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FDA Announcement Coverage Summary 

November 4, 2021  

 

Press release: BreatheSuite Receives FDA Clearance for Over-the-Counter Device to Turn Regular 

Metered-Dose Inhalers into Smart Inhalers (Distributed September 28, 2021) 

Wire Analytics  

 

Full wire report is available here.  

Notable Business and Trade Coverage Summary 

• allNewfoundlandLabrador – BreatheSuite Earns Coveted US Approval 

• Associated Press - BreatheSuite Receives FDA Clearance for Over-the-Counter Device to Turn 

Regular Metered-Dose Inhalers into Smart Inhalers  

• Asthma and Allergy Foundation FDA Grants Clearance to Smart Inhaler Device to Help People 

With Asthma Improve Their Inhaler Technique  

• Boston Herald BreatheSuite Receives FDA Clearance for Over-the-Counter Device to Turn 

Regular Metered-Dose Inhalers into Smart Inhalers  

• BioWorld – Coverage included in their Regulatory Actions roundup 

• CBC Newfoundland radio interview 

• Drug Delivery Business - FDA clears BreatheSuite’s device to turn regular metered-dose inhalers 

into smart inhalers  

• FDA News - BreatheSuite Gets 510(k) Clearance for OTC Device That Creates Smart Inhalers 

• Healio -- BreatheSuite announces FDA clearance of device that turns inhalers into smart inhalers 

o Also included in Top News of October roundup  

• Healthcare Tech Outlook – BreatheSuite Receives FDA Clearance for Over-the-Counter Device to 

Turn Regular Metered-Dose Inhalers into Smart Inhalers 

• HIT Consultant 15 HLTH 2021 Predictions from Digital Health Executives to Watch (included in 

HLTH predictions commentary)    

• MarketWatch - BreatheSuite Receives FDA Clearance for Over-the-Counter Device to Turn 

Regular Metered-Dose Inhalers into Smart Inhalers 

• MassDevice – FDA clears BreatheSuite’s device to turn regular metered-dose inhalers into smart 

inhalers 

• Medical Tech Outlook – BreatheSuite’s Over-the-Counter Device Converts Conventional 

