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Dear Mr. Payne:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class I1I (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Parts 801 and 809); medical device reporting (reporting of
medical device-related adverse events) (21 CFR 803); good manufacturing practice requirements
as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the
electronic product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-
1050.
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If you desire specific advice for your device on our labeling regulations (21 CFR Parts 801 and
809), please contact the Division of Industry and Consumer Education at its toll-free number
(800) 638 2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default.htm. Also, please note
the regulation entitled, “Misbranding by reference to premarket notification” (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Industry and Consumer Education at its toll-free number (800) 638-2041 or (301)
796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm.

Sincerely yours,

Tamara V. Feldblyum -S for

Uwe Scherf, M.Sc., Ph.D.
Director
Division of Microbiology Devices
Office of In Vitro Diagnostics
and Radiological Health
Center for Devices and Radiological Health
Enclosure
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Indications for Use See PRA Statement below.

510(k) Number (if known)
K160161

Device Name

BD Veritor(TM) System for Rapid Detection of Flu A + B CLIA waived Kit

Indications for Use (Describe)
The BD Veritor System for Rapid Detection of Flu A+B is a rapid chromatographic immunoassay for the direct and

qualitative detection of influenza A and B viral nucleoprotein antigens from nasal and nasopharyngeal swabs of
symptomatic patients. The BD Veritor System for Rapid Detection of Flu A+B (also referred to as the BD Veritor System
and BD Veritor System Flu A+B) is a differentiated test, such that influenza A viral antigens can be distinguished from
influenza B viral antigens from a single processed sample using a single device. The test is to be used as an aid in the
diagnosis of influenza A and B viral infections. A negative test is presumptive and it is recommended that these results be
confirmed by viral culture or an FDA-cleared influenza A and B molecular assay. Outside the U.S., a negative test is
presumptive and it is recommended that these results be confirmed by viral culture or a molecular assay cleared for
diagnostic use in the country of use. FDA has not cleared this device for use outside of the U.S. Negative test results do
not preclude influenza viral infection and should not be used as the sole basis for treatment or other patient management
decisions. The test is not intended to detect influenza C antigens.

Performance characteristics for influenza A and B were established during January through March of 2011 when influenza
viruses A/2009 HIN1, A/H3N2, B/Victoria lineage, and B/Yamagata lineage were the predominant influenza viruses in
circulation according to the Morbidity and Mortality Weekly Report from the CDC entitled “Update: Influenza Activity—
United States, 2010-2011 Season, and Composition of the 2011-2012 Influenza Vaccine.” Performance characteristics
may vary against other emerging influenza viruses.

If infection with a novel influenza virus is suspected based on current clinical and epidemiological screening criteria
recommended by public health authorities, specimens should be collected with appropriate infection control precautions
for novel virulent influenza viruses and sent to the state or local health department for testing. Virus culture should not be
attempted in these cases unless a BSL 3+ facility is available to receive and culture specimens.

Type of Use (Select one or both, as applicable)
=4 Prescription Use (Part 21 CFR 801 Subpart D) [_| Over-The-Counter Use (21 CFR 801 Subpart C)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number.”

FORM FDA 3881 (8/14) Page 1 of 1 PSC Publishing Services (301) 443-6740  EF
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510(K) SUMMARY
DATE PREPARED: January 22, 2016
SUBMITTED BY: BD Diagnostic Systems, Point of Care

10865 Road to the Cure, Suite 200
San Diego, CA 92121
Tel: (858) 795-7890
Fax: (858) 812-8505
CONTACT NAME: Gregory P. Payne, RAC, Director Regulatory Affairs

DEVICE TRADE NAME: BD Veritor™ System for Rapid Detection of Flu A + B
CLIA waived Kit

DEVICE COMMON NAME: Influenza virus serological reagents

DEVICE CLASSIFICATION: 21 CFR 866.3330

CLASSIFICATION: CLASS |
PANEL: Microbiology
PREDICATE DEVICES : BD Veritor™ System for Rapid Detection of Flu A+B

CLIA waived kit (k112277 ,k132259, k132692,
k151291, k152870)

INTENDED USE :

