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Filtering Facepiece Respirator (N95 Respirator) Reprocessing

A Systematic Review

Max A. Schumm, MD; Joseph E. Hadaya, MD; Nisha Mody, MLIS, MA, CCC-SLP; Bethany A. Myers, MS;
Melinda Maggard-Gibbons, MD, MSHS

IMPORTANCE The COVID-19 pandemic has resulted in a persistent shortage of personal
protective equipment; therefore, a need exists for hospitals to reprocess filtering facepiece
respirators (FFRs), such as N95 respirators.

OBJECTIVE To perform a systematic review to evaluate the evidence on effectiveness and
feasibility of different processes used for decontaminating N95 respirators.

EVIDENCE REVIEW A search of PubMed and EMBASE (through January 31, 2021) was
completed for 5 types of respirator-decontaminating processes including UV irradiation,
vaporized hydrogen peroxide, moist-heat incubation, microwave-generated steam, and
ethylene oxide. Data were abstracted on process method, pathogen removal, mask filtration
efficiency, facial fit, user safety, and processing capability.

FINDINGS Forty-two studies were included that examined 65 total types of masks. All were
laboratory studies (no clinical trials), and 2 evaluated respirator performance and fit with
actual clinical use of N95 respirators. Twenty-seven evaluated UV germicidal irradiation, 19
vaporized hydrogen peroxide, 9 moist-heat incubation, 10 microwave-generated steam, and
7 ethylene oxide. Forty-three types of N95 respirators were treated with UV irradiation.
Doses of 1to 2 J/cm? effectively sterilized most pathogens on N95 respirators (510> reduction
in influenza virus [4 studies], MS2 bacteriophage [3 studies], Bacillus spores [2 studies],
Escherichia virus MS2 [1study], vesicular stomatitis virus [1study], and Middle East
respiratory syndrome virus/SARS-CoV-1[1 study]) without degrading respirator components.
Doses higher than 1.5 to 2 J/cm? may be needed based on 2 studies demonstrating greater
than 103 reduction in SARS-CoV-2. Vaporized hydrogen peroxide eradicated the pathogen in
all 7 efficacy studies (>10* reduction in SARS-CoV-2 [3 studies] and >10° reduction of Bacillus
and Geobacillus stearothermophilus spores [4 studies]). Pressurized chamber systems with
higher concentrations of hydrogen peroxide caused FFR damage (6 studies), while
open-room systems did not degrade respirator components. Moist heat effectively reduced
SARS-CoV-2 (2 studies), influenza virus by greater than 10* (2 studies), vesicular stomatitis
virus (1study), and Escherichia coli (1 study) and preserved filtration efficiency and facial fit for
11 N95 respirators using preheated containers/chambers at 60 °C to 85 °C (5 studies);
however, diminished filtration performance was seen for the Caron incubator.
Microwave-generated steam (1100-W to 1800-W devices; 40 seconds to 3 minutes)
effectively reduced pathogens by greater than 102 (influenza virus [2 studies], MS2
bacteriophage [3 studies], and Staphylococcus aureus [1study]) and maintained filtration
performance in 10 N95 respirators; however, damage was noted in least 1 respirator type in 4
studies. In 6 studies, ethylene oxide preserved respirator components in 16 N95 respirator
types but left residual carcinogenic by-product (1 study).

CONCLUSIONS AND RELEVANCE Ultraviolet germicidal irradiation, vaporized hydrogen
peroxide, moist heat, and microwave-generated steam processing effectively sterilized N95
respirators and retained filtration performance. Ultraviolet irradiation and vaporized
hydrogen peroxide damaged respirators the least. More research is needed on
decontamination effectiveness for SARS-CoV-2 because few studies specifically examined
this pathogen.
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ARS-CoV-2 is an RNA virus that has a diameter of approxi-

mately O.1 pm. It is transmitted by respiratory droplets and

aerosols such that one of the most effective ways to pre-
vent infection is to wear filtering facepiece respirators (FFRs). The
commonly used FFRs are N95 respirators, devices that by design fil-
ter 95% or more of particles larger than 0.3 pmin diameter. In prac-
tice, these devices prevent the passage of 99.8% of particles larger
than 0.1 um.! RNA viruses are inherently unstable, and transmis-
sion of viable SARS-CoV-2 can occur only if the virus is protected from
the atmosphere by being contained within moist respiratory drop-
lets or aerosols. The droplets are of various sizes, with large drop-
lets being on the order of 5 pm or larger.2 Respiratory aerosols can
transmit the virus great distances and have particle sizes of about
1pum. All of these particle sizes are effectively filtered by N95 respi-
rators, as long as they closely fit the contours of the wearer's face,
avoiding leaks around the filter material.

The COVID-19 pandemic initially resulted in a critical shortage
of all forms of personal protective equipment, especially N95
respirators.># Because of limitations of the FFR supply chain, N95
respirators remain scarce, with little hope of having an adequate sup-
ply while the pandemic lasts. Consequently, most health care insti-
tutions have resorted to reprocessing these devices that were in-
tended to be used one time only. Centers for Disease Control and
Prevention (CDC) guidance exists for FFR reprocessing in emer-
gency conditions.> However, that guidance is associated with few
recommendations for how to reprocess these devices. Filtering face-
piece respirators can fail if the reprocessing system cannot kill all the
pathogens that accumulate within the mask material itself, if the fil-
ters are compromised and lose filtering efficiency, or if the mask elas-
ticity is altered such that it no longer provides a tight fit and leaks
air around the mask.

Todate, several approaches have been tested for the reprocess-
ing of N95 respirators and how they affect filtration efficiency and fa-
cial fit characteristics.® They include UV germicidal irradiation (UVGI),
vaporized hydrogen peroxide (VHP), moist-heat incubation (MHI), mi-
crowave-generated steam (MGS), and ethylene oxide. How to select
the optimal method is uncertain. To determine which method is most
clinically useful, we performed a systematic review to assess efficacy
and feasibility of each reprocessing strategy.

. |
Literature Search Methods

Data Sources and Searches

This systematic review followed the Preferred Reporting Items for
Systematic Reviews and Meta-Analyses (PRISMA) guidelines.® Two
librarians developed a search strategy for FFRs (including N95s and
respirators), sterilization, UVGI, VHP, MHI, MGS, and ethylene ox-
ide to identify PubMed and EMBASE articles. Research reports were
assessed between database inception and January 31, 2021.

Study Inclusion

Titles were reviewed independently by 2 individuals to determine
if the study assessed FFR decontamination results using UVGI, VHP,
MHI, MGS, or ethylene oxide. Studies evaluating decontamination
of impregnated pathogens (including bacteria, virus, fungus, and
spores) from FFRs and/or how this affects the mask's filtration ef-
ficiency and facial fit were included. Efficacy of pathogen decon-
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Key Points

Question What methods of filtering facepiece respirator
decontamination are effective and feasible?

Findings Five decontamination processes and 42 studies were
reviewed. Ultraviolet germicidal irradiation, moist heat, and
microwave-generated steam processing were effective for
pathogen removal, preserved respirator filtration, and had short
treatment times and readily available equipment. Vaporized
hydrogen peroxide is a suitable alternative with longer
decontamination durations and is more expensive. Ethylene oxide
may leave toxic residues and is less easily implemented.

Meaning Ultraviolet germicidal irradiation, moist heat, and
microwave-generated steam processing of filtering facepiece
respirators are effective means for decontamination and are
simple to implement.

tamination was determined by the reduction in pathogen load, with
greater than 10 reduction after reprocessing considered effica-
cious, corresponding to greater than 99.9% inactivation of patho-
gens per US Food and Drug Administration guidelines.'® Respirator
filtration performance was assessed by filtration efficiency (par-
ticle penetration filtered by the material and airflow resistance across
the filter material). Facial fit was assessed with quantitative and/or
qualitative fit test methods. (The fit factor obtained with a quanti-
tative fit test calculates a ratio of the test agent concentration out-
side the respirator to the test agent concentration inside the respi-
rator, with a range of 1-200 for N95 respirators, and >100 needed
to pass). A comparator group was not required for inclusion.

