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	Safety Tip
	It is recommended that all samples be handled and treated as biohazard. Use appropriate precautions.
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Quality Control Urine

	Purpose
	· This document will define the testing procedure, schedule and evaluation of quality control in the urinalysis department. 



	Policy
	· All unacceptable control results are resolved before testing patient specimens.

· iChemVELOCITY Chemical QC is performed once on AM shift and once on PM shift when instrument is in use.
· Advantus Chemical QC is performed once daily on AM Shift and whenever a new vial of 10SG Multistix is opened.
· IRIS (iQ200) Microscopic QC is performed once on AM shift and once on PM shift when instrument is in use.

· Binax Streptococcus Pneumoniae Ag QC is run once a day on the first sample of the day.




	Equipment

And

Reagents
	· Biorad Liquichek Urinalysis Control
· Multistix 10 SG Reagent Strips
· Advantus Urine Analyzer 
· IRIS (iQ200/iChemVELOCITY) Urine Analyzers
· iQ Control/Focus Set
· IRIS Spec CA,CB,CC
· Binax Streptococcus Pneumoniae Ag Test 



	Procedure
	

	
	   I.  DAILY 

	 
	   AM Shift:

	
	
	Test
	Reagent
	Instrument
	Control
	

	 
	
	UR microscopic

Exam

(Manual)
	N/A
	Count-10 slides
	Biorad Liquichek 
L1 & L2
	

	
	
	UR microscopic

Exam

(Automated)
	Lamina
	iQ200
	iQ Control/Focus Set
	

	
	
	UR chemical

Exam

(Semi-automated Dipstick)
	Multistix 10SG
	Advantus
	 Biorad Liquichek 

L1 & L2
	

	
	
	UR chemical

Exam

(Automated)
	iChemVELOCITY strips
	iChem  VELOCITY
	IRIS Spec

CA,CB,CC
	

	
	
	UR Streptococcus Pneumoniae

Test
(SEE NOTE)
	Binax Streptococcus Pneumoniae Kit
	N/A
	Binax Control Swabs

Pos/Neg
	

	
	a.
	Bring controls to room temperature and gently mix before use.

	
	b.
	Record reagent lot #s and expiration dates in QC log.

	
	c.
	Perform tests
 in same manner as patient samples using the control material. 

	
	d.
	Record results in designated area of QC log.

	
	e.
	Evaluate control results and resolve out of control runs before proceeding with patient testing. (see step # III of this procedure)
NOTE: Quality Controls (Binax Pos/ Neg Control Swabs) are run once a day on the first sample of the day and documented on the log sheets whenever you perform the test. If AM shift CLS did not get any patient sample on their shift then the PM/Night shift CLS needs to run QC  on the first sample of the day. Samples are not tested unless controls are within acceptable limits. The Binax NOW( Streptococcus pneumoniae Test has built-in procedural controls.  Binax suggests that you record these controls, at minimum, for the first sample tested each day as well.


	
	

	 
	   PM Shifts Daily QC:

	
	
	Test
	Reagent
	Instrument
	Control
	

	
	
	UR microscopic

Exam

(Automated)
	Lamina
	iQ200
	iQ Control/Focus Set
	

	
	
	UR chemical

Exam

(Automated)
	iChemVELOCITY strips
	iChem  VELOCITY
	IRIS Spec

CA, CB, CC
	

	
	a.
	Bring controls to room temperature and gently mix before use.

	
	b.
	Perform test using the control material. 

	
	c.
	Record results in designated area of QC log.

	
	d.
	Evaluate control results and resolve out of control runs before proceeding with patient testing. (see step # III of this procedure)

	
	


	
	II.  UNSCHEDULED PARALLEL TESTING:


	
	        B.    Multistix 10SG

	
	
	Multistix 10SG 

Reagent strips 
	Biorad Liquichek 

L1 & L2
	Instrument
	

	
	
	Parallel testing new lot
	√
	Advantus
	

	
	
	Each Shipment 
	√
	Advantus
	

	
	
	New Bottle opened
	√
	Advantus
	

	
	1. Each shipment package received is labeled “DO NOT USE This Lot Number” and stored in the designated cabinet. 

2. Indicate on form the lot number of Chemstrip being tested, lot number and expiration date of Biorad Liquichek controls, date of testing and initials of CLS tester.

3. A vial is tested using both levels of Biorad Liquichek controls.

4. If results are acceptable, place a label on each vial indicating that “This Lot is Ready for Use”.

5. If results are out, vial is retested. If repeat is still out, vial is discarded. Notation is made on form.


	
	C.    iChemVELOCITY STRIPS
iChemVELOCITY STRIPS

IRIS SPEC            CA, CB,CC
Instrument

Parallel testing new lot

√
iChemVELOCITY
Each Shipment 

√
iChemVELOCITY


	
	1. Each shipment package received is labeled “DO NOT USE This Lot Number” and stored in the designated cabinet. 

2. Indicate on form the lot number of iChemVELOCITY STRIPS being tested, lot number and expiration date of IRIS Spec CA, CB,CC controls, date of testing and initials of CLS tester.

