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New Special 5 1 0(k)
CDC Human Influenza Virus Real-Time RT-PCR Diagnostic Panel, Influenza B Lineage Genotyping Kit

8. 510(k) Summary AR2521

CDC hereby submits this Special 5 10(k) in accordance with the requirements of SMDA 1990 and
21 CFR 807.92.

Submitter
Centers for Disease Control and Prevention
1600 Clifton Road NE
Atlanta, GA 30333
Establishment Registration: 1050190

Contact Person
CDR Yon Yu, Pharm.D.
Acting Associate Director for Regulatory Affairs
Office of the Director
National Center for Emerging and Zoonotic Infectious Diseases
Centers for Disease Control and Prevention
1600 Clifton Road, NE, MIS C-iS8
Atlanta, GA 30333
(404) 639-3046 (office)
(404) 639-1275 (fax)
fkb8gdcdc.p~ov

Proprietary Name
CDC Human Influenza Virus Real-time RT-PCR Diagnostic Panel, Influenza B Lineage Genotyping
Kit

Common or Usual Name
Influenza B Lineage Genotyping Kit

Regulatory Information
Classification Regulation Section: 866.3980- Respiratory viral panel multiplex nucleic acid assay
Classification: Class 11
Classification Product Code: OIZE
Subsequent Product Codes: NSU
Panel: Microbiology

Predicate Device
CDC Human Influenza Virus Real-time RT-PCR Diagnostic Panel (KI 32508)

Device Description
The Influenza B Lineage Genotyping Kit contains components of the CDC Human Influenza Virus
Real-Time RT-PCR Diagnostic Panel that is used in real-time RT-PCR (rRT-PCR) assays on the ABI
7500 Fast Dx Real-Time PCR Instrument. The Influenza B Lineage Genotyping Kit consists of
oligonucleotide primers and dual-labeled hydrolysis (TaqMan®) probes to be used in rRT-PCR for the
in vitro qualitative detection and characterization of human influenza viruses from viral RNA in
respiratory specimens from patients presenting with influenza-like illness (ILI). The Influenza B
Lineage Genotyping Kit is based on technology which is used in many molecular diagnostic assays.
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rRT-PCR assays are one-tube assays that first reverse-transcribe specific regions of RNA into cDNA
copies. The cDNA then serves as a template for a polymerase chain reaction that utilizes a thermocyclic
heating and cooling of the reaction to logarithmically amplify a specific region of DNA. The probe
anneals to a specific internal target sequence located between the target loci of the forward and reverse
primers. During the extension phase of the PCR cycle, the 5' nuclease activity of Taq polymerase
degrades any probe molecules hybridized to amplified target sequence, causing the reporter dye to
separate from the quencher dye, and generating a fluorescent signal. With each cycle, additional
reporter dye molecules are cleaved from their respective probes, increasing the fluorescence intensity.
Fluorescence intensity is monitored at each PCR cycle. Amplification of targets is reflected by
logarithmic increase in fluorescence over time in comparison to the background signal.

Intended Use
The Influenza B Lineage Genotyping Kit contains reagents and controls of the CDC Human Influenza
Virus Real-Time RT-PCR Diagnostic Panel and is intended for use in real-time RT-PCR (rRT-PCR)
assays on an Applied Biosystems (ABI) 7500 Fast Dx Real-Time PCR instrument in conjunction with
clinical and epidemiological information:

*For the determination of the genetic lineage of human influenza B viruses as B/Victoria or
B/Yamagata lineage from viral RNA in upper respiratory tract clinical specimens (including
nasopharyngeal swabs [NPS], nasal swabs [NS], throat swabs [TS], nasal aspirates [NA], nasal
washes [NW], and dual nasopharyngeal/throat swabs [NPS/TS]) from human patients with signs
and symptoms of respiratory infection and/or from viral culture;

*To provide epidemniologic information for surveillance of circulating influenza viruses.

Performance characteristics for influenza B lineage genotyping were established during a season
when influenza B/Victoria and B/Yamagata lineages were found in approximately equal proportion.

Negative results do not preclude influenza virus infection and should not be used as the sole basis for
treatment or other patient management decisions. Conversely, positive results do not rule out bacterial
infection or co-infection with other viruses. The agent detected may not be the definite cause of
disease.

All users, analysts, and any person reporting results from use of this device should be trained
to perform and interpret the results from this procedure by a competent instructor prior to use.
CDC Influenza Division will limit the distribution of this device to only those users who have

successfully completed a training course provided by CDC instructors or designees.