CLIA waived kit

The BD Veritor System for Rapid Detection of Flu A+B CLIA waived assay is a rapid
chromatographic immunoassay for the direct and qualitative detection of influenza A
and B viral nucleoprotein antigens from nasal and nasopharyngeal swabs of
symptomatic patients. The BD Veritor System for Rapid Detection of Flu A+B (also
referred to as the BD Veritor System and BD Veritor System Flu A+B) is a differentiated
test, such that influenza A viral antigens can be distinguished from influenza B viral
antigens from a single processed sample using a single device. The test is to be used
as an aid in the diagnosis of influenza A and B viral infections. A negative test is
presumptive and it is recommended that these results be confirmed by viral culture or
an FDA-cleared influenza A and B molecular assay. Outside the U.S., a negative test is
presumptive and it is recommended that these results be confirmed by viral culture or a
molecular assay cleared for diagnostic use in the country of use. FDA has not cleared
this device for use outside of the U.S. Negative test results do not preclude influenza
viral infection and should not be used as the sole basis for treatment or other patient
management decisions. The test is not intended to detect influenza C antigens.
Performance characteristics for influenza A and B were established during January
through March of 2011 when influenza viruses A/2009 H1N1, A/H3NZ2, B/Victoria
lineage, and B/Yamagata lineage were the predominant influenza viruses in circulation
according to the Morbidity and Mortality Weekly Report from the CDC entitled “Update:
Influenza Activity—United States, 2010-2011 Season, and Composition of the 2011-
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2012 Influenza Vaccine.” Performance characteristics may vary against other emerging
influenza viruses. If infection with a novel influenza virus is suspected based on current
clinical and epidemiological screening criteria recommended by public health authorities,
specimens should be collected with appropriate infection control precautions for novel
virulent influenza viruses and sent to the state or local health department for testing.
Virus culture should not be attempted in these cases unless a BSL 3+ facility is

available to receive and culture specimens.

DEVICE DESCRIPTION :

The BD Veritor™ Flu A+B test is an immunochromatographic assay for the qualitative
detection of influenza A and B viral antigens in respiratory specimens. The patient
specimen is mixed in a reaction tube prefilled with RV Reagent C, gently mixed, and
then added to the test device. RV Reagent C contains mucolytic agents that function to
break down mucus in a patient specimen thereby exposing viral antigens and
enhancing detection in the assay device. Processed specimens are expressed through
a filter tip into a single sample well on the BD Veritor™ Flu A+B test device.

After addition to the test device, any influenza A or influenza B viral antigens present in
the specimen bind to anti-influenza antibodies conjugated to detector particles on the
Veritor™ Flu A+B test strip. The antigen-conjugate complexes migrate across the test
strip to the reaction area and are captured by a line of antibody striped on the
membrane. The Veritor™ Flu A+B test devices are designed with five spatially-distinct
zones including positive and negative control line positions, separate test line positions
for the target analytes, and a background zone. The test lines for the target analytes
are labeled on the test device as ‘A’ for Flu A position, and ‘B’ for Flu B position. The
onboard positive control ensures the sample has flowed correctly and is indicated on
the test device as ‘C’. Two of the five distinct zones on the test device are not labeled.
These two zones are an onboard negative control line and an assay background zone.
The onboard negative control zone addresses non-specific signal generation. The
remaining zone is used to measure the assay background.

The BD Veritor™ Flu A+B assay incorporates an active negative control feature in each
test to identify and compensate for sample-related, nonspecific signal generation. The
BD Veritor™ System Reader uses a proprietary algorithm that subtracts nonspecific
signal at the negative control line from the signal present at both the Flu A and Flu B
test lines. If the resultant test line signal is above a pre-selected assay cutoff, the
specimen scores as positive. If the resultant test line signal is below the cutoff, the
specimen scores as negative. Use of the active negative control feature allows the BD
Veritor™ System reader to correctly interpret test results that cannot be scored

Positive Citrl C
FluB testline L4
Flu A testline L3
Negative Ctrl L2
Background
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visually because the human eye is unable to accurately perform the subtraction of the
nonspecific signal.

DEVICE COMPARISON:

The labeling has been changed to reflect the addition of strain reactivity data for the
following strains:

Strain subtype
A/Northern Pintail/Washington/40964/2014 HS5N2
A/Gyrfalcon/Washington/41088-6/2014 H5N8

SUBSTANTIAL EQUIVALENCE:

The modified BD Veritor™ System Flu A+ B CLIA waived kit device is substantially
equivalent to the current legally marketed, BD Veritor™ System Flu A+B CLIA waived
kit device assay. Additions made to the labeling to add additional strain testing did not
change the intended use of the device or the fundamental scientific technology.

A Risk Analysis was conducted and is detailed in the Design Control Summary Section.
No new issues of safety and effectiveness were identified during this process.

