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Cover letter for the public consultation of draft revision of ERC Recommendation 70-03, annex 12


Current version of ERC Recommendation 70-03 published in February 2026 includes an entry for cochlear implant systems in the frequency band 42-56 MHz in ANNEX 12: ACTIVE MEDICAL IMPLANTS AND THEIR ASSOCIATED PERIPHERALS. It also includes the term cochlear implant systems in the scope of ANNEX 9: INDUCTIVE APPLICATIONS.

This proposed revision of Annex 12 introduces a new device category, Low Power Hearing Implant (LP‑HI) systems. As stated in the Note in the revised Annex, LP-HI systems include, but are not limited to, Cochlear Implants (CI), Active Middle Ear Implants (AMEI), Auditory Brainstem Implants (ABI), and Active Implantable Bone Conduction (AIBC) systems.

In addition to two new entries in 2-3 MHz and 3.9-5.9 MHz for LP-HI systems, the term cochlear implant systems in the frequency band 42-56 MHz is proposed to be replaced by the new general device category LP-HI systems.

Respondents are invited to provide comments on the introduction of this new LP-HI systems device category, including its scope, definition, and applicability to existing and future hearing implant technologies.
[bookmark: _Toc171629674][bookmark: _Toc171960170][bookmark: _Toc171629677]
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FOREWORD

This Recommendation sets out the CEPT position on common spectrum which can be designated for Short Range Devices (SRD) applications and is a reference document to assist in preparing national spectrum regulations. In using this Recommendation, it should be remembered that it represents the most widely accepted position within the CEPT but it should not be assumed that all entries within this Recommendation are available for SRD in all countries. Variations between this Recommendation and national spectrum usage restrictions are indicated in Appendices 1 and 2 . The CEPT administrations are encouraged to regularly update and complete the Appendices 1 and 2 through requests to change or direct changes to EFIS. Moreover, many administrations have designated additional spectrum on a national basis for SRD applications. It is advisable therefore to verify spectrum regulations in EFIS for the relevant CEPT administration(s) and/ or by contacting the relevant national administration. If any discrepancies in Appendices 1 or 2 of this Recommendation are identified this should be brought to the attention of the European Communications Office (ECO) (andreea.craciun@eco.cept.org).
The position set out in this Recommendation is subject to continuous review.
Manufacturers and designers should consider that SRD operate in a shared spectrum environment and there is the potential for interference from other radio equipment. This should be considered in the design and manufacture of SRD.
This Recommendation is also electronically available in the EFIS database link. For the CEPT country codes used in this Recommendation see link.
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INTRODUCTION

