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510(k) Summary Low22073

According to the requirements of 21 CFR 807.92, the following information
provides sufficient detail to understand the basis for a determination of
substantial equivalence.

Roche Diagnostics Corporation
9115 Hague Road
Indianapolis, IN 46250

(317) 521 - 3723

Contact Person: Theresa Ambrose Bush

Date Prepared: Nov 3, 2006

Proprietary name: Tina-Quant D-Dimer Test System on Roche Hitachi and
COBAS Integra Analyzers

Common name: D-Dimer Test System

Classification name: Fibrinogen/Fibrin Degradation Products Assay

The Tina-Quant® D-Dimer test system is an immunoturbidimetric assay for
the in vitro quantitative determination of fibrin degradation products
including D-Dimer and X-oligomers. Latex particles of uniform size are
coated with monoclonal antibodies (F(ab’)2 fragments) to the D-Dimer
epitope. The antigen/antibody complexes produced by the addition of
samples containing D-dimer lead to an increase in the turbidity of the test
reactants, which can be determined turbidimetrically. The calibrator is D-
Dimer calibrator and the recommended control material is D-dimer Control
1L

for the in vitro quantitative determination of fibrin degradation products
including D-Dimer and X-oligomers. In conjunction with a non-high clinical
probability assessment, a normal (< 0.5 pg FEU/m) result excludes deep
vein thrombosis (DVT) and pulmonary embolism (PE) with high sensitivity.




510(k) Summary, Continued

Substantial
equivalence

Substantial
equivalence —
comparison

The Tina-Quant® D-Dimer Test System on the Roche Hitachi and COBAS
Integra Analyzer is substantially equivalent to other products in commercial
distribution. We claim equivalence to the currently marketed Tina-quant® D-
Dimer Test System cleared under K030740. For purposes of the intended use
extension, we also claim equivalence to the Biomerieux Vidas ® D-Dimer
Exclusion Assay, cleared under K040822.

The below table compares the modified Tina-Quant® D-Dimer Test System
on the Roche Hitachi and COBAS Integra Analyzers with the predicate
devices, Tina-quant® D-Dimer Test System (K030740) and Biomerieux
Vidas ® D-Dimer Exclusion Assay (K040822)



a3pd 1xau uo panunuo)

“Kyamsuss Yy s (4d)

wsijoqua Ateuournd pue (A

SISOqUIOIY] UISA daap sapnjoxa

nsal (Jui/Ng 81 ¢ >) [ewIou B

quawssasse A1jiqeqold jeaturfa Y3y

-uou e Y uonounfues uj ewse(d w

{s1owo8ij0-y pue suwig-q) swonpoad

UoNEpeIdap ULIQI] JO UOTIBUTULIDIOP

[es1dojoununur aanenuenb

s 10J sSWASAS IS SYFGOD

“dd 10 LA Jo pe1oadsns sjusnedino UO ST I0J PAPUITUI WIJSAS JUITeIT

w (gd) wsijoquia Areuournd ewisejd ur | omsoudelp oniA Ul U SUTBIUOD ISUUI(]

pue (L ACJ) SISOQUION]} SNOUIA (sowostjo-y pue W) sionpoid -(1 @uendy-eur p, vadau] SYEOD

daop 2p1n[ox2 03 [9POW JUIISSISSE uoneprIFap uLIqly JO UCTIBUTULIZIIP apesses YT BIGaU] SYHOD 104

(d1d) JuswIssassy A[1qeqorg 1591 [eo130[0UNWL aAR}IjUEND

-21 [BOTUI[2 B [IIA uonouniuod ur asn 3] J0J SWAISAS BIGAU] SYHOD "KJIALIISUDS

10J pajeatpur st UO 2SN I0] Papuaiul wsAs 1uadeal | ySiy yim (gJ) wsijoquis Areuownd

Kesse volsnjoxyg PWI-(] @SYAIA UL o11souSeIp OXIA Ul UB SUIBIU0D JIWI(C] PUe { L A(]) SISOQUIOIN]} UIAA

"(ABSSY JU20S210T,] PAUI] JWAZUT) - @uend-eur] eadau] SydOD | doap sapnioxa ynsas (JuyNH.L 81 ¢ 0

sanbruyay w1719 oy1 uisn ewseyd 2N9s8eD I [, (BITN] SY U0 104 >) [BULIOU € “JUdwssasse Aliqeqord

uewiny pasenio ur (Jq.g) sionpoid [eowur[d YSIy-uou v Yiim uonosunf{uos

uonepeIFIp ULy "s12WoB1o uJ "s12wWo31[0-X pue ISWI-(]

