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FIDISTM CONNECTIVE 10 Assay kit and Multiparameters quality control

Assigned 510(k) Number:

1) Submitted by
Name: Biomedical Diagnostics S.A (bind)
Contact Person: Christelle COURIVAUD

Regulatory Affairs Manager
Address: Actipole 25, 4-6 Bld de Beaubourg

77435 Marne-La-Vallde Cedex 2
FRANCE

Telephone: 33 (0)1 64 62 10 12
Fax: 33 (0)164 62 0966
Establishment
Registration Number: 3003935253

US Agent correspondent:
P. Ann Hoppe, President
Hoppe Regulatory Consultants LLC
103 South Cherry Street
Falls Church VA 22046
703 532 1145 Office
FAX 703 592 9024
E-mail: HoppeRegulatory~cs.com

2) Device Name

Trade/Proprietary Name: FIDIST M CONNECTIVE 10 Assay kit

Classifiation Names: Antinuclear Antibody Immunological Test System

MX006 - MX506 - FIDIST" CONNECTIVE 10:
Detection test for autoantibodies directed against dsDNA,

Common/Usual Name: 5- (6OkDa and TRIM 21 (55-A 52kDa), SS-B, Sm,
Sm./RNP, Scl-70, Jo-I, ribosomes and centromere (CEMP-
B).
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biomedical diagnostics

Triide/Proprietary Name: FIDISTM Analyzer

Classification Name: Instrumentation for Chemical Multiplex Systems

Trade/Proprietary Name: CARISTM System

Classifcation Name: Device, Microtiter diluting/Dispensing

3), Legally marketed equivalent device

510K Number I Device Classification Name Manufacturer Name

K071 10FIDITM ONNETIV 10Biomedical Diagnostics
K07110 IDITM CNNETIV 10S.A;(bmd)

4) Device description

FIDISN" CONNECTIVE 10 kit is a multiplex flow inimunoassay, which allows
simultaneous identification and detection of several antibodies.

FIDISTM CONNECTIVE 10 is based on the use of distinct uniform size color-coded
microsphere sets and a benebtop flow cytonicter interfaced to digital signal processing
hardware and software. A red diode laser beam in the flow cytometer recognizes each set
of microspheres on the basis of its unique fluorescence intensity (red and infrared) thus
identifying which parameter is being tcsted. At the same time, a green laser beam
illuminates the external second molecule fluorescence to quantify the reaction related to
the specific antigen.

Ten different fluorescently "colored" sets of microspheres are coated with antigens
associated with various connective diseases (dsDNA, SS-A (6OkDA and TRIM 21 (SS-A
52k~a)), SS-B, Sm, Sm/RNP, Scl-70, Jo-I, ribosomes and centromere). An additional
microsphere (Internal Bead standard) set is coated with anti-IgO to ensure that false
negative results due to operational error are detected.
The eleven different sets of microspheres are mixed together. The mixture is lyophilized
and constitutes the final microspheres reagent.

The test is performed using a 96 wells microplate with a filtering membrane at the bottom
of the wells.
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c* In the first step, the sample is distributed in each well containing the reconstituted
microspheres mixture, allowing any anti-dsDNA, anti-SS-A (6OkcDa and TRIM 21 (55-A
52kDa)), anti -B anti-Sm, anti-SmIRNP, anti-Scl-70, anti-Jo-I, anti-ribosomes and
anti-centromere antibodies present to bind to the immobilized antigens on the
microspheres, as well as free lgG to bind to the anti-IgG microsphere.
't After incubation, a wash step using a filtration process removes the unbound
antibodies.
c* A phycoerythrin anti-human IgO conjugate is then added that binds to the previously
bound antibodies.
* A final wash step stops the reaction and eliminates the unbound conjugate.
rt The reaction is then measured directly by the flow cytometer, which distinguishes each
set of microspheres by its fluorescence color while simultaneously measuring the average
fluorescence emitted by the conjugate.
c* A calibration system allows the determination of the titer (AU/mL) of each sample by
interpolation for each antigenic specificity.

Kit components

MX006 MX506

96 wells mnicroptate with filtering membrane and lid, - lae5pae

Vial (A) of color-coded microsphere set of 10 sensitized by dsDNA S3-A 60 kDa, TRIM 21 (SS-A 52
koa), 35-B, Sm, SnVNP Sci-70, Jo-i. ribosomes and CENP-B antigen(s).

MICROPHERE q6mL Sxqs6mL

Lyonhilize (to be reconstituted with the buffer named D)

Vial (BI) of sample dilution buffer (white vial)
Ready louse 2I xP 2x l 10 Ixll1rnL

Vial of calibrator* 
,m .mReady to use [CA1Ll5L 5xm

Each titer is printed on the vial label

Vial of positive controt concentrated. This control has a standard reactivity, which provides evidence
of the proper reagents activity and proper assay performance,

To be diluted ICNRLI~L 1x250pL 5 x250pL

Expected values are printed on the vial label.

