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I. PURPOSE 
 

The goal of the waived testing function is to provide a framework for waived tests by 
establishing minimum requirements for quality control, identifying responsibility for 
testing, and reporting results according to all requirements for performing waived 
tests including Clinical Laboratory Improvement Amendments of 1998 (CLIA88), 
Department of Community Health requirements, and JCAHO standards. 

 
II. POLICY 
 

It is the policy of the WCHO to ensure that all care and service providers will 
establish and implement the procedures described in this policy relative to waive 
testing. 

 
III. APPLICATION 
 

All accredited and non-accredited Washtenaw Community Health Organization 
(WCHO) Network Providers 

 
IV. DEFINITIONS 
 

Waived Tests -  A wide variety of tests that are classified as waived tests (see Exhibit 
A), including long standing popular tests such as occult blood, urinalysis, glucose, 
drug screens and pregnancy testing. Waived tests are by definition those that: 
 

• Meet the Clinical Laboratory Improvement Amendments of 1998 (CLIA88) 
requirements to be classified as waived tests 

• Are cleared by the Food and Drug Administration (FDA) for home use 
• Use methodologies that are so simple and accurate as to make the likelihood 

of erroneous results negligible or 
• Pose no risk of harm to the member if the test is performed incorrectly. 
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V. STANDARDS 
 

Applicable JCAHO standards, Clinical Laboratory Improvement Amendments of 
1988 (CLIA) Waived Tests requirements and Michigan Department of Community 
Health In implementing these Standards, providers shall have: 
 
A. Written definition of how tests will be used in diagnosis, care, and screening, and 

whether the results of waived testing will be considered definitive for purposes of 
care and diagnosis or regarded as a screening tool, in which case they may be 
followed by confirmation testing. 

 
B.    Written determination of the personnel responsible for performing and  

 supervising waived testing. 
  
C.    Personnel performing tests have adequate, specific training and orientation to 

 perform the tests and demonstrate satisfactory levels of competence.  
 
D.   Specific testing-related processes are current and readily available. Written 
       procedures will address specimen collection; specimen preservation; instrument 
       calibration; quality control and remedial action; equipment-performance  
       evaluation; and test performance. Referring to a manufacturer’s manual is  
       acceptable, if appropriate modifications have been made to tailor the manuals  
       content to the organization. The policies and procedures are available and  
       accessible to the person performing the test. 

           
       E.    Quality-control checks, as defined by the provider, is conducted on each 

        procedure, but at minimum, the manufacturer’s instructions are followed. The 
        plan will specify how the procedures control for quality, timetables for checks  

  and the rationale for choosing procedures and timetables including how the test  
  is used; reagent stability; manufacturers’ recommendations; the providers  
  experience with the test; and currently accepted guidelines. 

 
F.     Record of quality control and test records are maintained on-site.   
     Documentation of test results may be located in the clinical record. Quality 

  control records, instrument problems and results are correlated. A log or other  
  record is maintained to determine annual volume of tests performed. 

 
G.    Submit  CLIA Application for Certification the Hospital, Laboratory & Medical  

  Facilities Section of the Michigan Department of Community Health. Phone:  
  517 241-2648 or Fax: 517 241-2635. 

 
VI. EXHIBITS 
 

A.     CLIA Waived Test List – updated as of October 10, 1996 
B.   Clinical Laboratory Improvement Amendments of 1988 (CLIA) 
C.   Sample Glucose Testing by Finger Stick Procedure 
D.   Sample Ketone Testing By Urine Dip Procedure 
E.   ALCOSCREEN saliva alcohol test 
F.   FASTECT II drug screen dipstick test 
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VII. REFERENCES 
Reference: Check 

 if 
applies:

Standard Numbers: 

JCAHO- Behavioral Health Standards X PC 16.10-16.60 
 
CSTS Clinical Screening for Alcohol/Drugs. 

