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N95 ASTM Level 2 Filtering Facepiece Respirators (FFR)

Product Overview:

e Manufacturer: Global Safety First
Model Numbers:
o N1901S, N1901L, N1901XL: Synthetic rubber
o N1906S, N1906L, N1906XL: Gentle Acrylic adhesive
NIOSH Reference: TN-22414
NIOSH Approval Number: TC-84A-8133
Country of Origin: United States

NIOSH Testing:

Test Description STP Number Result
Exhalation Resistance Test TEB-APR-STP-0003 | Pass
Inhalation Resistance Test TEB-APR-STP-0007 | Pass

Evaluation of Novel Head Harness CVB-63C-STP-0015 | Pass
Sodium Chloride (NaCl) N95 Test TEB-APR-STP-0059 | Pass

Regulatory Status:

1. Department of Health & Human Services-National Institute for Occupational Safety & Health
(NIOSH) Approval -18May2020 (Attachment 1). The screen shot below can be found at:
https://www.cdc.gov/niosh/npptl/topics/respirators/disp part/N95list1-g.html
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Facepiece Respirators

Updated May 26, 2020

Manufacturers Listed Alphabetically — G

The N95 respirator is the most common of the seven types of particulate filtering facepiece respirators. This product
filters at least 95% of airborne particles but is not resistant to oil.

This web page provides a table of NIOSH-approved NS5 respirators, listed alphabetically by manufacturer. You can
select a particular manufacturer by clicking on the first letter of their name on the index below.

There are some products that are approved by NIOSH as an N95 respirator and also cleared by the Food and Drug
Administration (FDA) as a surgical mask. These products are referred to as Surgical N95 Respirators. View a definition
of Surgical N95 Respirators. For your convenience the Surgical N95 Respirators are indicated with the Model
Number/Product Line in bold text followed by (FDA). If you have a product you believe is NIOSH-approved and FDA-
zleared that does not appear on this list, you will need to check with CDC to determife if NIOSH-approved at 1-800-
CDC-INFO (1-800-232-4636) and the FDA Center for Devices and Radiological Health at 1-800-638-2041 for verification

of clearance. View a comprehensive table of Surgical N95 Respirators.
Global Safety First [4 N1901L 84A- No All Modeis B
610-240-0909 N1901X 8133 [PDF - 486 KB] [4
N1902L
N1902X

2. On May 18, 2020, the Department of Health & Human Services-National Institute for
Occupational Health (NIOSH), granted Global Safety First the approval to add the “S” (small
size) masks along with the introduction to alternative adhesives which is identified internally by
N1903 and N1906 (Attachment 2)
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3. On March 28, 2020, the FDA issued a EUA (Attachment 3) to authorize the emergency use of:

safety under section 564(g)(2)(c) of the Act (21 U.S.C. § 360bbb-3(g)(2)(c)), FDA is reissuing
the March 27, 2020 letter in its entirety® with the amendment® incorporated to authorize the
emergency use of:

(1) Non-powered air-purifying particulate FFRs and reusable respirators such as
elastomeric half and full facepiece respirators, approved by NIOSH in accordance
with 42 CFR Part 84 and listed on tl]; NIOSH Certified Equipment list (CEL) for
non-powered air puri fvmg rqsmrafors with particulate protection;

P R | T f!/ T 4 TRTR & (IR ] RTTAATE C

e The EUA can b___e_ fDuﬁd"é-f-:’ https:f/www.fda.gov!medial135763/download
e Using this link, Global Safety First can be found on page 105, approval number 8133.

The National Personal Protective Technology Laboratory (NPPTL)
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4. On May 7, 2020, the FDA re-issued an updated EUA that has removed certain N95 mask
manufacturers from the approved list. This does not affect Global Safety First due to the
fact the updated EUA is for N95 masks made in China. The Appendix A associated with this
EUA only lists approved masks made in China. The link to the Appendix can be found here:
https://www.fda.gov/media/136663/download.
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Conclusion:

Although the above FFR does not have FDA approval, the FDA has authorized the use
through the published EUA because the FFR have met the criteria to be placed on the
approved CDC-NIOSH list.

