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DEFINITIONS

Absorbent paper – paper towel or other types of tissue that takes up excess urine when performing urine dipstick tests.  Absorbing the excess urine prevents cross contaminating the chemical pads on the urine strip.

Accuracy – refers to getting the correct test result.  If you apply good laboratory practice when performing waived tests, you can be assured that your test results are accurate or correct.

Analyte – is a substance.  For example, glucose is an analyte.  There are many different analytes that may be found in urine, blood, etc.  Waived test kits are testing for a specific analyte or substance.

Automated urinalysis instrument – an instrument that reads urine dipsticks.  Currently there are five urinalysis instruments that are not waived.  The rest are all waived.  Automated urinalysis instrument standardizes the reading of the urine dipstick. 

Built-in Controls – see procedural control.

Catheterized urine collection – urine collected via a tube inserted into the bladder.  

Certificate of Waiver (COW) - allows a facility to do only waived tests.  COW laboratories must enroll in the CLIA program, pay applicable certification fees biennially, and follow manufacturers’ test instructions.

CLIA ’88 – is the acronym for the Clinical Laboratory Improvement Amendments of 1988.  This law requires any facility performing examination of human specimens (e.g. tissue, blood, urine, etc.) for diagnosis, prevention, or treatment purposes to be certified by the Secretary of the Department of Health and Human Services.

CLIA Number – the 10-digit number that is assigned by the federal government when a facility applies to become a laboratory.  The CLIA number is required for Medicare and or Medicaid reimbursement.  Your are required to write on the claim form (that goes to carrier) your assigned CLIA number. 

Color blindness – there are 3 types of color receptors in our eyes, red, green, and blue.  We also have black and white receptors.  Color blindness comes as a result of lacking of one or more of these color receptors.  Most color defects are for red or green or both.  

Color blind test – it’s a test that checks for color blindness.  It is good laboratory practice to check if you are lacking green, red or both color receptors.  Recognition of these colors is important for the interpretation of urine dipsticks and other tests.

Desiccant – chemical that absorbs the moisture from the air keeping the test reagent dry.  They are normally found in test kits.  Some of the manufacturers of urine dipsticks place the desiccant under the cap.

Diagnostic tests – tests to identify a disease or medical condition that exists in a patient.

Expiration date – it’s the date required by FDA for manufacturers to put on their reagents.  The expiration date tells you that the reagents are stable up to a certain date.  The manufacturer cannot guarantee the stability of the reagent if it used beyond the expired date.

External quality control – Material that is similar to that being tested with known amounts, introduced into the test system in the same way as the unknown sample.  Like internal quality control, it is another tool to ensure that the test is performing correctly.  

False Negative Result – is a result returned as negative when we know that the true answer is positive.  For example, high concentration of Vitamin C in the urine may give a false negative reading for nitrite on the urine strip.

False Positive Result – is a result returned as positive when we know that the true answer is negative.  For example, menstruating females may give a false positive reading for blood on the urine strip.

First morning specimen – refers to urine collected when the patient first rises in the morning.

FDA – Federal Food and Drug Administration.  Under CLIA, FDA has the responsibility of categorizing tests as waived, moderate, or high complexity using a set of criteria in the CLIA regulation.

Good laboratory practice GLP - identifying those laboratory practices that assures correct test results for quality patient care.

Good patient care – refers to appropriate or quality care of the patient.  Good laboratory practice assures quality or good patient care.

Healthcare provider – physician, nurse practitioner, physician assistant, midwife, or other persons licensed by State law to practice medicine or provide health care.

High complexity test – refers to a category of laboratory tests that have test procedures that are categorized as complex.  The FDA categorizes laboratory tests as waived, moderate, or high complexity using a set of criteria established by the CLIA regulation.

Identifier – refers to an identification that is unique to each patient.  Examples of identifiers are: patient full name, medical record number, social security number, patient accession number, etc.

Interfering substances – substances that interfere or affect the test results. Refer to the package insert to see listing substances.

Internal control – see procedural control.

Intended Use – found in product inserts.   Under this section, you can expect to find what the test will detect and what type of specimen is tested.  

Laboratory - a facility for the examination of materials derived from the human body for the purpose of providing information for the diagnosis, prevention, or treatment of any disease or impairment of, or the assessment of the health of, human beings. These examinations also include procedures to determine, measure or otherwise describe the presence or absence of various substances or organisms in the body.

Limitations – found in product inserts.  Under this section, the manufacturer explains to what extent the test kit may be used or what limits the test kit will screen or diagnose.   

