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Dear MIS. Syed:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
re fe renced above and have deteirmined the dev'ice is substantially eq I ivalent (for thie indications
for LUse stated in the ClCostl re) to legally marketed predlicate (dev ices mnarketed in interstate
commuerce prior to May 28, 1.976. the enactment date of the Medical Device Amrendments, 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).
YOUuly, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annlual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into class It (Special Controls), it may be subject to such
additional controls. Existing major regulations affecting your device can be found in Title 21,
Code of Federal Regulations (CFR), Parts 800 to 895. In addition, FDA may publish further
annoLucements 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 muade a dete rm inat ion that you r device complies with other req LI rernents of the Act
or anly FederaLWi ts and reulation1s aclniiiniste red by other Federal agencies. YOU mlust
com ply wvith all thie A\ct's rCCJi l emeni~S. i nel Lding, but not li mi ted to: reg-istration and listing (2 I
CFR Part 807); labeling (2 1 CFR Parts 801 and 809);- medical device reporting (reporting of
medical device -Ie Iated adverse even ts) (21 C FR 803); and good mnillI factu ring practice



MS. I-Abna Syed

requirements as set forth i1 the quality systems (OS) regulationl (2 1 CFR Part 820). This letter
will all IOw you to begin marketing your device as described in your Sect ion 5 10(k) prenmarket
notiflication. The FDA fi nd ing Of SLIbstantial equivalence Of your device to a legally marketed
predicate device results in a classification for Your device and thus, permits your device to
proceed to the market.

If yOL] desire specific advice for your device on our labeling regulation (21 CFR Parts 801 and
809), please con tact the Office of In Vitro Di)anostic Device EvalIuat ion and.Sa fety at (301) 796-
5450. Also, pleaise note the regulation entitled, "Mis branding by reference to premarket
notification" (21 CFR Part 807.97). For qIuestions regarding the reporting of' adverse events
under the MDR reguLlationl (2 1 CFR Part 803)), please go to
titp:/wwvwfda~. 20kv/Mediccl Devices/Sa 1ety/ReportaProhlem/idefa ti lt.htmi for the CDRI-1 s Office

of Su rve illance andl Biomletrics/Div is ion of' Postmarket Su rveilIlance.

YOU ma)' obtain other general in foirmation on your responsibilities under thie Act from the
Division of Small M~anuflactu rers, I nternationalI and Consumer Assistance at its toll -free number
(800) 638-20.41 or (301) 796-7 100 or at its Internet address
hittp://wvww.fdai.(,ov/cdirh/iiicustrV/SIPI)Ort/iiidex.htmil.

Sincerely, yours,

Sally A. l-ojvat, M.Sc., Ph.D.
Director
Division of Microbiology Devices
Office of In Vitro Diagnostic Device
Evaluation and Safety
Center for- Devices and Radiological Health

Enclosure



Indications for Use

510(k) Number (if known): k112199
Device Name: xTAG® Respiratory Viral Panel (RVP)

The xTAG* Respiratory Viral Panel (RVP) is a qualitative nucleic acid multiplex test intended for
the simultaneous detection and identification of multiple respiratory virus nucleic acids in
nasopharyngeal swabs from individuals suspected of respiratory tract infections. The following
virus types and subtypes are identified using RVP: Influenza A, Influenza A subtype Hi, Influenza
A subtype H3, Influenza B, Respiratory Syncytial Virus subtype A, Respiratory Syncytial Virus
subtype B, Parainfluenza 1, Parainfluenza 2, and Parainfluenza 3 virus, Human
Metapneumovirus, R hinovirus, and Adenovirus. The detection and identification of specific viral
nucleic acids from individuals exhibiting signs and symptoms of respiratory infection aids in the
diagnosis of respiratory viral infection if used in conjunction with other clinical and laboratory
findings. It is recommended that specimens found to be negative for Influenza B, Respiratory
Syncytial Virus subtype A and B, Parainfluenza 1, Parainfluenza 2, Parainfluenza 3 and
Adenovirus, after examination using RVP be confirmed by cell culture. Negative results do not
preclude respiratory virus infection and should not be used as the sole basis for diagnosis,
treatment or other management decisions.

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. The use of additional laboratory testing (e.g.
bacterial culture, immunofluorescence, radiography) and clinical presentation must be taken
into consideration in order to obtain the final diagnosis of respiratory viral infection.

Due to seasonal prevalence, performance characteristics for Influenza A/Hi were established
primarily with retrospective specimens.

The RVP assay cannot adequately detect Adenovirus species C, or serotypes 7a and 41. The RVP
primers for detection of rhinovirus cross-react with enterovirus. A rhinovirus reactive result
should be confirmed by an alternate method (e.g. cell culture).

Performance characteristics for Influenza A Virus were established when Influenza A/H3 and
A/Hi were the predominant Influenza A viruses in circulation. When other Influenza A viruses
are emerging, performance characteristics may vary. If infections with a novel Influenza A 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 a state or local health department
for testing. Viral culture should not be attempted in these cases unless a BSL 3+ facility is
available to receive and culture specimens.
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