Studies evaluating decontamination of pathogens on non-FFR
surfaces, review articles, and editorials were excluded. Reference
mining was performed. The gray literature and manufacturer web-
sites were reviewed for cost data of equipment required for each
decontamination method. Direct communication was made with
manufacturers when data were not available online. The CDC web-
site was assessed, which identified additional non-peer-reviewed
(ie, gray) literature. The full search strategy is provided in eAppen-
dix 1in the Supplement.

Terminology

The N95 respirator is one of the most common types of respirators
used by health care practitioners. It is 1 of 9 types of disposable par-
ticulate FFRs and protects by filtering particles out of the air that is
breathed." N95 respirators filter out at least 95% of airborne par-
ticles, such as bacteria or virus particles, while those filtering out at
least 99% receive a 99 rating and those that filter at least 99.97%
receive a 100 rating.'? Respirators are rated N (not resistant to oil),
R (somewhat resistant to oil), and P (strongly resistant [oil proof]).
When approved by the National Institute for Occupational Safety
and Health (NIOSH), respirators are marked with the manufactur-
er's name, part number, protection provided by the filter, and the
acronym “NIOSH."

Data Abstraction and Synthesis of Results

Because of heterogeneity in study designs and within-study varia-
tions of the processes tested and outcomes measures, data pool-
ing was not possible; hence, the synthesis is narrative. Data were dual
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abstracted for decontamination process, treatment system, and 3
indicators of quality of processing, including effectiveness of re-
moval of pathogen, physical integrity/performance of the mask (fil-
tration efficiency and/or facial fit), and safety for users. Through-
put (number of FFRs processed per cycle) and processing capability
werereported. If only UV intensity and time of exposure were speci-
fied, UV dose was calculated using the equation UV dose (J/cm?) =
intensity (W/cm?) x time (s).

. |
Results

The literature search identified 238 articles, with an additional 8
identified through reference mining. After screening, 42 studies
were included (eFigure in the Supplement); all were laboratory
studies (no clinical trials), and 2 evaluated respirator performance
and fit with actual clinical use of FFRs. Of the 42 studies, 26
included evaluations of the following pathogens/organisms: SARS-
CoV-2 (5 studies), influenza virus (4 studies), MS2 bacteriophage
(8 studies), Escherichia coli (2 studies), Staphylococcus aureus (1
study), Mycobacterium smegmatis (1 study), Escherichia virus MS2
(1study), vesicular stomatitis virus (1 study), and Bacillus and Geo-
bacillus stearothermophilus spores (6 studies). Overall, 27 studies
evaluated UVGI decontamination, 19 evaluated VHP, 9 evaluated
MHI, 10 evaluated MGS, and 7 evaluated ethylene oxide.

UV Germicidal Irradiation

Sterilization using UVGI depends on total power of UV energy de-
livered from specialized bulbs or lamps that illuminate a confined
space such a box, biosafety cabinet, or entire room. N95 respira-
tors have several layers of material that the UV energy must pen-
etrate. Ultraviolet germicidal irradiation causes radiolytic stress that
disrupts a microorganism’'s DNA but may degrade polymers com-
monly used in disposable N95 respirators.

Effectiveness of Decontamination and Sterilization Processes

The effectiveness of UVGI to sterilize FFRs impregnated with
infectious pathogens was examined in 17 of the 27 studies evalu-
ating 31 different commercially available models of N95 respira-
tors. Substantial heterogeneity existed among studies in systems
used to deliver UVGI, dose of UV light applied, and FFR models
and pathogens studied. Ultraviolet germicidal irradiation energy
of 0.03 to 7.2 J/cm? was applied with exposure times ranging
from 1to 300 minutes. Overall, doses exceeding 1J/cm? effec-
tively decontaminated FFRs as measured by reduction in influ-
enza virus (4 studies), MS2 bacteriophage (3 studies), Bacillus
spores (2 studies), Escherichia virus MS2 (1 study), vesicular sto-
matitis virus (1study), and Middle East respiratory syndrome virus
and SARS-CoV-1 (1 study) (Table 1).

Higher doses of UVGI energy were needed to decontaminate
FFRs for SARS-CoV-2 compared with other viruses such as influ-
enza virus and MS2 bacteriophage. Two studies showed that 1.50
t0 1.98 J/cm? were required for SARS-CoV-2 decontamination of
FFRs,"* whereas 3 other studies did not find that UVGI effectively
decontaminated FFRs.”" In a study requiring 1.98 J/cm?, the
power of the UV lamp was lower than in most other studies assess-
ing pathogen decontamination (median, 2.1 [interquartile range,
0.66-13.8] mW/cm?) and may have led to decreased penetration of
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the UV rays through the N95 respirator's material.”™ No other stud-
ies evaluated the specific FFR model that was examined in that
study (the AOSafety N9504C). In another study, UV box and
whole-room decontamination treatment with an unspecified level
of UV power or dose did not effectively decontaminate 3 different
NO5 respirators types when Pseudomonas phage @6 and MS2 bac-
teriophage were suspended on the outer top, outer edge, and
inner surface of the respirator facepiece."” Although UV dose was
not specified, UV-C colorimetric indicators demonstrated delivery
of a dose sufficient to reduce Clostridioides difficile spores. Virus
was suspended in liquid and spread over a small surface area,
which may have led to differences in efficacy compared with drop-
let and aerosol deposition. The efficacy of UV light increases when
an inoculum is spread over a larger surface area.’ In another study
assessing SARS-CoV-2 decontamination of 3 N95 respirator
models,'® 0.63 J/cm? led to effective virus reduction in only 1of the
models (the 3M 1870+). However, high titers of SARS-CoV-2 were
directly infiltrated into the N95 respirators in this study beyond
what may occur in a more realistic exposure scenario, such as from
a single cough,' and only a single decontamination experiment
was performed. Certain models of N95 respirators in which UVGI
was found to be less effective include the Gerson 1730, the Sperian
HC-NBO95 (now manufactured by Honeywell), and the Dentec
Safety AD2N95A2°-2T; the 3M VFlex 1805 and the Precept
65-33952"; and 3M 18608, the Moldex-Metric 1517, and the
Kimberly-Clark 46727.

FFR Damage, Process Time, Scalability, and Cost

The potential for UVGI to damage FFRs and diminish their filter per-
formance and facial fit was examined in 23 studies and 30 different
commercially available models of N95 respirators. Of these, 1study
demonstrated diminished strength of the respirator materials from
UVGI (Table 7). However, this was after very high doses (>120 J/cm?)
beyond what is used in clinical practice.?? Overall, N95 respirator fit
characteristics and filtration performance were not affected in up
t0 20 decontamination cycles with high cumulative doses, 81617.21-27
with the exception of 3 recent studies in which filter efficiency de-
cayed to less than 95% after 1 cycle and 20 cycles with an unmea-
sured UV dose,?®2° and the 3M 1860 and 3M 1860S filter perfor-
mance degraded to 70% to 80% after 9 repeated cycles using
whole-room decontamination.3° In the study applying 20 cycles of
UV light, % UVGI was applied to melt-blown fabric samples (the most
critical filtering layer within the N95 respirator that allows air to pass
through while filtering 95% of microbes) and was thus unpro-
tected by other respirator layers.

Commercially available UVGI lamps or bulbs can be placed in
chambers or cabinets to construct decontamination devices used
to reprocess 4 to 40 masks per 5- to 10-minute cycle, correspond-
ing to 1500 to 5000 masks per day, at a cost of $750 to $1500.3"32
Because UVGI devices and laboratory hoods are ubiquitous in
many hospitals, this approach is feasible and potentially
inexpensive.32-33 While commercial UV-C bulbs are relatively
inexpensive ($40-$285),34 laboratory hoods and commercial UVGI
whole-room decontamination systems are more costly
($7000-$210003>3¢ and $25 000-$40 000,%” respectively).
Recommendations for how to select N95 respirators amenable to
UV treatment, the UV sterilization device, and toxicity information
are available in eAppendix 2 in the Supplement.
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Vaporized Hydrogen Peroxide

Vaporized hydrogen peroxide is a sterilant for heat-sensitive medi-
cal devices and equipment.>8 Its use as a gaseous disinfectant circu-
lated in an enclosed space or open room is safe given its low toxicity
and residual gas vapor decomposition into water vapor and oxygen.