3. A vial is tested using IRIS Spec CA, CB, CC controls.

4. If results are acceptable, place a label on each vial indicating that “This Lot is Ready for Use”.

5. If results are out, vial is retested. If repeat is still out, vial is discarded. Notation is made on form.



	
	         E.  iQ Control/Focus Set/ Lamina Reagent

	
	iQ Control/Focus Set/Lamina
Instrument

Parallel testing new lot

√
iQ200

Each Shipment 

√
iQ200



	
	1. Each shipment package received is labeled “DO NOT USE This Lot Number” and stored in the designated cabinet. 

2. Indicate on form the lot number and expiration date of Lamina or  iQ Control/Focus Set controls, date of testing and initials of CLS tester.

3. A New iQ set or Lamina reagent is tested using current Lamina or iQ Control/Focus Set controls.

4. If results are acceptable, place a label on each vial indicating that “This Lot is Ready for Use”.

5. If results are out, set or reagent is retested. If repeat is still out, vial is discarded. Notation is made on form.



	
	F.  Parallel Testing of New Reagent Lot #s



	
	

	
	         2.  Biorad Liquichek L1 & L2

	
	
	
	Control: Current Lot 
	Control: New Lot
	

	
	
	Count-10 Method
	(
	(
	

	
	               A range for each method is established by performing  10-20 assays of new lot       number.



	                                                                 
	         3.  Biorad Liquichek L1&L2

	
	
	
	Control: Current Lot 
	Control: New Lot
	

	
	
	 Multistix 10SG
	(
	(
	

	
	4. Streptococcus Pneumoniae Ag Test Kit

Rgt: Current Lot

Rgt: New Lot

Binax Positive Swab

(
(
Binax Negative Swab

(
(
5. Binax Swab Controls

Control: Current Lot 

Control: New Lot

Streptococcus Pneumoniae Ag Test Kit

(
(


	
	

	 
	III.   Evaluating Control Run:

	 
	 
	Run Controls
	

	
	
	

	
	                NO
	Within Acceptable Limits
	           YES

	
	
	
	

	
	Document results in corrective action log.   Circle and initial values.  Check reagents for: outdate (age), correct lot number, and signs of contamination.  Run controls again.
	
	Document findings.  Proceed to testing patient samples.

	
	
	
	

	
	               NO
	Reading within acceptable limits
	        YES

	
	

	
	Document results in corrective action log.  Open a new vial of control.  Run controls again
	
	Document findings.  Proceed to testing patient samples.

	
	
	

	
	                   NO
	Reading within acceptable limits
	        YES

	
	

	
	Document results in corrective action log.  Open a new container of reagent test strips and test with new control.
	
	Document findings.  Proceed to testing patient samples.  Discard bad vial of controls.

	
	

	
	                  NO
	Reading within acceptable limits
	       YES

	
	

	
	Document results in corrective action log.  Troubleshoot instrument. Document on corrective action log.  Run controls again.
	
	Document findings.  Proceed to testing patient samples.   Discard bad reagent test strips.

	
	

	
	                NO
	Reading within acceptable limits
	        YES

	
	

	
	Document results in corrective action log.  Get assistance from Regional Instrument Repair department.  Notify supervisor.  Use back-up instruments.  Run controls on backup instruments if needed.  Document results.
	
	Document findings.  Proceed to testing patient samples.   

	
	

	
	              NO
	Reading within acceptable limits
	           YES

	
	

	
	Notify supervisor, and floors.  Call instrument repair.
	
	Document findings.  Proceed to testing patient samples.   

	
	


	Procedural Notes
	· All control testing is performed according to specific test procedure.


	Attachments
	· Parallel Testing Log Sheets:
A. Multistix 10SG

B. iQ Lamina

C. Binax Strep. Pnuemo Test Kits

D. iQ Control/Focus Set

E. IRIS Spec CA,CB,CC
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	Nanette Taft, CLS
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Document History Page

Continued

	Change type: New, Major, Minor etc.
	Changes Made to SOP – describe
	Signature responsible person/date
	Lab Manager

reviewed/

date
	Med. Director

reviewed/

date
	Date change implemented

	MAJOR
	Updated frequency of running CA,CB urine controls to be performed on each shift.
	Nanette Taft   10/29/11
	N. Muneno  10/31/11
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� See appropriate test procedure.
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