Additions are as follows:

Potential Impact of

Change Change

Addition of data for Strain reactivity of: Additional information
A/Northern Pintail/Washington/40964/2014 H5N2 provided to users regarding
A/Gyrfalcon/Washington/41088-6/2014 H5N8 | | strain reactivity.
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	Veritor™ System
	 Veritor™ System
	INTENDED USE
	The BD Veritor System for Rapid Detection of Flu A+B is a rapid chromatographic immunoassay for the direct and qualitative detection of influenza A and B viral nucleoprotein antigens from nasal and nasopharyngeal swabs of symptomatic patients. The BD ...
	SUMMARY AND EXPLANATION
	PRINCIPLES OF THE PROCEDURE
	Warnings and Precautions:
	1. For in vitro Diagnostic Use.
	2. Test results are not meant to be visually determined. All test results must be determined using the BD Veritor System Reader.
	SPECIMEN COLLECTION
	TEST PROCEDURE
	Nasal and Nasopharyngeal Swab Test Procedure
	 For each patient specimen, remove one RV Reagent D tube/tip and one BD Veritor System Flu A+B device from its foil pouch immediately before testing. Label with patient’s name. Place the labeled RV Reagent D tube(s) in the designated area of the tube...
	NOTE: Do not use tips from any other product, including other products from BD or other manufacturers.
	INTERPRETATION OF RESULTS
	REPORTING OF RESULTS
	LIMITATIONS OF THE PROCEDURE
	CLIA WAIVER STUDY
	Another study was designed to assess the capability of untrained users to test weakly reactive samples and deliver results with accuracy. The BD Veritor System for Rapid Detection of Flu A+B assay was evaluated at three non-laboratory CLIA waived site...


	High Negative A/California/7/2009
	6.7% (4/60)
	Low Positive A/California/7/2009
	81.7% (49/60)
	High Negative A/Victoria 3/75
	6.7% (4/60)
	Low Positive A/Victoria 3/75
	80.0% (48/60)
	0% (0/118)*
	Negative
	High Negative B/Lee/40
	11.7% (7/60)
	72.4% (42/58)*
	Low Positive B/Lee/40
	0% (0/240)
	Negative
	APPLICATION
	RÉSUME ET EXPLICATION
	PRINCIPES DE LA MÉTHODE
	Avertissements et précautions :
	1. Pour le diagnostic in vitro.
	PRÉLÈVEMENT DES ÉCHANTILLONS
	Mode opératoire du test pour les écouvillonnages nasaux et rhino-pharyngés
	Étape 1.
	INTERPRÉTATION DES RÉSULTATS
	RAPPORT DES RÉSULTATS
	LIMITES DE LA PROCÉDURE
	ÉTUDE AVEC EXEMPTION CLIA
	Une autre étude a été conçue pour évaluer la capacité des utilisateurs non formés à analyser des échantillons faiblement réactifs et à fournir des résultats avec précision. Le test BD Veritor System for Rapid Detection of Flu A+B a été évalué dans tro...