2L 2 \onap

Kelli Jonas
Vice President, Quality Assurance/Regulatory Affairs
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-/ DEPARTMENT OF HEALTH & HUMAN SERVICES Centers for Disease Control
C and Prevention (CDC)
’.,,“}( National Institute for 7
ie NIOSH Reference: TN-22414 Safety and Health (NIOSH)
Mfr. Reference:  GSFN1900b National Personal Protective

Technology Laboratory (NPPTL)
626 Cochrans Mill Road
Pittsburgh, PA 15236-0070
Phone: 412-386-4000
Fax: 412-386-4051

March 6, 2019

Mr. Brian Weller

President

Global Safety First

Paoli Executive Green 1, Suite 200
41 Leopard Road

Paoli, Pennsylvania 19301

Dear Mr. Weller:

The National Institute for Occupational Safety and Health (NIOSH) has reviewed your request
accepted July 6, 2018. This request was for approval of the N1900 series of air-purifying
filtering facepiece respirators (part numbers N1901L, N1901X, N1902L and N1902X) for
protections against particulates at N95 filter efficiency level. The complete respirator
configurations are detailed on assembly matrix, file name N79004Mc.xIs, revision c, dated:
02/26/19.

The site qualification conducted at your facility in Westminster, Maryland on November 28,
2018, and your responses to the Corrective Action Requests (CARs), specifically CARs 22414-
01 through 22414-05 have been accepted and all the nonconformance issues related to the site
qualification have been resolved.

This request is granted. Approvals are granted only for documentation written in the English
language. It is the manufacturer’s responsibility to correctly translate materials desired to be
produced in languages other than English. Approval number TC-84A-8133 has been assigned.
This respirator is approved for protection against particulates at N95 filter efficiency level.

NIOSH has also reviewed the quality manual file name N79000QMa.doc presented and finds that
this manual meets or exceeds the minimum technical requirements for quality assurance plans as
outlined in Title 42, Code of Federal Regulations (CFR), Part 84.41(a) and, on the basis of this
review, this quality manual is accepted.

The final respirator approval label is included as an attachment to this letter. The abbreviated
label has been accepted as submitted. The cautions and limitations which apply to this approval
are on the approval label. Only those assemblies affected by this request, or where new approval
numbers are assigned, apply to this approval action. Production approval labels cannot include
information on unapproved configurations.
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The approved assembly consists of the parts as listed on the approval label and the assembly
matrix. Parts are to be marked with the numbers indicated on the approval label in a legible and
permanent manner (marking cannot be removed without evidence of its previous presence).

This certificate of approval is not an endorsement of the respirator by NIOSH, and such
endorsement shall not be stated or implied in advertisements or other publicity. However, you
may publicize the fact that this respirator has met the requirements of Title 42, Code of Federal
Regulations, Part 84 (42 CFR 84).

No changes may be made to any respirators and accompanying documentation without prior
written approval of NIOSH. Requests for changes must be submitted to NIOSH and a
modification of this approval must be granted before changes are made.

Sincerely,

Cle—

Chie Conforrmty Verification and
Standards Development Branch

Enclosures
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DEPARTMENT OF HEALTH & HUMAN SERVICES Centers for Disease Control
c and Prevention (CDC)
National Institute for Occupational
e NIOSH Reference: TN-23898 NSafeiv and Healltg (NIOEVH)
i ational Personal Protective
Mfr. Reference: GSFN1900e Technology Laboratory (NPPTL)

626 Cochrans Mill Road
Pittsburgh, PA 15236-0070
Phone: 412-386-4000
Fax: 412-386-4051

May 18, 2020

Mr. John Schwind

Global Safety First

50 Curtis Avenue

Manasquan, New Jersey 08736

Dear Mr. Schwind:

The National Institute for Occupational Safety and Health (NIOSH) has reviewed your request
accepted May 11, 2020. This request was for extension of approval TC-84A-8133 to add small
size versions (part numbers N1901S and N1902S) to GSF N1900 series air-purifying filtering
facepiece respirators. The only difference in model numbers is the color of the respirator
assembly. This request is due to the current COVID-19 Public Health Emergency. The
complete respirator configurations are detailed on assembly matrix file name N19004Me.xls,
revision e, dated: 05/15/2020.

In addition, four alternative adhesives are introduced, and the Process Quality Plan is updated to
ensure the proper steps are in place for each selected adhesive. The user instructions are updated
to include the additional size.

This request is granted. Extension of approvals are granted only for documentation written in the
English language. It is the manufacturer’s responsibility to correctly translate materials desired
to be produced in languages other than English.

