NPPTL COVID-19 Response: Beyond Shelf Life/Stockpiled Respirator Assessment

Manufacturer: 3M

Model Tested: 1860

Date Tested: July 29, 2020
Report Prepared: July 29, 2020

These findings pertain to the 3M, model 1860 submitted for testing; and may not be applicable to
other stockpile facilities and/or under different environmental storage conditions. The maximum and
minimum filter efficiency was 99.35% and 98.57%, respectively. All nineteen respirators measured
more than 95% efficiency. There was no designated expiration date.

NIOSH regulation sets the minimum quality and performance requirements for the approval of
respirators (42 CFR 84). NIOSH does not have requirements for shelf life or storage conditions for
particulate-only APRs. The approval holder (i.e. the entity that is granted the approval from NIOSH) is
responsible for understanding how their products’ design or performance may be affected by various
use or storage conditions and must provide instruction for establishing the proper use, storage, and
maintenance procedures for their approved products, which may include designating a shelf life. FFR
or particulate filter packaging (such as the box) often includes NIOSH-approved user instructions, label
information, and recommendations on shelf life. Additionally, some approval holders also disseminate
recommendations related to storage and shelf life through resources such as user and web notices.
The respirators tested in this study were generally not designed for long-term storage.

Based on research conducted by NIOSH and this limited testing, NIOSH does not have enough
information to definitively know the level of protection that may be provided by respirators that 1) are
stored for prolonged periods of times; 2) are stored under various storage conditions; or 3) have
exceeded the approval holder’s designated shelf life. Users of respirators that have exceeded the
designated shelf life should be forewarned to avoid a false sense of confidence; these devices may not
provide the same level of protection as those that have not exceeded the designated shelf life. We
recommend contacting the approval holder(s) of the respirators in the stockpile with specific questions
regarding the use of product beyond the manufacturer- designated shelf life.

The results provided in this letter are specific to the subset of NIOSH-approved N95s, past their
designated shelf life, that were provided to NPPTL for evaluation.

These results will be added to the CDC guidance for Stockpiled N95 Filtering Facepiece Respirators
Beyond the Manufacturer-Designated Shelf Life.



https://www.cdc.gov/coronavirus/2019-ncov/hcp/release-stockpiled-N95.html
https://www.cdc.gov/coronavirus/2019-ncov/hcp/release-stockpiled-N95.html
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NPPTL

Evaluation of Stockpiled and Beyond

Manufacturer-Designated Shelf Life N95s

National Personal Protective
Technology Laboratory

Test: TEB-APR-STP-0059

Manufacturer: 3M

Item Tested: 1860

Expiration Date: None Provided

Manufacture Date: None Provided

Filter Flow Rate Initi?l Filter Initial Percent Maximum Filter Efficiency
(LPM) Resistance Leakage Percent Leakage (%)
(mmH:0) (%) (%)
1 85 8.7 0.54 1.09 98.91
2 85 10.2 0.84 1.22 98.78
3 85 7.7 0.27 0.83 99.17
4 85 8.8 0.51 1.15 98.85
5 85 9.4 0.20 0.65 99.35
6 85 7.3 0.51 1.23 98.77
7 85 7.5 0.41 1.09 98.91
8 85 8.3 0.47 1.43 98.57
9 85 8.9 0.34 1.06 98.94
10 85 7.7 0.27 1.03 98.97
11 85 8.8 0.33 1.12 98.88
12 85 8.8 0.23 0.72 99.28
13 85 7.3 0.34 0.98 99.02
14 85 9.2 0.29 1.03 98.97
15 85 8.0 0.35 0.82 99.18
16 85 9.4 0.26 0.96 99.04
17 85 9.1 0.44 0.93 99.07
18 85 9.4 0.48 0.91 99.09
19 85 6.9 0.42 1.20 98.80
Minimum Filter Efficiency: 98.57 Maximum Filter Efficiency: 99.35
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FLUID RESISTANT/RESISTE AUX FLUIDES
RESISTENTE A LOS FLUIDOS/RESISTENTE A FLUIDOS

ﬁéalth Care Particulate Respirator
. and Surgical Mask
« Respirateur contre les particules et
® masque chirurgical pour soins de santé
. Mascarilla quirdrgica y respirador contra
particulas para el cuidado de la salud

Respirador Filtrante de Particulas

e Mascara Cirdrgica para uso hospitalar

£ e~ 070t-L1

Meets CDC guidelines for Mycobacterium tuberculosis
exposure control.

Conforme aux directives du CDC pour le controle de
Pexposition a la Mycobacterium tuberculosis.

Cumple con los lineamientos de CDC para el control de la
exposicion a Mycobacterium tuberculosis.