CEPT has adopted this Recommendation to deal with Short Range Devices and ETSI has developed European standards (EN), most of which are Harmonised Standards (HS) in support of the Radio Equipment Directive (RE Directive).
The term “Short Range Device” (SRD) is intended to cover radio equipment which has a low capability to cause interference. The use of SRD is usually covered by general / non-exclusive authorisations on a non-protected, non-interference basis. SRD applications are not a “radiocommunication service” as defined by the ITU Radio Regulations in Article 1.
This Recommendation describes the spectrum usage requirements for SRD applications including the designated frequency bands, maximum radiated power/ field strength levels etc., channel spacing or modulation / maximum occupied bandwidth and duty cycle.
The conditions provided in the Annexes also apply for the use of SRD on-board aircraft, if such use is not explicitly excluded or restricted by sector-specific regulations in Recommendation 70-03 or other regulations. CEPT does not address aviation safety aspects. Aircraft operators, manufacturers and aircraft owners should consult the relevant national or regional aviation regulatory bodies before installing and using SRD devices on board aircraft. See also the explanatory document FM(23)034 Annex 32 related to non-professional Unmanned Aircraft System (UAS) use under general authorisations (link).
Some Annexes may also contain information for Short Range Devices where individual licenses may be required on a national basis.
The following Annexes define the regulatory usage restrictions for SRD applications. References are given to applicable ETSI EN which specify technical characteristics and methods of measurement to demonstrate compliance of radio equipment with the Essential Requirements of the RE Directive, to allow placing of a product on the market.
For countries having implemented the RE Directive further details can be found on the Office web sites (link). The text of the RE Directive can be found (link).
Some SRD applications in this Recommendation are also subject to EU harmonisation measures implemented by EC Decisions, including Decision 2006/771/EC (and its amendments) and Decision 2018/1538/EU (and its amendments). These applications are identified by a footnote under “Additional Information” in the relevant Annex which also mentions any derogations.
In accordance with relevant EC Decisions, Member States of the EU / EFTA may allow, at national level, equipment to operate under more permissive conditions than those specified in that EC Decision.
This Recommendation is intended to assist in the identification of frequencies and other regulatory parameters in CEPT member countries for the use (putting into service) of SRD. It is not intended to restrict the free movement of products within the EU / EEA and EFTA.
In accordance with Commission Decision 2000/299/EC radio equipment within the scope of the RE Directive falls into one of two classes as follows:
Class 1 - Radio equipment that can be used without any additional national restrictions in the EU, EEA and EFTA. According to Article 8.1(b) of the RE Directive, it is clarified that no national radio interface specification is required to be notified to the European Commission.
Class 2 - Radio equipment subject to restrictions on use in one or more of the EU, EEA and EFTA countries, where either:
· the technical usage parameters are not harmonised throughout the EU, EEA and EFTA; or
· the technical usage parameters are harmonised throughout EU, EEA and EFTA but do not fall within the above definition of class 1 radio equipment.
Information on RE Directive radio equipment classes is available on the EC website as well as in the EFIS database (link).


The "List of Relevant ECC/ERC Decisions, Reports, EC Decisions and ETSI Harmonised European Standards”, shown in earlier versions as Appendix 2, was suppressed by WG FM#111 in October 2025


ERC RECOMMENDATION RELATING TO THE USE OF SHORT RANGE DEVICES (SRD)

"The European Conference of Postal and Telecommunications Administrations,
considering

a. that SRD in general operate in shared bands and are not permitted to cause harmful interference to radio services;
b. that in general SRD cannot claim protection from interference caused by radiocommunication services as defined by ITU;
c. that due to the increasing use of SRD for a growing number of applications it is necessary to harmonise frequencies and regulations for these devices to allow an economy of scale and improve efficiency for users;
d. that there is a need to distinguish between distinct categories of SRD applications;
e. that low power devices communicating with satellites (LPD-S) are harmonised by ECC/DEC/(25)02;
f. that additional applications and associated annexes will be added as necessary;
g. that maintenance of Appendices 1 and 2 and also the related cross-references in the Annexes may be undertaken by administrations or the ECO within EFIS, based on information from administrations;
h. that information about the use of SRD in each country, in addition to those covered in this Recommendation, can be obtained by contacting the relevant national administration;
i. that for those countries implementing the provisions of this Recommendation, national restrictions in respect of the annexes can be found in Appendix 2;
j. that applications for certain SRD within this Recommendation are also subject to Commission Implementing Decisions
k. that technical parameters in this Recommendation may differ from those in the Commission Implementing Decision, e.g. due to differences in document update cycles, etc;
l. that ETSI develops harmonised European standard(s), that may be cited in the Official Journal (OJ) of the European Union;
m. that references to ETSI standards in this Recommendation are for information only;
recommends

1. that CEPT administrations implement the parameters in accordance with the Annexes in this Recommendation;
2. that the use of SRD in this Recommendation is limited only to terrestrial applications;
3. that equipment intended to be used across borders should not exceed the technical parameters contained in the Annexes of this Recommendation;
4. that CEPT administrations should allow visitors from other countries to carry and use their equipment temporarily without any further formalities unless there are national restrictions as shown in Appendix 2."