Technological Characteristics
The changes proposed to the CDC Human Influenza Virus Real-Time RT-PCR Diagnostic Panel
subject to this special 510(k) are for labeling purposes only and will not alter the technological
attributes of the device.

Substantial Equivalence Comparison
The CDC Human Influenza Virus Real-Time RT-PCR Diagnostic Panel (K132508) will serve as the
predicate for the intended change. Please see Table 1 for a detailed comparison.
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New Special 5 10(k)
CDC Human Influenza Virus Real-Time RT-PCR Diagnostic Panel, Influenza B Lineage Genotyping Kit

Risk Analysis
The Influenza B Lineage Genotyping Kit contains reagents and controls of the CDC Human Influenza
Virus Real-Time RT-PCR Diagnostic Panel. A risk analysis of the labeling modification to create a
separate Package Insert for the Influenza B Lineage Genotyping Kit was performed to verify that the
change in the package insert did not present increased or new risks to the user. No new significant risks
were identified as a result of the proposed modification.

Substantial Equivalence Conclusion
The changes proposed to the CDC Human Influenza Virus Real-Time RT-PCR Diagnostic Panel do not
alter the device's design or technological attributes. In addition, the indications for use and intended use
of the CDC Human Influenza Virus Real-Time RT-PCR Diagnostic Panel will remain the same. The
modification to the package insert included with the Influenza B Lineage Genotyping Kit made available
to users retains all required label information, and is determined to be substantially equivalent to the
predicate.
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Z, DEI'ARtTMA OF IIEAIL I& HU-IIAN SERVI(:CES Public I laith Scrvic

Food aud D~rug Ad~Iru1.,min
1 0903 No, I larwpsb r, Aci

CENT ERS FOR I)ISEASE: CONTROL AND PREVENTION April 25. 2014
CDR YON YU. Pharm. D.
ACTING ASSOCIATrE DIRECTOR FOR REGULATORY AFFAIRS
OFF I CEOFF TFE DI RECTOR
NATIONAL CENTER FOR EMERGING AND ZOONOTIC INFECTIOUS DISEASE
1600 CIFT-1ON ROAD. MS-CIS8
ATLANTA GA 30333

Re: K 140857
l'rade/Dev ice Name: C DC IItluian Influenza Virus Real-lime ICE-PC R Diagnostic Panel.

11In flza 13 Lineage Geiiotvping Kit
Regulation Number: 21 CUR 866.3980
RcaLII ati on Name: Resp iratory viral IPanel In iple 1111clucleic acid assay
Regulatory Class: 11
PmodUCt Code: OZE. NSUJ
Dated: April 02. 2014
Received: April 03). 2014

Dear Dr. Yu:

\Ve have reviewed y'our Section 5 10(k) premnarket notification of* intent to market the device
refecreniced above and h~ave determined the device is substantial lv equivalent (for the ind ications
for use stated in the enclosure) to legal Iv marketed predicate devices marketed in interstate
commerce prior to Mlay 28, I 976, the enactment date of the Medical D~evice Amendments. or to
devices that have been reclassilied in accordance with the provisions of the Federal Food. Drug.
and Cosmetic Act (Act) that do not requiire app~roval of a preiarket approval application (PM A).
YOU may. thereflore, market the device. subjfect to the general controls provisions of the Act. The

general controls provisions or the Act include requirements Ibr annual registration, listing of'
devices. gtood mnaitifacturing practice. labeling, and( prohibit ions againist misbranding and
aduilteration. Please note: CDR HI does not evaluaite in formation related to contract liabilitNI

warranties. We rem ind you1. howver, that device labeling munst be truth fi, I and not misleading.

lfy'otr device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA).
it may he subjlect to additional eon trolIs. E'xisting major regulat ions affe'cting, y'our (Iev iCC Canl be
found In thle C-odec of I'ederal Regulations.J lt I 2 1., Parts 800 to 898. In addition. FDA may'
publish flurther announcements concerning yo0ur device in the Federal Register.

'lease be advised that FDA 's issuance of a substantial equivalence determi nat ion does not meianl
that FDA has made a determination that your device complies with other requirements of the Act
or all\, Federal statutes and regulations administered by other Federal agencies. YOU Must
comply with all thle Act's requirements. including, butl not liminited to: registration and listin (21

CI'R P'art 807): labeling (21I C FR Parts 801 and 809): medical device reporting (reporting of'
mnedical device-related adverse events) (21 CER 803): good manufacturing practice requirements

as set forth in the quality systemns (QS) regulation (21 CUR Pant 820): and if applicable, the
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electronic product radiation control provisions (Sectionis 53 1-542 of the Act): 2 1 CU-R I1000-
1050.