Effectiveness of Decontamination and Sterilization Processes
Nineteen studies assessed outcomes on 30 N95 respirators using
VHP (Table 2). There was heterogeneity among studies in the
reprocessing systems used (open-room vs closed chambers), in
VHP concentration, in FFR models, and in pathogens analyzed.
These studies examined commercial VHP generators that con-
verted liquid hydrogen peroxide into vapor and, following hydro-
gen peroxide vapor treatment, required an aeration phase to safely
eliminate toxic residual chemicals. STERRAD H,0, gas plasma ster-
ilizer systems (Advanced Sterilization Products) were used in 6
studies, while 10 studies used open-room decontamination sys-
tems (Bioguell Room Bio-Decontamination Service Clarus R hydro-
gen peroxide vapor generator, Bioquell Z system, Steris Life Sci-
ences VHP Victory system, or Radiant Innovations Satej Plus VHP
generator). The STERRAD system uses a 100-L (0.1-m3) chamber
for decontamination, while the open-room generators that are
designed for large-scale decontaminations were placed in 33-m° to
111-m® rooms with N95 respirators either hung across on a string or
suspended on racks. Cycle time varied from 28 minutes to 300
minutes, with variable aeration times up to 18 hours. Total treat-
ment times ranged from 1hour to 19 hours. The STERRAD systems
were run at 45 °C to 55 °C for 55 minutes. In 3 recent studies, VHP
chamber decontamination was evaluated using the Steris V-PRO
maX sterilization system®>4° and a Panasonic incubator with VHP
generation capabilities.” Cycle times for these 2 systems varied
from 28 minutes to 290 minutes, respectively. The concentration
of VHP ranged from 7% to 59% based on the device (7%-8% for
the Radiant Satej Plus; 30%-35% for the Bioquell Clarus R and
Clarus C VHP generator and Z vaporizer chamber and the Steris
ARD and VHP Victory; and 58%-59% for the STERRAD NX and
100S and the Steris V-PRO maX).

Overall, VHP effectively decontaminated FFRs as measured by
greater than 10° reduction of Bacillus and G stearothermophilus
spores (indicating complete inactivation) (4 studies), inactivation
of vesicular stomatitis virus (1 study), and inactivation of SARS-
CoV-2 (3 studies) (Table 2). In a 2016 report of the 3M 1860 with a
Bioquell Clarus C VHP chamber generator, an optimal 480-minute
VHP decontamination process was developed.*' Total exposure time
was 8 hours, and the system could treat more than 50 N95 respi-
rators per cycle. Fifty cycles of VHP treatment demonstrated com-
plete inactivation of G stearothermophilus spores after each cycle
while preserving filter performance. Additionally, fit was unaf-
fected for up to 20 VHP cycles when tested on manikins. However,
more than 30 cycles resulted in elastic strap degradation when
stretched. This finding contrasted with a recent study using the
Battelle Critical Care Decontamination System in which there was
no effect on strap integrity after 20 cycles.*? The viricidal effi-
ciency of VHP using a 130-minute decontamination process was con-
firmed by demonstrating complete eradication of E coli, M smeg-
matis, and G stearothermophilus spores without signs of physical
degradation after 15 cycles.* Three recent studies assessed
SARS-CoV-2 decontamination of N95 respirators. In 2 studies,

jama.com

© 2021 American Medical Association. All rights reserved.

Downloaded From: https://jamanetwor k.com/ by Piergiorgio Gigliotti on 03/09/2021


http://www.jama.com?utm_campaign=articlePDF%26utm_medium=articlePDFlink%26utm_source=articlePDF%26utm_content=jama.2021.2531

Review Clinical Review & Education

Filtering Facepiece (N95) Respirator Reprocessing: A Systematic Review

(panunuod)

Pay231aAs usym
apelbap 03 sdeu3s J13seld sy
pasned s3124) 0§ ueyy alop

91943 dHA 0Z-0T
19148 UOIIEPRIHAP JN]ISIA ON

U0 Pa3sa}) $31242 dHA
0¢ 01 dn Joj pajalseun 314

pPassasse 30U 314 je1deq

abewep jeai1sAyd sso1b oN
Passasse J0u 31 je1ey

abewep jeaisAyd ssoub oN
Passasse 10U 31 je1de4

9dueseadde

1e215Ayd ul abueyd ou

pasned buissado.d 9)243-aa.y |
passasse J0u 314 je1oe4

uoroqe 31943 oN

Jiwi) aunsodxa

9)qissiwiad mojaq aq 01 ¢0°H
1eNpISa. 10} PapaI3U LOJILIDE JO U €<
$31242 G 49348 pabueydun due)sIsal
Mo)}J1e pue uoljesyauad Jayi4

JaqWiey? ay3 ul papeo] 31am
SGBN 9< JansuaYM palioge 31IA)
pJezey yyeay e aq 03 A»nun ‘g4

PUE ‘zd ‘Td 40 Wnipaw uone iy ayy
uo Aj3sow ‘siojelidsal ay3 uo Juepixo
Jo b T Ae1ewixo.idde 149) dHA

uoiioqe 31943 oN

yonod ajduwes

a3 Ul SGEN 3Y3 J0 JapJo bupels
3L Y3 PaILID0SSE S|apoLll G6N
940 {7 10§ %G < S]9AJ) UoIFeI}RUAd
LB UJ PRYNSaJ S)UBLLIeRI |
d9dH X€

uo13I0qe 31943 oN

yonod a)dwes

33 U1 SSEN dY3 Jo JapJo bunpdels
3} Y3Im pa3jeldosse ‘sjapoul G6N
9 J0 ¥ 10} %G< S]9A3) Uolel3auad
UBIW Ul Pa3INSa SUSLWLIL |
d9dH X

uoiioge 31243 oN
adueLwI041ad 13y Ul abueyd
ou pasned bujssadoad 3)aAd-aa.y |

$91242 1e9dal 09

buimon)oy salods snjiydouriay30.1eals
9 40T J0 uoneAnseul

9391dWW0 104 PaYsIqeIss 31942 dHA

poassasse 10N

passasse 30N

poassasse J0N

JuaWIeal}
BuIMO104 50T PadNpal salods
sn)iydowrIay10.eals snjjideqoan

Pa31sa} SYsewW G ‘sdeuys J13se)d
Aq 13quieyd ul papuadsns SGeN

S)|sew
10303 8T ‘Pa1Sa} |9pOLL/dew |oes
WoJy sew ¢ 1101ed1pul Uolez|)11s
LM saydnod uoi1ezijiials ul
Anenpiaipul pabeyded sgeN 21edndii)

Ssew 1101

9¢ ‘pa1Sa1 19pOLL /e UIed Wo.y
sysew g ‘dLs J03ed1pul jed1wsayd
yum sayanod yaaA| aunjesadwa) mo
NV-N-SIA SLR3S Ul pabexded sGEN 9

Ssew 1ejoy

9¢ ‘pa1sal 19poLL/djew UIes oy
Sysew 9 ‘dL3s J01ed1pul jed1wayd
yum sayanod 3aaA| aunjesadwa) mo
NIV-N-SIA SLR3S Ul pabexed sGEN 9

S)[Seu 1303
9¢ ‘Pa1591 19POLL/d|BL LD WO}
Sysew 9 ‘wooJ e Sso.1de bulydp.s
burs e uo buny siojelidsal G6N 9

Y g :awiy 1e303 ‘eseyd
uofjelde uiw-po¢ pue uiw/6 g o 3e aseyd
119Mp ulw-ST ‘uiw/b z 1e aseyd buisseb

ulw-Qg ‘@seyd BUIUOI}IPUOD UIW-QT :BWI|
©0°H %S E-%0€ :U01IRIIUBIUOD)

Jaquieyd

2.n50dx3 (;W-T€°0) 1-0TE :BWNJOA
103e13U39 dHA J Shuep) J1enbolg

uyet

131} 1810} ‘uoljelae Y-8T ‘Ul GG ]
Jo §5 01D Gt :2dmeladiua)

wa1sAs SO0T

aV¥Y3LS S1NP0.d UOIeZILIBIS PIdUBAPY

uiw g6 Aj@1ewixoadde awiy 1e30]
Do 0§ 03 Do G ‘24N3IdWIL
20%H %65 :U0IRIIUIIUO)