 

X 10.080 

 
VIII. PROCEDURES 
 

None 
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Exhibit A  

Exhibit A 
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       Exhibit B (page 5 – 8) 
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          Exhibit C 
          
 

SAMPLE GLUCOSE TESTING BY FINGER STICK PROCEDURE 
 

I.   Purpose 
 

To determine blood sugar level.  Testing blood sugar is an integral part of 
diabetes management.  Testing helps monitor diabetes and make adjustments in 
diet and exercise regimen as needed.  The goal is to keep blood sugar level as 
close to normal as possible.  In doing so, long term health problems caused by 
abnormal blood sugar levels may be delayed or prevented.   

  
II.   Specimen 

 
One large drop of whole blood collected by finger stick at the time of testing.  
Glucose tests are to be performed as indicated by physician or nurse. 

 
III.  Materials 

 
One Touch Basic Meter 
Test Strips 
Lancets 
Penlet II 
Alcohol Prep Pads 
Gloves 
Sharps Container 

 
IV.   Procedure 

 
1. Wash hands and put on gloves. 
2. Ask consumer to wash hands with soap and warm water and dry thoroughly 

to clean area for prick.  
3. Press the On/ Off  Button on Meter. 
4. Press C Button until the code number matches the code number on the Test 

Strip package.  The Meter will remember this code until it is changed for a 
new package of Test Strips. 

5. Insert test strip 
6. Remove Penlet II Cap and insert Lancet by pushing it into the Lancet holder.  

Twist off the protective disk and replace Penlet II Cap. 
7. Cock the Penlet II by pulling out the dark gray sliding barrel on the end of the 

device. 
8. Place Penlet II against the side of finger and press the dark gray Release 

Button on its side.  Be sure to rotate which finger you use to avoid soreness 
or callouses. 

9. Squeeze the finger gently to get a large, hanging drop of blood. 
10. Apply drop of blood to test spot by only touching the drop to the test spot. 

Allow 45 seconds for results. 
11. Use caution when removing the Lancet and Penlet II Cap.  Remove cap and 

grasp the dark gray T-Shaped prongs.  Point the Lancet down and away from 
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you into the sharps container.  Pull back on the dark gray sliding barrel until 
the Lancet drops out into the sharps container. 

12. Remove Test Strip and discard after obtaining and documenting results. 
13. Remove gloves and wash hands. 

 
V.   Interpretation 

 
1. Follow physician/ nurse orders regarding interpretation of test results.  

Client’s home staff must communicate to habilitation staff any changes in 
physician/ nurse orders regarding glucose levels as changes occur.  Current 
physician orders must be on site.  Test results and any interventions must be 
documented and communicated to home staff when client returns home.  

 
 VI.   Quality Control 

 
1. Check the One Touch II meter using Normal Glucose Control Solution-Blue 

Formula, which is available from drug stores or Authorized Life-Scan 
Distributor.  To do a Control solution test, follow the same procedure you 
would if you were testing a blood sample.  The Control Solution results will 
appear on the meter display.  The acceptable level for the One Touch Normal 
Control Solution- Blue Formula is marked on the test strip vial or the foil 
wrapper.  In addition, a Check Strip is included with the meter.  Follow 
manufacturer’s instruction for use of the Check Strip. 

2. Use the Glucose Control Solution at least once a week, when using a new 
package of Test Strips, or whenever the meter is suspected to not be working 
properly.  Use Check Strip at least once a week, after cleaning the meter, 
whenever results seem to be inaccurate or inconsistent, or whenever the 
meter’s “NOT OK REDO” message appears on the meter. 

3. Document quality control results in maintenance log. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
         Exhibit D 
 



Waived Testing Policy/Chapter 2  Page 11 of 16 

SAMPLE KETONE TESTING BY URINE DIP PROCEDURE 
 

I.   Purpose 
 

To determine whether ketones are being spilled into urine.  An individual with 
diabetes is likely to spill ketones into urine as a result of burning too much fat.  
Burning too much fat and producing too many ketones may be a sign that an 
individual’s diabetes is out of control.  When this occurs, a complication called 
ketoacidosis develops which may lead to serious medical complications such as 
coma. 

 
II.   Specimen 
 

Fresh urine sample voided within 10 minutes.  If there is a greater than 10 min 
delay in testing specimen, obtain a second specimen. 

