HemosIL D-Dimer HS Ko7o 9277

510(k) Summary (Summary of Safety and Effectiveness)

Applicant Contact Information:

Applicant: Instrumentation Laboratory Co.”
Address: 113 Hartwell Avenue
Lexington, MA 02421 SEp 17 2007
Contact Person: Carol Marble, Regulatory Affairs Director
Phone Number: 781-861-4467
Fax Number: 781-861-4207

Preparation Date: August 13, 2007

Device Trade Name:
HemosIL D-Dimer HS

Regulatory Information:

Classification Name: Fibrinogen and Fibrin Split Products, Antigen, Antiserum, Control
Device Class: Class IT

Regulation No.: 864.7320

Product Code: DAP

Panel: Hematology

Predicate Device:
K 040882 Biomerieux Vidas® D-Dimer Exclusion Assay

Device Intended Use:

HemosIL. D-Dimer HS 1s an automated latex enhanced immunoassay for the quantitative
determination of D-Dimer in human citrated plasma on the ACL TOP for use in conjunction
with a clinical pretest probability (PTP) assessment model to exclude venous thromboembolism
(VTE) in outpatients suspected of deep venous thrombosis (DVT) and pulmonary embolism
(PE).

Device Description:

The D-Dimer HS Latex Reagent is a suspension of polystyrene latex particles of uniform size
coated with the F(ab'); fragment of a monoclonal antibody highly specific for the D-Dimer
domain included in fibrin soluble derivatives. The use of the F(ab"); fragment allows a more
specific D-Dimer detection avoiding the interference of some endogenous factors like the
Rheumatoid Factor. When a plasma containing D-Dimer is mixed with the Latex Reagent and
the Reaction Buffer included in the D-Dimer HS kit, the coated latex particles agglutinate. The
degree of agglutination is directly proportional to the concentration of D-Dimer in the sample
and is determined by measuring the decrease of the transmitted light caused by the aggregates
(turbidimetric immunoassay).

Technological Characteristic Summary:

The HemosIL D-Dimer HS assay is equivalent to the currently marketed HemosIL D-Dimer HS
assay, except for the Intended Use. For purposes of the Intended Use expansion, we also claim
equivalence to the Biomerieux Vidas® D-Dimer Exclusion Assay, cleared under KO40882.

Attachment B HemoslL D-Dimer HS 510(k) Page 1 of 4



 Jo 7 93ed (*01¢ SH Iowiq-J JIsowaH g JUSWYORN Y
(w07 29 YSTH)
s[jonuo’ 7Ad S[oIOTy JowI(I-(J "IISOUPH PPS0S07] se aweg Jonuo) Ajrend
s103e1q1EeD 7AA Joreaquer) lawi(-d yHS0S07 Se aureg lojelqien
ewse[d pajent) ewse[d paren) +HSOSO Se aureg ad4y ojdureg
sjuowmnsul SYAIA sjuowinnsul JOL TOV PPS0S07] Se dureg JuswInISU]
"UOT}02)ap JUSdsaIoN|]
[eUL © )M POYIDW YOIMpUes Aesse o2 WPIGINJOUNIUII
Aesseounuiul QWAZUD dajs-om], PasuRIU-Xa)e ] +HSOS0 SB AWEg ordund Aessy
‘[(3Q) wsifoqua Arevownd

dd

pue 1A Jo pajoadsns sjuarjedino

ur (g4) wsioqus Areuournd

pue (LACT) SISOQUOIY) SNOUSA

doap apnyoxs 0} [9POW JUSUISSISSE
(d1d) Aniqeqold 1s33-21d

[BOTUID B 1M UOUOUN[UOD Ul 38N 10,

1(g4) wsijoqua Areuownd pue
(LAQ) s1soquony) snousa dsap]
(ALA) WSIOqUISGOQUIOI} SNOUA
Jo sisouSerp oy ul pre ue se JOL
10V 2y uo ewsed pajeno uvewny
Ul JSUIL(]-(] JO UOT}RUTULIDID
aAneuenb a1y 103 Aesseounurull
paouERqUD Xaje] pRirLUOIne

ue st SH »PWig-J "JISoweH

pue (LAQ) SISOQUIOIY) SNOUSA

daap] (4LA) WSI[OqUL0qLUOIY)
SOU2A IPNOXI

0} [epout juawssasse (J1.d)
Anmiqeqoid 1s2101d [eoruryo

B 3m uondun(uos ur asn

10} JOL 1OV 243 uo ewseyd
polenId vrwny Ul BuIg-g
Jo uoneuIULINAP SATIRIUEND
a1} 10} AesseounUIMUL
pasuRyUD X2)B] PajRWIoINE

ue ST SH Wi~ TISouWeH

28N 10] SUOTIEIPU]