Metered-Dose Inhalers to Smart Inhalers 

https://svmmarcom.com
https://www.breathesuite.com/post/breathesuite-receives-fda-clearance-for-over-the-counter-device-to-turn-regular-metered-dose-inhalers-into-smart-inhalers
https://www.breathesuite.com/post/breathesuite-receives-fda-clearance-for-over-the-counter-device-to-turn-regular-metered-dose-inhalers-into-smart-inhalers
https://analytics.newsdirect.com/rpcufcfsm/PerformanceReport/DownloadPDF?id=mw8/2bsjfV7v01jr0AnXxYVesT/NIX8DnC8YRn2nYS50gEXvpS6MhvtXQBSk7Czq
https://www.allnewfoundlandlabrador.com/headlines?lineup=newfoundland&story_key=135597&date=2021-09-29
https://apnews.com/press-release/news-direct-corporation/coronavirus-pandemic-business-health-asthma-9c51ed2b1b9b72730d4f8ff823079f5e
https://apnews.com/press-release/news-direct-corporation/coronavirus-pandemic-business-health-asthma-9c51ed2b1b9b72730d4f8ff823079f5e
https://community.aafa.org/blog/fda-grants-clearance-to-smart-inhaler-device-to-help-people-with-asthma-improve-their-inhaler-technique
https://community.aafa.org/blog/fda-grants-clearance-to-smart-inhaler-device-to-help-people-with-asthma-improve-their-inhaler-technique
https://markets.financialcontent.com/bostonherald/news/read/41855501
https://markets.financialcontent.com/bostonherald/news/read/41855501
https://www.bioworld.com/articles/511860-regulatory-actions-for-sept-28-2021?v=preview
https://www.cbc.ca/listen/live-radio/1-210-cbc-newfoundland-morning/clip/15871572-the-four-candidates-chief-upcoming-qalipu-election-state
https://www.drugdeliverybusiness.com/fda-clears-breathesuites-device-to-turn-regular-metered-dose-inhalers-into-smart-inhalers/
https://www.drugdeliverybusiness.com/fda-clears-breathesuites-device-to-turn-regular-metered-dose-inhalers-into-smart-inhalers/
https://www.fdanews.com/articles/204594-breathesuite-gets-510k-clearance-for-otc-device-that-creates-smart-inhalers
https://www.healio.com/news/pulmonology/20211006/breathesuite-announces-fda-clearance-of-device-that-turns-inhalers-into-smart-inhalers
https://www.healio.com/news/pulmonology/20211101/top-news-of-october-chronic-cough-therapy-covid19-updates-dupilumab-for-kids-and-more
https://www.healthcaretechoutlook.com/news/breathesuite-receives-fda-clearance-for-overthecounter-device-to-turn-regular-metereddose-inhalers-into-smart-inhalers-pnid-151.html
https://www.healthcaretechoutlook.com/news/breathesuite-receives-fda-clearance-for-overthecounter-device-to-turn-regular-metereddose-inhalers-into-smart-inhalers-pnid-151.html
https://hitconsultant.net/2021/10/14/15-hlth-2021-predictions-from-digital-health-executives-to-watch/#.YYLyT23MKUk
https://hitconsultant.net/2021/10/14/15-hlth-2021-predictions-from-digital-health-executives-to-watch/#.YYLyT23MKUk
https://stauchvetromile-my.sharepoint.com/personal/erin_obrien_svmmarcom_com/Documents/Documents/marketwatch.com/press-release/breathesuite-receives-fda-clearance-for-over-the-counter-device-to-turn-regular-metered-dose-inhalers-into-smart-inhalers-2021-09-28
https://stauchvetromile-my.sharepoint.com/personal/erin_obrien_svmmarcom_com/Documents/Documents/marketwatch.com/press-release/breathesuite-receives-fda-clearance-for-over-the-counter-device-to-turn-regular-metered-dose-inhalers-into-smart-inhalers-2021-09-28
https://www.massdevice.com/fda-clears-breathesuites-device-to-turn-regular-metered-dose-inhalers-into-smart-inhalers/
https://www.massdevice.com/fda-clears-breathesuites-device-to-turn-regular-metered-dose-inhalers-into-smart-inhalers/
https://www.medicaltechoutlook.com/news/breathesuite-s-overthecounter-device-converts-conventional-metereddose-inhalers-to-smart-inhalers-nwid-1854.html
https://www.medicaltechoutlook.com/news/breathesuite-s-overthecounter-device-converts-conventional-metereddose-inhalers-to-smart-inhalers-nwid-1854.html
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• mHealth Times - BreatheSuite Receives FDA Clearance for Over-the-Counter Device to Turn 

Regular Metered-Dose Inhalers into Smart Inhalers  

• Monthly Prescribing Reference - FDA Clears Add-On Device That Turns MDIs Into Smart Inhalers 

• Nasdaq - BreatheSuite Receives FDA Clearance for Over-the-Counter Device to Turn Regular 

Metered-Dose Inhalers into Smart Inhalers  

•  Orally Inhaled and Nasal Drug Products (OINDP) News -- BreatheSuite MDI monitoring system 

gets 510(k) clearance 

• RT Magazine BreathSuite Metered-dose Inhaler Cleared by FDA     

• Saltwire - Newfoundland and Labrador company makes history with FDA approval of inhaler app 

• Wall Street Select BreatheSuite Receives FDA Clearance for Over-the-Counter Device to Turn 

Regular Metered-Dose Inhalers into Smart Inhalers  

• Yahoo Finance - BreatheSuite Receives FDA Clearance for Over-the-Counter Device to Turn 

Regular Metered-Dose Inhalers into Smart Inhalers  

 

Additional information that may result in future coverage or industry report inclusion provided upon 

request to: 

- Malcolm Spicer, PharmaIntelligence  

- Mareca Hatler, ON World 

- Physicians Thrive  
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https://rtmagazine.com/products-treatment/monitoring-treatment/patient-monitoring-products/breathsuite-metered-dose-inhaler-cleared-by-fda/
https://www.saltwire.com/atlantic-canada/business/newfoundland-and-labrador-company-makes-history-with-fda-approval-of-inhaler-app-100639624/
https://markets.financialcontent.com/wss/news/read/41855501
https://markets.financialcontent.com/wss/news/read/41855501
https://finance.yahoo.com/news/breathesuite-receives-fda-clearance-over-140000692.html
https://finance.yahoo.com/news/breathesuite-receives-fda-clearance-over-140000692.html

