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Dear Ms. Ammirati:

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 IIl (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 conceming 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

_’,’_’lg_ggljca.l.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 Small Manufacturers, International and Consumer
Assistance 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. Also, please note
the regulation entitled, “Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR negulatlon (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 Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address

http://www.fda.gov/MedicalDevices/ResourcesforYou/lndustry/default.htm.

Sincerely yours,
Reena Philip -5
for
Maria M. Chan
Director
Division of Immunology and Hematology Devices
Office of In Vitro Diagnostics and

Radiological Health
Center for Devices and Radiological Health
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Indications for Use Sae PRA Statement on las! page.
510{k) Number (if known)
K130515
Dovice Name
Virtuaso™ System for THC ER (SP1)
Indications for Use (Describe)

The Virtuoso system provides automated digital slide creation, management, analysis, and viewing, It is intended for in vitro
diagnostic use as an aid to the pathologist in the display, detection, counting, review and classification of tissues and cels of clinical
interest based on particular morphology, color, intensity, size, pattern and shape.

The Virtuoso™ System for IHC ER (SP1) is for digitel read and image analysis applications. This particular Virtuoso system is
intended for use as an aid to the pathologist in the detection and semi-quantitative measurement of estrogen receptor (ER) protein in
formalip-fixed, paraffin-embedded ncoplastic tizsue, This device is an accessory to Ventana Medical Systems, Inc. CONFIRM™ anti-
Estrogen Receptor (ER) (SP1) Rabbit Monoclonal Primary Antibody assay. The CONFIRM™ anti- ER (SP1) Rabbit Menoclonal
Primary Antibody assay is indicated for use as an aid in the assessment of breast cancer patients for whom endocrins treatment is
being considered (but is not the sole basia for treatment). -

Note: The THC ER (SP1) Digital Read and Image Analysis applications are edjunctive computer-sssisted methodologies for the
qualified pathologist in the acquisition and measurement of images from microscopo glass slides of breast cencer specimens stained
for the presence of ER protein. The pathologist should verify agreement with the Image Analysis software application score. The
accuracy of the test results depends on the quality of the immunchistochemical staining. It is the responsibility of a qualified
pathologist to employ sppropriate morphological studies and controls as specified in the instructions for the CONFIRM™ anti-
Estrogea Receptor (ER) (SP1) Rabbit Monoclonal Primary Antibody used to assure the validity of the Virtuoso System for IHCER
Digital Read and image Analysis scores. The ectual correlation of CONFIRM anti-Estrogen Receptor (ER)(SP1) Rabbit Monocloral
Antibody to clinical gutcome has not been estzblizhed.

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