ANNEX 12: ACTIVE MEDICAL IMPLANTS AND THEIR ASSOCIATED PERIPHERALS

Scope of Annex
This annex covers frequency bands and regulatory as well as informative parameters recommended for Active Medical Implants and their associated peripherals.
Table 12: Regulatory parameters

	Frequency Band
	Power / Magnetic Field
	Spectrum access and mitigation requirements
	Modulation / occupied bandwidth
	ECC/ERC
Deliverable
	ETSI ENs
	Notes

	a
	9-315 kHz
	30 dBµA/m at 10 m
	≤ 10% duty cycle
	Not specified
	
	EN 302 195
	For Ultra Low Power Active Medical Implants (ULP-AMI) using inductive loop techniques for telemetry purposes

	b
	30-37.5 MHz
	1 mW e.r.p.
	≤ 10% duty cycle
	Not specified
	
	EN 302 510
	For Ultra Low Power Medical Membrane Implants (ULP-MMI) for blood pressure measurements

	c
	2483.5-2500 MHz
	10 dBm e.i.r.p.
	LBT+AFA ≤ 10% duty cycle for peripherals
	≤ 1 MHz
	
	EN 301 559
	For Low Power Active Medical Implants (LP- AMI).
The whole frequency band may also be used dynamically as a single channel to maintain a communications session.
Peripheral units are for indoor use only. The frequency band is also identified in Annexes 12 and 13.

	d1
	401-402 MHz
	*
	*
	*
	ERC/DEC/(01)17
	EN 302 537
	For Ultra Low Power Active Medical Implant (ULP-AMI) communication systems.
* See detailed requirements in the related ERC Decision

	d2
	402-405 MHz
	*
	*
	*
	ERC/DEC/(01)17
	EN 301 839
	For Ultra Low Power Active Medical Implant (ULP-AMI) communication systems.
* See detailed requirements in the related ERC Decision

	d3
	405-406 MHz
	*
	*
	*
	ERC/DEC/(01)17
	EN 302 537
	For Ultra Low Power Active Medical Implant (ULP-AMI) communication systems.
* See detailed requirements in the related ERC Decision

	e
	315-600 kHz
	-5 dBµA/m at 10 m
	≤ 10% duty cycle
	Not specified
	
	EN 302 536
	For animal implants.
The frequency band is also identified in Annex 9.

	f
	12500-20000 kHz
	-7 dBµA/m at 10 m per 10 kHz
	≤ 10% duty cycle
	Not specified
	
	EN 300 330
	For Ultra Low Power active Animal Implants Devices (ULP-AID), limited to indoor use only. The frequency band is also identified in Annex 9.

	g
	42-56 MHz
	0.01 mW e.r.p.
	No requirements
	14 MHz
	
	EN 300 422
	For Low Power Hearing Implant (LP-HI) systems using inductive techniques For cochlear implant systems (note 1)

	h
	2-3 MHz
	10 dBµA/m at 10m
	No requirements
	Not Specified
	
	EN 304 118
(in development)
	For Low Power Hearing Implant (LP-HI) systems using inductive techniques (note 1)

	i
	3.9-5.9 MHz
	10 dBµA/m at 10m
	No requirements
	Not Specified
	
	EN 304 118
(in development)
	For Low Power Hearing Implant (LP-HI) systems using inductive techniques (note 1)



Note 1: Low Power Hearing Implant (LP-HI) systems include, but are not limited to, Cochlear Implants (CI), Active Middle Ear Implants (AMEI), Auditory Brainstem Implants (ABI), and Active Implantable Bone Conduction (AIBC) systems.
Additional Information

Technical parameters also referred to in the harmonised standard
Sub-band f):
The transmission mask of ULP-AID is defined as follows: 3 dB bandwidth 300 kHz, 10 dB bandwidth 800 kHz, 20 dB bandwidth 2 MHz.

Frequency issues
Sub-band g):
The specific subset of ETSI EN 300 422 for Cochlear Implants is in development.
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