	Methodist Health Services Corporation & UnityPoint Health Methodist

	Page # 1 of 7
	Section:  UPM UA
	Policy #:   04

	
	Laboratory

URINALYSIS
	Approved by:     see signature block at end of policy
	Date   11/20/17

	
	
	Date Revised: :  1/20/10, 10/18/96; 07/24/97; 9/21/98; 8/22/00, 5/15/02; 9/17/02, 6/02/03, 7/28/03, 3/8/06, 4/30/12, 6/12/12, 9/10/14, 9/16/14, 10/15/14, 9/15/16, 11/20/17

	
	
	Date Reviewed: 12/3/13

	
	
	Policy/Revision Submitted by:  Kim Paige/Kathy Turpin

	
	
	JCAHO Standard: NA

	POLICY GUIDELINE ON:  URINALYSIS QUALITY IMPROVEMENT PROGRAM


I. POLICY:




Urinalysis quality assurance program has a pre-analytical component, analytical component and a post analytical component.

II. PURPOSE AND STANDARD:

The major intent of the quality assurance policy in the urinalysis section is to eliminate errors through a comprehensive and standardized internal and external quality control program, criteria for specimen handling, and a standardized format of reporting.
III.  POLICY SCOPE:

The scope of this policy applies to all Technical Laboratory Staff.
IV.  GENERAL INFORMATION:

The program monitors pre-analytical, analytical and post analytical aspects of assuring quality.  Specimen


quality, reagent and control material, preventive maintenance and equipment dependability, error detection and correction and chart reviews are all components of the program.  Included are criteria on "out-of-control" runs, rejection of samples, detection and correction of errors, critical values, proficiency testing, instrumentation checks and preventive maintenance protocol.  The personnel performing patient testing
should run the control samples in the same manner and patient testing.  Call Manufacturer’s for reagents lacking expiration date.

The lead technologist is responsible for monitoring the section’s quality assurance procedures on a weekly basis for completeness and compliance and for documentation on the "Hematology Maintenance & Quality Control Weekly Summary" form.   The lead tech also is responsible for review of the Quality Assurance Program Reports and to take action if reports indicate a need. 


The technical coordinator and pathologist in charge of hematology will review the quality assurance documents on a monthly basis. 



The director and the Coordinator will review every other year policies and procedures.  If there is a change in directorship, all policies and procedures will be reviewed by the new director within a reasonable time.


V. PROCEDURE:
A. Preanalytical Component

For specimen collection, patients are given instructions for the collections of specimens.  The specimens should be transported to the laboratory immediately or if the delay is greater than one hour, specimen should be refrigerated.


The number of specimens rejected is monitored periodically by reviewing the specimen rejection forms and calculating their number on a quarterly basis.  See specimen rejection policy for criteria.

B. Implementing New Control Material

New lot numbers of control material is checked against the old lot number to check the validity of the new controls.  

1.  Procedure & Documentation

a. Prior to putting new lot # of  microscopic controls into service, controls should be run to 



establish the validity of the target range. Document on the "Control Range Validation" forms.

b. Run the new lot # of microscopic controls against the old lot number once and document on the "Comparison Between Lot Numbers of Control" form.  Control results should compare unless control values have been changed by company.

C. Verification of New Lots of Reagents/Reagent Strips

New lot numbers of reagents and/or reagent strips are checked against the old lot number to check the validity of the new reagents.  

1. Procedure & Documentation

Prior to putting new lot # of reagent and/or reagent strip into service, the new lot # should be ran against the old lot number on the “control range validation” form.   Compliance will be documented on appropriate log sheets which will be maintained and verified by appropriate staff.

D. Refrigerator Temperature

The urinalysis refrigerator temperature is checked by first shift technologist on a daily basis to insure proper reagent and specimen temperature.

