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Instrument/Test

Process Validation Plan  


	Title:
	BinaxNOW Malaria POC

	Department:
	Hematology Lab

	Originator: 
	L Freeman, CLS Specialist


	Background:
	As a part of the Ebola testing protocol it is recommended that screening for malarial organisms be undertaken as the patient is statistically more likely to have a malarial infection than the Ebola virus at this institution.  A point of care malarial test has become available eliminating the need to perform thick and thin smears eliminating the need for decontamination of smears for microscopic examination, and greatly decreasing turn-around times since there is no smear preparation or staining undertaken. Once validated we plan to implement the test in the Hematology Department for all malarial testing.  The BinaxNOW is an immunochromatographic assay for the qualitative detection of Plasmodium antigens circulating in human EDTA blood samples or fingerstick samples.  The test targets the histone rich protein II (HRPII) antigen specific to P. falciparum and a pan-malarial antigen common to all four types of Plasmodium organisms seen in humans.


	Scope:
	This process validation plan includes

·  Method evaluation for the BinaxNOW malarial test cards


	BinaxNOW Malaria
Operational Qualification
	At a minimum include the following:

· Following vendor information and recommendations, write procedures and forms for instrument

· Operation

· Set up quality control schedules

· Add any additional information regarding issues that occurred during operational qualification 


	Performance Specification

BinaxNOW Malaria
	Performance of the BinaxNOW Malaria will be evaluated as summarized below:  

Performance 

Specification

Testing 

Performed

Expected Results  

Accuracy  

1.  Run external controls.  

2.  Run a minimum of 20 patient samples 

15 negative for malaria and 5 negative samples spiked with positive control material of various levels and one RMAL CAP survey
3.  For implementation in Hematology department 10 samples will be examined microscopically concurrent to BinaxNOW testing  

1.  Control band will be positive on both positive and negative control and 
T1 and T2 bands will also be positive on positive control only.
2.  All known negative samples will test positive on the C line only while all positive samples will test positive on the C line and at least 1 of the T lines

3.  All 10 samples will correlate between the BinaxNow and smear examination.

Precision

1.  Run positive control and negative control 10 X each over at least 10 days
Each control will show positivity at C, T1 and T2 for the positive control and positivity at C only for negative control  

Reference range 

Reference Range is negative for this test.
Clinical

Sensitivity/

Specificity

Review of Manufacturer’s literature

Analytical 

Specificity 

Review of manufacturer’s literature

Regarding interfering substances  

Run at least one icteric sample to see if visual impairment of control lines occurs

No interferences with hemolysis, icterus and lipemia expected



	Performance Specification

 
	Performance 

Specification

Testing 

Performed

Expected Results  

Carryover  

There is no carryover for this test as each test is contained on its own card and uses disposable pipette tips.



	Report

Check  
	For all test parameters 

· Include examples of LIS worksheets that are called up

· LIS reports 

· EMR reports

Verify that normal ranges and report formats are correct.   


	Training Plan
	Prepare training and initial competency plans and forms for each of the following:

· Test Operation Procedure

· Competency records for all staff




	Validation 

Packet 
	Assemble the validation packet and submit for supervisor and director review.  

	
	The validation packet should include the following;

1. Approved Validation Plan

2. Final SOPs for implementation

3. Product inserts used during validation

4. MSDS forms for all reagents 

5. BinaxNOW Operational Qualification Data Summary 

6. Test Performance Qualification Data Summary 

7. Initial training and competency documentation

8. SOP readership documentation . 

9. Billing code summary

10. Evidence of enrollment in a proficiency testing program

11. Final sign-off by the director

12. 


	Comments/

Requests

For 

Additional

Information 
	Comments or requests for additional information about the validation plan follow:  



	
	

	
	


	Validation

Plan

Approval 
	Name

Signature 

Title

Date  

Denis Dwyre, MD

Hematology

Director 
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