The final respirator approval label is included as an attachment to this letter. The abbreviated
label has been accepted as submitted. The cautions and limitations which apply to these
approvals are on the approval label. Only those assemblies affected by this request, or where
new approval numbers are assigned, apply to this approval action. Production approval labels
cannot include information on unapproved configurations.

The approved assemblies consist of the parts as listed on the approval label and the assembly
matrix. Parts are to be marked with the numbers indicated on the approval label in a legible and
permanent manner (marking cannot be removed without evidence of its previous presence).
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No changes may be'made to any respirators and accompanying documentation without prior
written approval of NIOSH. Requests for changes must be subritted to NIOSH and a
miodification of this approval must be granted before changes are made.

Sincerely,

i - Digitally signed by
J e.ffre)’ . A.— Jeffrey A. Peterson -5
- .. Date: 2020.05,18
Peterson -5 ;515 1s oa0r
Jeffrey Peterson
‘Chief, Conformity Verification and
Standards. Development Branch

Enclosures
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March 28, 2020

Robert R. Redfield, MD

Director

Centers for Disease Control and Prevention
1600 Clifton Rd., MS D-14

Atlanta, GA 30333

Dear Dr. Redfield:

On March 2, 2020, based on a request by the Centers for Disease Control and Prevention
(CDC), the Food and Drug Administration (FDA) issued a letter authorizing emergency use of,
(1) all disposable filtering facepiece respirators (FFRs or respirators) approved by the National
Institute for Occupational Safety and Health (NIOSH), in accordance with 42 CFR Part 84, as
non-powered air-purifying particulate FFRs,' and (2) FFRs that were NIOSH-approved but
have since passed the manufacturers’ recommended shelf-life, for use in healthcare settings by
healthcare personnel (HCP)? to prevent wearer exposure to pathogenic biological airborne
particulates during FFR shortages resulting from the Coronavirus Disease 2019 (COVID-19)
outbreak, pursuant to Section 564 of the Federal Food, Drug, and Cosmetic Act (the Act) (21
U.S.C. §360bbb-3).

On March 27, 2020, in response to questions and concerns that have been received by CDC and
FDA since issuance of the March 2, 2020 letter, and requests to expand the scope to cover all
particulate-filtering air purifying respirators (APRs), of which FFRs are a subset, and having
concluded that revising the March 2, 2020 EUA is appropriate to protect the public health or
safety under section 564(g)(2)(c) of the Act (21 U.S.C. § 360bbb-3(g)(2)(c)), FDA reissued the
March 2, 2020 letter in its entirety with the amendments® incorporated.

! To address the shortage caused by COVID-19, FDA issued the March 2, 2020 EUA, which permitted “authorized
respirators” for distribution to healthcare personnel for use in healthcare settings, including respirators that were not
devices prior to that use (e.g., they had been for industrial use). For more information, please see FDA’s March 11,
2020 letter clarifying this aspect of the March 2, 2020 Letter of Authorization to CDC, available on FDA’s website
at https://www.fda.gov/media/136023/download. k

? Healthcare personnel 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 healthcare personnel 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,

? The amendments to the March 2, 2020 letter revise: (1) the scope of the EUA; (2) the process by which
manufacturers are added to the list of authorized respirators; (3) the process by which eligible respirators held
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On March 28, 2020, to further address the shortage of disposable FFRs, FDA determined it was
necessary to reissue the March 27, 2020 letter in order to amend the Scope of Authorization
(Section II) to additionally authorize the use of authorized respirators that have been
decontaminated pursuant to the terms and conditions of an FDA-authorized decontamination
system.* Having concluded that revising the EUA is appropriate to protect the public health or
safety under section 564(g)(2)(c) of the Act (21 U.S.C. § 360bbb-3(g)(2)(c)), FDA is reissuing
the March 27, 2020 letter in its entirety® with the amendment® incorporated to authorize the
emergency use of:

(1) Non-powered air-purifying particulate FFRs and reusable respirators such as
elastomeric half and full facepiece respirators, approved by NIOSH in accordance
with 42 CFR Part 84 and listed on the NIOSH Certified Equipment list (CEL) for
non-powered air purifying respirators with particulate protection;

(2) Other powered air purifying respirators (PAPRs) approved by NIOSH, in
accordance with 42 CFR Part 84, and that are listed on the NIOSH CEL for PAPRs
with particulate protection;

(3) FFRs that were NIOSH-approved but have since passed the manufacturers’
recommended shelf-life, are not damaged, and have been held in accordance with
manufacturers’ storage conditions in strategic stockpiles’ (referred to within this
letter as “expired FFRs”); and,

(4) Any authorized respirator under (1) or (3) above that has been decontaminated
pursuant to the terms and conditions of an authorized decontamination system,

for use in healthcare settings by HCP when used in accordance with CDC recommendations to
prevent wearer exposure to pathogenic biological airborne particulates during respirator
shortages resulting from the Coronavirus Disease 2019 (COVID-19) outbreak.

