Michigan Regional Laboratory Systems Quality Control Requirements – Effective March 11, 2011

13.0
Quality Control

A.
Each laboratory performing waived or non-waived testing must establish and maintain a system that ensures accurate reporting of results and optimal specimen integrity and identification throughout the testing process.  The Regional Laboratory System will utilize a standard approach based on good laboratory practice as defined by the Centers for Disease Control and Prevention. 

1. Each laboratory must have a written policy indicating the quality control procedures and criteria.  These criteria will typically be contained in the written test procedure.

2. Routine quality control will be performed as required by the Regional Laboratory system (refer to the QC interval table below).

3. Target values will be specified by the manufacturer and contained in the package insert provided with the control material.  

4. One low value control and one high value control will be used for each quantitative test.

5. One positive control and one negative control will be used for each qualitative test.

6. If the results of the control material do not fall within the expected range or has expired, no client testing may be performed.  If client samples have been tested all test results are considered invalid, the clients must be retested if possible, and a corrective action plan must be written.

7. All control results and remedial actions must be recorded and records kept for at least two years.


B.
Frequency of QC Testing Volume 

1.
Quality control must be performed on all new shipments of test reagents, controls, or kits (regardless whether the new kit is the same lot number as the reagents currently in use), before they are placed into service; 

2.
Quality control for each test performed, regardless of complexity, will consist of two controls:  a positive and a negative (if a qualitative test) or a high and a low control (if a quantitative test) at the interval specified by the Regional Laboratory System for each test (refer to the Table 1:  QC intervals).  

3.
If the test is considered non-waived by the CLIA regulations: 

a.
A two level control set (high and low or positive and negative) must be used each day the test is performed. This cannot be replaced by using an electronic check device (internal procedural control, optic cuvette, calibration chip, etc).

a. The laboratory must, at a minimum, follow the manufacturer’s instructions for the quality control and calibration procedures specified by the manufacturer.

4.
When applicable, an “optics check” cuvette or strip, must be used each time the instrument is turned on.  The “optics check” is intended to check equipment performance only, and is used in addition to routine quality control reagents. 

5.
Acceptable QC results are obtained when both controls give results within the range specified by the supplier.

1. Acceptable QC results must be obtained before any client specimens are tested or reported.  QC must always be performed in advance of any client testing.  There will be no exceptions to this requirement.  

2. Results of the internal procedural control (i.e. built in quality control indicator) must be recorded whenever quality control is performed.  Effective 1/1/2011, documentation of the internal procedural control it will no longer be required for individual client test results.

C.
Documentation of QC results.  

1.
QC logs and patient log sheets (clinic day log):  Record the Lot number and expiration date of the test material on the patient log sheet.  This serves two functions;

a. It allows supervisory or testing staff to cross check QC test results with the reagents that were used for patient testing.

b. This information is useful in the event of a kit recall.

2.
The QC log sheet must document the following information: 

a. Name of the test. 

b. Name(s) of manufacturer(s) of the test system and the control reagents

c. Lot number, expiration (both closed vial and open vial expiration dates), and expected results or ranges of controls.

d. Date that QC was performed.  

e. Lot number of the kit or reagent system. 

f. Date of expiration of the kit or reagent system.

g. Results that were obtained (e.g. positive, negative or quantitative values).

NOTE:  Do not use the symbols “+” and “-”.  Positive results must be documented as either “Positive”, “Pos”,or “P”.  Negative results must be documented as either “Negative”, “Neg”, or “N”.

h. A determination of pass or failure of the QC results.  

i. Initials column for person performing the QC test. 

j. Corrective action section to note what was done whenever invalid QC results are obtained. 

k. Sign‑off for site coordinator at the bottom of the sheet (name and date) 

l. Sign‑off for laboratory director or technical consultant at the bottom of the sheet (name and date)

Frequency of Quality Control Performance- Minimal Requirements Waived Tests Only  (High and Low/Positive and Negative Controls)  Effective 3/11/11

	TESTS
	When Open New Lot Number
(test kit)
	When Receive New Shipment
(test kit)
	Each Day


	Each Week
	Each Month
	When Instrument is Moved or when test off-site
	When Temp is Outside Accept Range 6
	Document Result of Internal Control

	Cholestech (total chol,   HDL, triglyceride, glucose) 
	Yes
	Yes
	No
	No
	No
	Yes
	Yes
	NA

	HemoCue B 1
	Yes
	Yes
	No
	Yes
	No
	Yes
	Yes
	NA

	HemoCue B Optic Check
	NA
	NA
	Yes
	No
	No
	Yes
	NA
	NA

	HemoCue 201+  1
	Yes
	Yes
	No
	Yes
	No
	Yes
	Yes
	NA

	HemoCue 201+ self test
	NA
	NA
	Yes
	No
	No
	Yes
	NA
	NA

	Whole Blood Glucose 
	Yes
	Yes
	No
	No
	No
	No
	Yes
	NA

	Rapid HIV- low volume (<25 per day)2
	Yes
	Yes
	No
	Yes
	No
	NA
	Yes
	Patients & Controls

	Rapid HIV – high volume

(≥ 25 per day)2
	Yes
	Yes
	Yes
	NA
	NA
	NA
	Yes
	Patients & Controls

	Urine pregnancy 3,5
	Yes
	Yes
	No
	No
	No 
	NA
	Yes
	Controls only 

(not patients)