(z880v0DD)
Aessy uoIsnIXy I_dWII-Jd @SEPIA
XNILIWOLY A BANPIAII]

(PrSosodD)

SH Puwlg-q TIsowdH
120149 dedIPaL]

SH 1owiQ-a TISowsH
130149 PIYIPOIN

MSLIdYdBIRY))

a1qe ], uosrreduro)) dudeAmnby enuesqng



3o ¢ 9deqd

(NO1S SH Jowr(I- TISOWSH

g JUouIoeN Y

(ngd) Tw/3u 00 Tw/3u 0€ ¥PSOSOY se sureg Jo-mD festur )y
‘3110301 10 ‘orwadI] “PoZAIOWRY |~/ ooy 0} dn 10108 PrOEUMAYY e
K1respo oq o3 readde jey) sajdures
2SN 0] JOU POPUSUWILIOIAI ST I] Tui/Bri gy o1 dn J(qd o
*10308] PIOJEWNSI “BTWSUIqNII[I] Ip/3w £TET 01 dn sOpUSOA[LI], e
‘eriuady] ‘sisjoway :Aesse S} ABuwi g1 01 dn wiqruIg e .
souanpjui A[jueoyIuds 0) punoj uasq P 81 ¢ ranitd
aABY $10308} FUIMO[[O] 213 JO SUON Ap/Buw 00g 03 dn urqoSowal e $¥S0S0 SE Jureg S90UDISLISIU]
(NFA) Tu/BU €RTLIBAKBI'L © TW/BU LL9 IR %O, @
(N TW/BU 66 18 %8'S ® TU/BUHTIE IR %0L ®
(NAA) Tw/Bu 9T R %L'S TW/3u 081 32 %0 T * PPSOSOY S8 owreg (AD %) uoiswald feloL,
(N TW/3U €8TL 1B %E'S » TW/BU LLY 1B %0T *
(NALD) Tw/3u 66 18 %6'E * TW/BU HIE IR %L'E o
(NAA) TW/RBU 9T 18 %S TUI/BU Q] 1B %E'] * b#S0S0Y SB owes | (AD %) UOISIOaI] UNI-UNPIA
(nad) Tw/su cf Tw/3u 17 PrS0S07] St swes NWIT Uonossed
UNIaI ONEWoINe Ylm
(ngA) Tw/3u 00001 - St Tw/8u 00069 - 051 brS0OS0T Se sweg oSuey SuLmses|y

(z880¥03D
AesSSy UOISN[IXY JoWI(-J @SePIA
XNILIDWIOLY :3J1A3(] 2JeNPai]

Frs0s0odD

SH fowi(q-d TIsoWdH
1321A9 (g ANeINPII]

SH 13wiq-( TISOWRH
1301491 POYIPOIA

ansLIdORIRYD

:(uo0)) 3qe I, uosireduro)) dudeAamby jegueisqng




Performance Data:

A multi-center management study was performed at four hospitals on 668 samples from patients
admitted consecutively to the emergency unit with suspected DVT or PE. 307 patients were
suspected of DVT and 361 patients were suspected of PE. As part of the study, patients underwent a
PTP (pretest probability) assessment using the Wells model and were classified as having a high,
moderate, or low probability of DVT or PE. Patients with a negative D-Dimer test result and a low
PTP score underwent no further diagnostic testing and were followed-up after 3 months for
development of DVT or PE. For patients with a negative D-Dimer test result and a moderate PTP, it
was the physician’s decision whether to follow-up after 3 months or to undergo imaging techniques.
Patients with a positive D-Dimer test result or a high PTP score underwent imaging techniques.

The overall prevalence of DVT in the total population of samples was 20.2% (62/307). The overall
prevalence of PE in the total population of samples was 16.1% (58/361). As of the 3 month follow-
up, none of the patients that were negative through D-Dimer testing had developed DVT or PE.