Vial of negative control concentrate I~~
To be diluted 122 Lz x 250121 5 x250pL

Vial of anti-human gO coupled to phycoerytbrin ION xgG1 12niL 5 x l2niL
Ready to use

Vial (Cl) of washing buffer (black vial) IU WAS 10 5Orn x lOmnL
Ready to use

Vial (D) of reconstitution buffer for the microsphere set lx 11mx6m
Readyto use
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5) Intended use

FIDIS' CONNECTIVE 10 Assay kit

The FID ISTM CONNECTIVE 10* kit is a semi-quantitative homogeneous fluorescent-K
based microparticles immunoassay using flow cytometry. The test system is used to
simultaneously detect the presence of 10 autoantibody specificities: double stranded DNA
(dsDNA), SS-A (6OkDa and TRIM 21 (55-A 52kDa)), 55-B, Sm, SmIRNP, Scl-70, Jo-i,
ribosomes and centromere (CENP-B).
(*Antibodies to dsLJNA, Sm, Sm/RNg, S5-A, SS-B, Scl- 70, Jo-I1, ribosomes and CENP-B
can be reported using this assay).

Clinical utility:

The results of the FIDISTh CONNECTIVE 10 arc to be used in conjunction with the
clinical findings and the other laboratory tests to aid in the diagnosis of connective
diseases (systemic lupus erythematosus (SLE), Sjogren's syndrome, mixed connective
tissue disease (MCTD), scleroderma, dermatomyositis and CREST syndrome).

FWDIST" CONNECTIVE 10 kit uses serum only, and is to be run on the FIDISTM

Instrument and MLX-BOOSTERTm Software.

FllflST CONNECTIVE 10 kit may be used with the CARIST" system (diluting and
dispensing device).

This kit is for In vitro diagnostic use.
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6) Technological characteristics*
The following table summarizes similarities and differences between the modified
FIDISTNI CONNECTIVE 10 and the predicate device FIDISTM CONNECTIVE 10
(K071210).

Comparison with the predicate
Predicate Device Modified Device

FIDlS"' CONNECTIVE 10
_____________ K071210 FIDISTM CONNECTIVE 10

Individual determination in human serum of (Minor text change)
gO antibodies against: Individual determination in human serum of

Intended us dsDNA, SSA 60kDa, SSA 52kDa, SSB, IgG antibodies against:
Sm, SmI/RNP, Scl7O, Jo-I, Ribosome and dsDNA, 55-A 6OkDa, TRIM 21 (55-A

centromere 52kDa), 55-B, Sm, Sm/RNP, Scl-70, Jo-I,
Ribosomes and centromere

Neaiv o te1<30 Same
__forthe__10 specificities - In I U/mL, for

o30-40 dsDNA1
Equivocalpcifciie - In AU/mL, for Same

for he 0 seciiciies the 9 other
U>40 Specificities Same

Positive for the 10 specificities

Vial of color-coded microsphere set

Beads Lyonhtilized Sm
(Sufficient quantity to obtain 6mL afterSae

________________________reconstitution) ______________________

(Minor text change)
Sample dilution Sample dilution buffer ready to use (B) Sample dilution buffer ready to use (BI)

Washng uffr Wahin buferread touse(C)(Minor text change)
Washing buffer Washing buffer ready to use (C Washing buffer ready to use (CI)

Internal standard Yes Same
beads ____________________________________________

Reconstitution buffer Vial (D) of reconstitution buffer for the
for the microsphere set Same

microsphere set Ready to use (6mL) ______________________

I "reagent-blank" well Same
I "negative control" well

Assay configuration I "positive control" well
2 "calibrator" wells

Diluted sample wells Same

Incubation time 2 x 30mmi. RT Same

Assay protocol Final wash step Same

Software MLX-Booster Version 2.2 Same

Assay technology Flow cytometry Same

Number of reading
microspheres per 200 100

parameter
Reading time 60 seconds 90 seconds

Microplate sealing .6 No
films

Sample delivery Manual pipetling Same

Automated sample CARISTM (pipettor) Same
delivery (option) _____________________
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7) Performance Characteristics

7.1. Precision study - Using Manual Pipetting
Precision of the assay was assessed in using 6 samples for each of' 7 analytes (dsDNA,
55-A 6OkDa & TRIM 21 (55-A 52 kDa), SS-B3, Sm, Sm/RN?, Jo-l and CENP-B3) and
only in using 5 samples for Scl-70 and Ribosomes. Precision was determined by
calculating the within-run (intra-assay) and the between-run (inter-assay).

- For within-mun: 10 tests in a same run.
- For between-run: 5 runs, 1 test per run.

TableI: Summaryof FIDISTM CONNECTIVE 10 precision results using Manual Pipetting
dsDNA, SS-A 6OkDa & TRIM 21 (SS-A 52 kDa), 55-B, Sm,
Sm/RINP, Scl-70, Jo-I, Ribosomes and Centroniere analytes

Sample range Within-run Between-run

Minimal %CV Maximal %CV Minimal %CV Maximal %CV

<Z 9 AImL or 4% 15% 6% 15%

3Oto 400 AU/mL or 1% 10% 3% 15%
*__U/niL _____ _____ _____ _ ____

7.2. Comparison study with predicate - Using Manual Pipetting

bind has compared the results obtained with modified FIDI STM1 CONNECTIVE
10 versus the results obtained with predicate FID ISTM CONNECTIVE 10
K(071210.

