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1. Contact Person
Mark Watson Tel: (952) 229-8813
VP, Engineering Fax: (952) 746-1437

MR Instruments, Inc., Inc.
5610 Rowland Road, Suite 145
Minnetonka, MN 55343

2. General Information
Name: MC 3003G-32R Head Coil

Trade Name: MC 3003G-32R Head Coil

Common Name: Head Coil

Classification Name: Magnetic Resonance Diagnostic Device

Classification: This device is classified by the Radiology
Panel into Class Iti, (21 CFR 892.1000)

3. Device Description
The MC 3003G-32R is a multi-channel receive only RF head coil. It has 32 RF

elements that are tuned to 1H at 3T (127.8 MHz). Each element has active and
passive blocking networks and integrated preamplifiers. The housing is constructed
out of a rigid plastic with an opening for patient viewing and comfort. A head
support/base is included.

The predicate device, manufactured for General Electric Company,
Milwaukee, WI (USA) by MRI Devices Corp., HRH-127-8 Head Array for GE Signa 3T
Excite MRI System (K024352), is also a multi-channel receive only RF head coil. The
MC 3003G-R32's fundamental construction and use of materials (as defined above) is
similar to the predicate device. (See Attachment B for device drawings.)

4. Intended Use
The MR Instruments MC 3003G-32R Head Coil is to be used in conjunction

with a Magnetic Resonance Scanner to produce images and/or spectra of the head,
that when interpreted by a trained physician yield information that may assist in
diagnosis.
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5. Substantial Equivalence Comparison
The MC 3003G-32R Head Coil is substantially equivalent to the following

device with respect to intended use and design:

* HRH-127-8 Head Array for GE Signa 3T Excite MRI System (K024352)
manufactured for General Electric Company (Milwaukee, WI, USA) by
MRI Devices, Waukesha WI, U.S.A.

The similarities between the two devices is that they are both multi-channel
receive RF only head coils designed to work with the GE Signa 3.OT Excite MRI
System. Both coils are similar in size, shape and construction.

The primary difference between the two devices is that the predicate utilizes
an 8 element phased array RF structure as opposed to a 32 element phased array RF
structure, which may increase coil sensitivity and may reduce data acquisition time.

6. Summary of Studies
Design verification and validation testing was performed to ensure that the coil

design specifications and customer requirements were met. Testing activities
included electrical bench measurements, electrical/mechanical safety tests, system
safety and performance tests with phantoms, predicate device comparison tests and
volunteer scans. System tests were conducted using the GE Healthcare Signa 3.OT
MR System running standard clinical applications.

7. Conclusion (statement of equivalence)
The data and information provided in this submission supports a substantial

equivalence determination, and, therefore, 510(k) premarket notification clearance of
the MC 3003G-32R Head Coil.
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Indications for Use Statement
Page 1 of 1

The MR Instruments MC 3003G-32R Head Coil is to be used in conjunction with a GE
Signa 3T Excite MR System to produce images and/or spectra of the head, that when
interpreted by a trained physician yield information that may assist in diagnosis.

This device is for prescription use.

(DIV&onSign-Off)
Division of Reproductive, Abdominal and
Radiological Devices / %993 /
510(k) Number /

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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