91242 Lioys

J19z11491s ewiseid seb €0¢H SOOT
AYHYILS S1Npo.d UOIIeZ[1I3S padueApy

uiw GG Aja1ewixoadde :awiy 1e30]

Do 05 03 Do G :R4NjRIRdWSL

€0°H %65 :U03RUIIU0)

912/d 1oys

J19z1)1491s ewiseyd seb €0¢H SOOT
AYYYILS SNPO.d U01ezILIR1S pasueApy

1ybiutano unu uoielse ‘swiy

3194 12303 UIW-GZT ‘NIBMP UILU-GT :BWWI]
£W/6 8 “COH %0¢€ :U0R.RUIDU)

W00J (W-19 :3WNjoA

101e19U8b dHA Y SnJej) aIAIRS
UOI1eUIWEeIL0I3Q-01g Wooy J1anboig

098T WE

([€d-1d]
91e)ndiyled
‘[€S-TS]1€216.nS)
siojeuidsal

G6N panoldde-ya4
pue -HSOIN

V/1-5644d
JHe)-Aequry
‘10CC
LIIBIN-X3PION
‘0TZ8 NE
‘0008 € ‘0£8T
INE 'S098T WE

0518
ULON ‘0L7-56¥4d
e-Apaquiny

910¢C
v 21191e89/va4

010
.18 32 J93eS

010C
51833 uewbiag

‘09€T
Ul GG awh 1ejoL 1B -XIP1ON
Do §5 03 Do G :2AMesadWaL ‘00zt
51043U00 uolpioge 31243 oN Sseuw 130y S0°H %8G :U0I1eUIIU0) 113N -X3PI0
Uam patedwod Aurys se jou (2uessisal /T 'PR1591 19poLu/asjew ydes wo.j (¢W T°0) ¢} G°€ :WNOA ‘€678
Aqisia pue paysiusel Ajybns MO}JJ1e 133114 pue uoljessuad Sysew ¢ ‘yanod 1eas-4as 1e)AN /NAL 91242 paepuels NE ‘OTZ8 NE
919M SpuUegasou djeIs 1050498 133]14) 9duewoyiad 1enpiAlpul ue ui padeid 03ediput 1921111935 ewseld seb CQ°H SO0 T ‘0008 INE ‘08T 600¢
Passasse J0U 31 1e1de4 03 sabueyd Juediubis oN passasse 10N 1801 AV4Y3LS SIPNPO. UOIeZILIDIS PIdURAPY NE ‘098T INE 518 33 1SNISIA
(S¥sew 1e01 8)
Auiys se jou 91ed11dnupenb ul uni syuswLIRdXd €0°H %8S :uonenuaduo)
Riqisia pue paysiuiey Ajybins uoipioge 31243 oN '19poLL/a3jew Yoes Wwo.j paisal 91242 pJepueis
9J9M SPUBQISOU LWNUIWN]Y paseasnul ysew T ‘yanod 1eas-J1as JejAp SRnkL SO0T AVyY3LS pue 31242 paepuels XN ssepd £00T
Passasse 10U 11 je1oe4 Anuediyiubis Jou uoiesiauad 4114 passasse 10N 1enpiAlpul ue ul padeld 66N QYY¥YILS S19NPO.d UOIeZILIBIS PRduRAPY 00Td ‘ssepd S6N o 18 13 ISNISIA
1 jeney foedyse uonedyiy S3INSaJ uoljeulwejuodaq Pa1$91 3JB4INS W} ‘UOIFRIIUIIUOI ‘DWINJOA ‘DIIAIP dHA (adAy/1apow 924n0S

s3Wo023n0 A1633ul djse

pue ayew) ysepy

s101e1dsay GEN 40 sadA] pue S|SpOoA /S BN J1192dS JO UoIRUILEILOIR( 104 SDLLOIINQ 114 [B1DB4 pue ‘AJusidijyF uoiellji4 ‘S}Nsay uoieuiueluodad (dHA) @pixolad uaSoipAH paziiodep z 3|qel

E9

JAMA Published online March 3, 2021

jama.com

© 2021 American Medical Association. All rights reserved.

https://jamanetwork.com/ by Piergiorgio Gigliotti on 03/09/2021

Downloaded From


http://www.jama.com?utm_campaign=articlePDF%26utm_medium=articlePDFlink%26utm_source=articlePDF%26utm_content=jama.2021.2531

Filtering Facepiece (N95) Respirator Reprocessing: A Systematic Review

Clinical Review & Education Review

(panunuod)

uol3e}LL| 1e1de) J0 JOPO ON
1} 9A13€313UEND
U0 $329}43 Juediy1ubIs oN

(+0/£8T NE) 00T<
BuIsa} 103264 1y UDJIUEN

passasse jou 1 je1deq

sjuauodwod

ySeu Jo uoljepelbap
juedubIs Ajjeansiels-uou
“lewiuiw yym QQT< 40 2103
11} abeJane ue paurejulew dHA
10 591242  ‘SG6EN 118 SS0.0Y

110Jwo0d ul 3bueyd oN

pajou

Aywiio4ap Jo Jeayedishyd oN
Passasse J0U 31 je1de4

paAJasqo
obewep aAlelenb oN
31242 T 40} 00T < 403284 314

paAlasqo
abewep aneyenb oN
$312A2 0T 104 00T < 10308} 114

9duewoflad
UOI1eJ1]1J Ul UOIIdNPRI ON

passasse jou A2ed1y49 Uuoiieidi4

passasse 30u KB40 uofelyi4

$31242 GT Jayje uonely

10} 1811USSa SI9AR) UMO]]-1BW
pue 131no 01 abewep 10 SsauyIY}
J13q1y ur abueyd ou paresISUOWIP
9d0250.01W U01323)3 huluuedss

$912A2 OT-T 1€ AdualdIe
UOI3eJ1]1} UO S1I3)40 JuediiubIs

31242 0T Ybnoay Aouamiye
UOIJRI314 UO S33443 JUDIY!

poassasse 10N

poassasse 10N

UOIIRUILLBIUOIBP YIM 134J93U]
10U pIp sJazidn3siow pue dnaefy
Adeded

Anioey bundi a)ym spaiyi-omy
Aq sy44 abue.ie 01 papasu awi}
padnpal 9 01 dn Jo sayid ul buppdels
$103BJ1pUl 1BIIWAYD pue 1ed1bojolq
BuIsSn UojeUILIBILOIAP NJSSAIING

J0u sem

TTS8 INE dY3 JO Jusuiiealy ajiym
‘(T-N\0D-SHYS 40 UonINPaI (OT)
1ep1anuIA paseadde SG6N +0/8T INE
pue Q98T INE U3 JO JuaLIIeaL} dHA
SNJIA 03 Pasodxa sysew

11E U0 p333333p SeM ¥NY C-\0D-SHVS

salods snjiydouwriay10.1ea}s 9

40 UOIIIRJUISIP 1NJSSAIING
SizewbaLus wniIe32eqodApy

U1 uoidNpal ,0T< pue /jod
BIY2119YIST JO UOIIeZI|LIAYS 939]dW0)

SNJIA SIHIBWIO)S JBNDISIA
10 (40T <) UoijeArIeUl 933)dWo)

9Ad U-G yam

7-N\0D-SYVYS J0 uoneAndeul 33)dwo)
SNJIA SI313BW0)S JBINJISA

40 (40T<) Uol3eAI}DEUI 339)1dWO0)

Sseuw 1ejoy

¥ ‘|apow/ax e 42es wody ssew ¢
1101821pUl UOIIBZILIBIS UM 19Z1)1191S
ul S9AIRYS ¢ uo paderd sysepy

pa3sal Syseu G7
‘w001 U $)2e1 U0 Papuadsns SGEN

(sun.t uonepliea G) S|9poW JUI3HIP
40 pa3sal SYsew QST “Ane)
£H-00tC Ul J9zinysiow Jo dnayew
UM PaIan0d Jo ‘sbeq Jaded ul
pase)d ‘payaess ‘et uo buny sGeN

