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1. TEST INFORMATION

	Assay
	Malaria Rapid Antigen Test

	Method
	Immunochromatic assay

	Instrument
	Manual Testing

	Synonyms
	

	Department
	Hematology


	Order Code
	Test Name

	PMAL
	Malaria Rapid Antigen Test


2. ANALYTICAL PRINCIPLE

The BinaxNOW® Malaria Test is an in vitro immunochromatographic assay for the qualitative detection of Plasmodium antigens circulating in human venous and capillary EDTA whole blood of individuals with signs and symptoms of malarial infection. The test targets the histidine-rich protein II (HRPII) antigen specific to Plasmodium falciparum (P.f.) and a pan-malarial antigen, common to all four malaria species capable of infecting humans - P. falciparum, P. vivax (P.v.), P. ovale (P.o.), and P. malariae (P.m.). It is intended to aid in the rapid diagnosis of human malaria infections and to aid in the differential diagnosis of Plasmodium falciparum (P.f.) infections from other less virulent malarial infections. Negative results must be confirmed by thin / thick smear microscopy. 

The BinaxNOW Malaria Test is an immunochromatographic membrane assay that uses monoclonal antibodies to detect Plasmodium falciparum antigen and pan-malarial antigen (an antigen shared by Plasmodium species causing human malaria) in venous and capillary whole blood specimens. These antibodies, and a control antibody, are immobilized on a membrane support as three distinct lines and are combined with a sample pad, which is impregnated with visualizing particles conjugated to control and anti-malaria antibodies to create a test strip.  This test strip is mounted in a book-shaped, hinged test device, along with wash and absorbent pads, intended to aid in the clearing of the membrane when the device is closed.
Test results are interpreted by the presence or absence of visually detectable pink-to-purple colored lines.  

3. SPECIMEN REQUIREMENTS

3.1
Patient Preparation
	Component
	Special Notations

	Fasting/Special Diets
	N/A

	Specimen Collection and/or Timing
	N/A

	Special Collection Procedures
	Capillary sample:  Cleanse area with a sterile wipe or pad and dry.  Use a lancet to puncture the skin and collect the blood directly into the EDTA capillary tube provided in the test kit.  Fill the entire capillary tube. 

Venous Whole Blood:  Collect by standard venipuncture procedure using an EDTA blood collection container.

	Other
	N/A


3.2
Specimen Type & Handling
	Criteria
	

	Type
-Preferred
	EDTA Whole Blood specimen from fingerstick or venipuncture collection.

	
-Other Acceptable
	None

	Collection Container
	Lavender Top Tube

Tri-Potassium or Di-Potassium EDTA Anticoagulant

	Volume
- Optimum
	5.0mL in K3EDTA or K2EDTA 

	
- Minimum
	1.0mL or one capillary sample

	Transport Container &

Temperature
	Capillary sample:  Test specimen immediately.

Venous Whole Blood:  Test samples as soon as possible.  If the test cannot be performed immediately, the blood sample may be stored up to 3 days at 2°-30°C.  Before testing, ensure samples are at room temperature.

	Stability & Storage Requirements
	Room Temperature:
	3 days

	
	Refrigerated:
	3 days

	
	Frozen:
	Not acceptable

	Timing Considerations
	N/A

	Unacceptable Specimens  & Actions to Take
	Any specimen other than EDTA or capillary sample

	Compromising Physical Characteristics
	N/A

	Other Considerations
	N/A


NOTE:  Labeling requirements for all reagents, calibrators and controls include: (1) Open date, (2) Substance name, (3) Lot number,  (4) Date of preparation,  (5) Expiration date, (6) Initials of tech, and   (7) Any special storage instructions.  Check all for visible signs of degradation. 
4. REAGENTS

The package insert for a new lot of kits or reagents must be reviewed for any changes before the kit is used.
4.1
Reagent Summary

	Reagents / Kits
	Supplier & Catalog Number

	BinaxNOW® Malaria, 12 Test Kit
	Alere #: 665-000

	BinaxNOW® Malaria Positive Control Kit
	Alere #: 665-010


4.2
Reagent Preparation and Storage
	BinaxNOW® Malaria 12 Test Kit

	Test Device
	A cardboard, book-shaped, hinged device containing the test strip

	Reagent A
	Tris buffer containing detergent and sodium azide

	Storage
	Store at 2-37°C

	Stability
	Stable until the expiration dates marked on their outer packaging and containers when stored as specified.


