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Director Qt~aTity Ma~agerrment & Regulatory Affairs 
Sls~tervaarr 1-Icjspiial, Pl6.w 
X,olawcsweg 6 ,  I060 EX: Amsterdam 
The Metherlands 

Re: k0626194 
Evaltration of ihuton~atic Class HI1 Designation 
hlan~rnaP~-in~@j 
BPep,uiation Number: 2 I 6:L;R 866.6040 
Classificatiorn: Class ZI 
Product Code: NYX 

'X'he Center fc1.r Xlevices and Itadiological E-Health ((IXPIPFI) of the l!noii and Drarg A.drni9listration 
(FDA) has completed its review of your pctitiisn for classiflcaticti~ of the h/la~lmaE~rint  that is 
intended a3 a yuaIiktive in vitro diagnostic test sewice, perfixme4 in n single la.boratorygr, using 
the gene expression profile of fresh frozei~ breast cancer tissue samples to assess a g:itierxl..ls risk 
for disitmt metastusis. J'hrz test is per~bm.ed fix breast cnnccr patienis who are less &an 6 1 years 
old, with Stage I or Stage :t t dise.me., with trlrnor size :< 5.0 crn ur~ri wh.o are l y n ~ p h i ~ ~ ~ d e  negative, 
The %Ia~nrnaPrint@ result is indicated for me by pl~ysicians as a grognsjsijc marker only, along 
with other ctinicopatho9ngical Fr~ctors. 

IT13A concludes th3.i this device should be classificsf into class 11, This order, therefore, classitks 
the h/l/farnrnaPrint@j inti) class X X  urlder tlri; generic name, gerre expression. protjling ti:st system fix 
breast carcer prognosis. This order also identifies the special controis appticabie to this device 
anri 80 siibskindially equivalent devices s0f this generic type 

FDA identifies this gclneric type of device as: 

2 1 GFR 866,6040 G-rofilin 'Test Svstem for A gene 
expression profiling test system :I.pr breast cancer prcjgnssis is a de~ i ce  tl~at .txeastrres t l~e XXN.4 
expression level of multiple genes arid comkir~s  Chis i.nfs~nn.a'rion to yield a signatwe (patter11 or 
classifier or index) t.o aid in prognosis of previously diagrrosed breast cancer. 

In a.cccjrdance will1 sect.ion 5 13(0(1) of the Federal Fond, Drug, and E:'osmeiic ,4ci (21 U.S.C, 
36,!)c(f)(l ) j  (the ac.t), devices tflal. were nr>i in com.mercial distribution prior to May 28, 1970 (the date 
of enactrxerrt of the Medical Device Amendments of 'I 976 (the arr~eradrrxentsjj, gimrrrally referred ti> 
as p~~~rnen i3menis  devi.ccs, are classified automatically by statute i ~ t o  ctii,ss S !I witf~oaa any FD,4 
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rulernaking processA 'X'hese detrices remain in class Xi1 atzd require prernarket approval, tuzless zmd 
until the device is classified or reclassified into class I or Ii or I:i:)A issues an order finding the device 
icj be substantially cqraitralenx, ill accorda~cc with seciivn 5 1363) of thc act (2 1 U.S.4:. :',6Oc(i)), . . .  to a 
predicate device the1 does not require pre~zmarket a.pprova!. 'X'he agency deternines whether new 
devices axe substirntially cqs.rivt?Ient %cj previously marketcd ifevices by meals r9fprernarket 
notkfication ymcedures in si:ction 53.0(k) of the aci (21 1.J.S.C:. 360(k)) a ~ d  Part 880 ofthe IY!3,tZ 
regrrlatio~zs (21 CFR. 807). 

Section 513(@(2) ofthe act prnvides that azy pcrsnn who sulbnrits a prelxrarket rmotil'ication imder 
section 510(k) for :a device may, 15itlGn 30 days afier receiving rtn order classifyi.ng the device in 
class III under section 51 3(f)(4)? rcqat:st f;I)A t s  classic the device under the c.riieria set fort11 in 
section 5 13(a){l). FDA shall, witt~irl 60 days of ~ceivirtg suc.h a request, classif'y the detrice, '!%is 
classification shall be the initial classifica.tion of the device type, Within 30 days after the iss~mce 
or" an O ~ C ~ I C  <:185~if.i'i~lg the device, FDA must pub list^ a notice in the Fcdernlt Register classiQing tlze 
d.evice dy 

On January 19, 2007, FIPA issued an order classifying the M;uranuPrint<$; intc:, class :l:l:t because it 
uras not subt;?a~tially equivalent ~ I J  a class I or class 11 device. &In January 30,2007, FDA filed your 
petition requesting classification of the MmnzaP.rint@ iixlta class XI. '1I.s~ petition was submitted 
aarzdcr section 5 13(f)(S) of tlze act. 