The study was performed on 80 samples characterized with the predicate test and
the result repartition is described below:

* 77 samples were positive for one or more parameters (see
table 3)

& 3 negative samples.
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a9. First set of measures based on included the equivocal results with the test negative

results.

iz' dsDNA S' 5-A 6OkDa

PREDICATE FIlMS"' PREDICATE FIDISm

dDACONNECTIVE 10 SSA6ka CONNECTIVE 10
dsD A K071210 SSKOka1071210

Pos Neg ITotal Pus Neg Total

MODIFIED Pas 16 1 17 MODIFIED Pas 25 1 26

CONNECTIVE Ng 0 6 63 CONNECTIVE Ng 0 5
10 Total =6 64 800 Total 25 55 80

There was I equivocal result with the assay. For purposes of There were 4 equivocal results with the assay. For purposes of
calulation, this result was considered to be negative, calculation, these results were considered to be negative.

-Positive percent agreement: 100% (16/16) - Positive percent agreement: 100% (25/25)
-Negative percent agrecemeht: 98.4% (63164) - Negative percent agreement: 98.2% (54/55)
-Overall agreement: 98.8% (79180) - Overall agreement: 98.8% (79/80)

c: TRIM 21 (55-A 52kIa) S' 5-B

PREDICATE FIDISTM PREDICATE FIDISTM
TRIM 21 (55-A CONNECTIVE 10 .S- CONNECTIVE 10

S2kDa) K(071210 K5B1071210
_______________ Pas Neg Total ____________ Pus Neg Total

MODIFIED Pos 23 0 23 MODIFIED Pos 14 1 15
FIDIS'rx NFg I 6 5 IISTM -

CONNECTIVE Ng 1 5 57 CONNECTIVE Neg 0 65 65

10 Total 24 56 80 10 Total 14 66 80

There were 3 equivocal results with the assay. For purposes of There were 5 equivocal results with the assay. For purposes of
calculation, these results were considered to be negative, calculation, these results were considered to be negative.
- Positive percent. agreement: 95.8% (23/24) -Positive percent agreement: 100% (14/14)

-Negative percent agreement: 100% (56/56) .Negative percent agreement: 98.5% (65/66)
-Overall agreement: 98.8% (79/80) -Overall agreement: 98.8% (79/80)

tSm ~ SmIRNP

PREDICATE FIDISmp PREDICATE FIDISm

Sm CONNECTIVE 10 Smn/RNP CONNECTIVE 10
K(071210 K(071210

Pos Neg Total ____________ Pos Neg Total

MODIFIED Pus 17 0 17 MODIFIED Pas 19 1 t 20
FIDISW FIDISW - __

CONNECTIVE Neg 0 63 63 CONNECTIVE Neg .0 60 60

10 Total 17 63 80 1o Total 19 61 80

There was I equivocal result with the assay. For purposes of There were 3 equivocal results with the assay For purposes of
calculation, this result was considered to be negative, calculation, these results were considered to be negative.

-Positive percent agreement: 100% (17/17) - Positive percent agreement: t00% (19119)
-Negative percent agreement: 100% (63/63) - Negative percent agreement: 98.4% (60/61)
-Overall agreement: 100% (80/80) - Overall agreement: 98.8% (79/80)
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~'ScI-70 c* Jo-i

PREDICATE FIDISmn" PREDICATE FIDISma

Scl-70 CONNECTIVE 10 J01CONNECTIVE 10
K07121 0 K071210

_______________ Pos Neg Total ____________ Pos Neg ITotal

MODIFIED Pos 15 2 17 MODIFIED Pos 10 0 10
FIDISTU Ne FID)ISm -

CONNECTIVE - - - -6 6 CONNECTIVE Ne 0 70 0
10 Total 15 65 80to Total 10 70 80

There were 2 equivocal results with the assay. For purposes of There were 2 equivocal results with the assay. For purposes of
calculation, these results were considered lo be negative. calculation, these results were considered to be negative.

-Positive percent agreement: 100% (15/I5) -Positive perceht agreement: 100% (10/10)
-Negative percent agreement: 96.9% (63/65) -Negative percent agreement: 100% (70/70)

-Overall agreement: 97.5% (78/80) -Overall agreement: 100% (80/80)

c* CENP-B . 'Ribosonies

PREDICATE FlDIS'rg PREDICATE FIDIS'

CEPBCONNECTIVE 10 Rbsm CONNECTIVE 10
CEN -BK0712l R10sme K071210

_______________ Pos Neg Total ____________ pos Neg Total

MODIFIED Pos 7 1 8 MODIFIED Pos 6 0 6
Fl DI S" FID)ISTM

CONNECTIVE Ng 0 7 72 CONNECTIVE Ne 0 74 4
10 Total .7 73g 8 10 Total 6 74 80

There was I equivocal result with the assay. For purposes of There was I equivocal result with the assay. For purposes of
calculation, this result was considered lo be negative, calculation, this result was considered to be negative.