5. CALIBRATORS/STANDARDS 
N/A
6. QUALITY CONTROL

6.1
Controls Used 

	Quality Control
	Supplier 

	Internal Positive Control
	Alere, imbedded in membrane device

	Internal Negative Control
	Alere, imbedded in membrane device

	External Positive Control
	BinaxNOW® Malaria Positive Control Kit

	External Negative Control
	A pool of 3 – 5 EDTA whole blood samples from presumed malaria negative individuals


6.2
Control Preparation and Storage
	Control
	Negative External Control

	Storage
	2 - 30°C

	Stability
	Stable up to 3 days

	Preparation
	Pool EDTA whole blood samples from 3-5 presumed malaria negative individuals.   If blood is refrigerated, allow to come to room temperature prior to use.


	Control
	Positive External Control

	Storage
	· Store lyophilized Positive Control in its foil pouch at 2 - 8°C.
· Store aliquots of reconstituted Positive Control frozen (≤ -20°C) in a non-frost free freezer, using the cardboard cryovial rack provided. Once reconstituted and when stored as specified, the aliquoted control is stable for the number of months indicated on the label located on the cardboard rack.

	Stability
	· The lyophilized Positive Control is stable until the expiration date marked on its outer packaging when stored as specified.
· Aliquoted control is stable for the number of months indicated on the label located on the cardboard rack.

	Preparation of Reconstituted Positive Control Stock Aliquots
	1. Reconstitute a vial of lyophilized BinaxNOW® Malaria Positive Control with 500 μl deionized water. The lyophilized pellet could have shifted during transport and may adhere to the side of the vial. Ensure lyophilized pellet is completely dissolved before use. Vortex prior to use to ensure complete mixing.
2. Immediately after reconstituting the pellet, aliquot the Positive Control into the cryovials provided. Dispense 50 μl into each cryovial for a total of 9 – 10 aliquots. Use one aliquot to prepare a working dilution of the positive control and freeze the remaining aliquots at ≤ -20°C for future use. Assign the appropriate expiration date to the reconstituted Positive Control aliquots (see the Storage and Stability section).

Note: Each aliquot should only be used once to prepare a working positive control. Do not refreeze the reconstituted control.

	Preparation of Working Positive Control
	1. Using the negative control pool described above as the diluent, make a 1:5 dilution of the reconstituted positive control by combining 25 μl of the liquid positive control stock with 100 μl of the negative blood pool. Vortex to ensure control is uniform prior to using it in the BinaxNOW® Malaria test.

2. Test the Malaria Positive Control as you would a patient sample, following the test procedure instructions in the BinaxNOW® Malaria Test kit package insert.

Note: Once diluted in presumed negative whole blood, the BinaxNOW® Malaria Positive Control can be used for one day of testing.


6.3 Number and Frequency
	QC Frequency

	1.
	Internal controls are recorded for each patient test.

	2.
	External Controls must be run once each day of testing.

	3.
	External Controls must be run with each new lot and shipment of kits.


6.4 Tolerance Limits and Criteria for Acceptable QC
A. Tolerance Limits
	Control
	Tolerance Limits

	Internal Positive Control
	A pink-to-purple line at the “C” (Control) position in a tested device serves as an internal positive procedural control.

If the sample flows and the reagents work, this line will always appear.

	Internal Negative Control
	The background in the result area must be light pink to white at 15 minutes.  Background color should not hinder reading of the test.

	External Positive  Control
	The Control (C) Line and both the T1 and the T2 lines must be visible in the result window of the BinaxNOW® Malaria test. Note that the appearance of any Test Line, even when very faint, indicates a positive result.

	External Negative Control
	Only the Control (C) Line is visible in the result window


B. Criteria for Acceptable QC
· Internal Positive and Negative Controls must achieve the expected result (listed above) for the individual test to be valid.
· New lot/shipment and daily External Controls must achieve the expected results for the run to be considered valid.  
· Controls and patient data must be reviewed for acceptability and for atypical or unexpected results or trends prior to reporting patient results.

· DO NOT release results from runs with unacceptable controls or with unusual patterns, trends or distribution in patient values.

