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510(k) Summary

MAY ~ 4 2010
Applicant Contact Information:
Applicant: - Instrumentation Laboratory Co.
Address: 180 Hartwell Road '
Bedford, MA 01730 -
Contact Person: Carol Marble, Regulatory Affairs Director
Phone Number: 781-861-4467
Fax Number: 781-861-4207
Preparation Date: December 3, 2009

Device Trade Name:
HemosIL® FII & FV DNA Control

Device Regulatory Information:
Regulation No.: 21 CFR 866.5910
Regulation Name: Quality Control, Genetics, DNA
Regulatory Class: Class I
Product Code: NZB
Panel: Immunology (82)

Predicate Device:
K083171 INTROL™ CF Panel I Control

Device Description:

HemosIL FII & FV DNA Control is synthetic Factor 1l and Factor V DNA suspended in a
non-infectious blood-like matrix. Each vial includes normal and mutated Factor Il and Factor
V DNA sequences and is configured as a heterozygous control for both Factor 1T 20210G>A
and Factor V 1691G>A (Leiden) mutations.

The quality control material is validated for use with Xpert™ HemosIL® Fil & FV genotyping
assay on the GeneXpert® Dx System and is processed exactly as whole blood samples during
the extraction, amplification and detection steps.

Device Intended Use:

HemoslL F1I & FV DNA Control is intended for the quality control of the Xpert HemosIL FII
& FV genotyping assay on the GeneXpert Dx System.
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510(k) Summary (Cont.)

Substantial Equivalence: -

Differences and Predicate Device (K083171): New Device:
Similarities INTROL CF Panel I Contrel | HemosIL FII & FV DNA Control
Physical Composition | Synthetic (recombinant) DNA Same

with non-human carrier DNA,
preservatives, dye and stabilizers

Physical Format Ready-to-use liquid Same

Gene Segment CFTR (38 mutations; 4 variants) | Factor II (20210G>A)
Factor V (1691G>A Leiden
mutation)

Assay Steps Extraction, Amplification and Same

Monitored Detection

Recommended 2-8°C Same

Storage

Method to Validate Bi-directional sequencing Same

Presence Mutations

Directions for Use Handle control in the same Same
manner as the patient sample

Summary Performance Data:

All Test Results

For the stability and performance studies, three lots of HemosIL FII & FV DNA Control were
manufactured and tested using the Xpert HemosIL FII & FV Assay on the GeneXpert Dx system.
Testing was conducted both internally at the control manufacturer and externally at multiple sites
as detailed in the table on the next page.

In all cases, genotypes were called correctly.

Correct Genotype:
FII Heterozygous/
FV Heterozygous)

Incorrec | Indeterminate | Percent
t Result Result Correct

Number | Number of
of Siles Tests

8 201 201 0 1* 100%

* Operalor error; one test was repeated
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510(k) Summary (Cont.)

Summary Performance Data (Cont.):

External Site Testing

¢ HemosIL FII & FV DNA Control was tested at seven external sites using the Xpert HemosIL
FIl & FV Assay on the GeneXpert Dx System:

e Site Nos. 1 and 2: Two clinical laboratory sites in Europe tested one lot of control daily in
dupticate for six days (n=12 per site) with a different operator at each site.

e Site No. 3: One site at the instrument/assay manufacturer (Cepheid) tested three lots of

control in duplicate (n=6) with a single operalor.

s Site No. 4: One site at Instrumentation Laboratory Co. tested one lot of control 1n
singlicate for thirty days (n=30) with a single operator and a second lot of control in
singlicate for 6 days (n=6).

o Site Nos. 5-7: Three clinical laboratory sites in the United States tested one lot of control
in singlicate for ten days (n= 10 per site) with a different operator at each site.

In all cases, genotypes were called correctly.

. Number Correct G_enotype: Incorrec | Indeterminate | Percent

Site FII Heterozygous/
of Tesls t Result Result Correct

FV Heterozygous)
Site No. 1 12 12 0 1* 100%
Site No. 2 12 12 0 0 100%
Site No. 3 6 6 0 0 100%
Site No. 4 36 36 0 0 100%
Site No. 5 10 10 0 0 100%
Site No. 6 10 10 0 0 100%
Site No. 7 10 10 0 0 100%

* Operator error; one test was repeated
Section 5 HemosIL FII & FV DNA Control 510(k) Page 3 of 5




