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Device Peripheral Electromagnetic Field (Pemf) To Aid Wound Healing
Review Panel Physical Medicine
Product Code MBQ
Premarket Review Neuromodulation and Physical Medicine Devices® (DHT5B)

Neuromodulation and Physical Medicine Devices (DHT5B)
Submission Type Contact ODE
Device Class 3
Total Product Life Cycle (TPLC) TPLC Product Code Rem7
GMP Exempt? No
2::;13% Malfunction Ineligible
Implanted Device? No
Life-Sustain/Support Device? No
Third Party Review Not Third Party Eligible

Links on this page:
. http://www.addthis.com/bookmark.php?u508=true&v=152&username=fdamain

. http://www.addthis.com/bookmark.php
. https://www.fda.gov/
. https://www.fda.gov/Medical-Devices

u A W N =

. https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-
assistance/medical-device-databases

6. https://www.fda.gov/about-fda/cdrh-offices/cdrh-management-directory-
organization#DHT5B

7. /scripts/cdrh/cfdocs/cfTPLC/tplc.cfm?id=5658

Page Last Updated: 02/10/2025

Note: If you need help accessing information in different file formats, see Instructions for Downloading Viewers
and Players.

Language Assistance Available: Espafiol | 282437 | Ti€éng Viét | 8t=0] | Tagalog | Pycckuit | &us) | Kreyol Ayisye
| Francais | Polski | Portugués | Italiano | Deutsch | HAGE | «~.t | English

Accessibility Contact FDA Careers FDA Basics FOIA No FEAR Act Nondiscrimination Website Policies / Privac
FoOA

U.S. Food and Drug Administration
10903 New Hampshire Avenue

Silver Spring, MD 20993

Ph. 1-888-INFO-FDA (1-888-463-6332)
Contact FDA

Toage, ~ BY B KQ & |

For Government For Press

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?id=MBQ 1/2


https://www.fda.gov/
https://www.fda.gov/
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm
javascript: history.go(-1)
https://www.fda.gov/about-fda/cdrh-offices/cdrh-management-directory-organization#DHT5B
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfTPLC/tplc.cfm?id=5658
https://www.fda.gov/about-fda/website-policies/viewing-files
https://www.fda.gov/about-fda/website-policies/viewing-files
https://www.fda.gov/about-fda/about-website/language-assistance-services#spanish
https://www.fda.gov/about-fda/about-website/language-assistance-services#chinese
https://www.fda.gov/about-fda/about-website/language-assistance-services#vietnamese
https://www.fda.gov/about-fda/about-website/language-assistance-services#korean
https://www.fda.gov/about-fda/about-website/language-assistance-services#tagalog
https://www.fda.gov/about-fda/about-website/language-assistance-services#russian
https://www.fda.gov/about-fda/about-website/language-assistance-services#arabic
https://www.fda.gov/about-fda/about-website/language-assistance-services#creole
https://www.fda.gov/about-fda/about-website/language-assistance-services#french
https://www.fda.gov/about-fda/about-website/language-assistance-services#polish
https://www.fda.gov/about-fda/about-website/language-assistance-services#portuguese
https://www.fda.gov/about-fda/about-website/language-assistance-services#italian
https://www.fda.gov/about-fda/about-website/language-assistance-services#german
https://www.fda.gov/about-fda/about-website/language-assistance-services#japanese
https://www.fda.gov/about-fda/about-website/language-assistance-services#farsi
https://www.fda.gov/about-fda/about-website/language-assistance-services#english
https://www.fda.gov/about-fda/about-website/accessibility
https://www.fda.gov/about-fda/contact-fda
https://www.fda.gov/about-fda/jobs-and-training-fda
https://www.fda.gov/about-fda/transparency/fda-basics
https://www.fda.gov/regulatory-information/freedom-information
https://www.fda.gov/about-fda/jobs-and-training-fda/no-fear-act
https://www.fda.gov/about-fda/about-website/fda-nondiscrimination-notice
https://www.fda.gov/about-fda/about-website/website-policies
http://www.fda.gov/
http://www.fda.gov/
https://www.fda.gov/about-fda/contact-fda
http://www.usa.gov/
http://www.usa.gov/
https://www.fda.gov/about-fda/contact-fda/get-email-updates
https://www.fda.gov/about-fda/contact-fda/get-email-updates
https://www.fda.gov/about-fda/contact-fda/subscribe-podcasts-and-news-feeds
https://www.fda.gov/about-fda/contact-fda/subscribe-podcasts-and-news-feeds
https://www.fda.gov/news-events/interactive-media#micro
https://www.fda.gov/news-events/interactive-media#micro
https://www.fda.gov/news-events/interactive-media#Facebook
https://www.fda.gov/news-events/interactive-media#Facebook
http://www.youtube.com/user/USFoodandDrugAdmin
http://www.youtube.com/user/USFoodandDrugAdmin
https://www.fda.gov/news-events/interactive-media#flickr
https://www.fda.gov/news-events/interactive-media#flickr
https://www.fda.gov/federal-state-local-tribal-and-territorial-officials
https://www.fda.gov/news-events
https://www.fda.gov/
https://www.fda.gov/Medical-Devices
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/medical-device-databases

2/15/25, 5:30 PM Product Classification

Combination Products Advisory Committees Science & Research Regulatory Information Safety Emergency
Preparedness International Programs News & Events Training and Continuing Education
Inspections/Compliance State & Local Officials Consumers Industry Health Professionals FDA Archive
Vulnerability Disclosure Policy

ﬁ U.5. Department of Health & Human Services

Links on this page:
. http://www.addthis.com/bookmark.php?u508=true&v=152&username=fdamain

. http://www.addthis.com/bookmark.php
. https://www.fda.gov/
. https://www.fda.gov/Medical-Devices

u b W N =

. https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-
assistance/medical-device-databases

6. https://www.fda.gov/about-fda/cdrh-offices/cdrh-management-directory-
organization#DHT5B

7. /scripts/cdrh/cfdocs/cfTPLC/tplc.cfm?id=5658

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?id=MBQ 2/2


https://www.fda.gov/combination-products
https://www.fda.gov/advisory-committees
https://www.fda.gov/Science-Research
https://www.fda.gov/Regulatory-Information
https://www.fda.gov/Safety
https://www.fda.gov/emergency-preparedness-and-response
https://www.fda.gov/emergency-preparedness-and-response
https://www.fda.gov/international-programs
https://www.fda.gov/news-events
https://www.fda.gov/training-and-continuing-education
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations
https://www.fda.gov/federal-state-local-tribal-and-territorial-officials
https://www.fda.gov/consumers
https://www.fda.gov/industry
https://www.fda.gov/health-professionals
https://www.fda.gov/about-fda/about-website/fdagov-archive
https://www.hhs.gov/vulnerability-disclosure-policy/index.html
http://www.hhs.gov/
http://www.hhs.gov/