-Positive percent agreement: 100% (7/7) -Positive percent agreement: 100% (6/6)
-Negative percent agreement: 98.6% (72/73) -Negative percent agreement:l00% (74/74)
-Overall agreement: 98.8% (79/80) -Overall agreement: 100% (80180)
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b. Second set of measures based on included the equivocal results with the test positive

results.

cz dsDNA SS-A 6OkDa

PREDICATE FIDISMa PREDICATE FIDIS-nh

dsDNA CONNECTIVE 10 SS-A 6OkDa CONNECTIVE 10
K(071210 K(071210

Pos Neg Total Pos Neg Total

MODIFIED Pos 17 0 17 MODIFIED Pos 29 0 29
FIDISW Neg lISTA4

CONNECTIVE 0-6-6 CONNECTIVE Ng 0 51 1
to Total 17 63g 8 10 Total 29 51 80

There was I equivocal result with the assay. For purposes of There were 4 equivocal results with the assay. For purposes of
calculation, this result is considered to be positive, calculation, these results were considered to be negative.
- Positive percent agreement: 100% (17/17) -Positive percent agreement: 100% (29/29)
- Negative percent agreement: 100% (63/63) -Negative percent agreement: 100% (51/51)
-Overall agreement: 100% (80/80) -Overall agreement: 100% (80/80)

STRIM 21 (S5-A 52kDa) C: S5-B

PREDICATE FIDIS' PREDICATE Fl DIS"IO
TRIM 21 CONNECTIVE 10 SSBCONNECTIVE 10

(55-A 52kDa) K(071210 SSK1071210
Pos Neg ITotal ____________ Pos Neg Total

MODIFIED Pos 25 1 26 MODIFIED Pos 19 0 19

lDIS Neg FI5D5INg 6 6
CONNECTIVE 0 CONNECTIVENe 0 61 6

10 Total 25 55 80 to Total 19 61 80

There were 3 equivocal results with the assay. For purposes of There were 5 equivocal results with the assay. For purposes of
calculation, these results were considered to be negative, calculation, these results were considered to be negative.

*Positive percent agreement: 100% (25/25) -Positive percent agreement: 100% (19/19)
-Negative percent agreement: 98.2% (54/55) -Negative percent agreement: 100% (61/61)

-Overall agreement: 98.8% (79180) -Overall agreement: 100% (80/80)

*SM c Sm/RNP

PREDICATEF171DISm PREDICATE FIDISTIO

SMCONNECTIVE 10 .mRN CONNECTIVE 10
Sm 1K071210 KmR P1071210

______________ Pos Neg ITotal Pos Neg Total

MODIFIED Pos 18 0 16 MODIFIED Pos 20 1 21
Fl DlS Se 7 6 FIDISm 8 5

CONNECTIVE Ne- '0 62 6 CONNECTIVE Neg I 58 9

10 Total 17 63 80 10 Total 21 59 80

There was I equivocal result with the assay. For purposes of There were 3 equivocal results with the assay. For purposes of
calculation, this result is considered to be positive, calculation, these results were considered to be negative.

*Positive peircent agreement: 100% (18/IS) *Positive percenit agreement: 95.2% (20/21)
-Negative percent agreement: 106% (62/62) -Negative pdircent agreement: 98.3% (58/59)
-Overall agreement: 100% (80/80) -Overall agreement: 97.5% (78/80)
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tScI-70 Jo-i

PREDICATE FIDIS'"h PREDICATE FIDISm"

Se-0CONNECTIVE 10 JO1CONNECTIVE 10
Scl70K07121 0 K071210

Pos Neg Total Pos Neg Total

MODIFIED Pos 17 0 17 MODIFIED Pos 12 0 12
FIDIS"" Fl DISm

CONNECTIVE Ng 0 6 63 CONNECTIVENe 0 68 8
10 Total 17 63 80 10 Total 12 68 80

There were 2 equivocal results with the assay. For purposes of There were 2 equivocal results with the assay. For purposes of
calculation, these results were considered 'o be negative, calculation, these results were considered to be negative.

-Positive percent agreement: 100% (17/17) Positive percent agreement: 100% (12112)
-Negative ptrcent agreement: 100% (63163) Negative percent agreement: 100% (68/68)
-Overall agreement: 100% (80/80) -Overall agreement: 100% (80/80)

E* CENP-B Ribosomnes

PREDICATE FIDISM PREDICATE FIDISTM

CEPBCONNECTIVE 10 Rbsm CONNECTIVE 10
CEN -BK071210 Kioom s1071210

Pos Neg Total Pos Neg Total

MODIFIED Pos 8 0 8 MODIFIED Pos 7 0 7
El DIS FTM ElmS

CONNECTIVE Ng 0 7 72 .CONNECTIVE Ne 0 73 3
to Total 8 72 80 1o Total 7 "73 80

There was I equivocal result with, the assay. For purposes of There was I equivocal result with the assay. For purposes of
calculation, this result was considered to be negative, calculation, this result was considered to be negative.

-Positive percent agreement: 100% (8/8) -Positive percent agreement: 100% (7/7)
-Negative percent agreement: 100% (72/72) -Negative percent agreement: 100% (73n73)

-Overall agreement: 100% (80/80) -Overall agreement: 100% (80/80)
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Table 2:Sm ayof performtneeagrement results

Positive Nega, Overall EPi2-A EP12-A EP12-A
percent petrcent are et Ca ... Ca .1 . Ca .1J

Antigsaic agreement agreement agemn Chp9.. hp9.., hp9..
specificity 95%Ci 95%C1

proportion proportion proportion 95%CI For positive For negative
___________ ______________________ _______________________ ___________agreement___ ageemet areciten

equivocal resuits inciuded ]D)% 9.%88% 7,%10 NAA
with the test negative results 10 8 88 78-0% 'AN

dsDNA _____ _____

equivocal results Included 0%00NA 8.%1% 943-0
with the test positive results O

0
/0%NA l.-0% 9.%i0

equivocai results included 100% 992 8.8% 86.6%.100% NA NA
with the test negative results