¢ Jo p 33y (D016 101u0) YN Ad ¥ [[d TISOWsH ¢ uonaag
%8T | 80 0L | %LT | L0 897 %ST | 90 65T %ST | L0 9z 145 145 v
%0°¢ | 80 0L | %87 |80 69C %LT | L0 09¢ %ST | L0 992 Sl ¢l 8049748¢V
%LT | L0 0L | %ST | L0 L9T %rC | 90 6°¢C %< | 90 ¥9c L1 Ll 3094d.19¢d
%6C | 80 0L | %8T | 80| 89¢C %S | 90 66T %SC | L0 #92 44 [#4 8094412V
(sno3Azo1a1aH A
10 D o 0 0 0 /SN03AZ0I33H 114) SIS o1 101
AD% | dS B AD% | dS ues AD% { dS eIy AD% | dS ueaW Sinsay 191107 30 ON # 107 [oJuo])
eI v A [BWION D Ad ez v L [BULON 5 T4

‘0F > AD% PUE O’ | > (S 1)) YIM “SJO] [OJIUOD UIIM]IQ US3S I9M SIOUIIJJIP s IudIs ON "A[0aLI0d pa[[ed d1am sadAjouad ‘sased [[e u]

10107 a18wis e Juisn oD YN Ad % [1Jd TISOWSH JO S10] 221y} Sun)sa) Aq palensuowsp sem AN[Iqranpoldar jo]-03-107 :3uUsa |, J01-03-307]

uswNISuT X(] Wad xauan) ay) uo Aessy A 101oe] % |[ J01oe] J[soway Hady

(00100 VN Ad % 114 TISOWSH Jo 510} om] Sunsa) Aq 103e12do 3U0 Yiim PAIBNISUOWdP sem Al[IQIonpoldal unt Ul-ylipy :3unsa ], uny-unpip

0 T9¢ o ['9¢ €0 Fee £ 6'ST S 10€ ¢ 30d441ITV
€0 0Lc v0 89T ¥'0 6°5¢C 50 0°LT g 10< ¢ 80944974
Lo ¥LC 90 £LT <0 79T 0 LT S 10T S 30944V
(sN0BAZOERPH AA
#107] S1ISa ]

as 10 U3 as 10 uesN as 1ueIw | s | 1D uesp ssnodAzorsaH 11.1) Koss i # 107 [oNU0))

S1[NS3Y 192100 v | J9ON
ey v A [euoN O Ad weiny v 114 [BULON O [1d

01 > (S 1D YPIm U2([29xa sem Afiqronpoldal uni-urgiipg “A[1991109 pajed a1am sadAjouad ‘sases [[e uj

"Ressy A 1019'] % [ 10308 [SOWS}] JO JO[ pU0Ias B 3ulsn Pa}sa) 219Mm JO[ [01IU0)) 2U0 Jo sajear[dal
aAl ‘A[jeuonippy juswnisul X uadyouan 3y uo Awssy A 10108 2 [ 1010g] T[SOWRH Wady jo jo[ 3[duis e Juisn 24l jo sajeardar ur

‘satprys Juimof[oj ay1 ut Anuenb YN JO J01BIIPUT UE SE PaZA[RUR PUB PaYIRL] 3q UBd 1By) “(S17)) Sploysaiy) Bulssold ‘sindino waisks

eouawnu sapraoxd X Madyxouan 3y ‘Quasqe 10 yussald adK1o0uod) jonuod saneenb e st [onuo) YNA Ad ¥ ([ TISOWIH ysnoyiy

Anpqrnpolday

(huo)) Aaewwing OIS

*ALON

1("10))) B)E(] MUBULIOIIJ Alewwung



¢ Jo ¢ aded (ODOTS (011U YN Ad 2 (1] TISowat ¢ uonIdg

%l'c | 80| 609z %0¢C | 80 892 %8T | Lo | 8T |%LT|iLo| 992 901 901 | sioreradQ v
ss0elad

wee |60 | 89z | wee foo| Lor | wie |go| Lsto|wsT|so| s9t S cg | Toeco
Yo L

%87 {80 | 0LT %9C | LD | 69T %r'Z | 90| 65T | %9T|L0]| 99z IS (s JoreradQ |

{SNOBAZOIOH A
A% | as | 1uesy | A% | as | o uesw | A% | as | 1D usem | AD% | as | 1o uesyy | /snodAzosel (1) | SIOL aem.sﬁ_o
S)[NSIY 1031107 JOON JOON
WeInN V A [BULON D AJ ey v (14 [EULION O 14

