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Dear Dr. Patterson:

this il in rcsponse to your lc*lers and rercnt e-nails to rhe Secretuy of Health and
!-ry* senrices, sod to $taffh FDA'g office tnu Co*midfu ffid the Ccuter forDevioes and Rndiologicf,l Haatlh (CDRH) *on**inj ttr" ot*ty of t *srK pmceaurer.

I apprcciate thc time and e{fort you trook to sfrye yoru concenffi about the snfcty of
!*qS' I am rorry that vqu orpedenced ptour"* *itl rrtir-it*ocu* and that you feelFDA ha$ not beffi rcsponsive to ttm itnres you hrve rsissd, itl, *y urdffstsnding tbat ipdir'ect rEqpollEc to four.citizarrynugs_vouguhrnua, cDRli conrred the ophfiralmicDwices Panel to aougider gqtity of life ara outaomeissusr-a$$ociated rvith LA.SIKdevicee- Tho meeting yfr h$lg.* Atrit-zs, zo0s. you msdal premntetiou drring rhsonen qublig hEr4"g ses{iotr ofthn m-estiug ac d,id many orlrrrr wtro hsd similsr cons€rtrst*Nt"F.tb *{qy ortlsut I caa a,s$ure you.that tfuee por*rrtio* made ur t"*lyflwa€ ofrhe problamc you and others brvc enperionrcd" -

As a$ imuadiatt result of this adviaory pmel meoting, dro AgEdtcy addsd additionnl lirtssnd hforyHtion ta orn,cbdto rceadini rcefffine fflx pin-;*. we am Joravire
'finyF to make thosc linftr avan easierto use. firc t q,sIK 

"it 
rite will continue toG

1$Scd-pertdicdly oris trFadsd" Inaddition, all 
"rggcsdotri 

ws hnver?cairrcd fur
ry{K hbeling and for orn I".A$IK web sits 

-i-, 
u-ifi-r*r"ly ooffiidero4 and rrye arctffi*fuu with several FDA groups t0 ifiptsmsnt tbrs-Gtrarrgeg;rg soon ar poeriblc.

t 4$dg.I,E fre plauning q coducr a study to look * how synptmrn affcEt a pabient,squfliry of fift afiffi tAsIK. *e re al$o srdgflroniry o,n poi.**r*ut mrveillurce inorde;r b bettff undtrsffid hon' LA$II( is cond;$cd in-r*nr i**ia siftdimfl wiftin thegBnsat surgioal rnd ogourertric commmity.

\tlc agw that ttrene is gncrrn about pot{dltisl uder'rcporting cf adverse event andseriotls oomplications.ftom anb'$lqtory sureicd fEoilit#, an;** u* qongideriry vadousmetfods to addflcf,$ thir very isporhni is$&. our deoisiin ro iss,re m inrpection is bssodrryon the iafsrmutio{r r+a receive ftom MDss ua uffimcn 
"p"n, 

sincs a000, FDAhar insps*ed ftffi LAsIK rrscr froilifics. Th*, lffi#*dfus mny be ohsinedunder the Flwdofi of hformntion ett feorel *oe'a r*ora oim iuspsption ie cloncd.(An isspcotion rlort is ootr$id€r€d sb;€d .*fo rna Ur *o"rt o*u is revis$/ofrbsfacility's nnfivities and deci&stattooJ*uour uu*i"irurffi'orrugu1lfiCIry actioniswauanted.) 
Y- 'Y6ffi+J sv*vrr!
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F'OA boliove$ it is importaot for mcrnbsn of the prrblic like you to havs the opporamity
to ftuther commeirt on issuss sr$ociat$d witlt th ffiftty sf LASIK procodurcc.
Aaaordingly, we aro considering sstabliddng a doakct m thm intcrwtcd p€rtoffi ttrsy
zubmit to th Divieionof Doclcrt$ tvImEgarnomt yvritt{ilr or clestrffiic sonrnrils regruding
LAIIIK If apubllc doc&etls estahllshod, tbc concrentr ue hrvc rpsaivcd ftom pu and
oficrsthu$frrmil my futurecornmunlcations will ba inoluded iu&cdookEt forour
fi[fhptr cansidcrf,tion

We appsints yotuintieffist h lhin iruportant pr$ltcheelth iesue.

Duial O. Se,hultz, III"D.
nfu€etor
Cffir frrDeldaos md
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c$ l"ailyPilot


