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DURING AN INSPECTION OF YOUR FIRM | OBSERVED:

The following observations refer to the Investigational Device Exemption = irotocol R O

the indicated study, ith-an in the Surgical
Treatment of Refractive errors: Myopw with and without Asngmatism p

1. There was no dowmentatlon to show that the CI notified the IRB about all amendments, changes or
mgmﬁcant dewatlons to the protocol [per IRB requirements] prior to lmplementatlon :

For exampie, thé FDA gmnted your ﬁi’m an incréase in the numhei' of subj ects: you '
could treat with your investigational device on Jan. 20, 1999. IRB Annual Review ..:.
dated 7/29/00 does not indicate the IRB knew about population increase. The IRB dxd
not approve the population increase until. August 28, 2000, 20 months later \

2. The firm s not complymg with the mi}éstigétor Agfeerﬁent which was signed-aﬁd &
dated by the Clmlcal Investlgator at the begmmng of the Chmcal Study

3. There was a iapsc of IRB approval for the protocol} pom 8/3/2000 until
8/29/2000 accordmg to IRB. lapse notices and the IRB annual re-approval letter.
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