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

Manufacturer: Inovel, LLC
Model Tested: 3002N95-M
Date Tested: May 27, 2020
Report Prepared: May 28, 2020

These findings pertain to the Inovel, LLC, model 3002N95-M (TC-84A-4102) 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 99.64% and 98.88%, respectively. All
twenty respirators measured more than 95% efficiency. No shelf life was designated for this model by
the previous NIOSH approval holder.

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: Inovel, LLC

Item Tested: 3002N95-M

Expiration Date: None Provided

Manufacture Date: None Provided

Filter Flow Rate Initi.al Filter Initial Percent Maximum Filter Efficiency
(LPM) Resistance Leakage Percent Leakage (%)
(mmH20) (%) (%)
1 85 11.5 1.09 1.09 98.91
2 85 17.2 0.65 0.65 99.35
3 85 14.3 0.63 0.63 99.37
4 85 11.3 0.93 0.93 99.07
5 85 11.9 0.84 0.84 99.16
6 85 16.7 0.72 0.72 99.28
7 85 15.5 0.75 0.75 99.25
8 85 12.2 0.79 0.79 99.21
9 85 17.8 0.36 0.36 99.64
10 85 16.7 0.55 0.55 99.45
11 85 11.7 0.90 0.90 99.10
12 85 15.9 1.12 1.12 98.88
13 85 14.0 0.71 0.71 99.29
14 85 11.4 0.95 0.95 99.05
15 85 15.8 1.08 1.10 98.90
16 85 11.9 0.77 0.77 99.23
17 85 16.7 0.51 0.51 99.49
18 85 13.9 0.65 0.65 99.35
19 85 17.0 0.57 0.57 99.43
20 85 11.8 1.04 1.04 98.96
Minimum Filter Efficiency: 98.88 Maximum Filter Efficiency: 99.64
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DESCRIPTION: DESCRIPGION:

The Inovel 3000 Series Health Care
NO95 Particulate Respirator and Surgical
Mask is designed to help provide respi-
ratory protection for the wearer. T{lis
product has been tested’ and certified
by NIOSH as an N95 respirator and as
having a filter efficiency level of 95% or
greater against particulate aerosols free
of oil. It is fluid resistant’ disposable and
may be worn in surgery or throughout
the hospital.

This product contains no components
made from natural rubber latex.

INTENDED USE:

The various models of Inovel Type
N95 Healthcare Particulate Respirators
and Surgical Masks are intended to
be worn by operating room personnel
during surgical procedures to protect
both the surgical patient and the
operating room personnel from transfer
of microorganisms, body fluids, and
particulate material.

The devices also meet CDC
Guidelines for TB Exposure Control.

CONTRAINDICATIONS:

1. Not for use with beards, or other

facial hair that prevents direct contact

between the face and sealing surface
f the respirator.

Le Respirateur contre les Particules
Inovel 3000 de Séries pour Soins de la
Santé N95 avec Masque Chirurgical
est congu pour procurer une protection
respiratoire a I'utilisateur. Ce produit
a été testé’ et certifié NIOSH comme
respirateur N95 et ayant un niveau
d'efficacité de filtrage de 95% ou plus
contre les particules d’aérosols
exemptes d’huile. Il est résistant aux
liquides;’ jetable, et peut étre porté en
chirurgie ou dans tout I'hpital.

Ce produit ne comporte aucune
composante de latex de caoutchouc
naturel.

UTILISATIONS PREVUES:

Les divers modéles de Respirateurs
contre les Particules Inovel Type N95
pour Soins de la Santé et des Masques
Chirurgicaux sont congus pour usage
par le personnel des salles d’opération
durant les procédures chirurgicales
afin de protéger autant le patient que
le personnel de Ia salle du transfert de
micro-organismes, liquides organiques,
et matiéres particulaires.

Ces dispositifs respectent égale-
ment les Normes CDC pour le Contrdle
de I'Exposition a la Tuberculose.