1 fot desire spec ifie advice or1 y.our device onl our label ing rcgu Iatioiis (21 CF R Parts 801 and
809), please con tact thle Division ofind Lst ry and CoYInmr Ed titL al its toll - ree a urn be
(800) 638 204 1 or (30 1) 796-7 100 or at its Internet address
11ttp:H//www.I'l.aov/McIdicaIIlevices/ReSOuircesf'orY0Lu/ldustrN'/default.iitil. Also. please note
the reaulatioii entitled. "'Misbraiiding by reference to prernarket notiflication- (2 1 CFR Part
807.97). For questions regarding the reporiiig of adverse even1ts tinder the MDR regulation (2 1
CUR Part 803), please go to
hitti)://vwvw.tfda.giov/MedicalDeviccs/Saifetv/Reportalroblern/deI'autlt.ltim lbr the CDRI-Usq Office
of SUrveiI aiice and 13 orrnetries/Division of Ilostinirket Surveillance.

Y out i ax obi in othler rinralI infobrmnation on yotir rcsponisibhilities utMi Cr the Act Ifromi hle
Div'is ion of ladtist rv and Con1sa nc lI ucation at its toll -flece numbii er (800) 638-204 I or (301I
796-71 00 or at its Internet address
litti)://wwwv~.fcla.ov/MedicziDevices/RSOLIrCSf'orYou/IiidiistIv/de'L~t.11till.

Sinricixe yours.

Uwe Scherf -S br

IDirector. D~ivision of Mierdcbiology Djevices
OffIJce oflIn \/itro D)iagnost ics an U Radio logical

- Cener lobr Devices and Radiological Hlealthi

17nclosure



DEPARTMENT OF HEALTH AND HUMAN SERVICES
[oo~d and Drug Administration

Ind(ications for Use
510(k) Number (if known): K 140857

IDevice Namine: C DC FHu man Influenza Vi rus Real 4 in RT- PC R Diagnostic Pan ci. Infl uenza B
Linwage (Senotyping Kit

In dica tions For Use:

'Ihle Influenza B Linemage (Sen otyp ing K it contIaills i-cagenats and controlIs o I'the C DC I-lu ii an
1111111 IIZ3/ Virus Real-Time R T- PCR Di)agnostic Pane I and is in tended ["or use iil rcalI-ti me R"I'-
PCR (rRTl-P)CR) assays onl anl Applied Biosystemns (A131) 7500 Fast Dx Real 'Ilme PCR
11Insrument inl conj Uinet ion wit h clinical and epidemninological in format ion:

" For determination ofIthe geiet ic Iiwe a 0 1111111l influenlza 13 viruses as 13/V i don a
or 13/Yamaaam Iincaue from viral RNA\ in upper respirator)' tract clinilical specimens
(nclIud in g rnasapharvngea I swabs [N PSJ. nasal swabs IN Si. throat swabls [TI nasalI

aspirates [NA]. nasal washes INWI and dual nasopharyngeal/throat swabs [NPS/TSJ)
from human patients with sigpns and symptomls oftrespiratory infIection anld/or From
viral Culture;

* To provide epidemniologic in formation for surveilIlance of circu lating influenza
viruses.

Perlbrmnance: characteristics h~r influenza B Ilineage gecnolyping were established du ring a season
when ili enZa 13/Victoria and IVY aeragatai lea aes were founid inl approximate l\ equal
proportionl.

Nctpti ye results do not preclIutde inluenza virus iection and should no t be u sel as the sole
basis [llr treatment or other patient management decisions. Conversely, Positive results do not
rule Out Linetori al i feet in Oor co-iinlbct ion wvitih other viruses. TIhe alZallt detected miiay not be tile
definite cause ol'discase.

All users, analysts, and any person reporting results from use Ofthis device Should be trained to
perlborm aild interpret the results from this procedure by a competent instructor prior to use.

C DC Influenza Division will l imit thle distribution ofthiis device to only those users who have
successfully completed a trainingp Course provided by CDC instructors or designees.



Prescription Use X AND/OR Over-The-Counter Use ___

(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C

(PLEASE DO NOT WRITE BEI.OW THIS LINE-CONTINUE ON ANOTHER PAGE OF NEEDED)

Concurrence of Center for Devices and Radiological Health (CDRH)
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