Ssew

18303 € “|apoLu/ayew L2es Wo.y
paisay ysew T ‘psemdn buidey adesins
1011913 “|Jed |eaw e uo padeid sGEN

pai4103ds Jou PaIsa} SHSeL Jo J_quinN

(suodnod 1e301 §T) 21ed11dLiy ul
unJ syuswLIdxa {pa3say 19poLu/jew
1283 Wwody uodnod ysew auQ

(suodnod 1e303 8T) a3ednduiy ui
unJ syuawLddxs {palsal |apoLu/adjew
2es wodj uodnod ysew auQ

ulw 8¢

‘aw} 1e301 {(uoljee pue ‘buiuoipuod
‘buiz1193s) 912Ad/ulw 87 B |

€0°H %65 :U0l3RUIIU0)

Wwa3sAs uoijezi|ivls

2.njesadwal-mo) Xew Oyd-A SH1S

U013eIR. pue 3PAI/UIL 67T BWi]

20%H %0€ :U0NeIUAIU0)
wa1sAs J snue)) j1anboig

(4 8T-GT) Uoizesse

1ybiulano ‘buismp pue buizijeis
‘buiuonIpuod 39Ad/U-G PIL
€0%H %S¢ :uol3eIIUIU0)

WSAS A103DIA dHA SIH91S

%5°66-%8¢€ ‘AHpILNy aA1e]RY

Ui 06¢

‘awiy 1e301 ‘wdd T> S]2A3] dueIUD

9Jes bulydea. J13un uiw QT 404 uonesae
pue wdd 0z{ Aj91ewixoldde 1e uiw 09 10}
uiw/b 4 3e amp ‘wdd Qg Aj21eWwixoidde
Buiydeas uiw/b QT 1€ ulw Q7 :[wi|

dHA WO001-3)0yM %0€ :aWNjoA

C0%H %0¢€ :uonesuaduo)

Jaqueyd Jaziiodea 7 119nboig

Ul OET ‘awin

1810} ‘Uofjelae Y-7 ‘91240 ulw-QT _wi]
€0°H %8-%L *U0IE1UIU0)

Woo04 (W-TTT :3WNJOA

103e13Udb dHA

aulydew snd ri1ys suolieaouu| jueipey

(palinbal uonetae ou) ujw /4 8wl 3194)
€0%H %66 :U013RIIUIIUOD)

19z111493s XNOOT dVYyILS snpoid
uonez|(1191s pasueApy :ewse)d seo
(uonjesse

ulw-G4 buipn)aut) 91241 Y- pue (uoijesse
uiw-0g buipnypur) 91243 y-T :dwiy 9194
€0°H %S¢ :uo3RRUIIU0)

WRISAS @YY SI433S ‘dHA

0T¢6 INE ‘TTZ8 INE

einy +0/8TNE
‘098T INE

LT89Y
pIa1yspIn 4 pleAjeH
‘LTL9Y P1RIYSPINYS

plekleH ‘0€LT
uos.ta9 ‘0€T¢C
u0s19 ‘UY3esH
Jeulpie) ‘016
INE ‘+0£8T NE
‘0£8T INE 'S098T
INE ‘098T WE

TTS8 NE ‘+0/8T
INE ‘098T WE

SSEP G6N

SvS0T

f12JeSOV ‘0176 NE
‘0TZ8 NE ‘0£8T
einy INE ‘0981

INE ‘7O8T Xo14A WE

020
6¢ 18 32 BXer

0coc
oz 1819 19]|119

0¢0t
mv._m 19 0ssny

0¢0C
or 1232 LIS

0¢0T
¢y 1213 1UIES

00t
121839 Jewny|

€6TLE/+TTL6

Jojelidsay

¢0%H Jo 91e1Nd13JEd RBINY

uoleAdeul Jae uiw T Joj (wdd 00T INE :Abaul djsew

(00T < 40328} 31)) 1eam jo y g pue (uiw QT ur) 19935 Ssa)ulels pue (suodnod 1e103 9) a3eandui ut A91ewixoidde) dHA 03 pasodx3 ‘056N A19)eSOV
SpunoJ ¢ Jaye aduew.ogsad UOI}BUILIRILIOIDP JO SPUNOI 7 JHe  DlIGe) GEN U30g Lo (U013dNpal ,0T<)  UNJ SpuswWwiLIadxe ‘paisay japowl/ayew saljigeded uonesausab dHA  UOIIEUILIRILOI3P 020¢
9]qeidadde paujeulely  padnpaJjou aduewopsad uonesi4 Apide. pajealldeul Z-A0J-SHYS 12ed woJy uodnod ysew auQ  Yim Joieqnoul 1 4-JIV6T-0DIN dluoseued dHA e7'12 39 J9ydsi4
14 jeney foedyse uoneayiy S3INSaJ uoljeulwejuodaq Pa1$91 3J84INS B} ‘UOIFRIIUIIUOI ‘DWINJOA ‘DIIADP dHA (adAy/13pow 924n0S

pue axeuw) ysefy

s9Wo023n0 A1163jul djsep

(panunuod) siojelidsay GEN 0 SadA| pue s|opojA /S e J13122dS Jo UoieUILEILO0ID(Q 104 SBLLOINQ M [BIDB4 pue ‘Aouaidiyg uonely|id ‘synsay uoleuiweiuodad :(dHA) apixoiad uagolpAH pazilodep "z ajqel

jama.com

JAMA Published online March 3, 2021

E10

© 2021 American Medical Association. All rights reserved.

https://jamanetwork.com/ by Piergiorgio Gigliotti on 03/09/2021

Downloaded From


http://www.jama.com?utm_campaign=articlePDF%26utm_medium=articlePDFlink%26utm_source=articlePDF%26utm_content=jama.2021.2531

Review Clinical Review & Education

Filtering Facepiece (N95) Respirator Reprocessing: A Systematic Review

‘U1jeaH pue A1a4es [euoiedndd() 104 3n3su| [euoneN ‘HSOIN ‘ewseld ses apixosad usBolpAH ‘dDdH ‘oieiidsal daidedey Sulal|y "Y44 ‘uonensiuiwpy Snig pue poo SN ‘va4 ‘suoneinsiqqy

(%56-%06)
ouIdIY4a UoRe.N|Y PAYAI
padnpai 03 pa) 314 1e1De) 100d

passasse J0u 31} je1deq

1e3m Burinp pasusLadxa ey}
ueuy Jaybiy Aay1 st urens siy
1nq ‘paAtasqo alam sabueyd
1918316 ‘sulesis %00¢ v
$]0J3U02 0} Je)ILIS

919M S31242 Q7 Jaje sutens
%00T PuUe %0G 1e speo] dens
painseaw :A311623u1 dens
Passasse 10U 11 je1ey

passasse jou 11§ jelde4

poassasse j0u 114 jelde4q

(%81) sosed

8T JO 7T Ul 21N} 3593 121paid
01 pa]ley }23Y2 1e3s 13sn
ainjiey A14ea yym

Pa3e120SSe UoIjeUILLRIL0IBP
dHA pue asn pabuojold

7 SeMm dJnjiey jediueydaw
101593 1) Joje.idsal

40 531242 Jo Jaquunu uelpajy

palou AIWI0J3p 10 ‘S31I949p
J1se)e ‘uesy 1eaisAyd oN

J13sN pu02as e Aq paisal 31 pue
$9]2A2 9 10} pajeUIWeIu0dAP
pue uiom A)3yb1 usym

1} paulejulew SY44 G J0 ¥
LT/9Y P1RIYSPINIS pieAjeH pue
0T¢6 INE 104 00T > 103084 314
S098T W€ Pue 098T NE

91943 T 104 AOUBIDIY4D UOIIEINIY
P33} UO S303443 JuedlyIubIS ON

91942 T 10§ AUBID1443 LONIRINIS
P33} UO S3103443 JuediyIubIS oN

passasse 30u Aed149 uofely)i4

9duewo4.Iad 193)1) pape.lbap

plepueis XNOOT Pue SOOT peliais

9oueLWI041ad Ja3)1 paulelal

JuaW}eaI} SSa1dXT XNOOT Pelials

aduewoysad
19)14 paulelal SWaisAs dHA

passasse j0u A3ed1y49 uoieIdl4

passasse 10N paisel ysew T
10101 SHsew

G ‘91ea11d13 ul unJ suswLRdxd

passasse 10N ‘]apoLu/ayjew yoes wolj sysew 9
Sysew 18303 0¢T

passasse 10N “1apoLu/ayew yoea woJj sysew g1
passasse 10N pa1sa) Sysew /
passasse 10N pa1sa) Sysew €T
sysew