Recomendado pelo CDC (Center for Disease Control) para
controle da exposicdo a TB (Mycobacterium tuberculosis)
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RESISTENTE A LOS FLUIDOS/RESISTENTE A FLUIDOS
Mascarilla quirdrgica de 3M™ y respirador contra particulas para el cuidado de la salud

IMPORTANTE: Antes de usar el respirador, el usuario debe leer y entender las Instrucciones de Use dentro de este paquete.

DESCRIPCION: La Mascarilla quinirgica y respirador contra partfeulas para el cuidado de la salud 1860 de IM™ estd disefiada para proporcionar proteci

respiratoria a quien [a utilice, Este producto tiene un filiro con un nivel de eficiencia del 95% o mayor contra los aerosoles particulados sin aceite!, Es resistente

2 los fluidos, desechable y puede utilizarse en entomos quinirgicos. Se adapta a diversos lamafios de rostro,

Este producto no contiene componentes de Iitex de caucho natural. W .

USOS: Este producto cumple con los lineamientos de CDC para el control de Ia exposicion a Mycobacterium tuberculosis. Como respirador, su objetivo s ayudar a

reducir la exposicién del usuario a ciertas particulas suspendidas en el aire, mm[npnﬂuwdmmmw@,MMymm

médicos energizados Como una mascarilla quindrgica, estd disefiada para ser resistente contra os fluidos como gotas y salpicaduras de sangre y otros material

infeceiosos; cuando se utiliza adecuadamente y en combinacion con gafas protectoras, cumple con el estandar de OSHA contra patdgenos en 1a sangre. Tambi

proporciona >99% BFE? contra microorganisnios generados del usuario. ambién

CONTRAINDICACIONES: No se recomienda su uso industrial, No lo utilice si tiene barba u otro \:_ellnfxcinl qqe‘evileel contacto directo entre el rostro y el sello

facial del respirador. - Este respirador puede ayudar a reducir la inhalacién de ciertas particulas bioldgicas suspendidas en el aire (e.g. moho, virus de influenza aviar,

Bacillus anthrasis, Mycobacterium tuberculosis, etc.), pero no puede eliminar el riesgo de contraer una infeccion o enfermedad ¥ olras agencias

gubenamentales no han establecido imites seguros de exposicidn para estos contaminantes. Este respirador esté disefiado para uso ocupacionaliprofesional por adultos

con la capacitacién adecuada en su uso y limitaciones. Este respirador no estd disefiado para su uso por nifios.

INSTRUCCIONES DE USO: o

1. Antes de su uso para proteccion respiratoria, s¢ debe implantar un programa escrito de proteccion respiratoria que cumpla con todos los imitos de OSHA
29 1910.134,, como evaluacién médica, tacidn Con este or se recomienda el uso Equipo para prueba de ajuste cualitativa FT-10
(slucién dulee) o FT-30 (solucitin amarga) de 3M. Cuando el prodcto sl se utlza como mascarila quirirgica, no e s el el ke s
Elrespirador e puede utlzar hasta que se dae, haya dificltad paa espiar o se con sangre o fluidos corporales. S s encuentra en buenas
condiciones, puede guardarse y utlizarse ) Centro Sanitario. Cuando se utilice con fines
quirtirgicos, deberd desecharlo lusgo de cada uso. %
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Particulate Respirator N95

NIOSH Approved: N95
At least 95% filtration efficiency against solid and liquid aerosols that do not contain oil.

Respirateur N95 contre les particules
Homologation du NIOSH : N95

Efficacité de filtration d’au moins 95 % contre les aérosols solides et liguides exempts d'huile.

Respirador contra Particulas N95
Aprobado por NIOSH: N95

Ofrece un minimo de 95% de eficiencia de filtracion contra aerosoles slidos y liquidos que no
contengan aceite,

Respirador N95 contra Particulados

Aprovacio NIOSH: N95

Eficiéncia de filtraciio minima de 95% contra sélidos e aerosséis liquidos que nio
contenham oleo.

A WARNING

This respirator helps protect against certain particulate contaminants but does not eliminate exposure to or the risk of contracting any disease or

infection. Misuse may result in sickness or death. For proper use, see supervisor, or User Instructions, or call 3M in U.S.A., 1-800-247-3941.
In Canada, call Technical Service at 1-800-267-4414.

