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Mr. Neil B. Stringer

Managing Director

Cheshire Diagnostics Ltd.
Management Centre, Inward Way
Ellesmere Port
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United Kingdom CH 65 3EN

Re: k(20695
Trade/Device Name: QAp»A IgG ElisaKit AP
Regulation Number: 21 CFR 866.5660
Regulation Name: Multiple autoantibodies immunological test system
Regulatory Class. Class i
Product Code: MSV
Dated: March 1,2002
Received: March 4, 2002

Dear Mr. Stringer:

This letter corrects our substantially equivalent letter of April 19, 2002 regarding the
QApB»A IgG ElisaKit AP in which the wrong product code was used.

We have reviewed your Section 510(k) premarket notitication of intent to market the
device referenced above and have determined the device is substantially equivalent [(for
the indicationsfor 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 (PMA). You may, therefore, market the device, subject to the
general controls provisions of the Act. The genera 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 [T (Special Controls) or class Iil
(PMA), it may be subject to 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.
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Please be advised that FDA's issuance of asubstantial equival encedetermination does not
mean that FDA has made a determinationthat your device complieswith other
requirements of the Act or any Federa statutes and regulationsadministered by other
Federal agencies. You must comply with al the Act's requirements, including, but not
limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part 801); good
manufacturing practice requirementsas 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 continue marketing your device as described in your Section
510(k) premarket notification. The FDA finding of substantial equivalenceof your device
to a legally marketed predicatedevice resultsin a classificationfor your device and thus,
permitsyour device to proceed to the market.

If you desire specific advicefor your device on our labeling regulation (21 CFR Part 801),
please contact the Office of Compliance at (240) 276-0131. Also, please note the
regulationentitled, "Misbranding by referenceto premarket notification" (21CFR Part
807.97). You may obtain other general information on your responsibilitiesunder the Act
from the Division of Small Manufacturers, International and Consumer Assistanceat its

toll-free number (800) 638-2041 or (301) 443-6597 or at its Internet address
htt p: / / ww. f da. qov/ cdr h/ dsr na/ dsr nar nai n. ht rnl

Sincerely yours,

Robert L. Becker, J., M.D., P
Director

Divisionof Immunology and Hematology Devices

Office of In Vitro Diagnostic Device Evaluation and Safety
Center for Devicesand Radiological Health

Enclosure



QAB-A IgG Elisa Kit 510(k)

Indications for Use Statement

510(k) Number___ K 820,95

Device Name: QABA IgG Elisa Kit AP

Indications for Use: The Cheshire Diagnostics Limited QAB,A IgG Elisa Kitis a semi

guantitative enzyme linked immunoassay for the detection of
the I1gG isotype autoantibody.to P2-Glycoprotein-l in human
serum.
The presence of B2~GPI antibodies can be used in conjunction
with other serological tests and clinical findings to aid in the
assessment of the risk from thrombosis in patients with
Systemic Lupus Erythematosus or other Lupus like disorders.
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