18303 9€ ‘S|ENPIAIPUI 9€ UO Pa3sa}

yoeasew T ‘yanod ul-T x g YoAAL

Passasse J0N e u| paoeyd Aj93eledss GeN Yde3

912/ ulw-oQT ‘wdd 097 ‘uiw/6 § dwi)

paiy1dads J0u 31A3Q
y T 4oy yonod

pauado ue uj pajeIae ‘Ui 7/ :awiy 1230l

XNOOT

QAVYY3LS S1Npo.Id Uonez|lels pasueApy

(31942 dHA Yyoes

1334e pagyop/pauuiop) s31243 0z pue ‘0T ‘g

wWashs

L01}eUILIRIU0I3(Q 48D |BIIRL) d])93eg

Ul G-87 153w 3A)
(XNOOT

QV4¥3LS) “0°H %06 :uoie.uaduo)

(pJepueis/ssaidx3

XNOOT QVHY3LS ‘SO0T AVYYILS

S1ONPo.d UOIeZI|1193S PadUBAPY)
apixo.ad usboupAy :ewseid sen
ulw 0GT-8¢ :sawi 9194)

Il Xew Q¥d-A

S1193S “J1anbolg ‘walsAs uoneuIwEeIL0IdQ

91e) 1821117 31191eg ‘dHA

ui g

‘313 1830} ‘(Uol3elae pue ‘bujuoi}puod

‘buiz)1193S) 9)2A2/ulwWw 87 P
€0°H %66 :U0[3RRUIIU0)
W)SAS UoIIeZ)1191S

2unjesadwal-mo) Xew QYd-A SIS

uoljese YbIuIsA0
92/0/y € B

098T NE

paijdads JoN

SG6N
panoidde-HSOIN
0T

S098T
INE ‘098T WE

0¢088
1eanold ‘¢IST
1133\ -X3PION
VAL

1133\ -X3PION
‘TIST

133N -X3PION
‘01ST

1133\ -X3PION
‘+0/8T NE 'S098T
INE ‘098T NE

0TT6 INE ‘0£8T
INE 'S098T WE

020T g5 30
HaUUG-HIPIDIS

020t
6218 P Yoy

020T 7,123
uosp.Jeydry

020t
oc 1833 131313

020z
op' 132 MR

UM $21243 8 03 dn paulejuew paly1Dads Jou pajsay C0H %S¢ :uolenuaduo)  ‘098T INE ‘LZL9Y 120C
00TZ 40 21025 314 beIIAY passasse jou A2ed1y4a uoijesd|i4 Passasse 10N SySeLl Jo Jaquuinu ‘wood u buny sGeN Wa3sAs AI0DIA dHA SHBIS  PIRIyspin|4 plekiey by 1819 BUIADT
113 Je1dey Kaed1443 uoneIy14 S}NS2J UOIJRUILIRIL0IAQ P3$9} 9JB4ING DL} ‘UOIFRIIUIILOD ‘BWN|OA ‘DIIAIP dHA (2dAy/19pow 33.n0§

pue jew) ysep

s9Wo023n0 A1163jul djsep

(panunuod) siojelidsay GEN 0 SadA| pue s|opojA /S e J13122dS Jo UoieUILEILO0ID(Q 104 SBLLOINQ M [BIDB4 pue ‘Aouaidiyg uonely|id ‘synsay uoleuiweiuodad :(dHA) apixoiad uagolpAH pazilodep "z ajqel

EN

JAMA Published online March 3, 2021

jama.com

© 2021 American Medical Association. All rights reserved.

https://jamanetwork.com/ by Piergiorgio Gigliotti on 03/09/2021

Downloaded From


http://www.jama.com?utm_campaign=articlePDF%26utm_medium=articlePDFlink%26utm_source=articlePDF%26utm_content=jama.2021.2531

E12

Clinical Review & Education Review

rapid virucidal reduction in virus was demonstrated while preserv-
ing filtration performance and fit after 2 cycles of treatment.’>'® In
the other study, VHP led to complete inactivation of SARS-CoV-2,
although an extended 5-hour cycle time was required, compared
with 1 hour for vesicular stomatitis virus.2” Results regarding toxic-
ity are available in eAppendix 3 in the Supplement.

FFR Damage, Process Time, Scalability, and Cost
Open-room systems, the Panasonic incubator, and the Steris
V-PRO maX system resulted in better FFR filter efficiency and facial
fit than did the STERRAD chamber system. In the 6 studies investi-
gating physical appearance and filter performance after STERRAD
system treatments, changes to the nosebands or significant reduc-
tion in filtration performance were observed (Table 2). When this
system was examined with a 3-cycle treatment of 6 N95 respirator
models, mean penetration levels increased above the NIOSH certi-
fication limit of 5% in 4 of 6 mask models. High exposure from the
H,0, gas plasma processing conditions may have resulted in re-
duced filter performance.®%”3° There were no physical changes or
reduction in filtration ability when open-room VHP systems were
used®26-2743 gr when FFRs were suspended or placed in exposure
chambers.'6-2%-3041 Filtration performance and fit was not reduced
after 2 rounds of decontamination and 2 hours of wear using the
Panasonic incubator' or after 10 cycles with the Steris V-PRO maX
sterilization system.3%° However, one recent study demon-
strated the combination of prolonged clinical FFR use and chamber
VHP decontamination to be associated with early mechanical and
fit test failure,*© while another study demonstrated fit test failure
with several FFR models after repeated decontamination cycles
(Halyard FLUIDSHIELD 46727) and when the mask was worn prior
to decontamination (3M 1870).44

High-capacity throughput is currently performed using dedi-
cated VHP systems for whole-room decontamination (>1000 N95
respirators per cycle***>#®), although prolonged treatment and
aeration times are required. The processing capability of VHP
chamber systems may be limited by the volume of the chamber
and the specific types of materials that FFRs are made of. Cellulose
materials, such as cotton, absorb hydrogen peroxide and can cause
the STERRAD device to stop because of low VHP concentrations
within the chamber. This was observed in one study in which the
sterilization cycle aborted when more than 6 N95 respirators were
loaded into the device.*” However, the respirators in that study
were made primarily of polyesters and polyolefins, so the reason
the device aborted was not clear. These devices are expensive for
both chamber and open-room systems ($40 000-$130 000).*84°

Moist-Heat Incubation

Heat inactivates viruses by denaturing the proteins involved in at-
tachment and replication within a host cell. However, concerns ex-
ist regarding the deleterious effects dry heat may have on certain
materials, including those that comprise N95 respirators. Moist heat,
onthe other hand, is more effective at killing microorganismes, it dis-
tributes homogeneously across the surface being sterilized, and the
lower temperature is less likely to degrade materials.

Effectiveness of Decontamination and Sterilization Processes
Nine studies evaluated infectious and mask integrity outcomes

after MHI on 15 contaminated N95 respirators (Table 3). Three
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studies used a Caron model 6010 laboratory incubator, 2 used pre-
heated 6-L sealable containers filled with 1L of water, 2 used
a heated cabinet, and 2 used a preheated chamber. In 5 of the 7
studies, moist heat was generated at 60 °C to 70 °C, relative
humidity of 50% to 90%, and incubation times lasting 15 minutes
to 30 minutes, with outcomes evaluated after 1to 3 treatment
cycles. Moist-heat decontamination was also evaluated using
heated cabinets at 70 °C to 90 °C, with 0% to 70% relative humid-
ity, and a 60-minute incubation cycle for up to 15 cycles,?”>° and in
another study, a preheated chamber at 85 °C, with 30% and 100%
relative humidity, was evaluated using a 20-minute incubation
cycle for up to 20 cycles.?®

Of these studies, 1reported infectious outcomes for N95 res-
pirators contaminated with SARS-CoV-2 and E coli, 1 reported
infectious outcomes for N95 respirators contaminated with
SARS-CoV-2 and vesicular stomatitis virus, and 2 reported infec-
tious outcomes for FFRs contaminated with influenza virus using
a preheated 6-L water filled container. Moist-heat incubation
effectively reduced SARS-CoV-2, E coli, and vesicular stomatitis
virus after 60-minute incubation periods2”>° and effectively
reduced influenza A(H5N1) and influenza A(HINT1) viruses to
undetectable limits after 20-minute® and 30-minute” incubation
periods, respectively. The infectious outcomes for contaminated
straps were not reported.

