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Dear Mr. Berg: 

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 either class I1 (Special Controls) or class I11 (PMA), it 
may be subject to such additional controls. Existing major regulations affecting your device can 
be found in the Code of Federal Regulations, Title 2 1 , Parts 800 to 898. In addition, FDA may 
publish hrther 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 recpirements 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 (2 1 CFR Part 80 1); good manufacturing practice requirements as set 
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic 
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1 050. 
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This letter will allow you to begin marketing your device as described in your 5 LO@) premarket 
notification. The FDA finding of substantial equivalence of your device to a legally marketed 
predicate device results in a classification €or your device and thus, permits your device to 
proceed to the market. 

If you desire specific advice for your device on our labeling regulation (2 1 CFR Part 80 1 and 
additionally 809.10 for in vitro diagnostic devices), please contact the Office of Compliance at 
(301) 594-4588. Additionally, for questions on the promotion and advertising of your device, 
please contact the Office of Compliance at (301) 594-4639. Also, please note the regulation 

. entitled, “Misbranding by reference to premarket notification“ (21CFR 807.97). Other general 
information on your responsibilities under the Act may be obtained from the Division of Small 
Manufacturers International and Consumer Assistance at its toll-free number (800) 638-2041 or 
(30 1) 443-6597 or at its internet address “http://www.fd~gov/cdrh/dsma/dsmamain.~itml~~ - 

Sincerely yours, 

Steven I. Gutman, M.D., M.B.A. 
Director 
Division of Clinical Laboratory-Devices 
Office of Device Evaluation 
Center for Devices and 

Radiological Health 

Enclosure 



510(k) Number (if known): KO22538 

Device Name: IimunoDip.rLr Unnan: Albumin Test 

Indications for Use: 

For fN I;7TRO diagost ic  use. 

T h e  are scvcral kidney disease conditions that ca~i  produce high lcvcls of albumin in urine ( I  ). Detemiining 
albumin in tht: urinc at the low lzvels rncasurcd by this test is helpfiil for early dctcctioii and treaLiiiciit of 
patients at risk for rcnal (kidney) disease. Low but clev-ated urinan. albtiinin levels, or microalburninuria, refers 
to a lcvcl o f  the huniaii protein albumin in urine abovc about 1 ti mg/L. Levels abovc I8 mg/L are not norinally 
found in healthy individuals. These low but significant lcvcls are not detectable with older dipstick assays 
Thc IrnniuiioDipru Urinary Albumin Test classifics samples as positive or negative based on thcir bcing above 
or bclow a level of I 8  mg/L. 

C’onditions in which c h a t e d  levels of albuinin in urine rnay be present include: Type 1 ‘and Typc 2 diabetes 
(2-8): 1i)pertension (9:  I O ) ;  and renal discasc found in pregnancy (1 1 ). Thei-e arc othcr lcss comnion causes 
as well. Diabetes is the largcst siiizle cause. One study found 45% of the insulin-dependent diabetics develop 
serious kidncy disease ( 3 ) .  Testing for elevated levels of albumin in urine hclps to identi@ those diabetics who 
are pi-oiic to kidncy disease. Scientific stirdics indicate that propcr control of blood glucose (blood sugar) levels 
and blood pressure help slow or prcvcnt kidney damage ( I ,  9). 

(PLEASE DO NOT WRITE RELOW THTS LINE - CONTIN[JE ON ANOTHER PAGE IF NEEDED) 

Concurrence of CDRH, Office of Device Evaluation (ODE) 

Prescription Use 
(Per 2 1 CFR 80 I .  IO9 

OR Over-The- Co unter II se ~. 

Division of Clinical Laboratory Deviees 
51qk) Number \( c7225-3 s 