	Manual Urine dipstick chemistry 4 
	Yes
	Yes
	No
	No
	Yes
	NA
	Yes
	NA

	Automated Urine Dipstick Chemistry4
	Yes
	Yes
	Yes
	NA
	NA
	Yes
	Yes
	NA

	Fecal Occult Blood
	Yes
	Yes
	No
	No
	No
	NA
	Yes
	Controls only 

(not patients)

	Rapid Strep A5
	Yes
	Yes
	No
	No
	Yes
	NA
	Yes
	Controls only 

(not patients)

	Hemoglobin A1c
	Yes
	Yes
	No
	No
	Yes
	Yes
	Yes
	NA

	Lead Care II
	Yes
	Yes
	No
	No
	No
	NA
	Yes
	NA


1
Hemocue B & Hemocue 201+ - Discontinue need for control when opening a new bottle of cuvette of the same lot # received in a shipment that has already been QC’d.  Other QC requirements remain unchanged.
2.
Rapid HIV:  low volume – on average, the laboratory tests less than 25 samples per day.  High volume – on average, the laboratory tests 25 or more samples per day.

3.
Urine Pregnancy :  Refer to manufacturer’s package insert, some manufacturers require monthly QC

4
Urine Dipstick Chemistry:  Diascreen – daily controls are required by the manufacturer

5.
Quidel requires that QC for their Rapid Strep A and Urine Pregnancy test kits is performed every 25 tests

6.
Refer to the Table 2 – Temperature requirements for specific acceptable ranges for storage of test kits and performance of testing procedure

Table 2 - Temperature Requirements

	TESTS
	Kit Storage
	Test Performance

	    Cholestech (total chol, HDL, 

   triglyceride, glucose) 
	48 – 86 F /  9 – 30 C
	68 – 87 F / 20 – 31 C



	HemoCue B 1
	59 – 86  F / 15 – 30 C
	59 – 86  F / 15 – 30 C

	HemoCue B Optic Check
	NA
	

	HemoCue 201+  1
	59 – 86  F / 15 – 30 C
	59 – 86  F / 15 – 30 C

	HemoCue 201+ self test
	NA
	

	Whole Blood Glucose 
	59 – 86 F / 15 – 30 C
	59 – 86  F / 15 – 30 C

	Rapid HIV – low volume

(< 25 tests per day)2
	46 – 86 F / 8 – 30 C
	64 – 86 F / 18 – 30 C

	Rapid HIV – high volume

(≥ 25 tests per day)2
	46 – 86 F / 8 – 30 C
	64 – 86 F / 18 – 30 C

	Urine pregnancy 3,5
	40 – 86 F / 4 – 30 C
	64 – 86 F / 18 – 30 C

	Urine dipstick chemistry4 
	64 – 86 F / 18 – 30 C
	64 – 86 F / 18 – 30 C

	Fecal Occult Blood
	59 – 86 F / 15 – 30 C
	59 – 86 F / 15 – 30 C

	Rapid Strep A4
	68 – 86 F / 20 – 30 C
	68 – 86 F / 20 – 30 C

	Hemoglobin A1c
	36 – 86 F / 2 – 8 C
	59 – 86 F / 15 – 30 C

	Lead Care II
	60 – 80 F / 15 – 27 C
	60 – 80 F / 15 – 27 C
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D.
Data Review 

1. All QC records must be reviewed on a monthly basis by the site coordinator.

2. After review by the site coordinator, all QC records are sent to the laboratory director or technical consultant on a monthly/quarterly basis <each site is to specify the time frame that QC records are to be forwarded for review> 

3.
Corrective action must be initiated by testing staff and documented whenever QC results are outside the expected range.

4.
Corrective action must be reviewed by the site coordinator and then forwarded to either the technical consultant or laboratory director for approval.  

5.
Documentation of the corrective action must be maintained for two years.

E.
Corrective Action

1.
Whenever there is an obvious reason for the out-of-control or preventable quality control result, document the reason on the work sheet and retest on the day the error is observed before client testing is performed.  Results of the repeat testing must be documented on the QC log.  If the repeated result is within range, no further corrective action is required.  The worksheet must be reviewed and signed by the site coordinator and  laboratory director or designee.

2.
Whenever there is an out-of-control or preventable result that indicates a recurring problem, corrective action must be initiated in timely fashion using the Regional Laboratory “Corrective Action Form – General” (RLF-06).   The corrective action should indicate what the problem was, how the problem was corrected, how the problem will be prevented from reoccurring and who is responsible for monitoring.

3.
Whenever there is an out-of-control result which is not identified until after client testing has been performed, all test results must be considered invalid.  All affected clients must be contacted and tests must be repeated.  This activity is documented using the “Chart Review:  QC Failure” form (RLF-73) available on the regional lab web site.

4.
All control results and remedial action must be recorded and kept for two years.

5.
Corrective action reports must be reviewed with staff and discussions documented in the minutes of staff meetings.

6.
When mistakes occur in records, each mistake shall be crossed out with a single line (not erased, made illegible, or covered with “white-out”) and the correct value entered alongside.  Each alteration shall be signed or initialed and dated by the person making the correction.
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