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marDr. Wdnstock: 

onhnwy 24, 1997, m. McMa8 C8roWbdttcd an 8ppkdorJ for an invutigatbnaldcvkc 
-nODO,-~m~~kMomoftihmtiXMI 
situ. On February 14, 1997, the Offlceof ~ Waludon (ODE) for the Food and Drug 
Admlhbtmtbn (FDA) sent Dr. Cam a Icttur dbpproving this lDB application,citing 

dcfkknda in b appfiatkm Thus, your laser dm me have an approved IDE in effect for 
it. 

On April 17, 1997, FDA &up@cd your medicalprwicuand Ck@dncd that you still have an 
unapproved Cxcirncrlascf system, which was Manufxturcd by Photonrota,Inc., Winter 
Park,Florida,andasurnbkdby you and Mr. fing k, a consultantwith Ncxua 

� T-logy, Inc., OVicdO,Florida. Yow CX&ncrIascr system is a dcvk within the rnanhg 
of section201(h)of the Federal Food, Drug, and Camctk Act (the Act). 

Medical dcvica used by physkiaru in the oourscof thek practice to treat patientsarc 
%wkcted” and ‘held for sak” within t’ l%meaningof the A(x, and thus, are subjczt to the 
provisions of the Act. FDA bclkvu that your cxclma laser systemis adultcmtcdunder 
sation SOl(~l)(B) of the Act because it is a Class 111device under mxion 513(f),whkh & 
required to have in effect an approved applidon for PMA or an approved IDE, and no such 
PMA or IDE is in effect for it. Further, your continuedusc of this device to treat patkmtais

aima violation of the Act. 

YOUCXChTtU Sy8tCMk i8not in 00II@b WithTltb 21 Of ~bda Of kdd 

Rcgulatiorq, (CFR)fW 1002.10becausea W FmductReporthasnotbeenmxivcd from 
you YCL In addition, yw cxcinw her systemmust comply with the ruquircmcmaof the 
Federal @OfrMftCC mndards for Iaacra whkh arc fand in 21 CFRparts lWO.10and 
1040.11. 

Although YOW CXChCf k W PUfpIOftdy M8nUfti, in PUt, ba8cdUJ)(MIYOtlf 

WOCifbtkms, FDA doa not consider k to be a custom dcvkc. SectJon520(b)of the Act 
utablbha fivecmditioru, @of which rnuat be met by a dcvkc to be a custom ddcc. TIM 

Act’s cutom device MInitbn rcquim that h devico be made to mwt ckhcr W specific 
anatomid rcqukcmcnt8 of an iIUiiVkhld patknt of h q)ccid nds of an individual 
practitioner; � practitioner’s spdal needs may bu either an individualanatomicalneed or a 

� special pMCtk need that is W shared by other phyakianso 
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We&wklti*~~ of~tihlp*m @W.Okwtiym 
bred by numawa otherhealthprofcdonah In �ddkion,we do notIXUCVCyourdevice k 
dU@Cd tO- 81’iyS$XKid nCCd88MtOmiCai t~ yOUOran individualPUkntOfYOLK8 Wy 

IWO. Acmrdingly,your laser& nota customdevh andh notexemptfromthe requirement 
umkr theAct that this ckvko musthavean approvedPMA or IDE in ef’kt. 

Your response should be sent to the �ttentionof Mary-hnJ Davis, Dental, ENT and 
Ophthalmic Dcvkcs Branch (HFZ331) �t the kttcrhcad �ddrua. In addition, please send � 

copy of your response to Mr. Timothy J. Couzh, Complianceofficer, U.S. Food md Ihug 
Addnlstration, 7200 Lake Eknor Drive, Suite 120, Orlando, Florida 32809. If you have 

t fkthcr questions, plcaaccontact Mary-Lou Davis at (301) 594-4613 extension 127or FAX: 

B (301) 5944638. 

Sinccrcly youm, @ 

Lillian J. Gill \ 
Director 
Offlw of Compliance 
Center for Dcvicu and -~ 

RadiologicalHealth -~ 