JO UOTIBUTULIDIOP S BWAZUSOUNLILUL -¥ pue soui-([ Surpnpour sponposd | Surpnjour stonpoid uonepeidap uLiqy

o J0J s19zATeUR SV IA U} UO 3sn 10] uonepeISap UL JO UOTIBUIRLINIP . Jo uoneuwuIlap aaneinuenb onia

1591 oAnIEIRUEND PaJBWOINE UE S1 ABSSE aanemuenb onia ur ay3 10J Aesse | U1 oY) 10} ABSSE OLISUUIPIQIMJOUNIE]
UOISNOXH PUWI-(] @ SVAA 2UL SLIWIPIqINjounuu] (Y5 104 TYOEBILH/2Y20Y 0] 95(] papuaiu]

(ZZ801031) Avssy uorsnpxy (0rLO£0X) wsAS
Joun(f-(d @ SePIA XnaLpuolg )s9 1, Iwmg-g @uend-euiy, WIISAQ 1S9, dmIq-(q

DA ANEIIPAIJ I1AIP AJBIIPAIJ @IUenQ)-eul], :3dA([ PIYIPOIAl | dUSLIIIBIRI)

a1qey uosuedwod aouaeambs enuelsqng




o1qe} uostedoo aous[eainbs [enurISqRS

SIDZA[RUR JO AJIWURJ BISNUL SYIOD

SIUDWNNSUL SY(IA siazAjeue JO A[IWE] YIBIIH aUy20y OFL0OE0 SB 2wes JUSUWINNSU]
"UOLJIIP JUHISIION]]
[BUL] B )LA POYISW ILMPUES ABSSE JLIJOWIPIQIN]GUNLILIT
ARSSPOUNUNUT NUAZUD d¥S-0Mm], POSUBYUI-I[ITIB] OrL0E0 se awes [ ordouud Aessy

"201A2p 2jeoipaid
0} UCTJEIIUIUOD pue uonisodmoo
Ul [EAUUIPT DI SJUMPIITUL JANDY

7’8 Hd 1aymq st u (%51°0) ¥ugew 13yng 7', Hd ut (%51°0) Xupew 1ayng
olqeordde 10N uoisuadsns X8| Ii(T-(-Nuy uolsuadsns xye[ Wy -(I-nuy uageal 7y
“AIATISUOS

ySy yrm (gd) wstjoquis Arevowrnd
pue (L AQ) SISOQUICIY] UIdA

doap sapn[axa insa1 (JuyNgy 81 <0
>) [BULIOU B ‘Juawrssasse Aijiqeqoad
[BatUI[2 YSU-Uol € )la uonoun(tios

"uonER[NSE0D JE[NISEARNUL Uy "uonEB[{NILOD JB[NISBABIUL
Pa1BUTUISSIP 10] Ade1dy] SULIO) U0 PAIBUIWASSIP 10] Ade1dy; SULIO}TuOw
"qd 10 LAJ J0 patoadsns sjuanedine ul pue sIsA[ouLIqij pue uoneNieod Ul pue SISA[OULI(I] pue ucHe[nseod
ur (74) wsijoqus Areuownd Ie[noseaenut yo oai8ap pue oouasaxd | aenosearniul Jo 99139p pue douasaid
pue (L A(D) SISOqUIOIY} SNOUSA a1 Sunoa1op Ul Py "SISWOTI[O0 2y} Sunoglap Ul pry sISWosIfo
doap apnjox2 0} [aPOW JUIUSSISSE -¥X pue 1awip-(] Surpnjout sjonpoid -X pue JawiIp-(] urpnjour sjonpoad
(d.Ld) 1uawssassy AU[IQeqOd 1591-214 uonepeadap uLIqL JO UOTBULLLIIOP uonEpPRISIP UL} JO UOTIBUILIDIID asn
[BOTUI]D B Yl uodunfuod Ul asn 104 aAneinuenb onta ur o} 1o, sapeinuenb oA Ul sy} 10,y | 10J sUCTIRIIpU]
(Z780103]) Aessy uwoIsnpPXy (0PLOEODT) WANSAS
W] @ SEPIA XNILWOoIY IS Jdwi(~( @uend-vu I, WA)SAS IS I, ouIq-(f
JJIAIP AJeANpIIg IJ1AIP EAPIIJ @iuen)-eul], :321A3(J PIYIPOAl | INSLIdDEIRY))

a1qe) uosiredmod sdusreambs [enueIsqng

penunuod ‘Arewtwung (1}0LS




a8nd 1xau uo panuyuo’)