El respirador de particulas y mascara
quirtrgicas de la serie 3000 para el
cuidado de la salud N95 fabricado por
Inovel esté disenado para ayudar a
proveer proteccion respiratoria al
usuario. Este producto ha sido probado’
y certificado por NIOSH como un
respirador N95 y tiene un nivel de
eficiencia del 95% 6 mas contra
particulas de aerosol libres de aceite.
Es resistente a los fluidos? desechable
Y puede ser usada en cirugfas y en
cualquier érea de los hospitales.

Este producto no contiene
componentes hechos de cauchos
naturales (latex).

PROPOSITO DE USO:

Los varios modelos de los
respiradores para particulas y mascaras
quirdrgicas tipo N95 fabricados por
Inovel son para uso del personal
durante procedimientos de cirugia para
proteger al paciente y al personal en la
sala de cirugia contra la transmision de
microorganismos, fluidos corporales y
materiales de particulas.

Los respiradores también cumplen |
con las indicaciones dadas por el CDC ¥
para el Control de Exposicion a TB.
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CONTREINDICATIONS:
1. Ne pas utiliser lorsqu’on porte une

CONTRAINDICACIONES:
1. No se debe usar con barbas i otros i
vellos faciales que impidan el contacto ]
directo entre la cara y el borde de
sellado del respirador.

2. Anteojos no deben interferir con el
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« If you cannot obtain a proper fit
do not enter the contaminated area.
OSHA regulation 29 CFR 1910.134(f)
requires that the user must be fit tested
before being assigned a respirator. Use
Inovel Qualitative Fit Test Kit or an OSHA
approved Quantitative fit test such as
TSI's PortaCount®

o Users must follow instructions
each time respirator is worn. It's the
wearer’s responsibility to obtain a
proper fit.

« To choose the correct 3000 N95
Series size/ shape you must fit test and
user seal check.

« When changing from one Inovel
model or size to another or when
changing from another manufacturer's
product to Inovel, you must fit test with
the new respirator.

o Not for use with beards, or other

AJUSTEMENT
* Si vous ne pouvez obtenir un

ajustement adéquat, n'entrez pas dans
le secteur contaminé. La réglementation
OSHA 29CFR 1910.134(f) exige que
I'utilisateur subisse un test d'ajustement
avant qu'on lui assigne un respirateur.
Utiliser I'Ensemble de Test Qualitatif
Inovel ou un test d’ajustement
Quantitatif approuvé OSHA tel le
PortaCount® de TSI.

* Les utilisateurs doivent suivre les
instructions chaque fois qu'ils portent
un respirateur. Il incombe a I'utilisateur
de s'assurer d'un ajustement adéquat.

* Pour choisir la grandeur/forme de
respirateur de Séries 3000 N95
appropriés, vous devez effectuer un
test d’ajustement et une vérification

- d'étanchéité.

* En changeant de modeéle ou de
grandeur d’un produit Inovel, ou d’un
produit d’'une autre compagnie pour
celui d'Inovel, vous devez effectuer
un test d'ajustement avec le nouveau
respirateur.

* Ne pas utiliser lorsqu'on porte une
barbe ou autre pilosité faciale quiem-
péche le contact direct entre le visage
et la surface d’étanchéité du respirateur.

* Les lunettes ne doivent pas
empécher le contact direct entre le
visage et la surface d’étanchéité du
respirateur.

- SERIES 3000

. Ne pas utiliser lorsqu’on porte une
ou autre pilosité faciale qui

O~ SRR e

* AJUSTE

* Si no puede lograr un ajuste
apropiado, no entre en el area
contaminada. La regulacion 29 CFR
1910.134(f) de OSHA requiere que antes
de asignar un respirador a un usuario,
se debe realizar la prueba de ajuste.
Para ello use el equipo de prueba
cualitativo de Inovel 6 otro equipo
similar aprobado por OSHA tal como
TSI's PortaCount.

 Usuarios deben seguir las instruc-
ciones cada vez que usan un respirador.
Es responsabilidad del usuario obtener
un ajuste correcto.

o Para elegir el respirador de la Serie
3000 N95 que sea el tamafio y forma
correcta, usted debe ser probado y debe
realizar la prueba de sellado.

* Cuando cambie de un modelo de
Inovel a otro 6 a un tamario diferente,

6 cambie a Inovel después de usar un
respirador de otra marca usted debe
realizar la prueba de ajuste con el
respirador nuevo.