FFR Damage, Process Time, Scalability, and Cost
No signs of damage were found when FFR filter efficiency and
facial fit were tested after 1cycle or 50 cycles of container/chamber
incubation.®”28 Filter performance was not reduced following 10
or 15 cycles of treatment in a heated cabinet.2%>° Similarly, there
was no reduction in facial fit and comfort after 10 cycles.?5-°°
In contrast, when FFRs were decontaminated in Caron incubators,
1to 3 cycles of 15- to 30-minute treatment did not alter filter per-
formance or fit testing, but significant physical degradation was
observed with 3M 1870 N95 respirators. The 3M devices had par-
tial separation of the inner foam nose cushion from the FFR body
and melting of head straps.®23>>' The 3M devices did not degrade
when treated by preheated container incubatation.® In the same
study, one 30-minute incubation cycle resulted in significantly
impaired fit in 2 of 6 N95 respirators (3M 8210 and Moldex-Metric
2200) tested; however, the quantitative fit factors (measuring par-
ticle leakage around the face seal) for these masks were still greater
than 100, suggesting that the masks provided adequate protection
against infection.?3

Treatment with MHI uses readily available equipment, re-
quires short exposure times, and can be easily implemented in
most health care settings. The commercially available Caron incu-
bator device for MHI treatment is expensive (approximately
$9000-$23 000),°>>3 the processing volume of its incubation
chamber is small, long preheating times are required, and physical
damage to the FFRs can occur.®23

Microwave-Generated Steam

Steam treatment is a known method for inactivating viruses on sur-
faces. Microwave-generated steam is an alternative to standard
steam treatment, as much of the energy formed from microwave
radiofrequency can be absorbed by water, reducing the potential of
damaging N95 respirator materials.>* A single N95 respirator is
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placed outer side down on top of a reservoir filled with 50 mL to
100 mL of room-temperature tap water and then placed on arotat-
ing glass plate in the microwave to allow generated steam to dis-
tribute over the respirator surface. The operator uses a respirator
holder placed above the water source to generate the steam needed
to reduce the risk of degradation when using dry heat.>*>>

Effectiveness of Decontamination and Sterilization Processes

Ten studies evaluated decontamination and filter performance for
various pathogens following MGS decontamination of at least 10
FFR models (Table 4), but none studied SARS-CoV-2. A commer-
cially available microwave was used in 9 of 10 studies. Devices
ranged from 1100 W to 1800 W and were run at high power for
various time ranging from 15 seconds to 3 minutes. In these studies,
MGS effectively decontaminated FFRs for influenza virus (2 stud-
ies), MS2 bacteriophage (3 studies), and S aureus (1 study). Steam
generated in 1100-W to 1800-W devices for 40 seconds to 3 min-
utes reduced MS2 bacteriophage, influenza A(H5NT1), and influenza
A (HIN1) virus counts by a factor of 103 to 10* and S aureus by
108.6756-58 Microwave-generated steam was effective even when
proteins such as those found in saliva or skin oil were present that
tend to protect pathogens from decontamination.”®>° Contami-
nated FFR straps had a 10° reduction in viable MS2 bacteriophage
following exposure to 2 minutes of MGS.>”

FFR Damage, Process Time, Scalability, and Cost

Filter performance, respirator fit, and comfort were not affected
by 1to 3 cycles of MGS treatment in 5 studies®23>">8 and for up
to 20 cycles in 1study.>” However, FFR damage was observed in 4
studies. In 3 of these, 3M 1870 respirators had partial separation
of the inner foam nose cushion from the FFR,823°' and in 2 stud-
ies, the 3M 1870 and Kimberly-Clark PFR95-270 respirator head
straps melted.®*' Deformation of the FFR foam nose cushion was
observed in a study evaluating an N95 respirator after a 2-minute
MGS cycle using a 1250-W microwave oven, yet the elastic straps
were unaffected.” In a study using a commercially available
1250-W Panasonic microwave to generate steam, a single
2-minute treatment of the 3M 1860 and 3M 1870 N95 respirator
models did not result in any gross physical damage.® No micro-
wave sparking from the metallic noseband material was observed
in any studies.

Microwave-generated steam as a means of FFR decontamina-
tion is advantageous because of short exposure times and uses in-
expensive, readily available equipment.®©°' However, if greater wa-
ter reservoir volumeis used to generate steam, more time is needed
to produce the adequate amount of steam. Only 1FFR can be pro-
cessed at a time because of the small interior space of commer-
cially available microwaves.

Ethylene Oxide

Ethylene oxide is a sterilant gas with bactericidal, sporicidal, and vi-
ricidal activity commonly used in health care for medical equip-
ment and supplies.®? The broad material compatibility of ethylene
oxide makes it compelling when considering N95 respirator decon-
tamination, but risks are present involving safety and handling of a
flammable and hazardous gas and residue control following
sterilization.*’” Furthermore, these processing systems may not be
present at or close to many health care centers.
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Effectiveness of Decontamination and Sterilization Processes

Seven studies evaluated ethylene oxide use on 15 different FFR mod-
els (Table 5). In 2 studies, the Steris AMSCO Eagle 3017 ethylene ox-
ide sterilizer was used, and in 3 studies the 3M Steri-Vac (4XL and
5XL) gas sterilizer/aerator was examined. The systems operated at
54°Cto 55 °C with chamber volumes of 0.13 m*to 0.14 m>. The eth-
ylene oxide concentration ranged from 725 mg/L to 883 mg/L and
treatment timed varied among 1 hour,®>#>° 3 hours,*” and 12
hours.2° Among these studies, 1reported infectious outcomes for
N95 respirators contaminated with vesicular stomatitis virus. Eth-
ylene oxide effectively reduced vesicular stomatitis virus to unde-
tectable limits after 1 hour of treatment.?’

FFR Damage, Process Time, Scalability, and Cost

In the 6 studies assessing the effect of ethylene oxide on FFR filter
performance, no significant changes were observed.82729:54.5563
While 1to 3 cycles of processing caused no damage or change in
physical appearance to the facepieces of the respirators, 725 mg/L
to 883 mg/L of ethylene oxide concentrations caused the P100
(make/model unspecified) respirator straps to darken after 1 hour
of treatment followed by 4 hours of aeration using the 3M Steri-Vac
4XL and 5XL ethylene oxide devices.>*

The ability of high-volume reprocessing of FFRs with ethylene
oxide for FFR decontamination has not been published in the peer
reviewed literature. Ethylene oxide reprocessing of FFRs is limited
by a lack of studies showing the safety and efficacy of this ap-
proach, the need for long aeration periods (>4 to 12 hours) to reli-
ably remove hazardous ethylene oxide gas from FFR
devices,8272947545563 3nd the need for expensive equipment.®*
Ethylene oxide is a flammable, hazardous gas with known toxic
by-products.*”®> The CDC recommends against the use of ethyl-
ene oxide for personal protective equipment reprocessing be-
cause of the potential for harm to the wearer. Detailed results on tox-
icity are available in eAppendix 4 in the Supplement.

|
Discussion

The COVID-19 pandemic resulted in a critical shortage of FFRs that
has persisted for nearly a year. Inadequate FFR supply has resulted
inwidespread reprocessing of these devices. N95 respirators are de-
signed for single use, and there are few studies of the effectiveness
of reprocessing them for repeated use. The CDC recommends FFR
reprocessing only in extreme circumstances, which, unfortunately,
have existed for the entire duration of the COVID-19 pandemic. Out
of necessity, many clinicians and institutions have adopted proto-
cols for FFR reprocessing, but many of these have not been stud-
ied. This review summarizes the available evidence regarding FFR
reprocessing. Despite a modest body of available literature, only a
few studies examined the effectiveness of FFR reprocessing on SARS-
CoV-2 contamination, with the remaining studies evaluating the ef-
fect of decontamination procedures on other viruses and bacteria.