On February 4, 2020, pursuant to Section 564(b)(1)(C) of the Federal Food, Drug, and
Cosmetic Act (the Act), the Secretary of the Department of Health and Human Services (HHS)
determined that there is a public health emergency that has a significant potential to affect
national security or the health and security of United States citizens living abroad, and that
involves the virus that causes COVID-19. Pursuant to Section 564 of the Act, and on the basis
of such determination, the Secretary of HHS then declared on March 2, 2020, that

beyond their shelf life are added to the list of authorized respirators, and; (4) add conditions of authorization for
importers of authorized respirators.

* For purposes of this EUA, an “authorized decontamination system” means any decontamination system for which
FDA has issued an EUA. Authorized decontamination systems can be found on FDA’s Emergency Use
Authorization webpage, available at: https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-
regulatory-and-policy-framework/emergency-use-authorization.

> This letter issued on March 28, 2020, is being issued in its entirety, and was originally issued on March 2, 2020,
and reissued on March 27, 2020.

¢ The March 28, 2020, amendment to the March 27, 2020 letter revises the scope of authorized respirators to include
any authorized respirators under (1) or (3) that are decontaminated using an authorized decontamination system.

7 For purposes of this authorization, strategic stockpiles refer to stockpiles of authorized respirators held by public
health agencies that have legal responsibility and authority for responding to a public health emergencies, based on
political or geographical boundaries (e.g., city, county, tribal, territorial, State, or Federal), or functional range or
sphere of authority (e.g., law enforcement, public health, military health) to prescribe, administer, deliver, distribute,
hold, or dispense a medical product during an emergency situation.
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circumstances exist justifying the authorization of emergency use of personal respiratory
protective devices during the COVID-19: outbreak, subject to the terms of any anthorization
issued under that section.

Having concluded that the criteria for issuance of this authorization under Section 564(c) of the
Act ate met, [ am authorizing the emergency use of these respirators, as described in the Scope
of Authorization (Section H) and pursuant to the Conditions of Authorization (Section IV) of
this letter for use in healthcare settings by HCP when used in accordance with CDC
recommendations to prevent wearer ¢xposure to pathogenic biological airborne particulates
during respirator shortages resulting from the COVID-19 outbreak. Respirators may be added
to-this EUA as provided for under Sectioni II. For the most current CDC recommendations on
optimizing respirator use, please visit CDC’s webpage: Strategies for Optimizing the Supply of
N95 Respirators. This EUA doés not permit use of authorized respirators by the general public,

I Criteria for Issuance of Authorization

T have concluded that the emergency use of avthorized respirators as described in the Scope of
Authorization (section IT) of this letter foruse in healthcare settings by HCP-to prevent wearer
exposure to pathogenic biological airborne particulates during respirator shortages resulting
from the COVID-19 outbfeak meets the criteria forissuance of an authorization under Section
564(c) of the Act, because I have concluded that:

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

2. Based on the totality of scientific evidence available to FDA, it is reasonable to believe
that the authorized respirators may be effective in preventing HCP exposure to pathogenic
biological airbome particulates during respirator shortages, and that the known and
‘potential benefits of the anthorized respirators, when used to prevent HCP exposure to
such particulates during respirator shortages, outweigh the kiown and potential risks of
such products; and

3. There.is no adequate, approved, and available alternative to the emergency use of the
respirators described for preventing HCP exposure to such particulates during respirator
shortages to prevent disease spread.”'?

#U.S. Department of Health and Human Services, Deferminatior of a Public Health Emergency and Declaration
that Circumstances Exist Justifyiing Authorizaiions Pursuant to Section 5 64(b) of the Federal Food, Drug, and
Cosmetic dct, 21 U.S.C.'§ 360bbb-3. 85 FR 7316 (February 4, 2020). U.S. Department of Health and Human
Services, Declaration that Cfrcumstance.s Exist Justifying Authorizations Pursuant to Section 564 of the Federal,
Food, Drug, and Cosmetic Act, 21 U.S.C. § 360bbb-3, March 2, 2020.

