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ISO 14708-1:2000, Implants for surgery -- Active implantable medical devices -
- Part 1: General requirements for safety, marking and for information to be
provided by the manufacturer

ISO 14708-2:2005, Implants for surgery -- Active implantable medical devices -
- Part 2: Cardiac pacemakers

EN 45502-1:1997 . Active implantable medical devices - Part 1: General
requirements for safety, marking and information to be provided by the
manufacturer

EN 45502-2-1:2004 . Active implantable medical devices - Part 2-1: Particular
requirements for active implantable medical devices intended to treat
bradyarrhythmia (cardiac pacemakers)

ANSI/AAMI PC69:2000, “Active implantable medical devices-Electromagnetic
compatibility-EMC test protocols for implantable cardiac pacemakers and
implantable cardioverter defibrillators”

ANSI/AAMI PC69:2007, “Active implantable medical devices-Electromagnetic
compatibility-EMC test protocols for implantable cardiac pacemakers and

implantable cardioverter defibrillators”

ANSI: American National Standards Institute.

AAMI: Association for the Advancement of Medical Instrumentation.
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® {2, CDRH® &~ — A ~— Y |Z Electromagnetic compatibility(EMC) & Wireless
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LEFEDIERA~DY 7 B> ThH D, 2 ZTliE, EMCIZ%9 5 CDRHD#&E], Wireless
Medical Telemetry, Guidance for Industry : Wireless Medical Telemetry Risks and

Recommendations, Guide to Inspections of Electromagnetic Compatibility Aspects of
Medical Device Quality Systems . Recognized Standards . Electromagnetic
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k1] CDRH Consumer Information

(http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfTopic/topicindex/topindx.cfm?alpha=c)

Cardiac Pacemakers
[k 1—1] : Cellular Phone Interference
Electromagnetic Compatibility — Cellular Phone Interference, Updated September 10, 1997

http://www.fda.gov/cdrh/emc/pace.html

[k 1—2] : Electromagnetic Interference (EMI)
Electronic Article Surveillance Electromagnetic Field Mapping and Interaction with Implanted
Cardiac Pacemakers, Forensics
(Office of Science and Technology ?® 1997 @ Annual Report ®—->)
http://www.fda.gov/cdrh/ost/rpt97/0OST1997AR27.HTML

[k 1—3] : Electromagnetic Interference (EMI) Testing of Medical Devices
+ EMC Testing of Implantable Cardiac Pacemakers In Vitro for EMI from Digital Cellular
Telephones
+ Interference of Medical Devices by Electronic Article Surveillance Systems

+ Interference of Medical Devices by Electronic Article Surveillance Systems


http://www.fda.gov/cdrh/emc/index.html�
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfTopic/topicindex/topindx.cfm?alpha=c�
http://www.fda.gov/cdrh/emc/pace.html�
http://www.fda.gov/cdrh/ost/rpt97/OST1997AR27.HTML�

+ Electromagnetic Compatibility in the Hospital Setting
+ Testing of Hearing Aid Interference from Digital Cellular Telephones
http://www.fda.gov/cdrh/ost/section4.html

[k 1—4] : Implanted Pacemakers - Avoiding Electromagnetic Interference
Implanted Pacemakers - Avoiding Electromagnetic Interference

http://www.fda.gov/bbs/topics/ ANSWERS/2001/ANS01108.html

[k 1—5] : Keeping Medical Devices Safe from Electromagnetic Interference
Keeping Medical Devices Safe From Electromagnetic Interference, May 1995

http://www.fda.gov/fdac/reprints/emi.html

k2] Office of Science and Technology - Annual Report - Fiscal Year  1995-2007

(http://www.fda.gov/cdrh/osel/annualreports/index.html)