Sponuoy) ZAdd 11/1 [oHuo7y Pwid-a OrLOE0 SE 2weg | [0nuo)) A[eng)
SIOEIqIED) 2ad T0jeIqIe’y JOW(]-(] 0FL0E03 Se sweg T0JRIQI[E)
UOLBZIPIEPUETS
Teopoun POYIoW I2WI(]-(] WOIYIBISSSY OFLOCO St dureg /KN1qeaoRl],
ewise[d uredoy-1
"3RI WNIPOSLLT, ewse|d paren) OFL0OS0 Se dweg 2dA) opdweg
D0 g Ie SydM 7|
pIeoq UQ :008/00L IS e
DO G- 01 1B syjaam
Z1 Preoqu(Q 00t eIdou] e
D0 §-7 e erep uoneindxo
pae1s 01 dn ;pouadou) e
BISSIU] SYHOD
paeIdgLIjaI pue
pouado sfep g7 :peOq U e
D0 §-7 & eyep uoneidxo
paels o1 dn :pauadouy) e Ayigers
D0 -7 1 9ep uonendys pajes 01 dr) TOBN[/2U20Yg 0,050 SE aweg uadeay
(Z7801031) Aessy uwoIsnpPx (0¥L0£0D]) WSS

RWI(-J @ SEPIA XNIALIAWOIG
AP AeNPALd

189 I, Jow(j-( @uend)-eul |
IJEAIP AeNpaid

wA)SAG 189 I, Jawi(-g
@1uen)-eul [, :321A3(q PAYIPOAI

MSLIYORIRY)




(NAA) Tu/3u £87TL 18 % €S
(NgA) TW/BU 616G 18 % 6'€
(NFA) T/8u 97 18 %, 0°S

Tu/NII 8N 88718 % I'I
TUW/NYA 80 642°0 18 %69
eI3a1a] SYA0)

TW/NFI 11618 % 8°0
TU/NFI SN 98018 % L]
TuW/HL SN 6170 18 %L L

TOEITH/3000Y

OrLOCOZ] S dwes

(AD%)
uorsioaxd

Un-UIgIM

(Ndq) Tw/Su sy >

Tw/Ng.1 30 80 0>
RIS SVHOD

T /Ngd 8n 00
TPEITH/3000Y

OFLOE0 SB JWES

JIWT | U01)339(]
10MOT

(Ng4) TW/Bu 000‘01-St

uonn[ipisod Yim azuel
papuaIxa TW/NHA 31 0'$S$-S1°0
TW/NIA S 0'6-$1°0

BISOWU] SVHOD

ULl pue uonn[Ip Yim aguer
papusIxs T/ 8N 0 1T —S1°0
Tuw/Ngd 80 0°6-§1°0
TOENT/300Y

0rL0EQZ] S8 awey

o3uels
FguLmseay

(2780103 Aessy uolsn[axy
RDUNG-( @ SEPIA XnaLuong
AP NAPILY

(OPLOEOM) WAISAS
1891, wi-( @uend-eul],
IDIAIP IBIIPaI]

WI)SAS IS I, Jdw(I-(]

AISLIdIRIEY))

@IEND-THULY, :301A3(] PIYIPOI

(panunuoo) sajqe ], uosiedumo)) asuajeainby [enuesqnsg

panuguod ‘Arewwing (1)01S




a8nd jxau uo panuyuo?)

L1911 X0 “onwad] ‘pazAjoutay
A[Iea1d aq 01 1eadde jey) sojdwes
95N 0] 10U PAPUSWOIAT S1 J]
"1010€]

PIOIRWUNAYI “BTWAUIGNLIIQ “BTiuadI]
‘SISAJOWIDY :ABSSE SIY) 2oUIN[JUT

sjnsal Y3y A[2s[ey 2a1d
ued 3] JO S[2A3] Y31 ‘sased alel U]