7 No othier criteria of issuance have been prescribed by regulation under Séction 564(c)(4) of the Act.

"% There are not sufficient quantities of FFRs that are both NIOSH-approved and meet FDA regulatory requirements
to meet the needs of the U.S, healthcare system. These respirators.are an integral part of routine patient care,
‘Providing HCP who are on the foreftont of the COVID-19 response with FFRs consistent with the CDC’s guidance
-and recomimendations is necessary in order to reduce the risk of illness in HCPs and increase their willingness to
provide care to affected patients or those suspected of having COVID-19,
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IL. Scope of Authorization

I have concluded, pursuant to Section 564(d)(1) of the Act, that the scope of this authorization is
limited to the use of:

(1) Non-powered air-purifying particulate FFRs and reusable respirators such as
elastomeric half and full facepiece respirators, approved by NIOSH in accordance
with 42 CFR Part 84 and listed on the NIOSH Certified Equipment list (CEL) for
non-powered air purifving respirators with particulate protection;

(2) Other powered air purifying respirators (PAPRs) approved by NIOSH, in
accordance with 42 CFR Part 84, and that are listed on the NIOSH CEL for PAPRs
with particulate protection;

(3) FFRs that were NIOSH-approved but have since passed the manufacturers’
recommended shelf-life, are not damaged, and have been held in accordance with
manufacturers’ storage conditions in strategic stockpiles; and,

(4) Any authorized respirator under (1) or (3) above that has been decontaminated
pursuant to the terms and conditions of an authorized decontamination system,

for use in healthcare settings by HCPs as recommended by CDC to prevent wearer exposure to
pathogenic biological airborne particulates during respirator shortages resulting from the
COVID-19 outbreak.

The Authorized Respirators

As described in this section (Scope of Authorization (section II)) and pursuant to the Conditions
of Authorization (section IV) of this letter, I am authorizing use of the following respirators:

(1) Non-powered air-purifying particulate FFRs and reusable respirators such as
elastomerics half and full facepiece respirators approved by NIOSH in accordance
with 42 CFR Part 84 and listed on the NIOSH CEL for non-powered air purifying
respirators with particulate protection:!?

(2) Other powered air purifying respirators (PAPRs) approved by NIOSH, in accordance
with 42 CFR Part 84, listed on the NIOSH CEL for PAPRs with particulate

protection:
(3) Expired FFRs (i.e., FFRs that were NIOSH-approved but have since passed the

11 In the March 2, 2020, request for an EUA, CDC provided FDA with a list of NIOSH-approved respirators (listed
as Appendix A with the original March 2, 2020 EUA). All respirators from Appendix A referenced in the March 2,
2020 Letter of Authorization that meet the criteria for issuance under section 564 of the Act and are also listed in the
NIOSH CEL for non-powered air purifying respirators with particulate protection are automatically authorized for
use under this reissued EUA. FDA notes, that respirators that are legally marketed under 21 CFR 878.4040 (surgical
apparel) or 21 CFR 880.6260 (filtering facepiece respirator for use by the general public in public health medical
emergencies) do not require an emergency use authorization (EUA). They are, however, authorized respirators
when decontaminated pursuant to the terms and conditions of an authorized decontamination system.

Moreover, because all NIOSH-approved FFRs that have been stockpiled in accordance with manufacturers’ storage
conditions are automatically authorized under this reissued EUA, FDA is no longer requiring strategic stockpilers to
send FDA information about their stockpiled product so long as their product meets the terms and conditions of this
EUA.
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manufacturers’ recommended shelf-life, are not damaged, and have been held in
accordance with manufacturers’ storage conditions in strategic stockpiles). Expired
FFRs that are damaged or in disrepair are not authorized for use under this EUA to
protect HCPs in healthcare settings; and,

(4) Any authorized respirator under (1) or (3) above that has been decontaminated
pursuant to the terms and conditions of an authorized decontamination system.