A MISE EN GARDE

Ce respirateur aide & protéger contre certains contaminants mais n'élimine pas l'exposition ou le risque d'attraper une maladie ou une infection.
Une mauvaise utilisation peut provoquer des problémes de santé ou la mort. Pour tout renseignement sur I'utilisation adéquate de ce produit.
consulter son superviseur, lire les directives d urilisation on communiquer, au Canada, avec le Service technique au 1 800 2674414,

A ADVERTENCIA

Este respirador sirve como proteccién contra ciertos contaminantes particulados pero no elimina la exposicién a una enfermedad o infeccién mi el
riesgo de contraerla. El uso incorrecto puede ser causa de enfermedad o muerte. Para usarlo correctamente consulte a su supervisor, lea las
Instrucciones de Uso o llame gratuitamente al Servicio Técnico de la Division OH&ESD de 3M México al 01-800-712-0646.

A ADVERTENCIA

Este respirador ajuda a proteger contra certos contaminantes particulados, mas néo elimina a exposigao a doengas ¢ infecgdes, nem o risco de
contral-las. O mau uso pode resultar em enfermidade ou morte. Para uso correto, leia as Instrugdes de Uso na embalagem, consulte seu
supérvisor ou ligue para o Help Line Hospitalar pelo DDG 0800-556903.

Exported by/Exporté parfExportado por: Importé par: Importado ¢ distribuido por:
M Occupational Health and Division des produits d'hygiéne industrielle 3Mdo Brasil Ltda.
Environmental Safety Division e de sécurié environnementale de 3M Via Anhanguere, km 110 - Sumaré-SP.
3M Center, Building 0235-02-W-70 Compagnie 3M Canada CNPJ 45.985.371/0001-08
St Pau], MN 55144-1000 C.P.5757 Pabricado nos Estados Unidos com materiais Amenicanos
Madeinthe US.A. from U.S. and Imported Materigls ~ London (Ontario) N6A 4T ¢ Importados
Fabriqué aux Etats-Unis avec des pidces américaines et importses.

Imported hy: Registro ANVISA n* 10002079053
o ccuptona Healthand Imported by/importado por: FABRICAGRO/LOTE: Vide cigueta o fundo da cabxa
Sm:‘?msmmm 3M México S.A. de C.V. VALIDADE: 3 anos apds data de fabricagio.
ey T RO e
0, kg b :
::ndon. Ontario N§A 4T] MéxicoDE. 01210 © T
ade in the US A. from U.S, . RFC TMM-720509-PYA .

e Hecho en BUA de materals de EUA & importados ©3M 2006 3909107

1860 (regular, courant, mediano)
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FLUID RESISTANT/RESISTE AUX FLUIDES
3M™ Health Care Particulate Respirator and Surgical Mask

IMPORTANT: Before use, the wearer must read and understand the User Instructions msnk. ; | : :
DESCRIPTION: The 3™ 1860 Heallh Care Paticulate Respirator and Surgical Mash i desigae o hel provide respiratoey protetion for th weare. This
product has a filter efficiency level of 95% or greater against particulate arosols free of oil'. It is fluid resistant, disposable and may be worn in surgery.

It can it a wide range of face sizes.
This product contains no components made from natural rubber latex. y .
CDC guidelines for Mycobacterium tuberculosis exposure control. As a respirator, it is intended to help reduce wearer
ectrocautery, laser surgery, and other powered medical instruments. As a surgical mask, it is
i id resi and spatter of blood and other infectious materials; when womn properly and in combination with protective i

complies with the OSHA Bloodbome Pathogens Standard. It also provides >99% BFE? against wearer generated micro-organisms. TN
CONTRAINDICATIONS: Not for industrial use. Not for use with beards or other facial hair that pmmd‘nu i« mﬂﬁtdhﬁg surface of
the respirator. This respirator can help reduce inhalation exposures (o certain airbome biological particles (e.g. T an influenza viruses, Bacillus anthrasi
Mycobacterium tuberculosis, etc.) but cannot eliminate the risk of contracting infection, llness mm:&a and other B e vk

established safe exposure limits for these contaminants. This respirator is designed for occupational/professional use by adults who are properly trained in their use
and limitations. This respirator was not designed to be used by children. i :
USE INSTRUCTIONS:
. Before use for respiratory protection, a written respiratory protection program must be implemented
medical evaluation, training and fit testing. In Canada, CSA standard 294.4 requirements must be met.
solution) Qualitative Fit Test Apparatus is recommended for this respirator. When used only as:
. Respirator may be used until damaged, breathing becomes difficult, or contaminated with blood

according to the facility's infection control policy. Discard after every use when used for surgical p

. Inspectrespirator before cach use 10 ensure that it s in good operating condition. Examine allthe resp
headbands, staples, noseclip, and nosefoam. The respirator should be disposed of immediately upo

! Mmﬁmmwmmmmmmhmwmmmmmmmmm
‘has occurred. Enlarged holes resulting from or tomn filter material around staple punctures :

~ damaged. Staple perforations do not affect NIOSH approval.

FOR MORE INFORMATION and

or call 3M OH&ESD Technical Ser
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