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I. PURPOSE 


To define Quality Control for the Hematology and Coagulation Laboratory. 
II.      PRINCIPLE 



At EMCP a moving average is monitored on the Hematology analyzers. This patient control is run four times within a day at different times and on different shifts to ensure consistent reproducibility of the instruments. 


At EMC-EP, controls are run every eight hours.  The results of the Hematology and Coagulation analyzers must meet the defined laboratory limits. 



Records of quality control, instrument function checks and temperature readings for all routine procedures are maintained and reviewed by the supervisor (or Lead Tech in the supervisor’s absence) on a monthly basis. Assayed quality control material is used in both Hematology and Coagulation. These controls must be within 2 SD. 

III. 
PROCEDURE


A.
Sysmex Inter-Laboratory Quality Control Program:



1.     Quality Control Material for Coulter Sysmex XN-3000:
	XN Check
	Level 1

	XN Check
	Level 2

	XN Check
	Level 3

	XN BF Check
	Level 1

	XN BF Check
	Level 2

	XB Moving average
	




Quality Control Material for Coulter Sysmex XS-1000i at Elkins Park
	XS eCheck
	Level 1

	XS eCheck
	Level 2

	XS eCheck
	Level 3


2. 
Requirements

a. XN Check Controls to be run every 8 hours, Fluid controls run as needed.  At EMC-EP, XS eCheck Controls are run every 8 hours.
b. New control lots run for five days in parallel for transition of control.
c. Lot to Lot comparisons performed on reagents.

d. Corrective action is documented on all instruments. 

e. Correlation between instruments performed semiannually. 

f. Calibration verification is performed semi-annually or following preventive maintenance.  Recalibration is performed when indicated by shifts or trends in QC data or when any major instrument component is changed.  
NOTE: For further information concerning each QC program or the QC products, refer to individual procedures.
3.
Laboratory participant numbers:
	XN-10
	26604 SN#23153

	XN-10
	26604 SN#23157

	EMC-EP    XS 1000i                                             
	26954  SN#74064

	EMC-EP    XS 1000i                                             
	26954  SN#74063


4.
Submitting results:
The Insight Quality Assurance is a Sysmex program available to you through enrollment that complements and enhances your laboratory’s in-house quality control. IQAP allows you to submit your control recovery data to Sysmex and in return, receive a personalized report that summarizes your results and compares them to those of your peer group (pool).

B.
Stago Coagulation Quality Control Program: 

III. EMCP Quality Control Material:
	Coag N P
	Normal 
	PT,PTT,FIB,TT

	Coag N P
	Abnormal 
	PT,PTT,FIB,TT

	Liatest Control N P
	Negative
	D-Dimer

	Liatest Control N P
	Positive
	D-Dimer




   
 EMC-EP Quality Control Material:  
	Coag N P
	Normal 
	PT,PTT,FIB

	Coag N P
	Abnormal 
	PT,PTT,FIB

	Liatest Control N P
	Negative
	D-Dimer

	Liatest Control N P
	Positive
	D-Dimer




2.
Submitting Results:

Data entered monthly on Stago Clarity website and compared to peer group’s results. 

3.
 Platelet-Poor plasma Verification:
Performed semiannually to ensure the integrity of coagulation samples.
C.
RD Systems Co. Sedrite Plus (EMCP & EMC-EP):
Level 1 
Level 2




 At EMC-EP: Polymedco Sed-Chek 2, Normal and Abnormal, run once daily.
1. Submitting Results

Data entered monthly to CBC-Monitor Online, R&D Systems’ Quality Control Program. 

IV. LIMITATIONS
IV. Tolerance Limits 




Results of analytic procedures are not released unless results of controls are within the tolerance limits for the procedure.

V. If the results of controls exceed the tolerance limits for the procedure:

VI. Repeat the procedure.





b.
If the results of controls still exceed limits, check the following:

VII. Procedure as written in manual for that instrument 




ii.
Reagents, their placement on the instruments if applicable and their preparation





iii.
Instrument and temperature factors (timers, thermometers, etc.)





iv.
Perform any needed maintenance

VIII. If the results of controls continue to exceed tolerance limits:





a.
Verify patient results since last acceptable QC or reproducibility check by repeating on backup instrument.





b.
Document the problem.





c.
Notify supervisor, technical coordinator or lead tech.





d.
Implement use of back‑up instrument for all specimens.


e.
Call service and place instrument out of service.

3. Document all results of controls whether or not they fall within tolerance.  Record any corrective action taken next to any out‑of‑tolerance control values on the action log per instrument.
4. All controls (when possible) are handled in the same manner as a patient specimen.


B. 
Recognizing Out‑of‑Tolerance Controls




The Sysmex XN 3000 and XS 1000i will flag out‑of‑tolerance controls by displaying a red X next to the discrepant parameter. 


C.
Documentation




When a high or low flag appears on a control run:

IX. Record error on the Corrective Action Log (HEM20-002 Form A) located next to each instrument. 

X. Rerun control.



D.
Type of Documentation

XI. Controls may fall within tolerance limits by simply re‑running.  The message “rerun, OK” is acceptable.

XII. Controls may be out of tolerance when at the bottom of the vial while all those preceding were in tolerance.  As long as a normal and an abnormal high control are within tolerance limits, the message “end of control; two acceptable controls within range” is acceptable.

3. If a new bottle of control is opened and control values fall within tolerance limits, the message “opened new bottle” is acceptable.
4. When any maintenance is performed to the instruments to correct the problem, i.e., bleaching, cleaning, etc. explain the action in the corrective action log.
E. Auto-Released Results

XIII. Instruments that are enabled for auto-filing are to be void of all patient specimens while controls are being run. The patient specimens are not to be put back on the instrument until all applicable control material is determined to be within established limits.
2. When a control value falls out of range, even after being repeated, the Supervisor or senior tech may make the decision to disable the instrument. Once the problem is resolved and the controls fall within the acceptable limits, instrument use can be resumed.
XIV. REFERENCE

1. NCCLS.  Clinical Laboratory Technical Procedure Manuals; Approved Guideline-Fourth Edition. NCCLS document GP2-A4 (ISBN 1-56238-458-9); 2002. 
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3. Sysmex XS-1000i instructions, January 2014
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