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

Manufacturer: Safe Life Corporation
Model Tested: A430 (LOT #091110)
Date Tested: May 13, 2020

Report Prepared: May 14, 2020

These findings pertain to the Safe Life Corporation, A430 (LOT # 091110) 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 95.53% and 84.80%, respectively. One
respirator measured more than 95% efficiency. Nineteen respirators measured less than 95%
efficiency. There was no designated expiration date for these models by the previously held 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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Evaluation of Stockpiled and Beyond N P PT L

) . National Personal Protective
Manufacturer-Designated Shelf Life N95s Technology Laboratory

Test: TEB-APR-STP-0059
Manufacturer: Safe Life Corporation

Item Tested: A430 (LOT # 091110)

Expiration Date: None Provided Manufacture Date: None Provided
Filter Flow Rate Initi.al Filter Initial Percent Maximum Filter Efficiency
(LPM) Resistance Leakage Percent Leakage (%)
(mmH:0) (%) (%)
1 85 9.7 5.64 6.40 93.60
2 85 11.8 4.14 4.47 95.53
3 85 9.6 11.2 12.3 87.70
4 85 12.1 12.7 12.9 87.10
5 85 10.7 10.8 11.0 89.00
6 85 10.0 12.8 15.2 84.80
7 85 11.8 8.15 8.15 91.85
8 85 9.3 10.4 12.2 87.80
9 85 14.0 8.04 8.04 91.96
10 85 11.4 7.01 7.12 92.88
11 85 12.2 5.84 5.99 94.01
12 85 8.4 14.1 14.4 85.60
13 85 9.2 7.65 7.79 92.21
14 85 11.2 6.54 6.83 93.17
15 85 8.4 12.3 14.6 85.40
16 85 8.3 12.5 15.1 84.90
17 85 10.6 4.85 5.35 94.65
18 85 9.4 11.3 13.3 86.70
19 85 10.8 4.83 5.57 94.43
20 85 10.6 4.99 5.58 94.42
Minimum Filter Efficiency: 84.80 Maximum Filter Efficiency: 95.53
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Model: A430
Size:
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Resnirator™

with .-
Antimicrobial
Protection

Protection
| N95 - Particulate Filter (95% filter efficiency level) effective against particulate
\‘aemsols free of oil; time use restrictions may apply.

2. Cautions and Limitations
A - Not for use in atmospheres containing less than 19.5 percent oxygen.
B - Not for use in atmospheres immediately dangerous to life or health.
C - Do not exceed maximum use concentrations established by regulatory standards.
J - Failure to properly use and maintain this product could result in injury or death.
M - All approved respirators shall be selected, fitted, used, and maintained in
accordance with MSHA, OSHA, and other applicable regulations.
N - Never substitute, modify, add, or omit parts. Use only exact replacement parts
Safe Life Corp. in the configuration as specified by the manufacturer.
12250 El Camino Real, Suite 350 0 - Refer to User's Instructions, and/or maintenance manuals for information on use
San Diego, CA 92130 and maintenance of these respirators.
BE6-865-5084 P - NIOSH does not evaluate respirators for use as surgical masks.
S - Special or Critical User's Instructions and/or specific use limitations apply.
Refer to User's Instructions before donning.

\ Approved Only In The Following Configuration:

RESPIRATOR COMPONENTS
Manufactured by:
=
www.safelifecorp.com Made in USA -
BAA-5161 _ 866-865-5084 DB A430 Revi:1

Safe Life is a registered trademark of Safe Life Corp. © Safe Life Corp.
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A430 Cat# 9001000

8 \53279 00200™" 4

LOT #
091110

with Antimicrobial Protection

S - Special Instructions

Keep in sealed pack until use. This product contains iodine. Store
in a cool, dry place out of direct sunlight. If any irritation occurs,
discontinue use immediately. Do not use if you are allergic or
sensitive to iodine, have a thyroid condition or are pregnant.

See respirator pouch for instructions for
use, warnings and use limitations.
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Donning and Fitting
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1. Pre-shape the nose clip at the top
center of the respirator as it will rest
over the bridge of the nose.

2. Hold the respirator in one hand with
straps dangling beneath and the inside of
the respirator facing upward.

3. Hold the respirator against the face,
pull the top head strap over the head and
pot ition it above the ears. Pull the lower
heed strap over the head and position it
around the neck below the ears.

Removal of Respirator

microorganisms may have fallen.

Important

After use, microorganisms may be present o B oy
respirator. Remove the used protective device carefully, avoiding 59"‘“““’“'“"”?"' “’}d
immediately sanitize hands. Disinfect surfaces in the immediate area where droplets o

4. Hold the nose clip while pulling down
on the bottom of the respirator to open
the pleats and position the bottom of the
respirator just beneath the chin. Press
nose clip to form along the nose on bath
sides until a good seal is established.

5. FIT CHECK: Place both hands on the
edges of the respirator, being careful not
to disturb the position of the respirator.
Exhale sharply to detect any leakage. If
you detect air leaks, re-position or re-don
the mask as needed to achieve a
satisfactory seal.

n the exterior surface of any mask or

If you cannot achieve a satisfactory fit, do not enter the contaminated area. Failure t0

follow all instructions and limitations can seriously reduce the effectiveness of anv
respirator and could lead to iliness, injury or disease. Respirators cannot comp) oY
eliminate the risk of contracting disease or infection.

FIN A430 Rev1.0
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3. Do not use the respirator with obstructive facial hair such ag
beards or with other conditions that may prevent a good seal

between the face and the seating surface of the respiratan

concentrations in applicable OSHA standards or applicable
government regulations or 10 times the PEL (Permissible

Exposure Limit), whichever is lower
f. for sandblasting, paint-spray operations, asbestos exposure

2. Do not alter, abuse or misuse the respirator.

1. Do not use the respirator o enter or stay in a contaminated

6. Leave the contaminated area if dizziness, irritation or other
area under the following circumstances:

distress occurs.

& Discard the respirator and reolace with a new one after every

use.

d. contaminants or their concentrations are unknown or
immediately dangerous to life or health
e. concentratinns of contaminants exceed maximum use

a. atmosphere contains less than 19.5% oxygen
c. for protection against gases or vapors

b. if you smell or taste a contaminant

accordance with
including 29CFR1910.134(e) (5) and CSA

and could lead to

and limitations can seriously
use, the wearer must be trained by the

safety and health standands.

&. excessive clogging of the respirator causes breathing difficulty

b. the respirator becomes damaged.

employer in the correct use of the respirator in

standard Z94.4-93 require that the wearer be fit-tested either
qualitatively or quantitatively.

4. Discard the respirator and replace with a new one if:

~educe the effectiveness of this respirator

1. Failure to foliow all instructions
illness, injury or death.

Use Information
2, Before occupational

e
3. OSHA standards

e

LOT #
091110
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