07204 L
HemosIL D-Dimer

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

Applicant Contact Information:

Applicant: Instrumentation Laboratory Co.

Address: 113 Hartwell Avenue ' 2008
Lexington, MA 02421 JUL 31

Contact Person: Carol Marble, Regulatory Affairs Director

Phone Number: 781-861-4467

Fax Number: 781-861-4207

Preparation Date: June 27, 2008

Device Trade Name:
HemosIL D-Dimer

Regulatory Information:

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

Regulation No.: 864.7320

Product Code: DAP

Panel: Hematology

Predicate Device:
K070927 HemosIL D-Dimer HS

Device Intended Use:

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

Device Description:

The D-Dimer Latex Reagent is a suspension of polystyrenc latex particles of uniform size coated
with a monoclonal antibody highly specific for the D-Dimer domain included in fibrin soluble
derivatives. When a plasma containing D-Dimer is mixed with the Latex Reagent and the
Reaction Buffer included in the D-Dimer 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 at 405 nm caused by the
aggregates (turbidimetric immunoassay).

Technological Characteristic Summary:

The HemosIL D-Dimer assay is equivalent to the currently marketed HemosIL D-Dimer assay
(K050278), except for the Intended Use. For purposes of the Intended Use expansion, we also
claim equivalence to the HemosIL D-Dimer HS assay (K070927).

Attachment B HemoslIL D-Dimer 510(k) Response (06/27/08) Page 1 of 5



¢ Jo g aseq (80/£2/90) 2suodsay ()¢ J2WLJ-( TISOWIH  JusuoEny

Tw/3U 69 dOL OV
TW/BU 9G] 0UBAPY “JOV/RINN] TOV

Tw/3u g dOL 10V ey | Tw/BU Op| Anure ] TOV Hury uonssedg
UnJIaI SPEWoINE Yim UIIDI JEWOIIE [)Im

Tu/3U 00069 - 051 dwes TW/BUOSZS - 00 | dBuey Sulmsed]y

awesg Jweg S[ouo)) BPun-(d TSOWIH [oxnuoyy Algendd

oueg aureg I0RIQI[E)) 1T IORIQIED

e aweg vwserd pareni) adA) opdwreg

Aluo syuswnnsul JOI TV aweg swalsAg uonenseo)) i SITAWINL)SU]
ABSSE JLIAWPIGINIOUN

oureg sweg pasuBua-xaje| ardiounid Aessy

[(2d) wsijoquis Areuounnd

pue (1 A(]) SISOQUIOI]) SNOUA

daap] (A1.A) WSIoquaoq oy
SNOUDA 2PNJIXD O] [SPOH

Juswssasse (J1.d) Aqeqoid sajaid
22112 ® i uottoun[uod ur asn
10y JOL 1DV ays vo ewsed pajenio
BN UT JATUI(]-(] JO UONRUINLIDIIP
aanenuenb oy 103 Aesseounurun
PaduUBHUS X2)e[ PIJRUIOINE

ue ST §H IBwi(]-(] JSousHy

"[(7d) wstjoquua Arewournd

pue ([ ACI) SISOqUOIY] SNOUA

daap] (H.LA) wsHoquaoquioxy)
SNOURA JO SISOUSEIP U} Ul

pre ue se sur)sAg vonemseo,) | uo
vwrse[d pajenIs uetmny Ul Jowr(]-(J
Jo uonewuuAlep sanwIuenb

3y 10} ABSSEOUNWIWT PAOUEyUD Xale|
PRRWOINE UB S IQWH(]-(] "[[SOWL]

(3d) wsyoquia Lrevowrnd pue (LA
stsoquioay) snouaa daap jo pajoadsns

sjuanedino ur (41 A) WSI[OqUI0qUION]]
SNOUIA IPN[IXI 0] [SPOW JUSWISSIASSE
(dLd) Lqeqoad 1sa30ud Jeoturpo

B [[ix 1on2unfuod Uy asn 10J SwalsAg
uoneudeo)) [ uo ewse[d payend uswny
T ISUWIC]-(] JO UONBUITINRP aanenuenb
2y} 103 ABSSEOUNWILI PIJUBYUD

X3)R[ PojRWOINE UE S| IdWI(]~(] [[SOWaY

ISTH JOJ SUOT)edpU[

(LZ60L0MD)

SH JduI-(] TISOWIH
1IIMAI( ANEBIPIL]

