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I.
INTENDED USE
Liquid purified soy and rabbit brain phosphatides with plasma activator. An activated partial thromboplastin reagent with increased sensitivity to Lupus-like inhibitors for use in the determination of the activated partial thromboplastin time (APTT) and related coagulation procedures.

II.
PRINCIPLE: 
Polybrene is a specific heparin antagonist that will shorten the APTT when the prolongation is due to the presence of heparin. Polybrene will not correct an APTT prolonged by liver disease, factor deficiencies, or coumadin.
III.
SPECIMEN


A.
Type:



Mix nine parts of freshly collected blood with one part of 3.2% sodium citrate 






anticoagulant. Invert the tube gently three or four times immediately after 






venipuncture to ensure proper mixing of blood and anticoagulant. A syringe or 





evacuated tubes may be used for collection (blue top). If an evacuated tube system 


is used, the coagulation sample should be the second or third tube collected. If 





blood is drawn from an indwelling catheter, the line should be flushed with saline 





and the first 5 mL of blood discarded or used for other laboratory tests.



The citrate concentration must be adjusted in patients who have hematocrit values 


above 55%. (See separate procedure “Correction for Polycythemia”.)




Specimens that are clotted collected in the wrong tube or have less than 90% 


expected fill of the collection tubes (QNS) should be rejected. Specimens which are hemolyzed may be run, but results should be accompanied by a comment that all coag results may be affected by hemolysis.



B.
Handling Condition and Stability:



The whole blood specimen is checked for clot formation by gentle inversion. 





Centrifuge the blood specimen for 10 minutes at 4000 g as soon as possible after 



collection. If immediate testing is to be done, the plasma may remain on the 



packed cells or separated. To save plasma for further special coagulation testing, 





separate plasma in several aliquots to plastic tubes, label, and freeze at –70C. 





Frozen plasma samples must be rapidly thawed at 37(C and tested immediately 





after thawing. If testing is delayed, the sample may be held for 2 hours at 4(C 





until tested.



Specimen stability at ambient temperature: 4 hours; Frozen at -70° C: 6 months.
C.
Specimen Labelling: Specimen should be properly labelled with at least 2 unique patient identifiers

Patient's full name and medical record number (MRN) and should have the date and time of collection. The patient's birth date may substitute for the MRN if the MRN is not available.
D.
Safety Precautions: Follow specimen handling, use of standard precautions; proper PPE wear gloves and a lab coat. Wear safety glasses if there is a risk of splashing.
IV.  ENVIRONMENTAL OPERATING CONDITIONS:
[image: image2.png]Ambient temperature: 15 - 30 °C
Relative humidity: 30 - 85 % (no condensation except on the reagent tabie)
Atmospheric pressure: 70 - 106 kPa





The room temperature and humidity percent are monitored and documented on the Routine Coagulation checklist.

V.
PROCEDURE:


A. 
Place 0.5 ml of patient plasma into sample cup.

            B.   
Add 0.05 ml (50 ul) of 1.5 ug/ml final concentration polybrene (in refrigerator), if PTT >= 35.0 seconds and <= 50.0 seconds.
            C.
Add 0.05 ml (50 ul) of 6.0 ug/ml final concentration polybrene (in refrigerator), if PTT >= 50.0 seconds.
            D. 
Run a PTT on the mixture on the CS5100 in the usual manner. 

            E. 
Make an appropriate comment against the PTT using canned comments for correction or non-correction of the PTT.

 
  Report result of whichever concentration shortened the PTT the most.

F 
To prepare POLYBRENE (for heparin neutralization of PTT):
a. In a 100-ml volumetric flask, dissolve 66 mg of polybrene 
 (hexadimethrine bromide-hydroscopic, kept tightly sealed in refrigerator) in 100 ml of distilled water. Stir to mix well. Concentration of this solution is:

 66 mg/ 100 ml ~ 66,000 ug/ 100 ml ~ 660 ug/ ml



b. 
Dilute 660 ug/ml 1:10 in DW:





10 ml of 660 ug/ml + 90 ml DW = 66 ug/ml (stock)                                      



c.
Dilute 66 ug/ml 1:4 in DW:





25 ml of 66 ug/ml + 75 ml DW = 16.5 ug/ml (stock) 


d.
Stability of the stock solution is one year stored capped at 2-8(C.



e.
For use:




0.5 ml patient plasma+ 50 ul 66 ug/ml (stock) = 6.0 ug/ml

                  



            



final concentration                          





0.5 ml patient plasma + 50 ul 16.5 ug/ml (stock) = 1.5 ug/ml

            
                







final concentration
NOTE: Order hexamethrine bromide from Sigma (vendor #9304), Catalogue # H9268, 5 gm vial, line account 513340, and price $15.50/ 5 gm vial.
Monthly QC Review: Monthly QC review should be done by choosing two heparin patients of each category PTT= 35.0-50.0 seconds and PTT >50.0 seconds. Run anti-Xa (UFH) and polybrene as mentioned in section III. The acceptability of PTT-polybrene correction should < 36.0 seconds in each case. This should be documented in Monthly Polybrene QC review log and reviewed by coagulation specialist.
VI.
HISTORY:


H-1
This procedure was written by N. Kriz on 12-16-2004.

H-2
This procedure was revised by N Kriz on 2/2/2010


H-3
This procedure was revised by N Kriz on 2/3/2011


H-4
This procedure was reviewed by N Kriz on 12/1/2011


H-5
This procedure was reviewed by N Kriz on 12/19/2012


H-6
This procedure was reviewed by N Kriz on 12/27/2013

H-7
No Changes on 12/15/2015.

H-8
Revised for section F by P Bahel on 2/22/2016.


H-9
Added Intended use, Specimen and stock solution stability, labelling, safety precautions, revised section III (B and C) by P Bahel on 12/12/2017


H-10
Added monthly QC review and Appendix A for QC logs by P Bahel 06/2018


H-11
Added environmental operating conditions, updated approval template for New York State director by P Bahel on 11/9/2018

H-12
Updated for new instrumentation CS5100 and its environmental conditions by P Bahel on 6/20/2020.
	Appendix A

Monthly Polybrene QC Review--2018

	

	PTT =  35.5 to 50.0 seconds
	
	
	
	

	
	
	
	
	
	
	

	Date
	NAME
	ORDER#
	PTT
	ANTIXA-UFH
	CORRECTS WITH 1.5 POLY
	Acceptability Criteria PTT < 36 sec

	 
	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 
	 


	Monthly Polybrene QC Review--2018

	

	PTT >50 seconds
	
	
	
	

	
	
	
	
	
	
	

	Date
	NAME
	ORDER#
	PTT
	ANTIXA-UFH
	CORRECTS WITH 6.0 POLY
	Acceptability Criteria PTT < 36 sec
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