SSA 60 kDa
equivocal results Included 100% 100% 00% NA 38.3%-100% 93%-100%

with the test positive result

equivocal results Included
TRIM 21 wth the test negative results 95.8% 100% 98.8% 86.7%-100% NA NA

(SSAS52 __________

k~a) equivocal results included 100 98.2% 98.8% 86.6%.100% NA NA
with the test positive results

equlvsca.l results Included 100% 98,5% 98.8% 88.2%-100%/ NA NA
ses ith the test neatv results

equivocal results Included I00% 100% 100% NA 83.2%-lO0% 94.l%-100
with the test positive results

equivocal results Included 10 0% 10 A 8.%10 4340
with the test negative results 10 0%10 A 8 6-0% 9.%iO

equivocal results1 included i00%A 100% 100% NA 82.4%-100% 94.2%-100%
wi th the eest ptsitive resules

equivocal results Included 0% 9.%88% 73%1% NAA

SmRP with the test negative results 10% 94%88% 73-0% NAA

equivocal results Included 95298%7.% 58.0% NAA
with the test positive results 9.% 9.W 75 58.l0 AN

equivocal results included 100% 96.9% 97.5% 86.8%-100% NA NA
with the test negative results

Sc170_______
equivocal results Included 100% 100% 100% NA 81.6%-100% 94.3%-100%

with the test positive results

equivocal results Included 100% 100% 100% .NA 72.3%-100% 941%~/-100%
wit h the test negativ e results

Jol ______

equivocal results included 100% 100% l00%/ NA 75.8%-100% 94.7%-100%
with the eest positive results

with the test negative results
CEN P-B

equivocal results Included 100%/ 100% 100% NA 67.6%-100% 94.9%-100/.
with the test positive results

equivucal results Included I100%Y 100% 100% NA 61.0%-100% 95.1%-100%
with the test negative results

Ribosomos
equvclrslsscue 100% 100% 100% NA 64.6%-100% 95.0%-O00a
wth the test positive results

All of results show that PIDISt'l CONNECTIVE 10 considered substantially
equivalent to the predicate K07121OISTM CONNECTIVE 10
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7.3.Performance data for modified FIDISTM CONNECTIVE 10 with CARISTM
(diluting! dispensing Device)

a. Precision study
Precision of the assay was assessed in using 6 samples for each of 7 analytes
(dsDNA, SS-A 6OkDa & TRIM 21 (SS-A 52 kDa), SS-B, Sm, Sm/RNP, Jo-I and
CENP-B) and only in using 5 samples for Scl-70 and Ribosomes. Precision was
determined by calculating the within-mun (intra-assay) and the between-mun (inter-
assay).
- For within-mun: 10 tests in a same run.
- For between-run: 5 runs, I test per run.

Table 3: Summary of CARISTM" precision results

dsDNA, SS-A 6OkDa & TRIM 21 (S5-A 52 kDa), 55-B, Sm,
Sm/RNP, Scl-70, Jo-I Ribosomes and Centromere analytes

Sample range Within-run Between-run

Minimal %CV Maximal %CV Minimal %CV Maximal %CV
<529 AU/mL or 8% 13% 6% 15%

IU/mL _____ ___ __

3Oo40U/mL r 3% 10% 2% 15%

b. Comparison studies (manual versus automated assay preparation
steps)

bind has compared the results obtained with modified FIDI STM

CONNECTIVE 10 for manual or automated (with CARISTM).assay
preparation steps.

The study was performed on 80 samples characterized with the predicate
test and the result repartition is described below:

* 77 samples were positive for one or more parameters
(see table 10)

* 3 negative samples.
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a. First set of measures based on included the equivocal results with the test negative results.

SdsDNA SS-A 6OkDa

MODIFIED FIDISTM MODIFIED FIDISTM

dsDNA CONNECTIVE 10 55-A 6OkDa CONNECTIVE 10
Manual Use Manual Use

Pos INeg Total Pos INeg Total

MODIFIED Pos 16 I 17 MODIFIED Pos 26 1 27
FIDIS"4  FIDISTM ___

CONNECTIVE Neg 0 63 63 CONNECTIVE Neg 0 53 53
to0 10

With CARISTM Total 16 64 80 With CARI STm Total 26 54 80
There was I equivocal result with the assay. For purposes of There were 3 equivocal results with the assay. For purposes of
calculation, this result was considered lo be negative, calculation, these results were considered to be negative.

-Positive percent agreemleht: 100% (16/16) -Positive percent agreement: 100% (26/26)
-Negative percent agreement: 98.4% (63/64) -Negative percent agreement: 98.1% (53/54)
-Overall agreement: 98.8% (79/80) -Overall agreement: 98.8% (79/80)

STRIM 21 (SS-A S2kDa) S' 5-B

MODIFIED FIDlSTM MODIFIED FIDIS h
TRIM 21 CONNECTIVE 10 SSBCONNECTIVE 10

(55-A 5ZkDa) Manual Use'- Manual Use
Pas INeg Total Pos Neg Total

MODIFIED Pos 23 1 24 MODIFIED Pos 15 0 15
FIDIS' FIDISm

CONNECTIVE Neg 0 56 56 CONNECTIVE Neg 0 65 65

With CARISTM Total 23 57___ 80 With CARIST m  Total 15 65 80
There were 3 equivocal results with the assay. For purposes of There were 4 equivocal results with the assay For purposes of
calculation, these results were considered to be negative, calculation, these results were considered to be negative.