[k 2—1]: Electromagnetic Interference (EMI) Testing of Medical Devices(1995)
*FDA/AAMI Forum on Medical Device Electromagnetic Compatibility (EMC)
*EMC Testing of Implantable Cardiac Pacemakers for EMI from Digital Cellular Telephones
*Environmental Compatibility
*Ventilator Testing for Susceptibility to Radiofrequency Interference
*Testing of Hearing Aid Interference from Digital Cellular Telephones
[k 2—2]: Electromagnetic Interference (EMI) Testing of Medical Devices (1996)
+ EMC Testing of Implantable Cardiac Pacemakers In Vitro for EMI from Digital Cellular
Telephones
+ Interference of Medical Devices by Electronic Article Surveillance Systems
+ Electromagnetic Compatibility in the Hospital Setting
+ Testing of Hearing Aid Interference from Digital Cellular Telephones
% 2—3]: ELECTROMAGNETIC INTERFERENCE (1997)
+ In-vitro Test Methods to Evaluate Potential Electromagnetic Interference of Implantable
Cardiac Defibrillators from Wireless Digital Phones
+ Clinical Test Methods for Medical Device Electromagnetic Compatibility (EMC)
+ Hearing Aids and Wireless Digital Telephone Interference
+ "Electronic Article Surveillance Electromagnetic Field Mapping and Interaction with
Implanted Cardiac Pacemakers, Forensics" (A& EHEL FDA 72H LB ENTED
B EIRK 1— 210 F8)
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[#:1] PTN No 61 - Possible Interference or Interaction between Cellular Mobile
Telephones (especially Digital GSM) and Implantable Pacemakers and
Defibrillators, Feb 1996
http://www.mhra.gov.uk/PrintPreview/PublicationSP/CON008953

[#2] PTN No 74 - Possible interference effects between Electronic Article Surveillance
security systems and implantable pacemakers/defibrillators. (General Guidance),
March 1999

http://www.mhra.gov.uk/PrintPreview/PublicationSP/CON008940
[#:3] DB 9702 Electromagnetic Compatibility of Medical Devices with Mobile

Communications, March 1997
http://www.mhra.gov.uk/PrintPreview/PublicationSP/CON007365

[£4] DB 1999(02) Emergency service radios and mobile data terminals: compatibility
problems with medical devices, May 1999
http://www.mhra.gov.uk/PrintPreview/PublicationSP/CON007355

[525] Mobile communications interference, last modified: 15 March 2007

http//www.mhra.gov.uk/Safetyinformation/Generalsafetyinformationandadvice/Technicalinf

ormation/Mobilecommunicationsinterference/CON019620

[#46] New advice issued on the use of mobile phones in hospitals, 29 Jul 2004
http!//www.mhra.gov.uk/PrintPreview/PressReleaseSP/CON002052

[#47] Use of mobile phones in hospitals and other NHS premises, 25 August 2006

http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuida

nce/DH 4138658
[#48] Using mobile phones in NHS hospitals , 4 May 2007

http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuida

nce/DH 074396
[#%9] Using mobile phones in NHS hospitals , 6 January 2009
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February 2008
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EQUIPMENT, January 2007
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General implantable cardioverter defibrillators (ICDs) - pacemaker safety
information, 12 November 2008

http://www.mhra.gov.uk/Safetyinformation/Generalsafetyinformationandadvice/Product-specificin
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Health impact of noise from wind turbines — Status report on the wind turbine sector —
Proposals for setting up the implantation procedure

Characterisation of personal exposure of a sample of residents of the lle de France region
—Exploratory study of individual exposure to atmospheric pollution of a sample of residents of the
Tle de France region

Characterisation of personal exposure of a sample of residents of Champlan — Exploratory
study of individual exposure to atmospheric pollution of a sample of residents of the town of
Champlan

Health risks linked to the proliferation of Legionella in water — Assessment of health risks
linked to the proliferation of Legionella in the water of the cooling towers of EDF nuclear plants
used for electricity production — Second phase of analysis: assessment of the appropriateness of
treatments to control levels of Legionella spp, and of the environmental impact of these

treatments.

