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Home Use Test
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Cholesterol

Creatinine

Glucose

Glucose monitoring devices (FDA cleared/home use)

FDA 7/

0

Glucose monitoring devices (prescription use only)

Glucose, fluid (approved by FDA for prescription home use)

FDA

0

Glucose, urine

Glycated hemoglobin, total

Glycosylated Hemoglobin (Hgb Alc)

HGB Alc

HDL cholesterol

HDL

Hemoglobin Al

Al

Ketone, blood

ofo]olo|o

Ketone, urine

LDL cholesterol

LDL

0

Microalbumin

0

Triglyceride

Urine qualitative dipstick creatinine

Urine qualitative dipstick glucose

Urine qualitative dipstick ketone

Urine qualitative dipstick protein

ofofo|o

Whole blood qualitative dipstick glucose

Estrone-3 glucuronide

0

Fern test, saliva

Follicle stimulating hormone (FSH)

FSH

hCG, serum, gualitative

hCG

hCG, Urine

hCG

Luteinizing hormone (LH)

LH

Ovulation test (LH) By visual color comparison

LH

Semen

of

Urine hCG by visual color comparison tests

hCG

Vaginal pH

pH

of

Bilirubin, urine

0

Chloride

o]

Fecal occult blood

Leukocyte esterase, urinary

Nitrite, urine

pH, urine

pH

Protein, total, urine

Urinary protein, qualitative

Urine dipstick or tablet analytes, nonautomated

Urine qualitative dipstick bilirubin

Urine qualitative dipstick blood

Urine qualitative dipstick leukocytes

Urine qualitative dipstick nitrite

Urine qualitative dipstick Ph

pH

Urine qualitative dipstick specific gravity

Urine qualitative dipstick urobilinogen

Urobilinogen, urine

olojofofo|oljojofofofo]o]|O]|O

Allergen specific IgE and/or mixed allergen panel IgE

IoE

Fructosamine

Hemoglobin

Lactic acid (lactate)

pH

pH

HIV antibodies

HIV

ofojojofo]|o

Alcohol, breath

Alcohol, saliva

Amphetamines

Barbiturates

Benzodiazepines

Buprenorphine

Cannabinoids (THC)

THC

Cocaine metabolites

Ethanol (alcohol)

Methadone

Methamphetamine/amphetamine

Methamphetamines

Methylenedioxymethamphetamine (MDMA)

MDMA

Morphine

Opiates

Oxycodone

Phencyclidine (PCP)

Propoxyphene

Tricyclic antidepressants

ofofofojojojofofofojolojofofofo]o

1

FDA IDV Over the Counter (OTC) Database, FDA
http://ww.accessdata.fda.gov/scripts/cdrh/cfdocs/cflVD/Search.cfm
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How You Can Get the Best Results With Home Use Tests

Follow the tips listed here to use home-use tests as safely and effectively as possible.

* Read the label and instructions carefully. Review all instructions and pictures carefully to make sure you
understand how to perform the test. Be sure you know:
* what the test is for and what it is not for

how to store the test before you use it

how to collect and store the sample

when and how to run the test, including timing instructions

how to interpret the test

what might interfere with the test
* the manufacturer's phone number if you have questions

* Use only tests regulated by FDA.

There are several ways to find out if FDA regulates a home-use test. You can ask your pharmacist or the
vendor selling the test. If FDA does not regulate the test, the U.S. government has not determined that the test
is reasonably safe or effective, or substantially equivalent to another legally marketed device.

* Follow all instructions. You must follow all test instructions to get an accurate result. Most home tests
require specific timing, materials, and sample amounts. You should also check the expiration dates and
storage conditions before performing a test to make sure the components still work correctly.

* Keep good records of your testing.

¢ Call the "800" telephone number listed on your home-use test if you have any questions.

* When in doubt, contact your doctor. All tests can give false results. You should see your doctor if you
believe your test results are wrong.

* Don't change medications or dosages based on a home-use test without talking to your doctor.

2
FDA. “How You Can Get the Best Results With Home Use Tests”
http://ww.fda.gov/MedicalDevices/ProductsandMedicalProcedures/InVitroDiagnostic
s/HomeUseTests/ucm125664 . htm
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3
FDA. “Search IVD Over the Counter(OTC) Database”
http://ww.accessdata.fda.gov/scripts/cdrh/cfdocs/cflVD/Search.cfm

44



121

13

17

. ! .
i ;
C D

45

29



46

13

24

83




0

47




100

73 home-use test
FDA HP

home-use test

48



49



