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HPAT)FDA, Radio Frequency Wireless Technology in Medical Devices - Guidance for Industry and Food and Drug Administration Staff (2013)
https://www.fda.gov/media/71975/download
FDA, Cybersecurity https://www.fda.gov/medical-devices/digital-health-center-excellence/cybersecurity#fguidance
TEE#MIEDOTAN—tEF1VTAOBRICEITDIANAIVRICDOVWTI(EERBEROT24E15 - FELRK07245%E15) https://www.pmda.go.jp/files/000225426.pdf
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HAF)FCC, Medical Device Radiocommunications Service (MedRadio)
https://www.fcc.gov/medical-device-radiocommunications-service-medradio
FCC, Wireless Medical Telemetry Service (WMTS)
https://www.fcc.gov/wireless/bureau-divisions/mobility-division/wireless-medical-telemetry-service-wmts
ETSI, WIRELESS MEDICAL DEVICES AND ETSI (2015)
https://docbox.etsi.org/workshop/2015/201503 LPRA RadioSolutions2015/RS2015 SESSIONO2/Wireless Medical Devices and ETSI

MEZZOUR Saad LPRA.pdf
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HAF)FCC, American Society for Healthcare Engineering of the American Hospital Association (ASHE/AHA)
https://www.fcc.gov/wireless/bureau-divisions/mobility-division/wireless-medical-telemetry-service-wmts/american-society
ASHE, WMTS User Information Guide(2016) https://www.ashe.org/sites/default/files/ashe/wmts-user-guide.pdf
ASHEDFCCICHI2ERE(2018) https://ecfsapi.fcc.gov/file/102081898106529/ASHE Ex parte 2 020818 ECFS.pdf
ASHE, Registered Facilities Using WMTS https://www.ashe.org/sites/default/files/ashe/WMTS-registered-hospitals.pdf
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HAT)EMER(2000F78B17H), https://www.federalregister.gov/documents/2000/07/17/00-17970/wireless-medical-telemetry-service
47 CFR Subpart H - Wireless Medical Telemetry Service
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* Assess the electromagnetic environment of the facility (e.g., identify radio transmitters in
around the facility) and identify areas where critical medical devices are used (e.g., ER, ICU,
CCU, NICU);

* Manage the electromagnetic environment, RF transmitters and all electrical and electronie

equipment, including medical devices, to reduce the risk of medical deviee EMI and achieve
EMC;

* Coordinate the purchase, installation, service, and management of all electrical and electronic
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to show compliance of non-implantable equipment. As this is a medical device
harmonised standard. its use also infers a measure of compliance with the regulations.

HAf)FDA, FDA/CDRH Recommendations for EMC/EMI in Healthcare Facilities #f)MHRA, Medical devices: sources of electromagnetic interference

https://www.fda.gov/radiation-emitting-products/electromagnetic-

compatibility-emc/fdacdrh-recommendations-emcemi-healthcare-
facilities

https://www.gov.uk/government/publications/electromagnetic-

interference-sources/electromagnetic-interference-sources
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