-Positive percent agreement: 100% (22t22) .Positive percent agreement: 100% (15/I5)
-Negative percent agreement: 98.3% (57/58) -Negative percent agreement: 100% (65/65)
-Overall agreement: 98.8% (79/80) -Overall agreement: 100% (80/80)

SSmun Sm/RNP

MODIFIED FIDISTM MODIFIED FIDISTh

SMCONNECTIVE 10 SnRPCONNECTIVE 10
Sm Manual Use Mn.R PNanuali Use

____________ Pos INeg Total Pos INeg ITotal

MODIFIED Pos 16 1 17 MODIFIED Pos 20 0 20
FIDISW P1015tm  

___

CONNECTIVE Neg 0 63 . 63 CONNECTIVE Neg 0 60 60
16 t0

With CARIST " Total 16 64 80 With CARI Sr- Total 1 20 60 80

There was I equivocal result with the assay. For purposes of There was I equivocal result with the assay. For purposes of
calculation, this result was considered to be negative, calculation, this result was considered lo be negative.

-Positive percent agreement: 100% (16/16) -. Positive percent agreement: 100% (20120)
-Negative percent agreement: 98.4% (63/64) -Negative percent agreement: 100% (60/60)
-Overall agreement: 98.8% (79/80) -Overall agreement: 100% (80/80)
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i* ScI-70 Jo-i
MODIFIED FIDISmO MODIFIED FIDISN"

Sci-70 CONNECTIVE 10 Jo-I CONNECTIVE 10
Manual Use Manual Use

Pos Neg Total ____________ Pos Neg ITotal

MODIFIED Pos 15 2 17 MODIFIED Pos 10 0 1
FIDISr"' FIDIS"" ___

CONNECTIVE Neg 0 63 63 CONNECTIVE Neg 0 70 0
10 10t

With CARIS TM  Total 15 65 80 With CARISTM, Total 10 70 0

There were 2 equivocal results with the assay. For purposes of There were 2 equivocal results with the assay, For purposes of
calculation, these results were considered to be negative, calculation, these results were considered to be negative.

-Positive percent agreement: 100% (15115) -Positive percent agreement: 100% (10/10)
-Negative percent agreement: 96.9% (63/65) -Negaive percent agreement: 100% (70/70)
-Overall agreement: 97.5% (78/80) -Overall agreement: 100% (80/80)

SCENP-B ~'Ribosomnes

MODIFIED FIDISM' MODIFIED FIDISW"

CEPBCONNECTIVE 10 Rbsm CONNECTIVE 10
CEN -RManual Use Manual Use

_______________ Pos INeg ITotal ____________ Pos Neg ITotal

MODIFIED Pos 8 0 8 MODIFIED Pos- 6 0 6
FIDIS'- FIDISM___

CONNECTIVE Neg 0 72 72 CONNECTIVE Neg 0 74 74
10 -1 0

With CARISNI Total 8 72 80 With CARIST ' Total 6 74 80
There was I equivocal result with the assay. For purposes of There was I equivocal result with the assay. For purposes of
calculation, this result was considered to be negative, calculation, this result was considered to be negative.
- Positive percent agreement: 100% (8/8) -Positive percent agreement: 100% (6/6)
- Negative percent agreement: 100% (72nl2) -Negative percent agreement: 100% (74n74)

- Overall agreement: 100% (80/80) -Overall agreement: 100% (80/80)
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b. Second set of measures based on included the equivocal results with the test positive

results.

SdsDNA SS5-A 6OkDa

MODIFIED IFIDISTM MODIFIED FIDISTM

dsDNA CONNECTIVE 10 SS-A 6Ok~ CONNECTIVE 10
Manual Use Manual Use

Pos Neg ITotal ____________ Pos Neg ITotal_

MODIFIED Pos . 17 0 17 MODIFIED Pos 29 0 29
IFIDISTM -FIDIS _______

CONNECTIVE Neg 0 63 63 CONNECTIVE Neg 0 51 51
10 -10

With CAR [STM Total 17 63 80 With CARISTM  Total 29 51 80
There was Iequivocal result with the assay. For purposes of There were 3 equivocal results with the assay. For purposes of
calculation, this result is considered lo be positive, calculation, these results were considered to be negative.

-Positive percent agreement: 100% (17/17) -Positive perceht agreement: 100% (29/29)
-Negative percent agreement: 100% (63/63) -Negative percent agreement: 100% (51/51)
-Overall agreement: 100% (80/80) -Overall agreement: 100% (80/80)

STRIM 21 (55-A S2kDa) c* S5-B
MODIFIED FIDIS" MODIFIED FIDISTM

TRIM 21 CONNECTIVE 10 SSBCONNECTIVE 10

(S5-A 52kDa) Manual Use 55BManual Use
Pos INeg Total ____________ Pos Neg ITotal -

MODIFIED Pos 26 0 26 MODIFIED Pos 17 2 19
IFIDIS M FIDISTM

CONNECTIVE Neg 0 54 54 CONNECTIVE Neg 0 61 61
10 -10

With CARIS TM  Total 26 54 80 With CARISTM, Total 17 63 80

There were 3 equivocal results with the assay. For purposes of There were 4 equivocal results with the assay. For purposes of
calculation, these results were considered lo be negative, calculation, these results were considered tu be negative.

