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A.3.9 310(K) Summary of Safety and Effectiveness

The following 510(k) summary has been prepared pursuant to requirements specified in
21CFR 807.92(a).
Manufacturer Information
Manufacturer: Paramed Srl
Address: Corso Perrone 73R
16152 Genova, Ttaly

Establishment registration number: To be filed

807.92(a)(1
Submitter Information
Correspondent: Michael A. Douglas,

739 High Street

North Andover,
MA 01845 USA,

Ph: 978.975 7530 x4345
Fax: 978.675.9930

Contact person: Michael A. Douglas

807.92(a)(2)

Trade Name: MRJ_Extended

Common Name: Magnetic resonance diagnostic device
Classification Name(s): System, Nuclear Magnetic Resonance Imaging

Classification and class of device: 21 CFR 892.1000, class I1

Classification Number: 90LNH



807.92(a)3)

Predicate Devices

Paramed Ml KO033507 for all items excluded the L-spine coils/district of examination
for which the

Esaote S-Scan K063207 is addressed

807.92(a)(5)
Device Intended Use(s)

The MrJ_Extended intended use is the one of the predicate Mr] device (included the
restrictions and limitations there claimed) plus the following option:

This device can produce diagnostic images of the L-Spine district using for that purpose an
extended FOV and dedicated receipt coils (also the L-spine application is limited by the
exclusion of tumor detection application).

807.92(a)(6)

Technological Characteristics

The MRI_Extended MRI system is substantially equivalent to the currently available
Paramed MrJ cleared via K033507 for all items excluded the spine coils for which the and
Esaote S-Scan system cleared via K063207 is addressed.
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3 —/{C DEPARTMENT OF HEALTH & HUMAN SERVICES

e Food and Drug Administration
9200 Corporate Blvd.
Rockville MD 20850

Paramed SRL MAR 1 0 2008
% Mr. Michael A. Douglas

Correspondent

Paramed Medical Systems

739 High Street

NORTH ANDOVER MA 01845

Re: K080098
Trade/Device Name: MRJ_Extended
Regulation Number: 21 CFR §892.1000
Regulation Name: Magnetic resonance diagnostic device
Regulatory Class: II
Product Code: LNH
Dated: January 8, 2008
Received: January 16, 2008

Dear Mr. Douglas:

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.

If your device is classified (see above) into either class II (Special Controls) or class III (Premarket
Approval), it may be subject to such 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 furthér announcements concerning your device in the Federal Register.
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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 Part 801); good manufacturing practice requirements as set
forth in the quality systeins (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation Contr_ol provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial 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 you desire specific advice for your device on our labeling regulation (21 CFR Part 801), pleasc
contact the Center for Devices and Radiological Health’s {CDRH’s) Office of Compliance at one
of the following numbers, based on the regulation number at the top of this letter.

21 CFR 876.xxxx (Gastroenterology/Renal/Urology)  240-276-0115

21 CFR 884.xxxx  (Obstetrics/Gynecology) 240-276-0115
21 CFR 892:xxxx  (Radiology) 240-276-0120

Other - ' 240-276-0100

Also, please note the regulation entitled, “Misbranding by reference to premarket notification”
(21CFR Part 807.97). For questions regarding postmarket surveillance, please contact CDRH’s
Office of Surveillance and Biometric’s (OSB’s) Division of Postmarket Surveiliance at 240-276-
3474. For questions regarding the reporting of device adverse events (Medical Device Reporting
(MDR)), please contact the Division of Surveillance Systems at 240-276-3464. 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

(240) 276-3150 or at its Intemct address http://www. fda, gov/cdrh/mdust_ry/supgort/mdex html.

Smcerely yours,

Naney C ?rigdon

Director, Division of Reproductive,
~ Abdominal, and Radiological Devices
Office of Device Bvaluation
Center for Dev1ces and Radiologlcal Health

* Enclosure -



Indications for Use

ST040 Mumbet (it known);  KO80098
Devica Name: MRT Exterided

Indiations For Use: 11e intended use of Paramed's MRY_Extended product is for diagnostic nuclear nfagnetic
Fesanance imaging of hip, knee, arikle, foot, shoulder, elbaw, wrist, hand, ¢alf, thigh, arm,
forearm, Temporo Mandibular Joint: (TMJ), C- spine and L-Splag with limitation te joint
pathologies (no tumors, no angiography). The device produces transverse, sagittal,
coronal and oblique cross-sectionalimages, displaying the intemal structure of the limbs
and joint being imaged. The images.that are produced correspond to the. spatial
distribution.of protons {hydrogen nuclef) that check the magnetic resonance properties. and
depend upon the MR parameters (spin-lattice relaxation time (T1), spin-spin relaxation
fime: (T2), nuolei denisity, flow velocity and chermical shift). If interpreted by a medical

expert, these images can provide diagnostically useful information.
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{Part21 GFR 30:1'%%:1:0! _ (21 EFRIS0T Subpan )

{PLEASE DO NOTWRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED) _

Conesrenca of CORH, Office of Davice Evalugtion (ODE) .
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