population increase. The MB did
not approve the population increase until. August 28, 2000, 20 months later
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P 	The firm is not complying with the Investigator Agreement which was signed and
• dated by the Clinical Investigator at the beginning of the Clinical Study.
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. There was a lapse of IRIEI *approval for the protocOl: NEV-97-00 I from 8/3/2000 until :
8/29/2000 according to IRB , lapse notices and the IRB annual re4pproval letter. 	.
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