	Hautement négatif A/California/7/2009
	6,7 % (4/60)
	Faiblement positif A/California/7/2009
	81,7 % (49/60)
	Hautement négatif A/Victoria 3/75
	6,7 % (4/60)
	Faiblement positif A/Victoria 3/75
	80,0 % (48/60)
	0 % (0/118)*
	Négatif
	Hautement négatif
	11,7 % (7/60)
	Faiblement positif
	72,4 % (42/58)*
	B/Lee/40
	0 % (0/240)
	Négatif
	VERWENDUNGSZWECK
	ZUSAMMENFASSUNG UND ERKLÄRUNG
	VERFAHRENSGRUNDLAGEN
	Warnungen und Vorsichtsmaßnahmen:
	1. In-vitro-Diagnostikum.
	PROBENENTNAHME
	Testverfahren für Nasen- und Nasopharyngeal-Abstriche
	Testvorbereitung
	Schritt 1
	INTERPRETATION DER ERGEBNISSE
	DOKUMENTATION DER TESTERGEBNISSE
	OPTIONALES TESTVERFAHREN: Testen auf INFLUENZA A+B und RSV mit einem einzelnen NP-Abstrich
	Hinweis: Das BD Veritor System for Rapid Detection of RSV (CAT #256038) ist für dieses Verfahren zusätzlich zum BD Veritor System for Rapid Detection of Flu A+B (CAT# 256045) erforderlich.
	WICHTIGER HINWEIS: DIE ZU TESTENDE PROBE IM RSV-KIT MUSS VON EINEM PATIENTEN STAMMEN, DER UNTER 6 JAHRE ALT IST, WIE IM BEIPACKZETTEL ZUM BD VERITOR RSV-BEHANDLUNGSKIT FÜR GESUNDHEITSDIENSTLEISTER BESCHRIEBEN. DIE AUFBEREITETE PROBE SOLLTE INNERHALB V...
	Dieses alternative Verfahren ermöglicht die Verwendung der verbleibenden aufbereiteten Probe aus dem obigen Schritt 5 zum Testen auf RSV. Bei Verwendung dieses optionalen Testverfahrens kann die Probe für eine Zeitspanne von bis zu 15 Minuten nach der...
	1. NP-Abstrich vom Patienten nehmen und die Schritte 1–5 des obigen Testverfahrens ausführen, wie im BD Veritor System for Rapid Detection of Flu A+B beschrieben.
	2. Das Testverfahren unter Verwendung der Probe aus Schritt 5, „Die Probe vorbereiten“, mit dem Testgerät für RSV fortsetzen.
	3. Das Testverfahren sowie eine vollständige Beschreibung des BD Veritor RSV-Tests befindet sich in der Packungsbeilage des BD Veritor System for Rapid Detection of RSV (CAT #256038).
	Zum Abschluss des Verfahrens und Ablesen der Testergebnisse die Anweisungen auf der Messgerät-Anzeige befolgen. Die Interpretation des Ergebnisses ist in der Packungsbeilage des BD Veritor System RSV Kits (CAT #256038) beschrieben.
	QUALITÄTSKONTROLLE:
	Die Qualitätskontrolle muss unter Einhaltung der örtlich, landesweit und/oder bundesweit geltenden Bestimmungen oder der Auflagen der Akkreditierungsorganisationen sowie der Standard-Qualitätskontrollverfahren des betreffenden Labors erfolgen.
	Externe positive und negative Kontrollen:
	In jedem Kit sind Abstrichkontrollen (Influenza A+/B- und Influenza B+/A-) vorhanden. Diese Kontrollen bieten zusätzliches Qualitätskontrollmaterial zur Bewertung, ob die Testreagenzien und der BD Veritor System Reader wie erwartet arbeiten.  BD empfi...
	• für jede neue Kit-Charge
	• für jeden ungeschulten Anwender
	• für jede neue Sendung von Test-Kits
	• je nach Erfordernis der internen Qualitätskontrollverfahren und in Übereinstimmung mit örtlich, landesweit und bundesweit geltenden Vorschriften oder Akkreditierungsbedingungen.
	Testverfahren für Kontrollabstrich
	1. Den Tupfer vollständig in das entsprechend gekennzeichnete RV Reagenz D-Röhrchen einführen und den Tupfer in der Flüssigkeit mindestens 15 Sekunden lang kräftig auf und ab bewegen.
	2. Zur Aufbereitung des Abstrichs entsprechend dem Testverfahren für Nasen- und Nasopharyngeal-Abstriche vorgehen (siehe oben ab Schritt 4, „Das Abstrichstäbchen entnehmen“).
	Falls die Kontrollen im Kit nicht die erwarteten Ergebnisse liefern, keine Patientenproben testen. Setzen Sie sich mit Ihrer zuständigen BD-Vertretung in Verbindung.
	Zusätzlich enthält jede BD Veritor System Flu A+B-Vorrichtung sowohl positive als auch negative interne Kontrollen/Verfahrenskontrollen:
	1. Die interne positive Kontrolle bestätigt die immunologische Integrität der Vorrichtung und die ordnungsgemäße Reaktionsfähigkeit der Reagenzien. Sie stellt außerdem sicher, dass das Testverfahren korrekt durchgeführt wurde.
	2. Der Membranbereich um die Testlinien dient als Hintergrundprüfung auf der Testvorrichtung.
	Die positiven und negativen internen Kontrollen/Verfahrenskontrollen werden vom BD Veritor System Reader evaluiert, nachdem die BD Veritor System-Testvorrichtung eingesteckt wurde. Der BD Veritor System Reader weist den Bediener auf auftretende Qualit...
	Hinweis: Die interne Kontrolle kann nicht bewerten, ob die Probe ordnungsgemäß entnommen wurde.
	VERFAHRENSBESCHRÄNKUNGEN
	STUDIE MIT CLIA-BEFREIUNG
	Es wurde eine weitere Studie konzipiert, mit der ermittelt werden soll, inwiefern ungeschulte Anwender in der Lage sind, schwach reaktive Proben zu testen und dabei genaue Ergebnisse zu erzielen. Der BD Veritor System for Rapid Detection of Flu A+B-Te...


