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VALIDATION PLAN – NEW LOT NUMBERS - STA, PT, INR, STA PTT, STA FIBRINOGEN, & STA ANTI-XA HEPARIN
	Policy
	Before a new lot number of Stago STA Compact reagent is used, it must demonstrate that it can obtain performance specification comparable to those established by the manufacturer on STA Compact A and B
Assay / Reagents to be validated:

· STA Neoplastin CI Plus                  STA LIQUID ANTI-Xa
· STA PTT                                         STA Coag Control N & ABN
· STA Fibrinogen                              STA LIATEST Control N & P
· STA D-DIMER                              STA Quality HNF/UFH 2 & 7



	
	


	Step
	Action

	1.
	Accuracy Study – Systemic Error Experiment:
Parallel test at least 20 patient samples, preferably 10 normal and 10 abnormal patient samples, using the OLD and NEW  lot numbers of PT, PTT, Fibrinogen, and Heparin reagents.  Run the same set of patient samples on STA Compact A and B.  Patient samples should represent values across reportable range. 

	2.
	Precision Study – Random Error Experiment:
To test the imprecision of the assays using the new lot number of PT, PTT, Fibrinogen, and Heparin reagents. 
On STA Compact A and B, run a replication experiment using 2 levels for QC materials with at least 20 times per level of QC materials spaced out within a 20 day period. 

	3.
	Reference Range for PT, INR, APTT and Normal Population Mean Study for PT, INR:

To verify the current reference ranges for PT, INR, and PTT assays; and to establish the normal patient mean for the new lot numbers of PT reagent:
On both STA Compact A and B, run at least 40 normal samples using the new lot numbers for PT and PTT reagents.  DO NOT USE ACUTE CARE PATIENT SAMPLES FOR THIS STUDY.
Due to limitations imposed on collecting Normal Donor samples, it is recommended for this study to use Precision biologic’s CRYOcheck Pooled Normal Plasma, catalog # CCN-15. 
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	Acceptance Criteria
INR Verification
	For each assay, the following acceptable criteria must be observed: 
Accuracy Study – Systematic Error Experiments:

Inaccuracy or the bias (%) must fall within the allowable errors as defined by CLIA:

· PT  -                        + 15%

· INR -                       + 15%

· Fibrinogen -            + 20%

· Anti-Xa Heparin -   + 30%

· Correlation Coefficient must be at least 0.90 or higher 

Precision Study – Random Error Experiments:

Imprecision or the coefficient of variation (CV%) must fall within the allowable errors as defined by CLIA:

· PT  -                        + 15%

· INR -                       + 15%

· Fibrinogen -            + 20%

· Anti-Xa Heparin -   + 30%
Reference Range and Normal Patient Mean Study – for PT, INR and PTT

Reference Ranges.  The current reference ranges for PT, INR and PTT will be verified based on 2 SD.  If necessary, the current reference ranges will be changed if there is a >15% bias between the old and the new lot reference ranges.

______________________________________________________________
INR Verification is required semi-annually. This is done by manually calculating the patient INR and compare with the instrument calculated INR. Manual calculated INR should match with the instrument calculated INR.
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