1/8W 0001
0} dn 199132 jooq 2s0p ySiy oN

sfeonnaoeuueyd pasn
ApuanbaIy 1¢ YHm 20UIJIa3UT ON

T/ §'1 > utedoy o

TuW/NT 001 > SI010E] PIOJRTUNIY e

(pudifenur} )g2 Jo xaput J e
(uiqojsouray

IP/FW Q0S) 00S JO XOpUI | e

(mquarfiq Tp/Sw §7) 0T JO Xoput | e

A[JuedJIusIs 0] punoj usaq 0} dn 2suarap1ul JuedIuSIs ON SIOUDIILINUT
SAB( m.ﬁoaow,w wcmaozom 21} JO auoN Eoﬁmm \vﬂoom OFL0c0 se sweg nmﬁoﬂﬁ_ﬂu_A
TWNAL SN 68T AD % ']
TW/NHA 81 870 18 AD %89
RIS SVAOD
T /NHI 85T ¥ AD % T'€ (AD%)
(NAD) Tw/BU €8TL 1B %1°L TU/NHA S0 L0 AD % €8 uorstoaid
(N44) Tw/Eu 6v6 18 % 'S TW/NHA S0 Qg0 18 AD %S9 Kessy-e1uf
(NAA) TW/Su +97 1€ % 0L°S TOBITH/2000 OFLOEO S sweg JUNI-U20M10g
TW/NHI SN 68T AD % ']
Tu/1dd 80 870 38 AD %89
BIGO] SVAOD
TW /NAIQS T I AD % T'E (AD%)
(NFA) TW/Fu €8TL 1 %1 L TW/ATI 80 28038 AD % €8 uorstoaid
(NAA) TW/Bu 61§ 18 9% 8'S T/ 80 0€°0 18 AD %S9 Aessy-enup
(") TWRBU 97 18 % 0L'S [5BITH/2U20y 0FLOEOY Se awes fun-usomiog




a8pd 1xa1 w0 panuiino’)

"$10]08} PIOJRWINSYI JO UIqIUII|1q
WOIJ 9OUIISJINUT JUBDYTUSIS ON

TU/AI §'1 > ultedaf] o

TW/N] 001 > SI0JOB] PIOTRWINSYY e

(prdijenur) 009 Jo Xopui T e
(urqojdoway

TP/3Ur 00E) 00E JO XOPUL H o

0] dn 22UDISJINUI JUBDYIUSIS ON

elsau] SYd0D

"sfulpulj J9U)0 pue ‘UCIIBUMLEXS
[eomur]o ‘A103S1Y [BOIpa

8.juarred oY) Yitm uonoun(ucd ur
PISSISSE 2q SARM[E PINOYS S)NSIY

SIOZATEUR TYIBIH/A20Y
U0 JouIl(-(J ULy} [2ulteyd Ioy31y e
01.paugIsse 2q PINoYS JUILESOIONL]

SIUSIOINSEOU
passaxdap o1 pral ‘Adelay) (panunuod)
SISA] SULIMp pPoAIaSqoO Se ‘sjuddel $9OUSI]IAUI
9A0QR 92§ -(] Jo suonenuaducd Y3y OFLOEON Seawes [ :suonejw]
(T780¥071) Aessy uwoIsnpxy (0VLOE0D) WAISAS
I~ @ SEPIA XDaLIdworg 1591, Pu(-( @uend)-ewniy, wa)sAQ 1S3, JPWKI-(
2D1AIP NeIIPALY ID1AIP AENPAIJ @)1UeNQ)-BULL, :331A3(] PALIPOJAl | ODSLI)OBIRY))

(ponunuos) sfqes uosrredurod axuafeanby Eenuelsqng




NHA TW/su gps Moy

Tu/ NAA A g

OrLOE02] Se owey

sanjea pajadxyg

QAOQE 22§

"SBUIPUT] 194)0 PUB ‘UOIBUTUIEXS
[eoI[2 ‘A10)STY [BOIpaW

s Juanjed oy} ym uondUnlUod Ul
passasse 0q sAemle PInoys synsay

SIOZATRUR YOI/ /A0y
o I~ uat)) [duueys oYy €
01 pauSISSe 0q PINOYS SUIUESO}ONI]

SJUSLLINSEOW

passaxdap o3 pes| ‘Adeioy)

stsA] Suump paalasqo st ‘sjusmiSer]
-(J JO suonenuasuod ysig

sj[nsax Y31y Aosye] 2a13
ued JAS] JO S[2A9] Y31y ‘sased a1el uf

0,00 Se suweg

{(penunuoo)
SOOUQIOYIOIUT
:SUOTyR)TUIT |

(OPLOEOD) WR)SAG
1S9, PUI([-( @uend)-Bgul]
DI1AIP IAEIIPII]

UII)SAG 1S3 ], JawuI(]
-(I @UIERQ-BUL] 12143 PIYIPOIN

ISLIAPIEIRY))

d13SLIAIdEBIRY)

(panunuoo) aqe; uostredurod adusearnby Enuesqng

panuguod ‘Arewwing (4)0LS



Submission
purpose

The purpose of this submission is to extend the intended use of the Tina-
Quant® D-Dimer Test System on the Roche Hitachi and COBAS Integra
analyzers to include exclusion of deep vein thrombosis (DVT) and pulmonary
embolism (PE) exclusion. We also provide notification of a minor change to
the reagent formulation (a pH change of the R2 buffer matrix) which has
occurred since the device clearance. This change did not result in any labeled
performance changes.