 
III.   Materials   
 

Clean and dry paper cup 
Ketostix Reagent Strip 
Gloves 

 
IV.   Procedure   

 
1. Put on gloves and hand client clean and dry paper cup.  Have client collect 

urine sample in bathroom.  Have client leave specimen in bathroom. 
2. Remove strip from bottle replace cap immediately and tightly.  Do not touch 

test area of strip.  Check expiration date printed on the bottle label.  If date 
has passed, discard and retest with strips from a new bottle.  If the bottle has 
been opened, check the date recorded from when it was first opened. 

3. Dip the end of the strip into fresh urine sample and remove it immediately 
drawing the edge of strip against rim of the urine container to remove excess 
urine. 

4. Begin timing and at exactly 15 seconds, match the reagent area to the ketone 
color chart.  Ignore color changes that occur after 15 seconds. 

5. Document results and discard test strip. 
 

V.   Interpretation 
 

1. Follow physician/ nurse orders regarding interpretation of test results.  
Client’s home staff must communicate to habilitation staff any changes in 
physician/ nurse orders regarding changes occur.  Current physician orders 
must be on site.  Test results and any interventions must be documented and 
communicated to home staff when client returns home.  

 
VI.   Quality Control 

 
1. Always check the expiration date on the bottle.  A new bottle can be used for 

6 month after being opened.  Always write the date you open a bottle on the 
label.  Do not use product (opened or unopened) after expiration date. 
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Introduction to Drug Screens 
 

Two kinds of waived testing are being performed at Washtenaw County Community 
Support & Treatment Services: 
 
a)  AlcoScreen saliva alcohol test, and  
b)  Fastech II drug screen dipstick test.  
 
Washtenaw County Community Support and Treatment Services have a CLIA certificate 
(#23D0982199).  Waived Testing is used definitively.  Waived testing is only performed  
by CSTS clinical staff who are trained by a qualified medical staff. Clinicians performing 
waived testing demonstrate initial competency, then demonstrate ongoing competency 
annually.  Staff training and the method of assessing current competency will be 
documented.  
 
The Director or qualified designee will initiate a review/update before initial use of waived 
test; periodically as defined by the Director/designee but at least once every three years, 
or when there are changes in procedures. 
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          Exhibit E 
 

 ALCOSCREEN SALIVA ALCOHOL TEST 
 

I. Purpose 
 

 To detect the presence of alcohol in saliva and to provide a semi-quantitative 
 approximation of relative blood alcohol concentration. 

 
II. Specimen 

 
Saliva specimen is obtained by placing the test strip in the saliva in the mouth or 
sputum.  The person tested must abstain from placing anything in the mouth prior 
to the beginning of the test procedure. 

 
III. Materials 

 
 AlcoScreen Saliva Alcohol Test Kit 
 Sputum cup (optional) 
 Timing devise 
 Gloves 
 
IV. Procedure (per Manufacturer’s manual) 

 
1. Abstain from placing anything in the mouth for fifteen (15) minutes prior to 

beginning the test. This includes non-alcoholic drinks, tobacco products, 
coffee, breath mints, food, candy, etc. 

2. Open the foil package and remove the test strip. Observe the reactive pad on 
the end of the test strip. The pad should be light cream color. A test strip with 
a reagent pad which is dark tan in color or otherwise discolored must be 
discarded. 

3. Saturate the reactive pad with saliva from mouth or sputum cup. Immediately 
start timer. 

4. At two (2) minutes observe the color change (if any) in the reactive pad.  A 
color change of green or blue indicates the presence of alcohol and a positive 
result. Results obtained after more than 2 minutes and 30 seconds may be 
erroneous. 

5. Estimate the approximate blood alcohol concentration by comparing the color 
of the reagent with the color chart appearing on the test package. 

6. Document the results and discard the test kit. 
 

V. Interpretation 
   

A color change of green or blue indicates the presence of alcohol and a positive 
result. An estimate of the approximate blood alcohol level is obtained  by 
comparing the color of the reagent pad to the color appearing on the test 
package (ranging from 0.02%; 0.04%; 0.08%; 0.30%). A reading of 0.08 or 
greater denotes legal impairment in the State of Michigan. 
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VI. Quality Control (per Manufacturer’s manual) 
 

1. Always check the Use Before date on the front of the test kit.  Log and 
discard outdated testing material.  

2. Failure to wait 15 minutes after placing food, drink, etc. in the mouth before 
running the test can provide erroneous results. 

