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September 26, 2003

VIA ECFS

Marlene H. Dortch, Esq.

Secretary

Federal Communications Commission
Washington, DC 20554

Re: ET Docket 03-92
Ex Parre Notification

Dear Ms. Dortch:

On September 25, 2003, Philip Inglis of TRP, Inc., and I met with Julius Knapp and
Bruce Romano of the Office of Engineering and technology to discuss Medtronic’s
views in this matter, including a discussion of interference-related issues. A copy of
the materials provided during the meeting 1s attached.

Respectfully,
(e David E. Fittbrra

David E. Hilliard
Counsel for Medtronic

Attachment

cc (via email): Messrs. Knapp and Romano
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Biotronik’s Waiver Request: Prescription for Congestion

The Commission shouid not grant Biotronik's request to waive the requirements that
implant devices in the Medical Implant Communications Service (“MICS”) “listen before
transmitting” (“LBT”). First, Biotronik’s waiver request essentially asks the FCC to
create a medical CB band with all the uncertainties regarding interference, band growth,
and reliability; allowing Biotronik’s “transmit-only” approach wili severely compromise
the band’s long-term medical usefuiness. Second, the request is inconsistent with
sound spectrum management and the forward-looking direction that the FCC is taking
with encouraging use of state-of-the-art self-regulating radio systems; Medtronic and
others have expended considerable time and effort developing fully MICS-compliant
systems. Third, there is no sound reason for granting the request because (i)
alternative spectrum is available for Biotronik’s application, and (ii) LBT systems for
MICS-compliant operation at 402-405 MHz are available today. Fourth, NTIA, which
warns about the possibility of harmful interference, does not support Biotronik’s request
as proposed, and Biotronik has balked at NTIA's suggested conditions. Fifth, Biotronik
should not be rewarded for its duplicitous behavior with both the Commission and the

medical community.

Grant of Biotronik’s waiver will essentially create a medical CB band and severely
compromise the long-term usefulness of the MICS band.

e The FCC required LBT for a reason — to offer a reliable medical service that avoids
receiving and causing harmful interference and effectively increase the number of
MICS devices and applications operating in close proximity to each other. The
Commission intended to create a reliable service for advanced two-way RF medical
implant devices supporting life-critical applications.

e Transmit-only devices will interfere with MICS-compliant devices, and the harm to
MICS operation will encourage continued use of old technology, impeding
development of MICS-compliant equipment incorporating smart transceivers.

e While the power levels stated in the waiver request are less than allowed under
MICS, Biotronik has requested unlimited authority to transmit at maximum power
with no limit on the number of transmissions, the transmission duration, or the
frequency of transmissions. In addition, if the Commission blindly grants a waiver of
Section 95.628(a), as Biotronik requests, the company would be allowed to develop
an external controller that operates on a transmit-only basis.’

¢ The promise of MICS will be lost should the FCC grant Biotronik's waiver.
Biotronik’s approach is not only admittedly unreliable but also inconsistent with the

' Biotronik’s request impacts the MICS rules that apply to implant transmissions, i.e., Sections 95.628(b),
95.1209(b), and 95.1211(b), but the waiver request only cites Section 95.628(a), which governs the
operation of the external programmer/controfler. Notably, Biotronik's waiver requests coverage only for its
implanted devices, and NTIA explicitly requests that any waiver be restricted to implanted devices.



.

forward-looking direction that the FCC is taking with regard to efficient spectrum use.
Also, contrary to Biotronik’s assertion, MICS-compliant implants that incorporate LBT
are within the state-of-the-art.

Alternative spectrum for Biotronik’s application is available in the U.S. and
internationally.

« Transmit-only medical devices for non-life critical transmissions, similar to Biotronik’s
devices, operate from within the human body under Part 15. And, contrary to
Biotronik's assertion, these frequencies are available internationally (e.g., 433 MHz).

% Arecent FCC paper on unlicensed devices describes the “M2A Capsule,” a
transmit-only device that sends internal images of the digestive tract.