OF > AD% PuB 0’1 > (S 1D Ym “siojerado aydnnur Jo asoyy 01 paredwos aiam tojeiado
SUO JO $3(NSAT JS31 UM §1D) Jo Aiqronpoldar 10 §17) uBaw Ul OUIALJIP JUBIYIUTIS OU Sem DY -A[I29U02 pa[[ed d1am sodAjousd ‘sosed
[fe u] -siojeiado I2YO UIASS JO SINSII [00U0d Y3 01 pateduwios arom 1ojerado suo jo synsar [onuo)) :(A(dynA "sa 3[3wmg) Sunsay J0jeiad) o

%1'C | 80 997 %0t | 80 $atT %3°C | L0 9'cT %6'C | 80 £9¢ 10T 10Z S0 IV
%97 | L0 6'9¢ %t | L0 6'9C %CC | 90 0'9¢ %CC | 90 8°9¢ ¥ e 80d448¢V
%6'C | 80 °9¢ %6'C | 80 9T %9T | L0 £'6C %LT | L0 1'9Z el cCl 309449cd
%CE |60 0'LT %EL | 60 89¢C %0°C | 80 6'SC %EE | 60 £9z St SP 80dddicv
(snodAzois1aH A4
AD% | as | muesw | A% | as | 1w | Ad% | as | 1o uesin | Adw | as | 1o uesy | snoBAzosH (1) | L 46 onuop
g)nsay wauoy |49 ON
weiny v Ad [PULON D A e v 14 JeulloN O T[4

0t > AD% PUB ([ > (IS 1D Yim ‘[eudIs IB[IUIIS pajenSuowWap S10 [0U00 221yl 3y [, "A[}021100 paf[ed a1am sadKjouad ‘sased (e u] “s10jerado
apdnnw A4q pawwsograd says ddpnu je Judawnnsul X(§ WadXaUuan oY) uo Aessy A 10j0eq % [[ 10084 T[SOWIH WadX JO SIO] JUIIPIP
samy1 Suisn [onuo)) VNG Ad ¥ [1d TISOwsH Jo s10] 3any) Sunsal Aq pajelsuowap sem s10] [onuo)) jo Anpiqeieaday :Sunsa] Apiqejeaday o

(1uo)) Arewrwng (3)01S

(u0)) Aymqnpoxday

:(uo)) mye(q durULIOpId ] AlvwiwIng



SERVTL gy,
by,

1

-/(C DEPARTMENT OF HEALTH & HUMAN SERVICES

Food and Drug Administration
10903 New Hampshire Avenue
Document Mail Center — WOG66-0609
Silver Spring, MD 20993-0002

Instrumentation Laboratory Co.
c/o Ms. Carol Marble
Regulatory Affairs Director

180 Hartwell Road MAY ﬂ’l 2010

Bedford, MA 01730

Re: k093737
Trade/Device Name: HemoslL FII & FV DNA Control
Regulation Number: 21 CFR §866.5910
Regulation Name: Quality control material for cystic fibrosis nucleic acid assays
Regulatory Class: Class II
Product Code: NZB
Dated: March 31, 2010
Received: April 1, 2010

. 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 class II (Special Controls), 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 stitutes and regulations administered by other Federal agencies. You must



Page 2 — Carol Marble

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); 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 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
predicate device results in a classification for your device and thus, permits your device to
proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR 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 CFR 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/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

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 (301) 796-7100 or at its Internet address

http://www .fda.gov/cdrh/industry/support/index.html.

Sincerely yours,

G Oy

4

—f'o ¢ Maria M. Chan, Ph.D
Director
Division of Immunology and Hematology Devices.
Office of Ir Vitro Diagnostic Device Evaluation and Safety
Center for Devices and Radiological Health

Enclosure



Indications for Use Statement

k 093737

510(k) Number (if known):
Device Name: HemosIL® FII & FV DNA Control

Indications for Use:

HemoslIL FII & FV DNA Control is intended for in vitro diagnostic use as a heterozygous
quality control to monitor analytical performance of the extraction, ampllflcatlon and detection
steps of the Xpert™ HemosIL FII & FV genotyping assay on the GeneXpert Dx System used in
the detection of both the Factor 11 20210G>A and Factor V 1691G>A (Leiden) mutations.

Prescription U‘se \/ 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)

Qe Pl

Division Sign-Off

Office of In Vitro Diagnostic
Device Evaluation and Safaty

stk k093737
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