-Positive percent agreement: 100% (26/26) -Positive percent agreement: 100% (17/17)
-Negative percent agreement: 100% (54/54) -Negative percent agreement: 96.8% (61/63)
-Overall agreement: 100% (80/80) .Overall agreement: 97.5% (78/80)

c:>mSM SmIRNP
MODIFIED IFIDISTM MODIFIED IFIDISNa

SMCONNECTIVE 10 S/.PCONNECTIVE 10
Sm Manual Use S~lR PManual Use

Pos INeg Total .Pos Neg ITotal

MODIFIED Pos 17 0 17 MODIFIED FOS 20 0 20
FIDISTM IFID ISTM  

___

CONNECTIVE Neg 0 63 63 CONNECTIVE Neg I 59 60
to 10

With CAIIISTM Total 17 63 80 With CARISTM Total 21 59 80

There was i equivocal result with the assay. For purposes of There was I equivocal result with the assay. For purposes of
calculation, this result is considered to be positive, calculation, this result is considered to be positive.

-Positive percent agreement: 100% (17/17) -Positive percent agreement: 95.2% (20/21)
-Negative percent agreement: 100% (63/63) -Negative percent agreement: 100% (59/59)
-Overall agreement: 100% (80/80) -Overall agreenmene: 98.8% (79/80)
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*Scl-70 Jo 3-1

MODIFIED FIDISTM MODIFIED FIDISm

Se-0CONNECTIVE 10 JO1CONNECTIVE 10
SeI70Manual Use JoiManual Use

_______________ Pos INeg Total ____________ Pos INeg Total

MODIFIED Pos 17 0 17 MODIFIED Pos 12 0 12
FIDIS FIDIS h

___ __

CONNECTIVE Neg 0 63 63 CONNECTIVE Neg 0 68 68
10 -10

With CARISTMt Total 17 63 80 With CARISTM Total 12 68 80

There were 2 equivocal results with the assay For purposes of There were 2 equivocal results with the assay. For purposes of
calculation, these results were considered to be negative, calculation, these results were considered to be negative.

Positive percent agreemeht: 100% (17117) .- Positive percent agreement: 100% (12/12)
-Negative percent agreement: 100% (63/63) Negative percent agreement: 100% (68/68)
Overall agreement: 100% (80/80) -Overall agreement: 100% (80/80)

*CENP-B *Ribosomnes

MODIFIED FIDISTM MODIFIED FIDISrm

CENP-R CONNECTIVE 10 CONNECTIVE 10
Manual Use Ribiosomes Manual Use

MOIIDPos INeg ITotal Pos Neg Total

MODIFIE Pos 8 I MODIFIED Pos 7 0 7

CONNECTIVE Neg 0 71 71 PIDIST
M 1 7

10 CONNECTIVE Neg 0 73 3

With CARISTm Total 8 72 80 10 Total 7 73 0

There was I equivocal result with the assay. For purposes of There was I equivocal result with the assay. For purposes of
calculation, this result was considered to be negative. calculation, this result was considered to be negative.

Positive percent agreement: 100% (8/8) . Positive percent agreement: 100% (7/7)
Negative percent agreement: 98.6% (71/72) .Negative perceht agreement: 100% (73/73)
Overall agreement: 98.8% (79/80) -Overall agreemeht: 100% (80/80)
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Table 4: Summary of performance agreements results obtained with CARISTM versus manual

Positive Negative Overall EPI2-A EPI2-A EP12-A
pserent percent

Antigenic agreement sagrveeet agreement Chap 9.2.2. Chap 9. 1.1. Chap 9. 1.1.

specificity - 95%Ct 95%CI

proportion proportion proportion 95%CI For positive For negative
___________ ___________ __________________________________ agreement agreement

equivocal results included 100% 98,4% 98.h% 87.8%-I 00% NA NA
with the test negative results

daD NA
equivocai results Included 10 0%10 A 8.%10 43.0

with the test positive resulta, 0%l0/ 0 A 8.%iO 43.0

equivocal results included 100% 98,1% 98.8% 86.5%-100% NA NA
with the test negative results

SSA 60 kDa
equivocal results Included 100% 100% 100% NA 88.3%-100% 93%-100%

with the test positive results

euvclresults included . 0% 98.3% 98.8% 86.8%-100% NA NA
TRIM 21 with the test negative results 10

(SSA 52 ______

kfl) equivocal results Included 10 0%1NN 7140 34-0
with the teat postives results 10%00 0%N 8.1-I0 934le

euvclresults Included I0-. 10 0%N 96-0% 9.%10
with the tett negative results 0%0010%N 79%-0% 44-l%

SSB
equivocal results Included 10% 9x97% 8.%0% NAA

with the teat positive results 10 68 75 65- 0 AN

equivocal results Included 100% 98.4%/ 98.8% 87.9%-100% NA NA
svith the test negative results

evoal results included 0%0010%N 8.610% 9,.00
with the test positive results 10 0%'0 A 8,%I0% 9.~si0

equivocal results included 100% 100% 100% NA 83.9%.100% 94,0%-100%
with the test negative results

SnI R N P
equisocal results Included 95.2% 100% 98.8% 87%.100% NA NA

Iwith the test positive results

equisvca results included 10% 96.9% 97.5% 86.8%-100% NA NA
with the test negative results