C. Corrective Action

· All rejected runs must be effectively addressed and include the following documentation:

· Control(s) that failed (e.g., positive control with negative result) and/or atypical or unexpected patient results
· Actions taken 

· Statement of what was done with the patient samples from the affected run/batch,

· Date and initials of the person recording the information.

· Patient samples in failed analytical runs must be reanalyzed. 
NOTE:  The laboratory director or designee may override rejection of partial or complete runs.  Justification for the override must be documented in detail.
6.5
Documentation

· Record all Quality Control results (failed and successful) manually or electronically. 
· Refer to Quest Diagnostics Records Management Program for Quality Control record retention requirements. 
7. EQUIPMENT and SUPPLIES

7.1
Assay Platform
· Membrane Immunochromatic assay
7.2 Equipment

· Not applicable
7.3 Supplies

· Sterile wipes or pads

· Clock, timer or stopwatch

· Calibrated pipette capable of delivering a 15 μl volume, if pipetting sample
8. PROCEDURE

NOTE:  For all procedures involving specimens, buttoned lab coats, gloves, and face protection are required minimum personal protective equipment.  Report all accidents to your supervisor.

	8.1
	Test Run

	1.
	Remove test device from pouch just prior to use.  Open the device and lay it flat on the work surface.

	2.
	If using a capillary blood sample, slowly apply blood from the capillary tube to cover the entire PURPLE sample pad on the right side of the device.  This is done by holding the capillary tube vertically and gently touching the end of it to the middle of the pad.  Once the pad is saturated, properly discard the capillary tube.  The test may not require all of the blood that has been collected into the capillary tube.  Go to Step 2.

If using a venous blood sample, prime the pipette tip by drawing up sample and expelling it a couple of times.  Then slowly add 15 μl of blood to the bottom half of the PURPLE sample pad.  Go to Step 2.

IMPORTANT:  Incorrect addition of sample may lead to an invalid or uninterpretable result.

	3.
	There is a white pad immediately below the purple sample pad.  Hold the Reagent A bottle vertically and add two (2) free-falling drops of Reagent A to this white pad.  Allow the first drop to absorb into the pad before adding the second drop.  Do not add Reagent A directly to the purple pad.

	4.
	Allow the blood sample to run up the full length of the test strip.  Do not allow the blood to run into or under the absorbent pad at the top of the strip, as doing so will hinder optimal washing (clearance) of the test strip.
Note: If blood flow up the test strip appears to stall or is less than halfway up the strip after one (1) minute, add one (1) additional drop of Reagent A to the white pad at the bottom of the test strip (below the sample pad where the blood was added).

	5.
	Just before the blood sample reaches the base of the white absorbent pad located at the top of the test strip, SLOWLY add four (4) free-falling drops of Reagent A to the wash pad on the top left-hand side of the test device, allowing each drop to absorb into the pad before adding the next. Note that the third and fourth drops may not completely absorb into the pad.

	6.
	When the sample just reaches the base of the white absorbent pad at the top of the test strip, remove the adhesive liner from the right edge of the device, and close the device. This allows the Reagent A to wash (clear) the blood sample off the test strip. To ensure good device closure and test flow, press very firmly along the entire edge to the right of the result window.

	7.
	Read the test result through the viewing window 15 minutes after closing the test device.  Results read before or after 15 minutes may be inaccurate.
Note:  When reading test results, tilt the device to reduce glare on the result window, if necessary.


NOTE:   In the event that the test system becomes inoperable, notify supervision or designee for further direction.  Patient specimens must be stored in a manner that maintains the integrity of the specimen.
9. CALCULATIONS

N/A
10. REPORTING RESULTS AND REPEAT CRITERIA

10.1
Interpretation of Data 

	Valid Test Results
	The Control line (C) will appear on all valid tests and, when it is present, test results are interpreted as follows.  Note that the appearance of any Test Line, even when very faint, indicates a positive result.

	T1 Positive
	Positive result for P. falciparum.

	T2 Positive
	Positive result for P. vivax  or P. malariae or P. ovale.  In some cases, the appearance of only the T2 Line may indicate a mixed infection with two or more of these parasites.

	T1 and T2 Positive
	Positive results for P. falciparum. In some cases the appearance of both the T1 and T2 Lines may indicate a mixed infection of P. falciparum with another species.

	No T1 or T2 Lines
	Negative result.   No malaria antigens were detected.

