FEDERAL COVMUNI CATI ONS COWM SSI ON
Experi mental Radi o Service

P. 0. Box 358320

Pittsburgh, PA 15251-5320

To the Experinmental Licensing Branch,

Biotroni k, Inc. seeks experimental licensing for use of the proposed Medi cal
| mpl ant
Conmuni cati ons Service (MCS) band for nedical device nanufacturers to provide
RF
transm ssions within this bandwidth for inplantable life support products.
Bi ot roni k
is a |l eading manufacturer of inplantable pacenmaker and defibrillator
el ectronics,
and wi shes to initiate evaluation and devel opment of RF comunications fromthe

i mpl ant
to an external receiver.

Bi ot roni k has designed a Col pitts oscillator transmtter, which will be

i ntegrated

i nto pacemaker and defibrillator electronics products. This transmitter wll
provide critical patient data to a nobile receiver 2 to 3 neters fromthe
source.

The maxi mum out put power of the transmitter will not exceed 25nWatts. This RF
transmission will allow for critical results of a patient’s heart condition to
be presented to a physician wi thout invasive interrogation.

Detai | ed Description of System Operation

Bi ot roni k nonitoring comuni cations are provided in a series of distinct data
transm ssion steps and el ectronic systens.

1. Communication starts with the inplant, which activates an RF transnitter at
403. 65MHz +/ - 75KHz carrier frequency. The bandwi dth is 40KHz. The maxi mum
deviation of the carrier is 40KHz + 150KHz = 190KHz. The transmitter circuitry
is integrated within the pacemaker electronics. Data is transnmtted at a

di st ance

of two to three neters to a bedside receiver, which is interfaced to a tel ephone
net wor k.

2. The patient is equipped with a receiver centered at 403.65MH#z with a 300KHz
bandwi dth to accept the incomi ng data. The receiver is interfaced to a tel ephone
networ k, whi ch provides a neans for transm ssion of data via tel ephone to the

Bi otroni k service center. Specialized analysts at the Biotroni k Service Center
recei ve incomng data and generate a sunmarized report, which is forwarded to

t he

physi ci an.

Note: Each transmitter will have a unique serial nunber that will be
transmtted

as part of the data stream This identifier can be used in the absence of a
cal |

sign for station identification.

Scope of Experinentation



The experinental license is being sought to allow for a clinical study to be
per f or med.

Biotronik plans to performthis study with a naxi mum of 200 experinental systens
under clinical evaluation. Each transmtter/receiver will provide |ess than or
equal to 10 transnmissions per day. The duration of each transm ssion is

approximately 250 milliseconds. Not all 200 systems will be operationa
concurrently, but the entire study will have a duration of |less than the
2 years allotted by the experinental |icense.

The inplanted units are obviously nobile, as is the receiver station.
Sites for the study have yet to be determned, but will be in various
clinical locations throughout the United States. The exact geographica
coordi nates during operation is presently unknown.

At the conclusion of the experinental phase, application to the Food
and Drug Administration will be made.

If there are any further questions regarding the specific objectives
sought with this experinmental |icense, please contact ne at
(503) 675-2187 or E-nmil: maj @i otroni kusa. com

Si ncerely,
Mar k Johnson

New Busi ness Devel oprment Manager
Bi otroni k, Inc.



