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Intellectual Property Rights

IPRs essential or potentially essential to the present document may have been declared to ETSI. The information
pertaining to these essential IPRs, if any, is publicly available for ETSI member s and non-member s, and can be found
in ETSI SR 000 314: "Intellectual Property Rights (IPRs); Essential, or potentially Essential, IPRs notified to ETS in
respect of ETS standards', which is available from the ETS| Secretariat. Latest updates are available on the ETSI Web

server (http://ipr.etsi.org).

Pursuant to the ETSI IPR Palicy, no investigation, including IPR searches, has been carried out by ETSI. No guarantee
can be given asto the existence of other IPRs not referenced in ETSI SR 000 314 (or the updates on the ETSI Web
server) which are, or may be, or may become, essential to the present document.

Foreword

Thisfinal draft European Standard (EN) has been produced by ETSI Technical Committee Electromagnetic
compatibility and Radio spectrum Matters (ERM), and is now submitted for the V ote phase of the ETS| standards Two-
step Approval Procedure.

For non EU countries the present document may be used for regulatory purposes.

The present document is part 1 of a multi-part deliverable covering Low Power Active Medical Implants (LP-AMI),
Peripherals (LP-AMI-P) operating in the frequency range 2 483,5 MHz to 2 500 MHz as described in the systems
reference document for the equipment, TR 102 655 [i.8].

Part 1: " Technical characteristics and test methods" ;

Part 2. "Harmonized EN covering the essential requirements of article 3.2 of the R& TTE Directive".

Proposed national transposition dates

Date of latest announcement of this EN (doa): 3 months after ETSI publication
Date of latest publication of new National Standard

or endorsement of this EN (dop/e): 6 months after doa

Date of withdrawal of any conflicting National Standard (dow): 6 months after doa
Introduction

LP-AMI/LP-AMI-P equipment in the AMICS is a unique new technology, that will provide for example high speed
communications capability between individuals with AIMDs and medical practitioners engaged in utilizing these
AlIMDs for the purposes of diagnosing and delivering therapy to individuals with various illnesses. Equipment in the
AMICS consists of LP-AMI and/or LP-AMI-P that provide human therapeutic and diagnostic data storage and analysis
capability.

The present document includes methods of measurement for Low Power Active Medical Implants (LP-AMI), and
Peripherals (LP-AMI-P), fitted with antenna connector and/or integral antenna. Equipment designed for use with an
integral antenna may be supplied with atemporary or permanent internal connector for the purpose of testing, providing
the characteristics being measured are not expected to be affected.

If equipment, which is available on the market, is required to be checked it should be tested in accordance with the
methods of measurement specified in the present document.

Clauses 1 through 3 provide ageneral description on the types of equipment covered by the present document and the
definitions, symbols and abbreviations used.
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Clause 4 provides a guide to requirements, the number of samples required in order that tests may be carried out and
any markings on the equipment that the provider has to supply.
Clauses 5 and 6 provide general test conditions to be used.
Clause 7 gives the maximum measurement uncertainty values.

Clauses 8, 9 and 10 specify spectrum utilization parameters and the measurement methods that are required for the
protection of the spectrum and patient. Clause 10 describes channel access requirements and methods. In particular
clause 10.1 describes the monitoring system performance specifications that have been chosen to minimize harmful
interference to other equipment or services, reduce the potential for disturbance to this equipment from ambient sources
or other medical device usersin the band and provide a high degree of link reliability in the interest of the patient.

Annex A (normative) provides specifications concerning radiated measurements.

Annex B (informative) bibliography; provides additional information.
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