
The O2 Curve is not currently NIOSH approved, however, it has been tested to the same standards and meets or 
exceeds the requirements for: inhalation/exhalation breathing resistance, exhaust valve leakage applications for a 
half mask particulate respirator and filtration. O2 has submitted samples to Health Canada and are awaiting the 
results of our Interim Order Application. 

Inhalation/Exhalation: 

• Differential pressure performance evaluated in accordance with 42 CFR Part 84.180 and,  
NIOSH procedure TEB-APR-STP-0007 for inhalation, and TEB-APR0STP-0003 for exhalation 

 O2 Curve test articles submitted conform to the NIOSH criterion of airflow resistance for both 
inhalation and exhalation  

 Testing was performance in compliance with US FDA good manufacturing practice regulations  
21 CFR parts 210, 211 and 820 

Exhaust Valve Leakage:  

• Testing was conducted in accordance with 42 CFR Part 84.182 & NIOSH standard procedure  
 TEB-APR-STP-0004.   

 All test method acceptance criteria were met.  

• Testing was performed in compliance with US FDA good manufacturing practice (GMP) regulations  
21 CFR Parts 210, 211 and 820. 

• According to 42 CFR Part 84.182 the leakage between the valve and valve seat shall not exceed 30 ml/ min.  

 The test articles submitted by O2 conform to the NIOSH criteria for exhalation valve leakage. 

Filtration 

PFE (Particle Filtration Efficiency) > 95% Tested at 85 L/m down to 0.3 microns 
BFE (Bacterial Filtration Efficiency) > 99% Spec MIL-M-36954C By Nelson Labs 
VFE (Virus Filtration Efficiency) > 99% Spec MIL-M-36954C By Nelson Labs 

 

Does O2 Canada have a Medical Device Establishment Licence? 
Yes, O2 Canada is a registered Class I Health Canada medical device manufacturer. Our Medical Device Establishment 
Licence (MDEL) registration is 10455. 

 
Is the O2 Curve filter effective for viruses and bacteria? 
Independent lab testing showed the O2 Curve filter had a virus filtration efficiency of 99.998%, with a mean particle 
size of 2.7 µm, and used a 31 nm (0.03 µm) virus. 

 
What type of filter does the O2 Curve use? 
The O2 Curve uses a triboelectric charged filtration system, which consists of a hydrophobic outer shell that 
sandwiches a layer of melt blown filter medium. This filter system works both mechanically and electrostatically, 
and particles that are too small to be filtered physically are attracted to the charged filter, for improved filter 
efficiency and performance.  

 

Are these masks medical grade? 



The Curve respirators are not intended to be worn in medical settings. They are not intended as substitutes for N95, 
surgical, or procedural masks and are not considered medical PPE. The replaceable filters included with the Curve 
are lab tested for a BFE (Bacterial Filtration Efficiency) and VFE (Viral Filtration Efficiency) rating of ≥99% for 0.3 
micron-sized particles. 

Why do I have to pay for shipping?  

Asking those receiving the donation to cover their shipping cost allows O2 to donate more respirators for the Better 
Blue Campaign, and to various organizations globally to support those in need during the pandemic. 