Manufacturer’s instructions – written instructions for performing a test that comes in testing kits.  May be referred to as product insert, package insert, or product instruction (PI).  

Mechanical timer – an electronic or automatic timer used for timing the test reaction.  Mechanical timers may be purchased from a distributor of laboratory supplies.  It is good laboratory practice that mechanical timers are used when performing waived tests or any other laboratory tests.

Moderate complexity test – refers to a category of laboratory tests that have test procedures that are not as complicated to perform in comparison to high complexity test. The FDA categorizes laboratory tests as waived, moderate, or high complexity using a set of criteria established by the CLIA regulation

Must – is a regulatory terminology meaning require.  For example, if you see the word “must” in a package insert, you are required to follow the instruction.

Normal values – established values derived from testing hundreds of normal human subjects.  For instance, there are normal values (specific gravity, pH, glucose, ketones, protein, blood, bilirubin, urobilinogen, nitrite, leukocyte esterase) for urine.

Package insert – manufacturer’s instruction or product insert.

PI – see manufacturer’s instructions

Post prandial collection – at a timed interval (for example, two hours) after the patient has eaten.

Procedural control – control built into the test to ensure that reagents are working, reagents samples are added correctly and in the right sequence, and test performed according to manufacturer’s instructions.  Procedural control typically include the appearance of a color dot, line or bar in a control region of the testing device.

Procedure – step by step instruction to perform a test.

Product insert – see manufacturer’s instructions 

Product instruction – manufacturer’s product insert or package insert.

Proficiency testing – testing of unknown samples.  Proficiency testing samples may be purchased from proficiency testing vendors such as American Proficiency Institute.  These samples are tested in the same manner as patient specimens using your test kit and then sending your answers back to the vendor for grading.  If you get the correct answer, this is a good indication of the quality of your test results in your office.  Proficiency testing participation is not required for Certificate of Waiver facilities.  Laboratories performing moderate and or high complexity testing must subscribe to proficiency testing as required by the CLIA regulation.    

QC – quality control.  See definition below.

Qualitative test – a test that detects the presence or absence of an analyte or substance.  For example, a waived strept test is reported as either negative or positive.

Quantitative test – a test that reports out a numerical value of the analyte or substance detected.  For example, a glucose meter will give a numeric between 50 to 500 mg/dl.

Quality Control – checking the test with samples of known values to ensure that the test is performing correctly.  If quality control fails, there may be something wrong with the test and you need to investigate the cause of the failure.

Random clean catch or mid-stream collection – urine sample collected at any time.  A clean catch urine is collected by discarding the first part of the void.  Random clean catch urine is used for routine urinalysis.

Reagent - is a substance, material, or ingredient used in a lab test to detect, measure, examine, or produce other substances.

Require - is a regulatory terminology meaning it’s the rule.  For example, if you see the word “require” in a package insert, you must follow the instruction.

Runover – refers to excess urine remaining on the strip causing cross contamination of the reaction pads.  This is caused by inadequate blotting of the strip after it is dipped into a well-mixed urine.  

Room temperature (RT) – 59-86O F (15-30O C) per FDA or package insert.
Shall – is a regulatory terminology meaning require.  For example, if you see the word “shall” in a package insert, you are required to follow the instruction.

Specimen collection and preparation – found in a product insert that gives instruction of the specimen requirement for the test.  It may also give information regarding collecting, preserving and transporting the specimen.

Storage and Stability – found in a product insert that informs the tester of how to store the test kit and about the expiration date of the reagents.    

Screening tests – initial tests to determine if a disease or medical condition exists.

Survey – the term used by the federal CLIA program that means inspection.

Testing personnel or testing person – refers to the person (s) or staff performing laboratory tests.

Test kit - means all components of a test that are packaged together.

Urinalysis – analysis or study of the urine

Urine dipstick – is a laboratory test procedure.  A sample of urine is tested by briefly dipping a urine test strip into a well-mixed urine and then comparing the reaction colors to those on the bottle or a chart.

Urine test strip - a test strip that contains pads impregnated with specific chemicals.  When a urine test strip is dipped into urine, the urine causes reactions on the chemical pads and a color development.

Waived tests – by the CLIA law, waived tests are those tests that are determined by Centers for Disease Control (CDC) and Food and Drug Administration (FD) to be so simple that there is little risk of error.  Some testing methods for glucose and cholesterol are waived along with pregnancy test, Group A Strep, fecal occult blood, some urine tests, etc.  Visit the FDA web site at http://www.fda.gov/cdrh/clia for a complete listing of these tests.
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