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5. Please provide narratives for the reported adverse events complications to further elaborate
these events and their outcomes.
6. Please provide a summary of contrast sensitivity results.
7. Please provide tables (similar to those requested for initial treatments) and narrative
summarizing the results of the IDE substudy of enhancements for 25 subjects/50 eyes that
had undergone treatment prior to implementation of the IDE, and of the data from
enhancements performed for eyes enrolled under the IDE. Please provide separate analyses
for the first enhancement, second enhancement, etc.
8. With regard to your future PIMA submission, you have indicated that only subjects treated
with the "new centration technique" will be included in the PMA, and that you have selected
the eyes treated between 2/19/98 and 11/22/99 as the cohort to support the safety and
effectiveness of the device. We would like to clarify that data from all subjects treated. under
the IDE should be included in the PMA. The main PMA cohort on which the decision of
the safety and effectiveness of the device will mainly rest may be limited to all eyes treated
with the new centration technique, but not to only those enrolled during a given period of
time, as you appear to have suggested. Data from all eyes treated prior to the adaptation of
the new centration technique may be analyzed separately from the main PMA cohort, but
must be submitted as supportive evidence.
This information must be submitted to FDA within 45 days from the date of this letter. It should
be identified as an IDE supplement referencing the IDE number above, and must be submitted in
triplicate to:
IDE Document Mail Center (I-IFZ-401)
Center for Devices and Radiological Health
Food and Drug Administration
9200 Corporate Boulevard
Rockville, MD 20850
.
45 days from the date of this letter, we may take steps
If you do not provide this information within
to propose withdrawal of approval of your.IDE application.
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