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The besteti derived f&m testjag outweigh the jxtssible risks ~&ted with use ofthe 
pm& as an aid to diagkxosis in the evaluation ofpatients w&h suspected thrombophilia 
include: 

* The risk ofa ii&e ptxdive is remote, as the prevale~e of the cau&ive rare 
mutations is &mated at less than 0.1,%. 

* Factor V Leididen DNA Mutation Detection Systems are x@‘the sob rnear~ by 
v&i& the ocmrmce of a six&e &romboemki& event, requkkg acute 
anticoagulant trea$meti, is detected. 

* Acute management of venous thrombo~mbolic events @dmirktra~ion ofhe~arin) 
is nut altered 21 paitx$.s with ii&e&d. ~~o~~~~~~ 

l Decisions abwt long-term oral ~ti~~~.~~y are taikxed to individual 
patients dependtig on the% other ciinieal risk fketors, not solely on their inherited 
thromboptilia status. 

In general’, nucleic ar;id based assays are proving to be highly reliable and accurae in 
comparison to current re%reacc m&hodologies while of&-kg the additional benefit of 
speed ofdelivery of the resuft. The ‘LightCy&r Factor V I;eiden Kit dgmanstrated high 
reliability and tigh accuraoy in prospective studies in Ihe FpuIation of patients for which 
the device is intended %o be wed. Reliability was evidexxxd by the f&t thk 99.8% of 
patbt~ were able to be ge@md by the LiglxtCycda F&or V Leiden Kit and when a 
genotype ,was rendered it was 100% accumte with stateef-the-art direct seqming at3 a 
re&renl=e method. 

Ro&e Diagnostics believes’ that general controls and special controls in accordance’with 
FDA’s drafi Class IX Special Control Guidance Doc~~k “FGWW f/J&&.x ,IIM 
Mutation De&ctiun +!S’ysfem~ ” constitute adequate ir@rmatir~ to emure rwotible 
as-, of the safety and efEectiveness of the. LightCyckr F&%x V L&den, Kit 
(KO33607) via the premarket notification process 21 CFR 807. These controls lparalittl 
the safety and effectiveness’ inform&ion provided in KO33607 &IS its intended use as an 
aid to diagnosis in the evaluation of patients with susp&ed thrombophilk 

Ifthere are any questions .regarding this submissioa, please contact me Zry phone at 
(3 17) 52 f-2386, or by f&x at (3 17) 52 I-2324, or by mail at the address given below. 

Sincerely_yours, 

Robert A. Gregg, Ph.D. 
Director, lXeg@itory Submiisions 
(OfFicial Corr@spon&nt~ 
Rwhe Diagnostics 
91 I5 Hague &oab, PO Box 50457 
Indianapolis, IN 4625~0457 


