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GENERAL POLICY STATEMENT  

  

   ______________________________________________________________
	Purpose
	This document outlines the general policy statement and operation in Coagulation department.


	Lot Numbers
Quality Control Graphs, Levey- Jennings

Calibrations
Preventive Maintenance

Critical Values

                                                
	Lot numbers of reagents, controls and calibrators barcode sheets must be filed in appropriate binder. Calibration results must be kept, and QC printouts will be filed as needed.

Quality control must be performed, recorded, and reviewed on quality control graphs in Stago Compact files on all performed procedures per manufacturer or regulatory requirements, whichever is stricter of the requirements. Each procedure outlines the number of controls, and when they are tested. 

Calibration barcode sheets must be filed in Calibration/QC binder each time a new lot is started. Calibration performed as required by certain tests must be reviewed by the performing technical staff for acceptability, QC must be within the acceptable range.

______________________________________________________________

Preventive maintenance must be performed on all instruments in the laboratory per manufacturer`s recommendations. This could be daily, weekly, monthly, semi-annual, etc., and is outline in the maintenance log book.

______________________________________________________________

All critical values must be called STAT by technical personnel to the physician or acceptable licensed personnel like RN & Pharmacist. Document the call of all panic values in the LMS computer system 
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GENERAL POLICY STATEMENT, Continued
	
	


Critical
Values

CRITICAL VALUES

           TEST



          CRITICAL VALUES


1.
Sodium


<120 or >158 mEq/L



2.
Potassium


<2.8 or >6.2 mEq/L 








Neonatal <2.6 or >7.7 mEq/L








Pre-ops <3.0 mEq/L








>8 mEq/L if hemolyzed



3.
Glucose


<46 or >484 mg/dl with a neg or pos ketone








Neonatal <32 mg/dl or >326 mg/dl with a neg or pos ketone



4.
Calcium


<6.6 or >12.9 mg%



5.
CO2



<11 or >40 mEq/L



6.
Therapeutic Drugs

All values above the therapeutic range 







(Toxic Range)



7.
Magnesium


<0.8 mEq/L or >4.0 mEq/L



8.
Protime


INR> 5.0


9.
PTT



Heparin Therapy >200 Secs








Non-medicated >68 Secs



10.
Hematocrit


<18%->61% for Adult








<33%->71% for neonates
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	Critical

Values, cont..
	




11.
Hemoglobin


<6.6 g/dl->19.9 g/dl for adult








<9.5 g/dl->22.3 g/dl for neonates



12.
Platelet



<37,000 /cumm->910,000 /cumm



13.
WBC – total


<2,000 /cumm->37,000 /cumm



14.
Neutrophil


<500 /cumm


15.       Unfractionated Heparin





Anti-Xa

>0.8 IU/ml.


16.
Fibrinogen


<100 mg/dl.


Repeat any results in the following range:








Na <120 mEq/L or    > 150 mEq/L








K   <3.0  mEq/L or    > 6.0  mEq/L








Hgb <6.6g/dl

	Rechecked
Values
	


All values rechecked on the LMS Computer System must be documented on LMS by the technologist performing the test
	Reagents
	


All reagents and QC materials must be timed and dated when opened or reconstituted.  Store all reagents per manufacturer’s recommendations.
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	Repeating 
Testing of 
Critical Values
	


A. When repeat testing is required because the results fall within the established critical values, and there is not sufficient specimen to repeat, the technologist must do two things.
1. Take responsibility to have phlebotomist obtain another specimen.

2. If a new specimen cannot be obtained, call the physician.  Inform the physician you have a report that is abnormal, you are unable to obtain a second specimen and you cannot report out the results.  There should be no results in the LMS Computer System for the abnormal test which was not repeated, but a statement saying results were not able to be reported, and physician notified of the problem. 
	Criteria for 
Unsatisfactory 
Specimens
	


Unsatisfactory specimens will not be processed and will be recollected.  The following conditions constitute un-acceptability and must be documented in the LMS system as not being acceptable along with date, time, and nurse/physician notified.  
A. Unlabeled specimen

B. Incorrectly collected – wrong preservative or anticoagulant, no preservative. The Medical Center uses only 2.7 ml 3.2 % Na Citrate (ref # 363083) for Coagulation tests, other type of blue top tubes will be rejected.
C. Incorrectly submitted/stored – Sample collections must be in conformity with the recommendation for haemostasis tests. Refer to the P&P of each analytes for their specific sample storage. 
D. Lipemic – Cloudy plasmas may lead to under-estimation of the D-dimer level, refer to D-Dimer P&P for test handling. Consult with Supervisor. Report must indicate nature of specimen.
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E. Icteric – Icteric specimen may be processed.  Consult with Supervisor.  Report must indicate nature of specimen.

F. Hemolyzed – Slightly hemolyzed specimen may be processed.  Consult with Supervisor.  If run, report must indicate nature of specimen.  If the degree of hemolysis is over slight, patient must be redrawn and technologist must call nurse or physician and notify them of redraw.

G. Clotted – Clotted coagulation specimens is unacceptable for analysis.
H. Insufficient quantity – Short specimen, under filled and over filled coagulation samples will be rejected. Refer to the guideline on the Attachment A, and on the posted life-size blue top tube picture on the Stago Compact for + 10% draw and fill accuracy. Citrate blood volume for Coagulation Analysis must be within the Min (90% fill) and Max volume as indicated on the picture.  Sample tubes below 90% fill must be rejected.
If there is any question, check with the Supervisor.
	Evaluation of Measuring Equipment
	Pipettes must be calibrated and results recorded annually or whenever a part has been changed. 




	Proficiency Testing
	Our laboratory subscribes to the College of American Pathologists (CAP) proficiency testing service.  As a result, we receive 3 kits annually for analysis in Coagulation.  These reports are reported to the State Department of Health and HCFA to meet CLIA regulations.  This is rotated among all the staff.
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