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8840 Programmer — L abel Placement




The following documentation includes a letter from the FCC accepting
that the compliance statement for a product similar to this product
(FCC ID: LF57435) was not on the label, but in the User’'s Manual.

If this is not acceptable by the TCB for the unit we are currently submitting
application for (FCC ID: LF58840), please request a ruling from the FCC.
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M - NEUROLOGICAL CONTROLLED
ronic DIVISION DOCUMENT/RECORD
=" When Life Depends on Medical Technology
MODEL OR BUCKET NO. | RECORD NO. | _REV. NO. RECORD DESCRIPTION PROJECT NO:
5
7434 6060’13/ ‘{“:%R’Ol FCC Approval Letter for Labeling N1019
(o0l | Exemption
TYPE OF RECORD: DHF [X PMR [] PHR []
AUTHOR: Federal Communications Commission SUBMITTED BY: J. Grevious

ASSOCIATING RECORD:

Models Affected: 7435, 7436, 3031A, 3032A.

DOCUMENT/RECORD HISTORY:

FCC approval letter with attached letter of request submitted to FCC to support design of universal labels for Patient
Programmers.

AUTHORIZATION SIGNATURES

FUNCTION TITLE NAME SIGNATURE DATE

Design John Grevious M_%m Jw4 /22,1999
s )

NOTIFICATION OF COMPLETION

NAME NAME
Eric Bonde
Wynee Igel
KEY: BLUE-DOCUMENT CONTROL  RED-AUTHOR  GREEN - AUTHORIZATION SIGNATURES H:JODIPOLICYAWIPADOC11_A.DOC
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FEDERAL COMMUNICATIONS COMMISSION f

Laboratory Division, Equipment Authorization Branch

7435 Oakland Mills Road, Columbia, MD 21046 !
Telephone: (301) 362-3027, Facsimile: (301) 344-2050 |

July 1, 1999
TO: John Grevious
ORGANIZATION: Medtronic, Inc.
PHONE NUMBER: 612-514-5210 FAX NUMBER: 612-514-5612
FROM: Richard Fabina TITLE: Acting Chief, Equipment Authcmzatlon Branch
NO. OF PAGES: 1 ]
Please direct inquiries, if any, to the sender at the telephone number above.

|
Dear Mr. Grevious: | |

The following is in response to your faxés of May 28 and June 30, 1999, regarding proposed
labeling changes to a device identified by FCC (D: LF57435. In the referenced communication,
you ask if it is permissible to move the compliance statement required by Section 15.19(a)(3) of
the FCC Rules fram the |abel of the device to the user's manual. | apologize for the delay in
answering this simple question, Apparently, the May 28th mcommg correSpondence was lost
in our volume of paperwork.

Yes, it is acceptable to place the compliance statement in the user's manual| of a device in
accordance with Section 15.19(a)(5) of the Rules when the device is so small, or it is not
practical, to place the compliance statement on it. We concur that this device mests this criteria
to permit the compliance statement to be located in the user's manual,

| trust that this has answered your questions. However, if you have any additional questions
about this matter, please contact me at the address or telephone numbers abave.
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. Medtronic Neurological

Medtronic 800 53rd Avenue NE
P.O. Box 1250
Minneapolis, MN 55440-3087
internet: www.medtronic.com
Telephone: (612) 514-5000
Toll Free: 1-800-328-0810
FAX: (612) 514-5078

Richard Fabina
Federal Communications Commission
Washington, D.C. 20554

May 28, 1999

Dear Mr. Fabina:

The purpose of this letter is to determine if we may be exempted from placing the FCC part 15
statement (“This device complies with...”) on the labels of our hand held patient programmers.
These programmers are best categorized as inefficient radiators that use short-range inductive
coupling (i.e. within a few inches) at 175 kHz to communicate to implanted medical devices.

Presently we print both the FCC ID# and the FCC part 15 statement on both the device label and
in the manual. We wish to make a universal label for worldwide use. The label designers require
more print space on the label to accomplish this task. | understand such exemptions can be
applied to other devices such as hearing aids where obvious space/size restrictions become an
issue. In our case we have maximized the label size and use it for both user instruction and
industry standards information. Please refer to the attached edited drawings (A, B, C1, C2, D) for
an overview of this product and to better understand this request.

To meet the FCC labeling requirements and achieve our universal labeling needs we are

requesting allowance to apply the FCC information per attachment D for our patient programmer
products. Thank you for your time to review this request.

Sipcerely,

John Grevious

Principal Engineer

Medtronic, Inc.

Phone: (612) 514-5210

Fax: (612) 514-5612

e-mail john.grevious@medtronic.com
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Medtronic® Synergy™ EZ Model 7435
Patient Programmer
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Medtronic® Synergy™ EZ Model 7435
Patient Programmer
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Medtronic Neurological

800 53rd Avenue NE
Minneapolis, MN 55421-1200
USA

Tet: (6§12) 514-5000

Toll-free; (800) 3280810
FAX (612) 314-3078

FCC ID: LF5743
s device comgplies with
Pant 15 ot the FCC Rules.
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(1) this device may not
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and (2) this device must
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Medtronic® Itrel® EZ™
Model 7434A Patient Programmer
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[1Usa_] Caution: Federal law restricts this device
FeeID to sale by or on the order of a physician.
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