(8L70S03D
Jaw(q-(] TISOMII P JudrIn))
1D1A(] IeAPILJ

DWI(-( TISowmay
1991491 PATIPOIA

ISLIIBIRY)

apqe ] uostiedwo)) sswaeamby (enueysqng



$ jo ¢ aded

(80/£2/90) 2suods3y (Y)01¢ Iaun(g-(] ‘JISOWIH

g JURUILIERY

awreg

suieq

Jw/3u 0¢T

Fo-my (el

TUWYIN) GOF1
01 dn 10108 ] projewnai[y e

p/3ur £7¢1 01 dn sOpPLIdOAITLI] e
Tp/Aw g1 01 dnwquuiig e
“Ip/8w oS 01 dn UIqOISOWE
‘dOL 1OV

aureg

_}[NsaI )59}

Y] JO UOHEBWNSIIMA0 Uk donpoid Lew

10198, projeunayy Jo aoudsaid oyy e
Ip/Sw oS 01 dn saplIadk[Fu] e
"Ip/Sw o] ot dnuiqnuiig e
p/3w 001 03 dn uIqo[SowsE]

dOL 1OV
T/ 09 01 dn 10308, Projewndyy e
TP/3W 000T 03 dn spIdTT e
Tp/8w ¢ o) dn urgnatfigy e
p/8w g 0) dn wIqo[SoUWdE]

'SWIAISAS SOUBAPY [DV/eIun 1OV
pue e DV

Sa0HRIaLI]U]

TW/BU L9 1B %07 e
TUW/BUHIEIR Y%LC o
TW/SU (O] 18 %Y e

{dOL 1OV

sweg

TW/SU 6TLIB %ST o
TwBu OpE 1B %9 p e
Twi/Bu ZT I8 %489
:dOL 1OV
TU/BU £1§ 1B 9465°E o
TW/BU HOE 18 %7811 e
1IUBAPY TOV/RIMN TIV
TW/BU 7€ 1R Y%Th'T @
TW/BU GIE IR %109 @
TW/SU 9pT 1 %G5 e
e 1OV

(AD 9) voisida1g
UNI-UTIA

(LZ60L0D)
SH Pui(-( TIsows
DA ABIIPIL]

(8LZ0S0XD

JowWI(]-(] [ISOWI[]
13DNA(T BIPALJ

I~ TISOURH
SNMA(] PIYIPON

AsLIdIRIRY)D

:(yu0)) qe I, wostedmo)) ssuseainby renueysqng



Performance Data:

A multi-center management study was performed at four hospitals on patients admitted consecutively
to the emergency unit with suspected DVT or PE using representative IL Coagulation Systems: an
ACL TOP (632 samples) and an ACL ELITE (629 samples). 302 patients on the ACL TOP and 298
patients on an ACL ELITE were suspected of DVT; 330 patients on the ACL TOP and 331 patients
on the ACL ELITE 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.

There was one case during the study where a patient with a moderate PTP score and a negative
D-Dimer test result on the ACL ELITE was confirmed for PE through imaging techniques. This
same sample gave a positive D-Dimer test result on the ACL TOP.

The overall prevalence of DVT in the total population of samples was 19.5% (59/302) on the ACL
TOP and 20.5% (61/298) on the ACL ELITE. The overall prevalence of PE in the total population
of samples was 15.2% (50/330) on the ACI. TOP and 15.1% (50/331) on the ACL ELITE.

The sensitivity, specificity and negative predictive value (NPV) of HemosIL D-Dimer on the ACL
TOP and ACL ELITE for DVT and PE using the previously established clinical cut-off of 230 ng/mlL.
is summarized below with the corresponding 95% confidence intervals (CI):

ACL TOP
Low + Moderate
DVT Performance All samples High PTP PTP
n 302 53 249
Sensitivity 100.0% (59/59) 100.0% (27/27) 100.0% (32/32)
(93.9%-100.0%) (87.2%-100.0%) {89.1%-100.0%)
Specificity 41.6% (101/243) 34.6% (9/26) 42.4% (92/217)
(35.3%-48.0%) (17.2%-55.7%) (35.7%-49.3%)
Negative 100.0% (101/101) 100.0% (9/9) 100.0% (92/92)
Predictive value (96.4%-100.0%) (66.4%-100.0%) {96.1%-100.0%)
Positive 29.4% (59/201) 61.4% (27/44) 20.4% (32/157)
Predictive value (23.2%-36.2%) (45.5%-75.6%) (14.4%-27.5%)
Prevalence 19.5% (59/302) 50.9% (27/53) 12.9% (32/249)

(15.2%-24.5%)

(36.8%-64.9%)

(9.0%-17.7%)