Manufacturers of NIOSH-approved FFRs that are listed on the NIOSH CEL for non-powered air
purifying respirators with particulate protection will be notified of the inclusion of their models
as authorized respirators under this EUA through FDA'’s posting and public announcement of
this reissued EUA at https://www.fda.gov/medical-devices/emergency-situations-medical-
devices/emergency-use-authorizations#covid19ppe. At any time, manufacturers may withdraw
some or all of their authorized model numbers from this EUA by notifying FDA at CDRH-
NonDiagnosticEUA -Templates@fda.hhs.gov with a copy to CDC at RecordsRoom@cdc.gov .
FDA will list on its website those models that have been withdrawn or are otherwise no longer
authorized under this EUA. This represents a change from the original March 2, 2020 letter,
which required manufacturers or strategic stockpilers to request authorization of additional
respirators. Manufacturers and strategic stockpilers do not need to submit request to FDA to
request authorization of additional NIOSH-approved respirators.

This same process applies to authorized expired FFRs (i.e., FFRs that were NIOSH-approved
but have since passed the manufacturers’ recommended shelf-life and have been held in
accordance with manufacturers’ storage conditions in strategic stockpiles as described in this
letter). This also represents a change from the March 2, 2020 letter which required strategic
stockpilers to send FDA certain information. Strategic stockpilers do not need to notify FDA so
long as their product(s) meets the terms and Conditions of Authorization (Section IV) of this
EUA.

Under the March 28, 2020 reissued letter, authorized respirators remain authorized if they have
been decontaminated using an authorized decontamination system. Manufacturers who develop
decontamination systems may request an EUA for such a decontamination system through
FDA’s EUA process.'?

The above described authorized respirators listed in NIOSH CEL for non-powered air purifying
respirators with particulate protection and the NIOSH CEL for PAPRs with particulate protection
when labeled consistently with the labeling approved by NIOSH, expired FFRs as described in
this letter, and authorized respirators that have been decontaminated using an authorized
decontamination system, are authorized to be distributed to and used in healthcare settings by
HCPs when used in accordance with CDC’s recommendations under this EUA, despite the fact
that they do not meet certain requirements otherwise required by applicable federal law.

I have concluded, pursuant to Section 564(d)(2) of the Act, that it is reasonable to believe that
the known and potential benefits of the authorized respirators when used consistently within the

12 Please see FDA guidance, “Emergency Use Authorization of Medical Products and Related Authorities,” for EUA
process information, available at https://www.fda.gov/regulatory-information/search-fda-guidance-
documents/emergency-use-authorization-medical-products-and-related-authorities.
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Scope of Authorization of this letter (Section II), outweigh the known and potential risks of such
products.

I have concluded, pursuant to Section 564(d)(3) of the Act, based on the totality of scientific
evidence available to FDA, that it is reasonable to believe that the authorized respirators may be
effective at preventing HCP exposure to certain particulates to prevent disease spread, when used
consistently with the Scope of Authorization of this letter (Section II), pursuant to Section
564(c)(2)(A) of the Act.

FDA has reviewed the scientific information available to FDA, including the information
supporting the conclusions described in Section I above, and conclude that the authorized
respirators, when used in healthcare settings to prevent HCP exposure to certain particulates to
prevent disease spread (as described in the Scope of Authorization of this letter (Section II)),
meet the criteria set forth in Section 564(c) of the Act concerning safety and potential
effectiveness.

The emergency use of the authorized respirators under this EUA must be consistent with, and
may not exceed, the terms of this letter, including the Scope of Authorization (Section II) and the
Conditions of Authorization (Section IV). Subject to the terms of this EUA and under the
circumstances set forth in the Secretary of HHS's determination under Section 564(b)(1)(C)
described above and the Secretary of HHS’s corresponding declaration under Section 564(b)(1),
the authorized respirators are authorized to be used in healthcare settings by HCPs under the
terms and conditions of this EUA. EUA amendments may be requested by CDC in consultation
with, and with concurrence of, OST/CDRH, Division of Infection Control and Plastic and
Reconstructive Surgery/CDRH, and OCET/OCS/OC.

This EUA will cease to be effective when the HHS declaration that circumstances exist to justify
the EUA is terminated under Section 564(b)(2) of the Act or when the EUA is revoked under
Section 564(g) of the Act.

I11. Waiver of Certain FDA Requirements

I am waiving applicable current good manufacturing practice requirements, including the quality
system requirements under 21 CFR Part 820 with respect to the design, manufacture, packaging,
labeling, storage, and distribution of the authorized respirators that are used in accordance with
this EUA. This waiver does not waive any applicable NIOSH requirements.

