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The NeoCoil 3.0T 6-Channel Carotid Array Coil is a receive only phased array
RF coil used to produce diagnostic images of the carotid arteries that can be
interpreted by a trained physician. The coil provides coverage of the carotid
arteries and associated vasculature from the sternal notch through the internal
carotid arteries at the level of cervical vertebrae C1 in Magnetic Resonance
Imaging systems. The NeoCoil 3.0T 6-Channel Carctid Array Coil is designed
for use with the HD series (3.0Tesla) MRI scanners manufactured by General
Electric Healthcare {GEHC). Anatomic Regions: Head and neck vasculature.
Nuclei Excited: Hydrogen.

The indications for use are the same as for standard imaging:

The GE scanner is indicated for use as an NMR device that produces images
that: (1) correspond to the distribution of protons exhibiting NMR signal, (2)
depend upon NMR parameters (proton density, spin lattice relaxation time T1,
spin-spin relaxation time T2, and (3) display the vasculature of the head and
neck regions specifically the carotid arteries and associated soft tissue. When
interpreted by a trained physician, these images yield information that can be
useful in the determination of a diagnosis.

No applicable performance standards have been issued under Section 514 of the
Food, Drug and Cosmetic Act.

The NeoCoil 3.0T 6-Channel Carotid Array Coil is a multi-element phased array
receive only coil used for obtaining diagnostic images of the carotid arteries and
associated vasculature from the sternal notch through the internal carotid arteries
at the level of cervical vertebrae C1 in Magnetic Resonance Imaging Systems.
Compared to predicate devices, the submitted device offers greater SNR due to
its operating field strength of 3.0T, and a larger field-of-view due to the antenna
tayout.
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Predicate Devices:

Comparison to Predicate:

Summary of Studies:

Conclusion:

The submitted device consists of a dual set of foam covered "paddles”,
consisting of three antennas each. The three antennas in each paddle are
uniquely positioned with the appropriate overlap to cancel out mutual coupling
effects from adjacent antennas. Pre-amplifier decoupling reduces any remaining
decoupling between the antennas.

The paddles are held in place over the imaging area via a headband. A system
interface cable connects to the coil at the top of the headband. The foam
paddles connect to the headband using a ball and socket joint that enable proper
positioning of the paddles over the imaging area.

To ensure safety, each antenna is equipped with two transmit decoupling
circuits, one active and the other passive. Active decoupling is achieved by PIN
diodes that receive signals from the scanner to turn the coil to a high impedance
state during system RF transmit. Crossed diodes are installed on each antenna
acting as passive switches. These passive switched detune the antennas further
during RF transmit.

Machnet Carotids Coil Array Assembly (K012491)
USAl 3T HD Breast Array (K052585)
USAI Millennium Il 3T-8-Channel Neurovascular Coil (K042342)

It is our opinion that the NecCoil 3.0T 6-Channel Carctid Array Coil in this
submission is substantially equivalent to the previously cleared Machnet Carotids
Coil Array Assembly (K012491), the USAI 3T HD Breast Array (K052585), and
the USAI Millennium 11l 3T-8-Channel Neurovascular Coil (K042342). Remaining
differences do not impact indications for use or have an impact cn safety.

In all material respects, the NeoCeil 3.0T 6-Channel Carotid Array is substantially
equivalent to the Machnet Carotids coil Assembly. SNR and image uniformity
testing was performed which support the conclusion that the submitted device
satisfies design objectives.

The NeoCoil 3.0T 8-Channel Carotid Array is substantially equivalent to the
predicate device. Use of the NeoCoil 3.0T 8-Channel Carotid Array does not
result in any new potential hazards and does not alter the safety of the MR
scanner.
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510(k) Review

Page 4
Third Party Review Quality Assessment
Section 1 — Submission Information
510(k) No.: K070778 Third Party Organization: Intertek Testing Services NA, Inc.,

Third Party’s Primary Reviewer(s): Daniel Lehtconen

ODE/OIVD Division. DPRARD  Branch/Team: Radiclogical Devices Branch

Section 2 —~ 510(k) Decision

Third party recommendation: SE v NSE Other (specify):
ODE/OIVD final decision: ~ SE NSE Other (specify):

Section 3 — Assessment of Third Party Review

Review Element

Rating (check one)

Adequate | Minor Major
Issue(s) | Issue(s)
a. Determination of device eligibility for third party review V
b. Extent of pre-submission consultation with ODE/OIVD division
¢. Organization and format of review documentation v
d. Determination of 510(k) administrative completeness (screening v
review)
e. Summary of device characteristics, intended use, and performance v
(including accessories, if applicable) and reason for 510(k) submission
f. Comparison to legally marketed devices—identification and analysis of V
key similarities and differences
.\f

g. Rationale for conclusions and recommendation

h. Use of guidance documents and standards

i. Resolution of 510(k) deficiencies and FDA requests for additional
information

j- Scope of reviewer expertise and use of consulting reviewers

k. Other (specify):

Comments (explanation of ratings/issues): The performance of the coil did not match the labeling, IFU and 510(k)

summary. This was corrected by the Sponsor after | requested additional information.