Supporting
information

The change in reagent composition was validated according to design control
procedure.

Published clinical guidelines and several clinical studies exist which
demonstrate and support the clinical utility of the Tina-Quant D-Dimer test in
the evaluation of deep vein thrombosis (DVT) and pulmonary embolism (PE)
i patients with suspected DVT or PE. A guidelines summary and systematic
review of published clinical studies were presented as clinical support for this
claim extension. Specific support for the exclusion claim came from two
management studies, as follows.

Clinical performance in the exclusion of DVT:

Tina-Quant ® D-Dimer was used in a multicenter management study
involving 812 outpatients with suspected DVT . Using the Wells probability
assessment score , patients were classified as having a high (>3) or non-high
(< 3) pretest probability of DVT. The Tina-Quant® D-Dimer test was then
performed using a cutoff of 0.5 ug FEU/ mL. Those patients having a
normal (negative) D-Dimer test result and a non-high pretest probability had
no further diagnostic testing and were followed up for 3 months for
development of DVT. Only one of 176 such patients developed DVT during
the follow-up period. The sensitivity, negative predictive value, and failure
rate of the Tina-Quant ® D-Dimer assay in conjunction with a non-high
pretest probability is summarized below:

Sensitivity: 99.3%
Negative Predictive Value:  99.4%
Failure Rate: 0.6%.

Clinical performance in the exclusion of PE:

Tina-Quant ® D-Dimer was used in a management study involving 168
outpatients with suspected PE . Using the Wells clinical model for PE
probability, patients were classified as having a low, moderate, or high pretest
probability of PE. The Tina-Quant® D-Dimer test was then performed using
a cutoff of 0.5 ug FEU/ mL. Those patients having a normal (negative) D-
Dimer test result and a non-high (low or moderate) pretest probability had no
further diagnostic testing and were followed up for 3 months for development
of PE. No patients developed PE during the follow-up period. The
sensitivity, negative predictive value, and failure rate of the Tina-Quant ® D-
Dimer assay in conjunction with a non-high pretest probability is summarized
below:

Sensitivity: 100 %

Negative Predictive Value: 100 %

Failure Rate: 0 %.
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—/(c DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration

2098 Gaither Road
Rockville MD 20850

ROCHE DIAGNOSTICS CORP.
C/O Theresa Ambrose Bush
9115 Hague Road

Indianapolis, Indiana 46250

Re: k062203
Trade/Device Name: Tina-Quant D-Dimer Test System MAR 1 4 2007
Regulation Number: 21 CFR 864.7320
Regulation Name: Fibrinogen/Fibrin Degradation Products Assay
Regulatory Class: Class II
Product Code: GHH
Dated: July 31, 2006
Received: August 1, 2006

Dear Ms. Bush:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class H (Special Controls) or class III (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can

be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may

publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 5 10(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.



Page 2 —

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0450. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(240) 276-3150 or at its Internet address http://'www.fda.gov/cdrh/industry/support/index.html.

Sincerely yours,

4

Robert L. Becker, Jr., MD, P
Director ‘

Division of Immunology and Hematology
Office of In Vitro Diagnostic Device
Evaluation and Safety

Center for Devices and

Radiological Health

Enclosure
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cc: HFZ-401 DMC

HFZ-404 510(k) Staff
HFZ- 440 Division
D.O.



Indications for Use

S1000 Number (fknownys Py OWAAROD

Device Name: Tina-Quant D-Dimer Test System

Indications For Use:

For Roche/Hitachi Immunoturbidimetric assay for the in vitro quantitative determination of
fibrin degradation products including D-Dimer and X-oligomers. In conjunction with a non-high
clinical probability assessment, a normal {< 0.5 pg FEU/ml) result excludes deep vein
thrombosis (DVT) and pulmonary embolism (PE) with high sensitivity.

For COBAS Integra : The cassette COBAS Integra Tina-Quant® D-Dimer contains an in vitro
diagnostic reagent system intended for use on COBAS Integra systems for the quantitative
immunological determination of fibrin degradation products (D-Dimer and X-oligomers) in
plasma. In conjunction with a non-high clinical probability assessment, a normal (< 0.5 pg
FEU/mI) result excludes deep vein thrombosis (DVT) and pulmonary embolism (PE) with high
sensitivity.

Prescription Use XXXX AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Page 1 of

Office of In Vitro Diagnostic Device -
Evaluation and Safety
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