	Stark negativ A/California/7/2009
	6,7 % (4/60)
	Schwach positiv A/California/7/2009
	81,7 % (49/60)
	Stark negativ A/Victoria 3/75
	6,7 % (4/60)
	Schwach positiv A/Victoria 3/75
	80,0 % (48/60)
	0 % (0/118)*
	Negativ
	Stark negativ
	11,7 % (7/60)
	Schwach positiv
	72,4 % (42/58)*
	B/Lee/40
	Negativ
	0 % (0/240)
	La mancata osservanza delle istruzioni o la modifica delle istruzioni del sistema di test non consentiranno più al test di soddisfare i requisiti della categoria di esonero.
	USO PREVISTO
	SOMMARIO E SPIEGAZIONE
	PRINCIPI DELLA PROCEDURA
	Avvertenze e precauzioni:
	1. Per uso diagnostico in vitro.
	2. I risultati dei test non sono destinati a essere determinati visivamente. Tutti i risultati di test devono essere determinati da BD Veritor System Reader.
	3. Qualora si sospetti un nuovo virus dell’influenza A sulla base dei criteri di screening clinici ed epidemiologici attuali raccomandati dalle autorità di salute pubblica, raccogliere i campioni adottando le precauzioni appropriate per il controllo d...
	4. I campioni clinici possono contenere microrganismi patogeni, inclusi virus dell’epatite, virus dell’immunodeficienza umana e nuovi virus influenzali. Manipolare, conservare ed eliminare tutti i campioni e gli articoli contaminati con sangue e altri...
	5. Smaltire i dispositivi di test di BD Veritor System come rifiuti a rischio biologico in conformità con i requisiti statali, regionali e locali.
	6. I reagenti contengono sodio azide, una sostanza nociva per inalazione, ingestione o esposizione della pelle. A contatto con acidi, la sodio azide produce gas estremamente tossici. In caso di contatto con la pelle, lavarsi immediatamente e abbondant...
	RACCOLTA DEI CAMPIONI
	Procedura del test di tamponi nasali e nasofaringei
	INTERPRETAZIONE DEI RISULTATI
	REFERTAZIONE DEI RISULTATI
	LIMITAZIONI DELLA PROCEDURA
	STUDIO SULL’ESENZIONE DI RESPONSABILITÀ PER LE NORME CLIA
	È stato condotto un altro studio al fine di valutare la capacità di utenti senza formazione specifica di testare campioni debolmente reattivi e fornire risultati accurati. Il test di BD Veritor System for Rapid Detection of Flu A+B è stato valutato pr...


	Alta negatività A/California/7/2009
	6,7% (4/60)
	Bassa positività A/California/7/2009
	81,7% (49/60)
	Alta negatività A/Victoria 3/75
	6,7% (4/60)
	Bassa positività A/Victoria 3/75
	80,0% (48/60)
	0% (0/118)*
	Negativo
	11,7% (7/60)
	Alta negatività B/Lee/40
	72,4% (42/58)*
	Bassa positività B/Lee/40
	0% (0/240)
	Negativo
	El incumplimiento de las instrucciones o la modificación de las instrucciones del sistema de análisis provocará que el análisis deje de cumplir los requisitos de categoría no exigida.
	USO PREVISTO
	RESUMEN Y EXPLICACIÓN
	PRINCIPIOS DEL PROCEDIMIENTO
	1. Para uso diagnóstico in vitro.
	RECOGIDA DE MUESTRAS
	Preparación para el análisis
	Paso 1
	INTERPRETACIÓN DE LOS RESULTADOS
	INFORME DE RESULTADOS
	LIMITACIONES DEL PROCEDIMIENTO
	ESTUDIO SOBRE EXENCIÓN DE CLIA
	Se diseñó otro estudio para evaluar la capacidad de los usuarios sin formación para analizar muestras débilmente reactivas y proporcionar resultados con precisión. El análisis del BD Veritor System for Rapid Detection of Flu A+B se evaluó en tres cent...


	H1N1 A/California/7/2009
	6,7% (4/60)
	H1N1 A/California/7/2009
	81,7% (49/60)
	H3N2 A/Victoria 3/75
	6,7% (4/60)
	H3N2 A/Victoria 3/75
	80,0% (48/60)
	0% (0/118)*
	Negativo
	B/Lee/40
	11,7% (7/60)
	B/Lee/40
	72,4% (42/58)*
	positivo de nivel bajo
	0% (0/240)
	Negativo
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