	Invalid and/or Uninterpretable Results
	The test is invalid if the Control (C) Line does not appear, whether a Test Line(s) is present or not. The test is uninterpretable if the background color hinders reading of the test result at 15 minutes.  Invalid or uninterpretable tests can occur due to improper sample or Reagent A addition. Consult the Test Procedure section and Precaution #5 before repeating testing with a new device.  Call Technical Service at 1-877-866-9341 if the problem persists.


10.2
Rounding 

N/A
10.3
Units of Measure

N/A
10.4 Analytical Measurement Range (AMR)
N/A
10.5 Review Patient Data

· Review patient results for unusual patterns, trends or distribution.

· Report atypical or unexpected results or trends for this test to appropriate supervisory personnel, prior to releasing results.
10.6 Repeat Criteria and Resulting

	IF the result is …
	THEN…

	T1 Positive
	Specimen is positive for P. falciparum protein antigen only. Report using message code   !PFA   - type exactly how it appears.

	T2 Positive
	Report as Positive for malaria protein antigen.  

Add message code   !MPP  - type exactly how it appears.

	T1 and T2 Positive
	Positive for P. falciparum protein antigen.  In some cases this may represent a mix of P. falciparum antigen with P. vivax, P. malariae, or P. ovale protein antigen.  Differentiation between P.falciparum alone or a mixed infection containing another malaria species 
is not possible with this test.  Microscopy must be performed to make this determination, as well as to differentiate among 
the non-falciparum Plasmodium species. Report using message code   !PFA2  - type exactly how it appears.

	Negative
	Specimen is presumptively negative for malaria antigens. Report using message code   !MPN  - type exactly how it appears.


	Message Code
	Message 

	!MPP
	Positive for Malaria Species (other than P. falciparum).

	!PFA
	Positive for P. falciparum protein antigen only.

	!PFA2
	Positive for P. falciparum protein antigen. 

	!MPN
	Presumptive negative for malaria antigens. See Comment.

Comment:  Malaria infection cannot be ruled out.  Recommend repeat or confirmation by smear microscopy.


	Message Code
	Additional Message(s) 

	
	

	
	


11. EXPECTED VALUES

11.1
Reference Intervals

Negative for malaria antigens
11.2
Priority Values
Refer to the locally approved version of the current national Priority Results Reporting Policy for values associated with this analyte. 
12. CLINICAL SIGNIFICANCE 

Malaria is a serious parasitic disease and is a major health problem in much of the tropics and subtropics. The rate of positive results found in malaria testing is dependent on many factors including the method of specimen collection, the test method used, geographic location, and the disease prevalence in specific localities. P. falciparum infection is considered to be the most serious and is often fatal, while infections with the other species such as P. vivax are typically less fatal.

In a clinical study conducted in 2001 in areas considered to be endemic for malaria, the average prevalence of P. falciparum (as determined by microscopy) in symptomatic patients was 14%, and the average prevalence of P. vivax was 29%. The prevalence of P. ovale, P. malariae, and mixed infections of P. falciparum and P. vivax was significantly less, totaling less than 2% in the population tested. When only the pan malarial (T2) line appears in the result window of the BinaxNOW® Malaria Test, it is likely that the infection is due to the presence of P. vivax, rather than P. malariae or P. ovale, given the relatively low incidence of these two species in most areas of the world. Areas of West Africa, where P.ovale is common, and P. vivax is rare, may be an exception to this general rule.
In a multi-site study conducted in the eastern US in 2005-2006, 217 whole blood specimens, collected from adult hospitalized patients and outpatients with fever or history of fever, were tested in the BinaxNOW® Malaria Test. Two hundred and sixteen (216 – 99.5%) of these presumed negative patients, who were living in areas with a low incidence of malaria, produced negative BinaxNOW®

test results.

13. PROCEDURE NOTES

· FDA Status:  Approved
14. LIMITATIONS OF METHOD

14.1
Precision
· A negative test result does not exclude infection with malaria, particularly at low levels of parasitemia.  Therefore, the results obtained with the BinaxNOW® Malaria Test should be used in conjunction with other laboratory and clinical findings to make an accurate diagnosis. 

· This assay detects antigen from both viable and non-viable malaria organisms, including gametocytes and sequestered P. falciparum parasites. Test performance depends on antigen load in the specimen and may not directly correlate with microscopy performed on the same specimen.