Section 4 — ODE/QIVD Assessor Information

Assessed by: Sunder Rajan Date: April 5, 2007 Tel. No.: 240 276 3968

Routing: Division--Clip completed assessment (this page only) to inside front cover of 510(k).

DMC--Forward this page only to Eric Rechen, POS/ODE, Rm. 120J, Corp. Blvd. (HFZ-402).




ot RUALEN,

: _/(C DEPARTMENT OF HEALTH & HUMAN SERVICES
“‘h '
‘Faod and Drug Admiiaistration
9200 Corporate Blvd.
" Rockville MD 20850

NeoCoil - s _
- c/o Mr. Daniel W. Lehtonen ‘ ‘ _ A?R 11 2007
Staff Engineer — Medical Devices and '
Responsible Third Party Official
Intertek Testing Services NA, Inc.
2307 East Aurora Rd., Unit B7
TWINSBURG OH 44087

Re: K070778 - | -
Trade/Device Name: NeoCoil 3.0T 6-Channel Carotid Array Coil

Regulation Number: 21 CFR §892.1000 . -
Regulation Name: Magnetic resonance diagnostic device-
Regulatory Class: 11 ' ‘
Product Code: MOS

Dated: March 20, 2007

Received: March 21, 2007

Dear Mr. Brown:

We have reviewed your Section 510(k) premarket notification of intent t6 market the device
refc'renced.abdvc and have dcte_rminéd the device is substantially- éqt‘zivaleni (for the iﬁdiéations for.
use stated in the enclosure) to legally marketed predicate devices marketed in interstate commerce |
priot to _May 28, 1976, the enactment date of the Medical Device Amend[hcnts, or to-devices that
- have been reclassified in accordance with the provisions of the Federal Food, Drug, and Cosmetic
“Act (AQt) that do not require approval of a premarket apptoval- application (PMA) ’Y’ou may
therefore, market the device, subject to the general controls provisions of the Act. The gcncr;l
' coatrols provisions of the Act include requirements for annual registration, listing of devices, good
manufacturing practice, labeling, and prohibitions against misbranding and adultetation. o

If your device is classified (soe above) into either class I (Special: Controls) or class [T (Premarket
Apgr.oval), it may be subject to such additionat oontr_ols.- 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 6onccmihg' your device in the Federal Register. S
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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. Yeu 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
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. |

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 dev1ce results in a cla351f1eat10n for your device and thus, perrmts your dev1ce to
proceed to-the market.

If you desire spe01ﬁe advice for your device_on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at one of the following numbers, based on the regulation number at
 the top.of this lettet: |

21 CFR 876300 (Gastroenterology/Renal/Urology) — 240-276-0115

21 CFR 884.xxxx (Obstemcs/Gynecology) - 240-276-0115
21 CFR 892.xxxx . (Radlology); 240-276-0120

Other o - 240-276-0100

Also, please note the regulation entitled, "Misbranding by reference to premarket. notlﬁcatlon" (21
CFR 807.97). You may obtain other general information on your respon51b111t1es under the Act from
the Division of Smill Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 443-6597 or at its Internet address g

hitp://www.fda.gov/cd h/'qdus /support/index.html -

Sincerely yours,

cyC rogdon Z

Dlrector Division of Reproductlve,
Abdominal, and Radiological Devices
Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure



Indications for Use

510(k) Number (if known): _ <o 70778
Device Name: NeoCoil 3.0T 6-Channel Carotid Array Coil

Indications For Use:

The NeoCoil 3.0T 6-Channel Carotid Array Coil is a receive only phased array RF coil used to produce diagnostic
images of the carotid arteries that can be interpreted by a trained physician. The coil provides coverage of the
carotid arteries and associated vasculature from the sternal notch through the internal carotid arteries at the level
of cervical vertebrae C1 in Magnetic Resonance Imaging systems. The NeoCoil 3.0T 6-Channel Carotid Array
Coil is designed for use with the HD series (3.0Tesla) MRI scanners manufactured by General Electric Healthcare
(GEHC). Anatomic Regions: Head and neck vasculature. Nuclei Excited: Hydrogen.

The indications for use are the same as for standard imaging: .

The GE scanner is indicated for use as an NMR device that produces images that: (1) correspond to the
distribution of protons exhibiting NMR signal, (2) depend upon NMR parameters (proton density, spin lattice
relaxation time T1, spin-spin relaxation time T2, and (3) display the vasculature of the head and neck regions
specifically the carotld arteries and assaciated soft tissue. When interpreted by a trained physician, these images
yield information that can be useful in the determination of a diagnosis.

ﬁﬂm/ﬂ/ﬂﬁlmﬁ

{Division Sign-0ff) d
Division of Reproductive, Abdominal,

o= )7 7 7?

Prescrrptlon Use _ X MR Over-The-Counter Use
: (21 CFR 801 Subpart C)

- (Part 21 CFR 801 Subpart D)

(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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