IV. Conditions of Authorization

Pursuant to Section 564(e) of the Act, I am establishing the following conditions on this
authorization:

Centers for Disease Control and Prevention (CDC)

A. CDC will make available on its website and through other appropriate means, to
respirator manufacturers and HCPs, CDC’s recommendations to HCPs regarding use
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of NIOSH-approved APRs including expired FFRs.!3

B. CDC will inform relevant stakeholders, such as manufacturers and HCPs, of this EUA,
including the terms and conditions herein and any updates.

C. CDC will post on its website the following statement: “For information about the FDA-
authorized emergency use of NIOSH-approved APRs, please see:
https://www.fda.gov/medical-devices/emergency-situations-medical-devices/emergency-
use-authorizations.”

D. CDC will provide to FDA any updates related to the NIOSH-approved APRs
manufacturers, contact information for each manufacturer, and model numbers.

E. CDC will ensure that any records associated with this EUA are maintained until
otherwise notified by FDA. Such records will be made available to FDA for inspection
upon request.

Manufacturers of Authorized Respirators

F. Manufacturers of authorized respirators will have a process in place for reporting adverse
events of which they become aware and send such reports to FDA.

G. All descriptive printed matter relating to the use of the authorized respirators shall be
consistent with labeling approved by NIOSH and/or applicable CDC recommendations
for use during the COVID-19 outbreak, as well as the terms set forth in this EUA.

H. No descriptive printed matter relating to the use of the authorized respirators may
represent or suggest that the product is safe or effective for the prevention of COVID-19.

I.  Manufacturers of authorized respirators will ensure that any records associated with this
EUA are maintained until otherwise notified by FDA. Such records will be made
available to FDA for inspection upon request.

J. Manufacturers of authorized respirators that are decontaminated by an authorized
decontamination system are not responsible for any additional conditions that may apply
to the manufacturer and/or operator of the decontamination system, unless they are the
same manufacturer.

Strategic Stockpilers

K. To the extent feasible given the emergency circumstances, strategic stockpilers will
maintain reports of adverse events they receive from HCPs and facilities to which the

' CDC’s webpage: Strategies for Optimizing the Supply of N95 Respirators. As of March 2, 2020, CDC also
recommended on its Frequently Asked Questions about Personal Protective Equipment Page that if at all possible,
respirators with exhalation valves should not be used in situations where a sterile field must be maintained (e.g.,
during an invasive procedure in an operating or procedure room) because the exhalation valve allows unfiltered
exhaled air to escape into the sterile field.
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authorized respirators are distributed.

L. Any such adverse events that the strategic stockpiler becomes aware will be reported to
FDA via Medwatch Forms for FDA Safety Reporting.

M. Strategic stockpilers will alert and instruct recipients of the expired authorized FFRs to
check the integrity of the respirator prior to use; expired FFRs that are damaged or in
disrepair are not authorized for use under this EUA to protect HCPs in healthcare
settings.

N. Strategic stockpilers of authorized respirators will ensure that any records associated
with this EUA are maintained until otherwise notified by FDA. Such records will be
made available to FDA for inspection upon request.

Importers

0. All descriptive printed material relating to the use of the authorized respirators shall be
consistent with applicable CDC recommendations for use during the COVID-19
outbreak, as well as the terms set forth in this EUA.

P. No descriptive printed material relating to the use of the authorized respirators may
represent or suggest that the product is safe or effective for the prevention of COVID-19.

Q. Importers of authorized respirators will notify manufacturers of the terms and conditions
of this EUA and ensure that the end user facility (e.g., each hospital, etc.) that receives
the authorized respirators also receives the information required under Condition B.

R. Importers of authorized respirators will ensure that any records associated with this EUA
are maintained until the end of this public health emergency.

Manufacturers and/or Operators of Authorized Decontamination Systems

S. Each manufacturer and/or operator of an authorized decontamination system that
decontaminates authorized respirators must comply with all of the Conditions of
Authorization and authorized labeling as set forth in the Letter of Authorization for the
authorized decontamination system.

The emergency use of the authorized respirators as described in this letter of authorization must
comply with the conditions and all other terms of this authorization.

V. Duration of Authorization

This EUA will be effective until the declaration that circumstances exist justifying the
authorization of the emergency use of personal respiratory protective devices during the
COVID-19 outbreak is terminated under Section 564(b)(2) of the Act or the EUA is revoked
under Section 564(g) of the Act.
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Enclosures

Sincerely,

IS7

RADM Denise M. Hinton
Chief Scientist
Food and Drug Administration