1. Procedure and Documentation:

Check the temperature of the urinalysis refrigerator and record temperature on the Temperature QC data log.  2-8˚ is acceptable temperature range.  If out of range, notify MMCI Engineering Department immediately and move all reagents and specimens to walk- in refrigerator.
E. Analytical Components
1. 
 [Ready/Run] screen, then touch the [Controls] key.  This display will change to a numeric keyboard from which the lot identification of the controls can be entered, the sequential number reset, and the control run started.

· The control sequential number is displayed immediately to the left of the lot #.  If you want to reset this number, touch the key labeled C0001.  Enter the lot identification of the first control to be tested.  If alphabetic characters are needed, touch the [A-Z] key.  Touch ↲ entering the letters to return to the numeric display.  Touch ↲ you are ready to test control.

2. Run strips through Analyzer.  Repeat step 3 for each control.  Controls will print.

3. After all controls have been run, press ↑

4. Immediately recap the control and return it to refrigerator.

5. Record results on QC data sheet and verify that results are acceptable.  Negative control results must all be negative.  Positive control results must be within specified range.  Expected values are included in each lot number of control and should be changed on Q.C. data sheet with each new lot number of controls.

6. If either control is "out-of-control", repeat the test.  If control value is still out of range, clean instrument and repeat control. If controls are still out of range, obtain a new lot number of multistix and if still out of range, document all out of range controls and action taken. Call Biomed for service.


QuanTscopics Urine Microscopic Controls

QuanTscopics microscopic controls are intended as a means of validating the processing and centrifugation   of patient urine samples prior to the microscopic evaluation of urine sediment.  The controls have known 

component concentrations and the controls will be run on each day that microscopics are performed on

         patient specimens.  This commercially prepared control is not always available. During periods of unavailability it is acceptable to only run one or the other control on each shift.  If the material is not available, omitting this control is acceptable as competency is assessed through CAP proficiency testing.


Reagents:

· QuanTscopics Urine Microscopic Control, Quantimetrix Corporation


Procedure:

1. Remove the normal and abnormal control vials from the refrigerator and replace the cap on the control bottle with the pour seal cap.  


 2.
Allow the controls to warm to room temperature for approximately 30 minutes.

3.
Mix controls thoroughly by inverting the bottle at least 20 times to assure homogeneity of contents.  Avoid foaming.

4.
Pour 5-8 mls into plastic UA tube and handle as you would a patient.  Return control bottle to refrigerator immediately.

 5.
For documentation, (1) Compare results against range values. (2) Record results on Microscopic Control log.  (3)
If controls are "out-of-range", repeat test or try a new bottle of controls.  Document results and actions taken.  Document all "out-of-range" controls and actions taken.

QA reports are received and reviewed by the Lead Technologist, Coordinator and Pathologist.


All control data that exceed control limits must be included in the data submitted unless a cause for the failure was identified.  When no cause for an “out-of-control” result is found, it is considered a random error and should be included in the submission data.

If a specific control analyte exceeds the limits, it will be investigated for possible reagent, control and/or instrument problems.


Ictotest

The Ictotest tablets are checked by using both normal and abnormal Quantimetrix controls.  The controls are to be run on a daily basis. NOTE: Icotest tablets are not always available from the manufacturer.

Reagents:

· Ictotest Tablets, Miles Inc.


Procedure & Documentation:

1. Remove controls from the UA refrigerator and allow to come to room temperature (approximately 30 minutes).  Invert gently to assure complete mixing of the contents; do not shake.


2.
Place 10 drops of controls on each of two test pads.


3.
Place one Ictotest tablet in the center of the moistened areas.


4.
Place one drop of water on each tablet and wait 5 seconds; then place another drop of water so that the



water runs off onto the pads.


5.
Allow to set 60 seconds.

6.
Observe color of pad around tablet.  If a blue or purple color develops the test is positive.  For


documentation, record results on QC data sheet.  The normal control should be negative and the abnormal control should be positive.  If controls are "out-of-range", repeat test with new lot number of tablets or new low number of controls.  Record all "out-of-range" results and actions taken.