The sensitivity, specificity and negative predictive value (NPV) of HemosIL. D-Dimer HS for DVT

and PE using the previously established clinical cut-off of 230 ng/mL is summarized below with the
corresponding 95% confidence intervals (CI):

Low + Moderate

DVT Performance All samples High PTP PTP
__ n 307 54 253
100.0% (62/62) 100.0% (28/28) 100.0% (34/34)
Sensitivity (94.2%-100.0%) (87.7%-100.0%) (89.7%-100.0%)
38.4% (94/245) 34.6% (9/26) 38.8% (85/219)
Specificity (32.2%-44.8%) {17.2%-55.7%) (32.3%-45.6%)
Negative 100.0% (94/94) 100.0% (9/9) 100.0% (85/85)
Predictive value (96.2%-100.0%) {66.4%-100.0%) (95.8%-100.0)
Positive 29.1% (62/213) 62.2% (28/45) 20.2% (34/168)
Predictive value (23.1%-35.7%) (46.5%-76.2%) (14.4%-27.1%)
20.2% (62/307) 51.9% (28/54) 13.4% (34/253)

Prevalence

(15.8%-25.1%)

(37.8%-65.7%)

(9.5%-18.3%)

) Low + Moderate
PE Performance All samples High PTP PTP
n 361 28 333
100.0% (58/58) 100.0% (10/10) 100.0% (48/48)
Sensitivity (93.8%-100.0%) (69.2%-100.0%) (92.6%-100.0%)
35.6% (108/303) 16.7% (3/18) 36.8% (105/285)
Specificity (30.2%-41.3%) (3.6%-41.4%) (31.2%-42.7%)
Negative 100.0% (108/108) 100.0% (3/3) 100.0% (105/105)
Predictive value (96.6%-100.0%) (29.2%-100.0%) (96.5%-100.0%)
Positive 22.9% (58/253) 40.0% (10/25) 21.1% (48/228)
Predictive value (17.9%-28.6%) (21.1%-61.3%) (15.9%-26.9%)

Prevalence

16.1% (58/361)
(12.4%-20.3%)

35.7% (10/28)
(18.6%-55.9%)

14.4% (48/333)
(10.8%-18.7%)
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
2098 Galther Road
Rockville MD 20850

SEP 17 2007

Carol Marble

Regulatory Affairs Director
Instrumentation Laboratory Company
113 Hartwell Avenue

Lexington, Massachusetts 02421

Re: k070927
Trade/Device Name: HemosIL D-Dimer HS
Regulation Number: 21 CFR 864.7320
Regulation Name: Fibrinogen/Fibrin Degradation Product Assay
Regulatory Class: Class Il
Product Code: DAP
Dated: March 30, 2007
Received: April 3, 2007

Dear Ms. Marble:

We have reviewed vour 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 II (Special Controls) or class Il (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in Title 21, Code of Federal Regulations (CFR), Parts 800 to 895. 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 Parts 801 and 809); and good manufacturing practice
requirements as set forth in the quality systems (QS) regulation (21 CI'R Part 820). This letter
will allow you to begin marketing your device as described in your Section 510(k) premarket
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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.

If you destre specific advice for your device on our labeling regulation (21 CFR Part 801}, please
contact the Office of In Vitro Diagnostic Device Evaluation and Safety at (240) 276-0450. Also,
please note the regulation entitled, “Misbranding by reference to premarket notification” (21CFR
Part 807.97). For questions regarding postmarket surveillance, please contact CDRH’s Office of
Surveillance and Biometric’s (OSB’s) Division of Postmarket Surveillance at (240) 276-3474.
For questions regarding the reporting of device adverse events (Medical Device Reporting
(MDR)), please contact the Division of Surveillance Systems at (240) 276-3464. 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.cov/cdrh/industry/support/index.html.

Sincerely yours,

obert L. Becker, M.D., Ph.D.

Director

Division of Immunology and H¢matology

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- Division
D.O.



Indications for Use Statement

510(k) Number (if known): KD‘/] 0 q 2— /]

Device Name: HemosIL D-Dimer HS

Indications for Use:

HemosIL. D-Dimer HS is an automated latex enhanced immunoassay for the quantitative
determination of D-Dimer in human citrated plasma on the ACL TOP for use in conjunction with
a clinical pretest probability (PTP) assessment model to exclude venous thromboembolism
(VTE) in outpatients suspected of deep venous thrombosis (DVT) and pulmonary embolism
(PE).

For in vitro diagnostic use.

Prescription Use \j AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 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)

Office of In Vitro

) Diagnostie Dev;
Evaluation and Safetygn St Device

s1o00.__ K070 727
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