3. If the presence of alcohol vapors is suspected in the testing area, the test 
should be performed in an area known to be free of these vapors. 
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          Exhibit F 
 

FASTECT II DRUG SCREEN DIPSTICK TEST 
 

I. Purpose 
 

 The Fastect II Drug Screen Dipstick Test is an in vitro screen test for the rapid 
detection of multiple drugs and drug metabolites in human urine at or above the 
determined cutoff concentrations. This test provides only a preliminary screening 
test result. 

 
II. Specimen 

  
 Only freshly voided, untreated urine obtained in a clean collection cup should be 

used. Urine samples should be collected so that testing may be performed as 
soon as possible, preferably during the same day.  

   
III. Materials 

  
 Dipstick Test Device 
 Clean collection cup 
 Disposable towel upon which test device laid 
 Gloves  

  
IV. Procedure (per Manufacturer’s manual) 

  
1. Test device and donor sample (urine specimen) should be at room 

temperature. Do not open sealed pouch until ready to perform the assay. 
2. Remove the test device from the sealed pouch. 
3. Push the sleeve on the test device all the way up. 
4. Dip the sample pad of the test device into the urine sample for at least 10 

seconds. Dip up to, but not beyond, the tips of the arrows. 
5. Slide the sleeve down to the read indicator mark and lay the device on a level 

surface. 
6. Once the control band (C) appears (in 5 minutes or less) results are ready to 

interpret. (Results are stable and may be interpreted up to 1 hour after the 
control band forms.) 

7. Record results and properly dispose of urine sample and test device. 
8. Precaution: The urine sample and all materials coming in contact with the 

urine sample should be handled and disposed of as if potentially infectious. 
Established universal precautions must be followed. 

 
V. Interpretation 

  
  For interpretations of results, manufacturer’s procedures must be followed:  
 

1. Negative Results: The presence of a colored band at the control region (C) 
and a colored band at a specific test region (T) regardless of the intensity 
indicate that the result is negative for that particular test. 
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2. Positive Results: The presence of a colored band at the control region (C) 
and the absence of a colored band at the test region (T) indicate a positive 
result for that particular test. 

3. Invalid Results: No band appears at the control region (C). The test is 
inconclusive even if there is a band at the test region (T). If the test device 
does not produce a band at the control region, check testing procedure, 
sample, and/or control materials, and repeat the test using a new device. 

 
VI. Quality Control (per Manufacturer’s manual) 

  
1. The Fastech II test device has built-in internal procedural controls (See 

Invalid Results above). 
2. The assay is designed for use with human urine only. 
3. Positive results only indicate the presence of drug/metabolites and do not 

indicate or measure intoxication. 
4. There is a possibility that technical or procedural errors as well as other 

substances in certain foods and medication may interfere with test and cause 
false results. 

5. If a drug/metabolite is found present in the urine specimen, the assay does 
not indicate frequency of drug use or distinguish between drugs of abuse and 
certain food and/or medication. 

6. If it is suspected that the sample may have been tampered with, the test 
should be repeated, and a new specimen should be collected. 

 
 

STAFF TRAINING/COMPETENCE 
  
 1.  Training and documented competency will be done by a qualified medical staff 

member identified by the Director. 
  
 2.  Clinical Staff members who perform waived testing will have documented training 

and competency assessed prior to administering tests. Training and competency  
will be  conducted and documented on an annual basis. 

 
 3.  Methods to assess current competency include at least two of the following: 

• Performing test on an unknown/blind specimen 
• Have qualified medical staff periodically observe testing by clinical staff 

member. 
• Monitoring of each user’s quality control performance 
• Having written testing that is specific to the method assessed. 

 
4.  Training and competency will be documented and placed in staff personnel file.  

 
5.  The identity of staff who direct/supervise the training is documented. The identity 

of current staff trained to perform testing is documented and maintained. 
 

6.  Current and complete written policies and manufacturer’s instructions are readily 
available to qualified persons performing the tests. 

 