Sc 170
equivocal results included 100%/ 100% 100% NA 816%-100% 94.3%-100%

with the test positive results

equivocal results included I100Y 100% 100% NA 72.3%.100% 94.8%-100%
with the test negative results

J01_______

equivocal results included IN0% 100% 100% NA 75.8%.100% 94.7%-100%
with the test positive resultsI

euvclresults included 100% 100% 100% NA .67.6-/W~00% 94.9%.100%
with the test negative results

GEN P-B _____

equivocal results included 100% 98,6% 98,8% 89.8%- 100% NA NA
with the tst positive results

equivocal results Included 100% 100% 100% NA 61.0%-100'/ 95.1%-400%

Rbsms with the test negative results

Equivocal results Included 100% 100% 100% NA 64.6%-100% 9.%iO
with the test positive results

All of previous evaluations results indicate that manual and automated (with
CARISTm) assay preparation steps are considered substantially equivalents.
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8) Conclusions

=> In conclusion, all supporting data demonstrate that the FIDIS7th
CONNECTIVE 10 system can be considered substantially equivalent to the
predicate device.
=> All comparative studies indicate that manual and automated (with CARISTM)
assays provide results that are statistically comparable.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food & Drug Administration
10903 New Hampshire Avenue

Building 66
Silver Spring, MD 20993

Biomedical Diagnostics (bind) S.A DEC 0 321
c/o Ms. Christelle Courivaud
Regulatory Manager
Actipole 25, 4-6 bd de Beaubourg
77435 Marne-La-Vallde Cedex 2
FRANCE

Re: k102607
Trade/Device Name: FIDISTM CONNECTIVE 10
Regulation Number: 21 CFR §866.5 100
Regulation Name: Antinuclear Antibody, immunological test systems
Regulatory Class: Class 11
Product Codes: LLL, EKJ, LKO, LKP, LSW, LJM, MQA
Dated: October 29, 20 10
Received: November 1, 2010

Dear Ms. Courivaud:

We have reviewed your Section 5 10(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 class 11 (Special Controls), it may be subject to such
additional controls. Existing major regulations affecting your device can be found in Title 2 1,
Code of Federal Regulations (CFR), Parts 800 to 895. In addition, FDA may publish further
announcements concerning your device in the Federal Reister.

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



Page 2 - Ms. Christelle Courivaud

or any Federal statutes and regulations administered by other Federal agencies. You must
comply with allthe Act's requirements, including, but not limited to: registration and listing (21
CER Part 807); labeling (21 CER Parts 801 and 809); medical device reporting (reporting of
medical device-related adverse events) (21 CFR 803); and good manufacturing practice
requirements as set forth in the quality systems (QS) regulation (21 CER Part 820). This letter
will allow you to begin marketing your device as described in your Section 5 10(k) premnarket
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 mrarket.

If you desire specific advice for Your device Onl our labeling regulation (21 CER Parts 801 and
809), please contact the Office of In Vitro Diagnostic Device Evaluation and Safety at (301) 796-
5450. Also, please note the regulation entitled, "Misbranding by reference to premarket
notification" (21 CER Part 807.97). For questions regarding the reporting of adverse events
under the MDR regulation (21 CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safetv/RepoitaProblem/default.litm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general infonrmation on your responsibilities under thle Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
littp://www.fda.g~ov/cdrhi/iindustry/support/index.html.

Sincerely yours,

zi Maria Chan, Ph.D.
Director
Division of7 Immunology and Hematology Devices
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Health

Enclosure



Indication for Use

510(k) Number (if known): k102607 DEC - 3 01

Device Name: .FIDISTNI CONNECTIVE 10

Indication For Use:

The FIDIS TM CONNECTIVE 10* kit is a semi-quantitative homogeneous fluorescent-based
microparticles immunoassay using flow cytometry. The test system is used to simultaneously
detect the presence of 10 autoantibody specificities: double stranded DNA (dsDNA), SS-A
(6OkDa and TRIM 21 (SS-A 52kDa)), SS-B3, Sm, Sm/RNP, Scl-70, Jo-i, ribosomes and
centromere (CENP-B3).
(*Antibodies to dsDNA, Sin, Sm/RNg, SS-A, SS-B, Scl-70, Jo-], ribosomes and CENP-B
can be reported using this assay).

Clinical utility.

The results of the FIDISTM CONNECTIVE 10 are to be used in conjunction with the
clinical findings and the other laboratory tests to aid in the diagnosis of connective diseases
(systemic lupus erythemnatosus (SLE), Sjogren's syndrome, mixed connective tissue disease
(MCTD), scieroderma, dermatomyositis and CREST syndrome).
FIDISTM CONNECTIVE 10 kit uses serum only, and is to be run on the FIDISTM
Instrument and MLX-BOOSTERTm Software.
FIDISTM CONNECTIVE 10 kit may be used with the CARISTM system (diluting and
dispensing device).

This kit is for In vitro Diagnostic Use.

Prescription Use X And/Or Over the Counter Use _

(21 CER Part 801 Subpart D) (21 CFR Part 801 Subpart C)

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

Concurrence of CDRI-, Office of In Vitro Diagnostic Device Evaluation and Safety (OLVD)

Division Sign-Off
Office of In Vitro Diagnostic Device
Evaluation and Safety