· Performance of this assay has not been established for monitoring treatment of malaria.  Residual plasmodium antigen may be detected for several days following elimination of the parasite by anti-malaria treatment.

· Analytical reactivity testing demonstrates that the pan malaria test line (T2) on the BinaxNOW test is capable of detecting all four malaria species. However, during clinical trials, insufficient data was generated to support clinical performance claims for the detection of P. malariae or P. ovale.  Clinical performance claims for this test are made for P. falciparum and P. vivax detection only.

· The test is not intended for use in screening asymptomatic populations.
14.2
Interfering Substances
· Samples with positive rheumatoid factor (Rf) titers may produce false positive results in the BinaxNOW Malaria Test. Rheumatoid factors are auto-antibodies, and positive Rf titers are associated with acute autoimmune disorders, such as rheumatoid arthritis, as well as with chronic viral infectious (such as hepatitis C) and parasitic infections. In addition, positive Rf titers are present in 1 to 4% of the general population. Like other rapid malaria antigen detection tests, this assay has been shown to generate false positive results in samples of some individuals with positive Rf titers.
14.3
Clinical Sensitivity/Specificity/Predictive Values



Clinical Sample Performance –Sensitivity & Specificity – Endemic Population:

The performance of the BinaxNOW test was compared to Giemsa malaria microscopy in a multi-center prospective study conducted in 2001 outside the U.S., in regions considered endemic for malaria.  A total of 4,122 whole blood specimens collected from patients presenting with malaria-like symptoms were evaluated on the BinaxNOW test.  Microscopy was considered positive only when asexual malaria forms were detected, since asexual forms (not gametocytes) are indicative of active infection.

Forty-four percent (1,796/4,122) of the tested population was microscopy positive for malaria, including 557 patients with P.f., 1,187 with P.v., 16 with P.m., 2 with P.o. and 34 with mixed P.f./ P.v. infections.  Fifty-nine percent of patients were male, 41% female, 19% pediatric (<18 yrs) and 81% adult (>18 yrs). BinaxNOW test performance for detection of the individual malaria species and for mixed P.f. /P.v., infections is summarized below.

No differences in BinaxNOW® Malaria Test performance were observed based on patient age or gender.  BinaxNOW test specificity for P.f. trends slightly lower (89.4%) in the 5% of patients who were on anti-malaria drug therapy, than in patients not receiving therapy (94.4%), but does not achieve statistical significance.

BinaxNOW Malaria test performance on samples with low hematocrit and with high hematocrit values was equivalent to its performance on the overall study population.

Detection of P.f. Infection

BinaxNOW test sensitivity and specificity for detection of P.f. microscopy is presented below.  Sensitivity was evaluated based on the levels of parasitemia (parasites per µl) observed in microscopy.

Sensitivity and Specificity for P.f. vs. Microscopy

Sensitivity for P.f.
	Parasitemia Level
	% Sensitivity
	95% CI

	>5000
	99.7% (326/327)
	98-100%

	1000-5000
	99.2% (126/127)
	96-100%

	500-1000
	92.6% (25/27)
	76-99%

	100-500
	89.2% (33/37)
	75-97%

	0-100
	53.9% (21/39)
	37-70%

	Overall
	95.3% (531/557)
	93-97%


Specificity for P.f.
	% Specificity
	95% CI

	94.2% (3297 / 3500)
	93-95%


Detection of P.v. Infection

BinaxNOW® test sensitivity and specificity for detection of P.v. vs. microscopy is presented below. Sensitivity was evaluated based on the levels of parasitemia (parasites per μl) observed in microscopy.  There were 68 samples generating two BinaxNOW test lines that were microscopy positive for P.v. only.  When these samples are included in the true positive calculation, BinaxNOW test sensitivity for overall detection of P.v. increases from 68.9% to 74.6% (886/ 1,187).

Sensitivity and Specificity for P.v. vs. Microscopy

Sensitivity for P.v.
	Parasitemia Level
	% Sensitivity
	95% CI

	>5000
	93.5% (462-494)
	91-96%

	1000-5000
	81.0% (277/342)
	76-85%

	500-1000
	47.4% (37/78)
	36-59%

	100-500
	23.6% (34/144)
	17-31%

	0-100
	6.2% (8/129)
	3-12%

	Overall
	68.9% (818/1187)
	66-72%


Specificity for P.v.
	% Specificity
	95% CI

	99.8% (2863 / 2870)
	99-100%


Detection of P.m. and P.o. Infection

BinaxNOW® test sensitivity was 43.8% (7/16) for detection of P.m. and 50% (1/2) for detection of P.o.  When five P.m. microscopy positive samples that generated two test lines in the BinaxNOW test are included in the true positive calculation, BinaxNOW test sensitivity for P.m. increases from 43.8% to 75% (12/16).

