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 FACT SHEET FOR HEALTHCARE PERSONNEL

Emergency Use of the CATALYST® Disposable KN95 Non-NIOSH Approved Filtering 
Facepiece Respirators during the COVID-19 Pandemic July 20, 2020 

Coronavirus 
Disease 2019 
(COVID-19) 

This Fact Sheet informs you of the significant known and 
potential risks and benefits of the emergency use of the 
CATALYST®  Disposable KN95 Non-NIOSH Approved 
Filtering Facepiece Respirator (CATALYST®  respirator) 
provided to healthcare personnel (HCP) in a healthcare 
environment for protection against certain particles 
during the COVID-19 pandemic. 

All healthcare facilities that distribute the  
CATALYST® Disposable KN95 Non-NIOSH 
Approved Filtering Facepiece Respirator 
during the COVID-19 pandemic should 
ensure HCP receive the Fact Sheet for 
Healthcare Personnel: Emergency Use of  
the CATALYST® Disposable KN95 Non-
NIOSH Approved Filtering Facepiece 
Respirator during the COVID-19 
Pandemic.

What are the symptoms of COVID-19? 

Many patients with confirmed COVID-19 have developed 
fever and/or symptoms of acute respiratory illness (e.g., 
cough, difficulty breathing). However, limited information 
is currently available to characterize the full spectrum of 
clinical illness associated with COVID-19. Based on 
what is known about the virus that causes COVID-19, 
signs and symptoms may appear any time from 2 to 14 
days after exposure to the virus. Based on preliminary 
data, the median incubation period is approximately 5 
days, but may range 2-14 days. 

Public health officials have identified cases of COVID-19 
infection throughout the world, including the United 
States, which may pose risks for public health. Please 
check the CDC webpage for the most up to date 
information. 

 What do I need to know about the emergency use 
of the CATALYST® Respirator?
• The CATALYST®  respirator has not been cleared

or approved. This respirator has been authorized
for use by FDA under an emergency use policy for
use by HCP in a healthcare setting to protect
against exposure to certain particles when there
are no adequate, approved, and available
alternatives.

• Healthcare personnel (HCP) refers to all paid and
unpaid persons serving in healthcare settings who
have the potential for direct or indirect exposure to
patients or infectious materials, including body
substances (e.g., blood, tissue, and specific body
fluids); contaminated medical supplies, devices,
and equipment; contaminated environmental
surfaces; or contaminated air.

• These HCP include, but are not limited to,
emergency medical service personnel,
nurses, nursing assistants, physicians,
technicians, therapists, phlebotomists,
pharmacists, dentists and dental hygienists,
students and trainees, contractual staff not
employed by the healthcare facility, and
persons not directly involved in patient care,
but who could be exposed to infectious
agents that can be transmitted in the
healthcare setting (e.g., clerical, dietary,
environmental services, laundry, security,
engineering and facilities management,
administrative, billing, and volunteer
personnel).

• HCP should review the instructions for
use accompanying the CATALYST®
respirator.

Use appropriate personal protective equipment when 
caring for individuals suspected of having COVID-19 as 
outlined in the CDC Interim Infection Prevention and 
Control Recommendations for Patients with Confirmed 
Coronavirus Disease 2019 (COVID-19) or Persons Under 
Investigation for COVID-19 in Healthcare Settings or on 
the CDC webpage on Infection Control. 

Current information on COVID-19 for HCP is available at 
CDC’s webpage, Information for Healthcare 
Professionals (see links provided in “Where can I go for 
updates and more information” section). 

What are the known and potential benefits and risks 
of the CATALYST® respirator? Potential benefits of 
the CATALYST® respirator include:
• May be effective at preventing HCP exposure to

pathogenic biological airborne particulates during
FFR shortages resulting from the COVID-19
outbreak.

• May be effective to prevent disease spread, when
used consistent with the Scope of Authorization of
the FDA letter: Stakeholders for Non-NIOSH-
Approved Imported FFRs Made in China, reissued
June 6, 2020.
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Potential risks of the CATALYST® respirator include:

• Use of the respirator may not completely eliminate 
the risk of contracting infections, diseases or 
illnesses.