Specific Gravity on Refractometer


Distilled water, NERL Blood Bank Saline and Quantimetrix controls are used to check the accuracy of the


 refractometer.  The 
refractometer will be checked with controls and distilled water on a daily basis and   with 3% sodium chloride on a monthly basis.


Reagents:

· NERL Blood Bank Saline (0.9% pH 7.0-7.2). Store at room temperature.

· Quantimetrix Controls, Quantimetrix Corporation.

· Distilled water


Procedure & Documentation:

1. Remove controls from the UA refrigerator and allow to come to room temperature (approximately 30 minutes).  Invert gently to assure complete mixing of the contents; do not shake.

2. Fill refractometer with 2 drops of distilled water and record results on QC data sheet.  Distilled water should read 1.000.

3. Fill refractometer with 2 drops of normal control and record results on QC data sheet.  Results should be within +/- .002 of assayed control value.

4. Fill refractometer with 2 drops of abnormal control and record results on QC data sheet.  Results should be within +/- .002 of assayed control value.

5. Fill refractometer with 2 drops of NERL Saline and record results on Q.C. data sheet.  Should read 1.005 ± .002.

6. If any reading is "out-of-limits", perform procedure again using new reagents, controls, and/or fresh distilled water.  If still "out-of-range", refractometer needs repaired. 


FECAL OCCULT BLOOD
This is an optical measurement method utilizing the OC-Auto Micro 80 analyzer and a latex agglutination reaction.  A latex reagent is prepared by sensitizing anti-human HbA0 antibodies to polystyrene latex particles.  When this reagent is mixed with the sample, the anti-human HbA0 antibodies that were sensitized to latex react with the hemoglobin in the sample, resulting in a latex agglutination reaction.  This reaction is then analyzed in terms of changes in optical density, with the amount of the change increasing in proportion to higher concentrations of HbA0 in the sample.
The OC-Auto Micro 80 applies this principle to determine a calibration curve from a standard of known concentration, and then measures the amount of HbA0 in the same sample relative to the standard.


Gastroccult

The Gastroccult has a positive and negative window built into the card.  Apply one drop only of Gastroccult Developer between the positive and negative Performance Monitor areas.  Read results within 10 seconds.  Positive control will appear as a blue color.  No blue color will appear in the negative Performance Monitor area.  Record results for each patient on the Gastroccult quality control log.

Each lot number of Gastroccult kit will be tested with external controls prior to placing in use.  Prepare positive control by adding a drop of blood specimen to saline in a test tube to make a light suspension.  Use distilled water for the negative control.  Run controls as you would a patient sample.  Record results on Gastroccult Quality Control log. The distilled water should give no color; positive control should give blue color in moist area.  If controls do not react accordingly, secure a new lot # of slides.  Document all "out-of-control" results and actions taken.


Instrument Calibration & Cleaning

The Analyzer is cleaned once per day.

1. Cleaning of Analyzer (Daily)

The display screen, fixed platform, moving table, reagent strip hold down plate, push bar, and liner should all be cleaned once per day.  

2. 
Calibration

Calibration is performed by the instrument at each read-head immediately before each Reagent Strip is read.  Documentation of printouts should be done weekly.  To document, print out a report by

· touch [Menu] from the [Ready/Run] screen

· touch [Print}

· select [Calibration confirmation].

        If Calibration verification fails, recalibrate instrument, print and document results on action log.

        Calibration verification should be done:

1. Changes of reagent lot numbers

2. Q.C. is out of control

3. After major maintenance and service. Place calibration printout on form.
Reagent Kits  

Kit reagents should not be used beyond the lots expiration date and only used with the kit lot.  When new kits are opened, all remaining reagents of old kit should be discarded. 

Reporting of Results
All control must be performed and in-control as stated for specific test prior to verification of results.  The technologist must correlate microscopic results with macroscopic results and validate discrepancies prior to verification of results.