20074

Assessment of the health impact of an environmental pollution incident, and quantitative
assessment of health risks — Analysis report

Economic impact of diseases linked to pollution — Study of impact on costs to the French
National Health Insurance Scheme of certain diseases linked to pollution — Illustration using
asthma and cancer

Vector-control measures in the context of the chikungunya epidemic on Reunion Island —
Assessment of risks and of the effectiveness of larvicides

Vector-control measures in the context of the chikungunya epidemic on Reunion Island —
Assessment of risks and of the effectiveness of adulticides

Vector-control measures in the context of the chikungunya epidemic on Reunion Island —
Assessment of risks linked to the use of insecticide al products to spray mosquito nets and
clothing

National Network for Monitoring and Prevention of Occupational Diseases — 2006 Activity
Report

Guide values for indoor air quality — Context document and methodological elements

Guide values for indoor air quality — Carbon monoxide

Guide values for indoor air quality — Formaldehyde

Reprotoxic impurities in products containing 1-methoxy-propan-2-ol or its acetate —



Relevance to health of the threshold of 0.5 % for the beta impurity and its acetate (LPG2ME and
1PG2MEA)

Human toxicity values for reprotoxic substances — Method of setting human toxicity values
based on effects that are toxic to reproduction and to development Recommendations on the air
quality in underground car parks

Siliceous man-made mineral fibres — Refractory ceramic fibres — Special-purpose glass fibre —
Assessment of the exposure of the general population and of workers

Health risks linked to the presence of the avian influenza virus in water — Assessment of
risks to the general population and to workers linked to the presence of the highly pathogenic
avian influenza virus of sub-type H5N1, or of a pandemic virus derived from this sub-type in

water effluents and surface water

20064

Health risks linked to volatile organic compounds in indoor air — Health risks linked to
emissions of volatile organic compounds by products used in construction and in interior fittings
— Qualification procedure for construction products on the basis of their emissions of volatile
organic compounds and formaldehyde, as well as health criteria

National Housing Campaign — Report on air quality in French dwellings

Synopsis of available data on the physical, chemical, toxicological, and eco-toxicological
properties of temephos, and assessment of risks that temephos presents to humans and
the environment

Health risks linked to the presence of cyanobacteria in water — Assessment of risks linked to
the presence of cyanobacteria and their toxins in drinking water, bathing water, and other
recreational activities

Nanomaterials — Effects on human health and on the environment

Health risks linked to proliferation of Legionella in water — Assessment of health risks linked
to the proliferation of Legionella in the water of cooling towers of EDF nuclear power stations
used to generate electricity — First phase of analysis: assessment of the relevance of action
thresholds that are currently recommended

Support mission to counter the chikungunya epidemic on Reunion Island

20054

Detecting lead in old paint

Mobile telephony and health

Assessment of human health risks linked to fipronil exposure
Ultraviolet rays — State of knowledge on exposure and health risks

Waste storage and health risks
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Health impact of aerial spraying of pest-control products

Health impact of noise — Report on current conditions and noise-health indicators

Health and energy impact of air-conditioning equipment — Health establishments —
Establishments used by elderly people

Health impact of air-conditioning equipment — Private dwellings — Communal areas and
private areas

Health impact of urban atmospheric pollution — Report 1. Estimate of the impact linked to
chronic exposure to fine particles on death from lung cancer and from cardio-respiratory
diseases in 2002, with predictions until 202

Health impact of urban atmospheric pollution — Report 2. Proposed scenarios to take action
to reduce atmospheric pollution, chronic exposure of the population in an urban environment,
and health risks

Microbiological quality of bathing water — Statistical analysis of levels of risks and thresholds

proposed by the draft revision of directive 76/160/EEC

20034
Mobile telephony: safety and health
Anti-poison centres and toxicovigilance centres — Proposals on the organisation of

toxicovigilance
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