• Risks related to misuse or failure to follow user 
instructions may result in sickness or death.
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Coronavirus 
Disease 2019 
(COVID-19) 

Report Adverse events to: MedWatch by submitting the online FDA Form 3500
(https://www.accessdata.fda.gov/scripts/medwatch/index.cfm?action=reporting.home) or by calling 1-800-
FDA-1088

What is an EUA? 

The United States Food and Drug Administration 
(FDA) has made disposable non-NIOSH-approved 
respirators manufactured in China authorized under an 
EUA if the respirator meets criteria established by the 
agency under an emergency access mechanism called 
an EUA. The EUA is supported by the Secretary of 
Health and Human Service’s (HHS’s) declaration that 
circumstances exist to justify the emergency use of 
medical devices due to insufficient supply during the 
COVID-19 pandemic. 

The CATALYST®  respirator has not been FDA cleared 
or approved. This respirator has been authorized for use 
by FDA under the emergency use policy for use by HCP 
in a healthcare setting because FDA has determined that 
it may protect against exposure to certain particles when 
alternatives are not available. FDA may issue such 
authorization when certain criteria are met, which 
includes the following determinations:

• SARS-CoV-2, the virus that causes COVID-19, can 
cause a serious or life-threatening disease or 
condition, including severe respiratory illness, to 
humans infected by this virus;

• Based on the totality of scientific evidence and other 
information available to FDA, it is reasonable to 
believe that the CATALYST®  respirator  may be 
effective in preventing wearer exposure to 
pathogenic biological airborne particulates during 
FFR shortages;

• The known and potential benefits of the 
CATALYST® respirators, when used for such use, 
outweigh the known and potential risks of such 
products; and

• CATALYST® respirators are authorized when there 
are  no adequate, approved, and available 
alternative to the emergency use of the authorized 
respirators for preventing HCP exposure to such 
particulates during FFR shortages to prevent 
disease spread.

Authorization for  use of the CATALYST® respirator is 
only for the duration of the declaration that circumstances 
exist justifying the authorization of the emergency use of 
PPE under section 564(b)(1) of the Food Drug and 
Cosmetic Act, 21 U.S.C. § 36Dbbb-3(b)(1), unless the 
authorization is terminated or revoked (after which the 
products may no longer be authorized). 

Where can I go for updates and more
information? 

CDC webpages: 
General: https://w ww.cdc.gov/COVID19 
Healthcare Professionals: 
https://w ww.cdc.gov/coronavirus/2019-nCoV/guidance-
hcp.html 
Infection Prevention and Control Recommendations 
in Healthcare Settings: 

https://w ww.cdc.gov/coronavirus/2019-ncov/infection-
control/control-recommendations.html 
Infection Control: https://w ww.cdc.gov/coronavirus/2019-
ncov/infection-control/index.html 

FDA webpages: 
General: w ww.fda.gov/novelcoronavirus 
EUAs: (includes links to patient fact sheet and 
manufacturer’s instructions) https://w ww.fda.gov/medical-
devices/emergency-situations-medical-devices/emergency-
use-authorizations 

Manufacturer for CATALYST® by: Zhangzhou 
Easepal Industrial Co., Ltd. Medical Equipment 
Branch
Address: 4th Floor, No. 228 JiaoSong Road, 
Jiaomei Town, Taiwanese Investment Zone, 
Zhangzhou, Fujian, China

https://easewell.com.cn/pages/g000052

Model number:
D13003, D13003AC

Competent Notified Body Certificate No.: CE-
PC-200323-021-01-9B, issued 05/20/ 2020 
through 05/19/2025 by CCQS Ireland.
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Risks cont.

• Device malfunction may lead to exposure to
pathogenic biological airborne particulates.

• Risks related to reuse of this device include
improper fit and/or deterioration of  mask
materials that may reduce filtration and
increase potential exposure to pathogenic
biological airborne particulates.
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