<+ Medtronic also offers a medical device that transmits pH levels from within the
digestive tract to an external receiver at 433.9 MHz.

» Biotronik's transmit-only operation is inherently unreliable and admittedly not suitable
for life-critical applications. Transmit-only operation, which can impact MICS-
compliant systems providing life-critical communications, should operate outside of
the MICS band.

Far from having “no objection” to the waiver, NTIA warns of the “real risk” of
interference from METAIDS and offers conditions that Biotronik has rejected.

» NTIA has recommended that any possible waiver be limited to the current “device
characteristics (i.e., peak power, periodic transmission duration, and transmissions
per day),” yet Biotronik objects to this condition.? And, remarkably, Biotronik has
delegated to the FCC the task of telling NTIA that this condition is unacceptable.

A company that ignores clear FCC orders, flouts long-standing rules, and makes
misleading statements should not be rewarded with a waiver of the LBT rules.

» Biotronik never complied with the March 8, 2002, OET order to modify its devices by
deleting the periodic transmission feature used to support its “Home Monitoring”
application.

e Instead, Biotronik launched a broad-based marketing campaign announcing the
availability of the Home Monitoring capability of its RF implants in the United States
- in specific contravention of FCC’s rules governing the marketing of unauthorized
equipment. (Biotronik implies in its latest waiver request that it just learned that the

* Biotronik asserts that the conditions are not necessary because its “cardiac implants have gone through
rigorous, FDA-approved testing” showing that they are not susceptible to interference from METAIDS.
However, the standard tests that Biotronik cites bear no relation to the susceptibility of Biotronik’s
transmissions to METAIDS interference —the FDA does not conduct any tests with interfering signals in
the MICS band.
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feature is not authorized and that it needs fime to come into compliance — despite
the fact that the company has known for well over a year that its periodic
transmissions do not comply with the MICS rules.)3

» Biotronik also applied for and received several experimental authorizations to “test”
the periodic transmission capability. Under cover of these authorizations, it has:

< sold unauthorized implant devices in specific contravention of the Commission’s
rules; and

“ marketed the devices’ unauthorized periodic transmission capability — again in
direct contravention of Commission orders and rules.

¢ Biotronik also steadfastly refuses to inform doctors and patients that the FCC has
not authorized the “experimental” periodic transmission capability and that its use is
fimited to two years. According to Biotronik, having to so inform doctors and patients
would harm such impermissible “experimental” sales.

* Biotronik also claims that it “cannot ‘turn-off’ periodic transmission mode used for
Home Monitoring independent of other modes of transmission.” Reply Comments of
Biotronik at 2 n.6. However, Biotronik's user manual for the implants explains that
the Home Monitoring feature can be set on or off, independent of the other RF
modes. See, e.g., Philos Technical Manual at 5, 8§, FCC ID: PG6BAQT (“The Home
Monitoring function can be switched ON or OFF . . . The patient activated message
can also be programmed ON or OFF.").

o Biotronik's waiver request ignores the reality that its implants will be used in nursing
homes, hospitals, and clinics, in an attempt to mask the reai risk that the non-
compliant transmissions will be susceptible to interference and cause interference in
these locations. Particularly when the patient is in a hospital or clinical setting the
attending physician will likely want to step up monitoring, and, thus, the number of
transmissions from the RF medical equipment, thereby increasing the likelihood of
interference.

¢ Biotronik continues to ignore FCC directives and to play fast and loose with the
Commission’s rules. Grant of the requested waiver would encourage equipment
makers to follow Biotronik’s full steam ahead marketing and sales approach, and
develop transmit-only implants that can be placed on the market cheaply and quickly
to the harm of the public interest and long-term growth of the MICS band.

* During the development of the FCC rules, ITU Recommendation, and ETSI Standard — all requiring
implementation of LBT — Biotronik made no objection, nor did it offer any input, while knowing that the
equipment it was developing did not meet the reguirements being promulgated.
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