All data needs to be reviewed for appropriateness of answers and for correctness prior to verification of results. 

 
Proficiency Surveys


Proficiency testing monitors the technologist/technician ability to perform the testing accurately.  It can also be used as an instrument check.  The urinalysis section subscribes to the CAP Clinical Microscopy Survey and the WSLH Survey.

Proficiency samples are handled according to the "POLICY GUIDELINE ON PROFICIENCY TESTING"


which is found in the Laboratory Administrative & Personnel Manual.  Samples are integrated into the routine testing and should be performed by technologists/technicians designated on a rotation schedule.   Rerunning of sample is allowable only if obtained results fall within established criteria.

Specimens for the unregulated analytes, urine charcoal, crystals and urine dyserythrocytes, are validated by a pathologist who reviews the clinical history of patient and microscopically looks at the slide under the scope before results are released


Comparisons of Microscopics by Technologist
Annual tech to tech competencies will be assigned to all urinalysis technologists.  The competencies will consist of an online test that will utilize the digital images from previous CAP urine sediment microscopic surveys.  The technologist must achieve 80% or higher on the competencies to pass.  If a technologist fails to pass the competencies further training will be provided.  All competencies will be kept in the employee’s personnel file.


Post Analytical Component:

Patient's Chart Review:


Printing charts will allow for quality assurance of printed data.  The lead tech will print charts on a biyearly basis.


Procedure & Documentation:

1. Using LIS patient inquiry, print one patient's chart twice/year for an inpatient, outpatient and reference lab account. 

2. Review the chart for format and reasonable results.

3. Record findings on QC log.  If a problem arises, document problem and proceed to solving problem.


Detection of Errors


All laboratory personnel strive to follow policies and prevent errors.

· Check of label against container label name

· Testing personnel have a final review prior to computer verification to assess the validity of results and correct data input.

· Unusual results are doubled checked prior to verification.

Error Correction/Problem Logs

It is the responsibility of all staff to ensure accurate results reporting.  If employee recognizes an error it must be corrected by that Technologist.  Using Peminic policy found in the Laboratory Administration & Personnel Manual the Technologist will enter all required information.  It will be monitored by the Coordinator for repeated problems.



The pathologist on clinical, reviews all abnormal results on the following day for aberrant findings.


Critical Values 


Critical values are designated for certain analytes and are used to inform the physician that the patient may need immediate attention.  Follow the "POLICY GUIDELINE ON CRITICAL VALUES" found in the Administrative & Personnel Manual in handling critical values.
MAINTENANCE AND STORAGE

A. All policies and procedures are reviewed every two years, (except for Safety procedures which are yearly) by Laboratory Administration and or the Medical Director of the Laboratory or designee when there are changes in practice standards, or requirements.

B. All policies and procedures are reviewed every two years (except for Safety procedures which are yearly) by staff or at the time new or revised ones are put in effect.

C. All policies are retained 8 years after being discontinued or revised.

D. All procedures are retained 2 years after being discontinued or revised
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	REVISION HISTORY 

	Rev
	Description of Change
	Author
	Effective Date

	1
	New Medical Director, changed maintenance statement to reflect new CAP guidelines, new LIS program and New FOB instrumentation.
	N. Rutledge
	4/30/12

	2
	Added call manufacturer’s for reagents without expirations date.
	N.  Rutledge
	5/31/12

	3
	Added  Compliance will be documented on 

appropriate log sheets which will be maintained 

and verified by appropriate staff.
	Kathy Turpin
	7/16/14

	4
	Added Criteria and method for tech to tech competencies 
	Kathy Turpin
	10/8/14

	5
	Removed wording regarding external peer group program-under microscopic controls.
	Kim Paige
	6/22/16

	6
	Changed Temperature Range For UA  Refrigerator
	Kim Paige
	9/15/16

	7.
	Removed  reference to clinitest.  No longer performing this test.
	Kim Paige
	10/15/17
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