In order to classi'ig: the MmzmaPrin@> into cIms X or 11, it is rzecessnry that the proposed class Izave 
sutEcient regulatory cr~ntrols io pravide reasolzable asstnance of the safety and eEectiveness of the 
device for its inte~zded use, After retriew of tlze inf~~~rnncrliora submitted irz the petition, FDA has 
determined $.hat the MarnrnaPri~'st.%~ intended as a qualitative i~ V ~ I P ' O  diagnostic sewice, 
pefiksrmed in a single la.bora.tory, using the gene expression profi'rle of frestt fro~en breast'cancer 
tissue samples io assess a patient's risk for dishin!. metastasis, c m  be classified. in dnss 11 ts.i.tX~ the 
establishment of special controls. 

A gene expressinra profiling test syst.ern t23r Dremt cancer progrzosis is inl.e.eaded to provide 
progr~ostic i~afotxnation B.o aid it]. clinjcaI evaluation o' breast 6;rn.a~ patients, Failure sf this 
device to pe.rt,i>:orrxr. as i.ndicrated may lead to em>.n.eous test results, False positive resuiis will 
nrtisclassi@ the patient into a h.igh.er risk goup and false negat.ive results will ~nisclassiQ the 
patient into a lowerffisk group. kIisclassificatiim of cri~tcer recurrence risk, way leild to incorrect 
pr{~gnosis with attendart psychological tlist~ss, inaccurate counseling a3sd smbopt.ii.nal paielnt 
care. 'X'tte measures FDA recomnrtends to .mitigate these risks are clescribed in the guidazce 
docw~ellt, "Class II Special C2.01ztrhrls G~idance hconler~t: b:ieae expressiors profiling t.est system 
for breast cancer. prog~~osis," which includes recom.niendatic3ns for pirrfrxnzance validr.xl.i<.inn arld 
labeling. 

In ad.d.ition to t.he ger~eral cbsntrols rsE the act, gene expression profiling test syst.en~ for hreasl. cilncer 
prognosis is subject to the following special controls: "Class iX Special Oontrols t~uidance 
Docu~?sent: GCTS~ exp~essior~ profiling tcst system for breast ccancer prognosis." Sectiorm 4ZO(m) 16 
f 1x6 rict provides th.at FDA may exempi a class :[ [ device *om the prernarket noiiiica.l.iua, requirements 
under sec.tialz 5 10&1;) or" th.e act, if FXIR determines that prt:maxL.el rrotitication is not necessary to 
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proi~idr: reasmabli: assrarance ofthe safety and eRectlveness d the device. FDA hws determined 
prernwket notification is necessary to provide reascmablc: assur'il.ce OF the swft~ty and effectiverress of 
the device and, therefore, tlse device is mot excn1~p1 f'rortr the premarkel notification requirements, 
T&u.s, persons wbcr intend lo rnarkcx :this (device must subn~it 8.0 FDA a prernarkct notifi~ation 
suhrnission cmdaining infor~naticrn on the geae expression pxtlfilirlg rest system h r  bre- {ist cx~cer 
prognosis they intend to n~arket prior rn marketing thct device. 

A notice announcing this clnssificattctn order will he published. in the Federal Register, .4 copy of 
txis order and slrppcrrting docu~nent,~tiora are on file in the Dockeis M:a~.agemend, Brmcb (I-l:FA-305), 
Food and Drug ~ildnlinistration, 5631) :I'islaers La11e,  ROO^ 1 06 1 , Itock'trilli:, MI> 20852 and me 
~~vnj.inbXe for inspection bervveen 9 a m ,  and 4 p.m,, Mollday through Friday, 

A s  a result of this mder, you may immediately market this device, sub-ject to the gel~crd conir01 
provisions of the act. and the special csmtrois idelrtificd in this order. :If you have my il~iesrions 
ccsnceming this classification order, please corrtad Recria Philip at (240) 276- 12.86. 

Sincerely yotzrs, 

Steven I. Gutman,, M.Ea,, M,B,A. 
Ilirector 
Office of 17n V ~ I ' Y ~  Xliagnostic Device 
Evalmt.ion and Safety 

Csnter for Dcvic.es 21rad ZI.adiologica1 IIealih 