* No lo use si tiene barba (i otro vello
facial que prevenga el contacto director
entre la piel de la cara y la superficie de
sellado del respirador.

* Anteojos no deben interferir con el
contacto directo entre la cara y la
superficie de sellado del respirador.

SERIES 3000

1. No se debe usar con barbas U otros
vellos faciales que impidan el contacto
directo entre la cara y el borde de
sellado del respirador.

2. Ubique el respirador debajo de su
barbilla con el contorno moldeado de
la nariz (lado angosto) hacia arriba.

El borde no debe doblarse dentro del
respirador. Jale el cabezal hacia la
parte superior de su cabeza hasta que
apoye sobre la coronilla.

3. Ajuste la tension jalando la banda
elastica que pasa a través del cabezal

hasta obtener un sellado correcto y

confortable.

4, Cada vez que entre a un area
contaminada, el usuario debe realizar
'una prueba de sellado. Cubra el frente:
del respirador con ambas manos e
inhale fuertemente. Se debe sentir unz
presion negativa dentro del respirador.
Si se detecta algun escape de aire
alrededor de los bordes del respirador
i la banda elastica jalando hacia

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




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

A\ WARNING TO USER: 4\ AVERTISSEMENT A L'UTILISATEUR: A\ ADVERTENCIA AL USUARIO:

Non-latex straps are used in the
headbands of these respirators. .
However, individuals highly sensitive
to natural rubber latex may have an
allergic reaction.

This product does not eliminate the
risk of contracting any disease or
infection. Change immediately if the
respirator comes in contact with blood
or fluids, including body fluids. 0SHA
has not set @ permissible exposure
level for airborne biohazards.

This product has not been sold
with wamning or use instructions
for personnel involved in industrial
or related situations.

If you are considering such uses, first
contact the Inovel Technical Services

Department at 866-546-6835, ext. 523.

RESTRICTIONS:

1. Before use, a written respiratory
protection program in accordance
with 29 CFR 1910.134 must be

implemented.

2. This respirator does not supply
oxygen and must not be used in
atmospheres containing less than
19.5% oxygen.

Les bandeaux de ces respirateurs
comportent des courroies exemptes de
latex. Cependant, les personnes trés
sensibles au latex de caoutchouc naturel

peuvent éprouver une réaction allergique.

Ce produit n'élimine pas les risques
de maladie ou d'infection. Changer
immeédiatement de respirateur si ce
dernier vient en contact avec du sang
ou des fluides, incluant des liquides
organiques. OSHA n'a pas établi de
niveau d'exposition permissible pour les
agents biologiques dans I'air ambiant.

Ce produit n'est pas vendu avec un
avertissement ou des directives
d'utilisation pour le personnel en indus-
trie ou en environnements connexes.

Si vous projetez de telles utilisations,
communiquer au préalable avec le
Département des Services Techniques
Inovel, 866-546-6835, ext. 523.

RESTRICTIONS:

1. Un programme de protection
respiratoire écrit conforme a la norme
29 CFR 1910.134 doit étre instauré
avant I'utilisation.

2. Ce respirateur ne foumit pas

ammsphérecomponant

Las bandas elasticas usadas en este
respirador no contienen cauchos natu-
rales (latex) Pero, personas con alta sen-
sibilidad a los cauchos naturales (latex)
pueden tener una reaccion alérgica.

Este producto no elimina el riesgo de
contraer enfermedades o infecciones.
Cambie el respirador inmediatamente
si el respirador entra en contacto con
sangre o fluidos, incluyendo fluidos
corporales. 0SHA no ha determinado un
nivel de exposicion permitido para peli-
gros biolégicos transmitidos en el aire,

Este producto no ha sido vendido con
advertencias o instrucciones para su
uso para el personal envuelto en
situaciones industriales o relacionadas
con la industria.

Si usted esté considerando usarlo en
situacion, primero contacte el
Departamento de Servicios Técnicos
de Inovel al 866-546-6835, ext. 523.

RESTRICCIONES:
1. Un programa de proteccién

5 debe senmplememado antes
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