Low + Moderate

PE Performance All samples High PTP PTP
n 330 24 306
100.0% (50/50) 100.0% (7/7) 100.0% (43/43)
Sensitivity (92.9%-100.0%) {59.0%-100.0%) (91.8%-100.0%)
29.3% (82/280) 17.6% (3/17) 30.0% (79/263)
Specificity {24.0%-35.0%) (3.8%-43.4%) (24.6%-36.0%)
Negative 100.0% (82/82) 100.0% (3/3) 100.0% (79/79)
Predictive value {(95.6%-100.0%) (29.2%-100.0%) (95.4%-100.0%)
Positive 20.2% (50/248) 33.3% (7/21) 18.9% (43/227)

Predictive value

(15.4%-25.7%)

(14.6%-57.0%)

(14.1%-24.7%)

Prevalence

15.2% (50/330)
(11.5%-19.5%)

29.2% (7/24)
(12.6%-51.1%)

14.1% (43/306)
(10.4%-18.5%)
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Performance Data (Cont.):

(22.1%-34.4%)

(45.3%-74.2%)

ACL ELITE
Low + Moderate
DVT Performance All samples High PTP PTP
n 208 54 244
Sensitivity 100.0% (61/61) 100.0% (29/29) 100.0% (32/32)
(94.1%-100.0%) | (88.1%-~100.0%) (89.1%-100.0%)
Specificity 33.8% (80/237) 24.0% (6/25) 34.9% (74/212)
(27.8%-40.2%) (9.4%-45.1%) (28.5%-41.7%)
Negative Predictive Value | 100.0% (80/80) 100.0% (6/6) 100.0% (74/74)
{95.5%-100.0%) | (54.1%-100.0%) (95.1%-100.0%)
Positive Predictive Value 28.0% (61/218) 60.4% (29/48) 18.8% (32/170)

(13.2%-25.5%)

Prevalence

20.5% (61/298)
(16.0%-25.5%)

53.7% (29/54)
(39.6%-67.4%)

13.1% (32/244)
(9.1%-18.0%)

Low + Moderate

(35.5%-47.3%)

(18.4%-67.1%)

PE Performance All samples High PTP PTP
n 331 25 306
Sensitivity 98.0% (49/50) 100.0% (8/8) 97.6% (41/42)
{89.4%-99.9%) | (63.1%-100.0%) (87.4%-99.9%)
Specificity 41.3% (116/281) 41.2% (7/17) 41.3% (109/264)

(35.3%-47.5%)

Negative Predictive Value

99.1% (116/117)
(95.3%-100.0%)

100.0% (7/7)
(59.0%-100.0%)

99.1% (109/110)
(95.0%-100.0%)

Positive Predictive Value

22.9% (49/214)
(17.4%-29.1%)

44.4% (8/18)
(21.5%-69.2%)

20.9% (41/196)
(15.4%-27.3%)

Prevalence 15.1% (50/331) 32.0% (8/25) 13.7% (42/306)
(11.4%-19.4%) (14.9%-53.5%) (10.1%-18.1%)
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration

2098 Gaither Road
Rockville MD 20850

JUL 31 2008

[nstrumentation Laboratory

c¢/o Carol Marble

Regulatory Affairs Director

113 Hartwell Avenue
Lexington, Massachusetts 02421

Re: k073042
Trade/Device Name: Hemosil D-Dimer
Regulation Number: 21 CFR 864.7320
Regulation Name: Iibrinogen/Fibrin Degradation Product Assay
Regulatory Class: Class II
Product Code: DAP
Dated: June 27, 2008
Received: June 30, 2008

Dear Ms. Marble:

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 Il (Special Controls) or class III (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 {urther 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 CFR Part 820). This letter
will allow you to begin marketing your device as described in your Section 510(k) premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
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predicate device results in a classification for your device and thus, permits your device to
proceed to the market.

[f you desire specific advice for your device on our labeling regulation (21 CFR Part 801), pleasce
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,
FFor questions regarding the reporting of device adverse cvents (Medical Device Reporting
{MDRY)), 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.gov/cdrh/industry/support/index.htmi.

Sincerely yours,

7/2/\_&/\/--5‘\—' 241‘ (%ﬂaﬁ/

Maria M. Chan, Ph.D.

Acting Director

Division of Immunology and Hematology Devices

Office of In Vitro Diagnostic Device Evaluation
and Safety

Center for Devices and Radiological Health

Enclosure



Indications for Use Statement

510(k) Number (if known): __}{1) 7 204 3~
Device Name: HemosIL D-Dimer

Indications for Use:

HemosIL. D-Dimer is an automated latex enhanced immunoassay for the quantitative
determination of D-Dimer in human citrated plasma on T Coagulation Systems 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)

Offiée of In Vitro Diagnostic Device
Evaluation and Safety

somy__ KO0730Y2
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