Detection of Mixed P.f./P.v. Infection

Thirty-four samples were both P.f. and P.v. positive by microscopy, based on the detection of asexual forms of both species.  The BinaxNOW test detected 32 of these samples by generating both test lines, for a sensitivity of 94.1% (95% CI of 81-98%).

P.f. and P.v. Limits of Detection:

In the study described above, BinaxNOW test clinical limit of detection (LOD) for P.f., defined as the parasitemia level in infected blood that produces positive BinaxNOW test results approximately 95% of the time, was determined to be 1001-1500 parasites per μl and the clinical LOD for P.v. was determined to be 5001-5500 parasites per μl.

Clinical Sample Performance Sensitivity & Specificity using Venous Draw and Fingerstick Samples – Endemic Population:

The performance of the BinaxNOW test on both venous draw and fingerstick samples was compared to Giemsa malaria microscopy in a prospective study conducted in 2003 outside the U.S. in a region considered endemic for malaria.  Whole blood specimens, collected by both venipuncture and fingerstick from 787 patients presenting with malaria–like symptoms, were evaluated on the BinaxNOW® test.  Microscopy was considered positive only when asexual malaria forms were detected, since asexual forms (not gametocytes) are indicative of active infection.

Samples that were microscopy positive for P.m. or P.o. and those that were a mix of P.f, and P.v. by microscopy were excluded from the analysis.  BinaxNOW test sensitivity and specificity for detection of P.f. and P.v. versus microscopy is presented below for the remaining 782 samples collected via venipuncture and the remaining 784 samples collected via fingerstick.

Sensitivity and Specificity for P.f. and P.v. vs. Microscopy in Venous Draw and Fingerstick Samples

	 
	Venous Draw Samples

	
	% Sens
	95% CI
	% Spec
	95% CI

	P.f.
	100%

(81/81)
	96-100%


	94.7%

(664/701)
	93-96%

	P.v.
	81.6%

(102/125)
	74-87%
	99.7%

(655/657)
	99-100%


	
	Fingerstick Samples

	
	% Sens
	95% CI
	% Spec
	95% CI

	P.f.
	98.8%

(82/83)
	94-100%


	90.4%

(634/701)
	88-92%

	P.v.
	80.6%

(104/129)
	73-87%
	99.5%

(652/655)
	99-100%


Clinical Sample Performance – BinaxNOW® Malaria Test Specificity – 

Non-Endemic Population:

The performance of the BinaxNOW test was compared to Giemsa malaria microscopy in a prospective study conducted in the eastern US in 2006-2007.  One hundred (100) whole blood specimens collected from febrile patients were evaluated on the BinaxNOW test and on microscopy.  All 100 samples were negative for malaria on microscopy and 99 of these samples generated negative BinaxNOW test results, yielding a specificity of 99% (99/100) in this low incidence population.  BinaxNOW test specificity versus microscopy is presented below.




BinaxNOW Malaria Test Specificity vs. Microscopy
	
	-/-
	+/-
	%Spec
	95% CI

	P.f.
	100
	0
	100%
	96-100%

	P.v., P.o., P.m.
	99
	1
	99%
	95-100%


15. SAFETY 

Refer to your local and corporate safety manuals and Safety Data Sheet (SDS) for detailed information on safety practices and procedures and a complete description of hazards.
16. RELATED DOCUMENTS

· Quest Diagnostics Corporate Safety Manual

· Quest Diagnostics Microbiology Safety SOP (QDMI726)

· Quest Diagnostics QC Frequency for Batch, Random Access and STAT Testing SOP (QDQC705)

· Quest Diagnostics Records Management Program for Record Retention Requirements

· Quest Diagnostics Priority Results Procedure (QDMED704)
17. REFERENCES

1. BinaxNOW® Package Insert, IN665000 Rev. 5 2012/11.
2. BinaxNOW® Malaria Positive Control Kit Package Insert, IN665010 Rev. 2 2012/10.
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