Ultraviolet germicidal irradiation, VHP, MHI, and MGS process-
ing effectively sterilize FFRs and retain filtration performance
(Box). Ultraviolet germicidal irradiation and VHP are advantageous
because they have a low risk of damaging mask components.
Physical degradation and changes to the mask may occur, depend-
ing on the FFR make and model and decontamination method,?%¢¢

jama.com
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that may affect fit and decrease filter performance.2"%>%” When cli-
nicians use a reprocessed N95 respirator, they should inspect the
entire mask for visual damage and the elastic function of the straps,
ensuring a proper seal and facial fit before using the mask (Box).
They should ensure that whatever process is used to reprocess the
mask has been tested to confirm that adequate filtration efficiency
is maintained.3°®® Because FFR devices are made of a variety of
materials and constructed in different ways, clinicians should
establish that the reprocessing system in use at their facility has
been tested for the specific make and model of the N95 respirator.
The CDC recommends that the manufacturer be consulted about
the effect of the chosen decontamination process method for the
specific respirator model before reprocessing is attempted in the
clinical setting. If the manufacturer cannot provide this informa-
tion, the methods used to test the efficacy of reprocessing systems
reported in the literature summarized in this review should be
implemented by local facilities to ensure the safe operation of
reprocessed FFR devices.

Ultraviolet germicidal irradiation may be one of the most prac-
tical methods for reprocessing N95 respirators. Commercially avail-
able UV light boxes and laboratory hoods are currently used in health
care systems and are readily accessible.3"*2 Many health care sys-
tems have adopted whole-room UVGI decontamination systems. To
date, there are limited peer-reviewed reports of this method'’s
efficacy.2*%”3° Closed box systems are simple to construct and may
provide more reliable and reproducible UVGI dosage than whole-
room decontamination systems.®® When using UVGI for FFR de-
contamination, the FFR material type, design, and location of con-
tamination on the mask should be considered to determine the
optimal means for exposing the mask to UV light.'**° Ultraviolet light
primarily decontaminates surfaces and is more effective when di-
rected at inoculum dispersed over larger surface areas as opposed
todroplets, in which clumping or stacking of organisms may occur.'®
Hydrophilicandirregular surfaces, such as occur in Gerson 1730, Sper-
ian HC-NBO95, Dentec Safety AD2N95A, 3M 1860S, and Moldex-
Metric 1517 N95 respirators, may not be amenable to uniform light
exposure of critical surfaces, resulting in inadequate decontamina-
tion of FFR devices by UVGI.'#1>-20:27

Ultraviolet doses of 1to 2 J/cm? effectively sterilize N95 respi-
rators for most pathogens without causing degradation of mask
components.®2°22 However, in the 3 studies specifically assessing
SARS-CoV-2, higher UV doses were necessary or used,"*'* so higher
doses of UV energy might be needed for reprocessing FFRs during
the COVID-19 pandemic. When reprocessing FFR using a UV box,
both the interior and exterior mask surfaces must be exposed to the
UV light to address potential contamination from either the exter-
nal environment or the wearer. Mask material should be directly ex-
posed to UV light and the amount of UV light delivered measured
using a radiometer or colorimetric indicator. Because UV decon-
tamination depends on exposure of the mask material to UV light
energy, N95 respirators should not be stacked during the process.

Recently, the US Food and Drug Administration approved the
use of VHP decontamination that is performed in either sterilization/
aeration chambers or by mobile generators placed in large room
spaces.’® Vaporized hydrogen peroxide effectively decontami-
nated FFRs impregnated with virus including SARS-CoV-2, bacte-
ria, and spores.®1316-2741 Filtering facepiece respirator mask integ-
rity was maintained for up to 20 to 30 cycles of VHP open-room
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processing.**3 Physical degradation and reductionin N95 respira-
tor filter performance was observed using the STERRAD VHP sys-
tem that uses small chamber sizes and higher fractions of H,0,,52"3°
and early fit test failure was observed with extended clinical FFR use
and decontamination with the Steris V-PRO maX VHP system.*° The
use of self-seal pouches protects against VHP absorption of cellulose-
based material when using small chambers. Throughput chal-
lenges using the Bioquell Clarus C hydrogen peroxide vapor genera-
tor and, in more recent studies, using VHP chamber systems have
not been reported.’>3%3° Open-room sterilization and aeration may
limit cycle abortion and FFR damage while maximizing the volume
of N95 respirators that can be decontaminated during a single cycle.
Low levels of residual oxidant may be present on FFRs after treat-
ment, so residual hydrogen peroxide levels should be assessed*"+”
and/or confirmed with the manufacturer to be below the estab-
lished residue limit after treatment. Although this technology may
support large-volume FFR decontamination efforts, scalability is lim-
ited by long treatment and aeration times and expense.

Moist-heat incubation and MGS effectively kill microorgan-
isms by heating them. When generating moist heat using a water-
filled containerin an oven, preheating allows the liquid to reach the
desired temperature prior to decontamination, whereas incubator
and heated cabinets can be set to the desired temperature and rela-
tive humidity. These modalities distribute heat evenly across the sur-
face being sterilized, facilitating the use of lower temperatures than
otherwise needed for sterile processing and reducing the risk of dam-
aging polymer fibers in N95 respirators. Sterilization and retention
of FFR filtration and integrity are optimized by MHI performed with
a relative humidity of 80% to 100% at 60 °C to 85 °C for 15 to 30
minutes or by MGS inan1100-W to 1800-W device (the power range
of commercially available microwave devices) with treatment times
ranging from 40 seconds to 3 minutes.®>%”8 These techniques
are useful for small-scale decontamination because the equipment
is readily available and the treatment times are short. However, pre-
heating time as long as 3 hoursis required for MHI, and physical dam-
age to the N95 respirator can occur from both techniques.®23

Ethylene oxide was a common means for processing equip-
ment not amenable to steam sterilization. It fell out of favor be-
cause of risks with the handling of flammable and hazardous gases
and residual potential toxic by-products.*%° Nevertheless, it can be
used to reprocess N95 respirators. Studies show that ethylene ox-
ide effectively sterilizes bacteria and viruses from FFRs and
surfaces,?”2 and filter performance is preserved after 1to 3 cycles
of ethylene oxide treatment.®272963 | engthy aeration cycles last-
ing more than 4 hours are needed to vent toxic ethylene oxide, lim-
iting how many masks can be processed in a timely manner. The
CDC's guidance recommends against the use of ethylene oxide due
to the risk of inhalation by the wearer, as its carcinogenic and po-
tentially teratogenic toxicity are unresolved concerns.

N95 respirators are highly effective at reducing the transmis-
sion of viral infection.? However, when the demand for these de-
vices is unusually high, as has occurred during the COVID-19 pan-
demic, there may be a need toreuse these devices that were originally
intended for single use. Fortunately, research performed to date has
shown that as a general proposition, N95 respirator decontamina-
tion processes are feasible. Ultraviolet germicidal irradiation, VHP, MHI,
and MGS processing can sterilize N95 respirators while retaining fil-
tration performance and fit. Ultraviolet germicidal irradiation and VHP
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Box. How to Choose a Filtering Facepiece Respirator (FFR)
Decontamination Method During Critical Shortages

What Are the Best Large-Scale Decontamination Methods?
Ultraviolet germicidal irradiation (UVGI) is cost-effective and should
be considered when equipment (UV lamps or bulbs, biosafety
cabinets/laboratory hoods, or whole-room decontamination
systems) are available. Vaporized hydrogen peroxide (VHP) is a
comparable method and its equipment is often available because it is
used for sterilizing other medical equipment (but cost is higher).

What Is the Evidence Supporting High-Volume FFR Reprocessing

in a Large Room With UV lights?

Filtration performance of FFRs is maintained with up to 9 to 10 cycles
of whole-room UVGI decontamination (3 studies). The efficacy of
pathogen decontamination has been demonstrated in 1study.

What Are the Best Small-Scale Decontamination Methods?
Consider UVGI box reprocessing, as it appears to damage FFRs the
least. If UVGI is unavailable, moist-heat incubation (MHI) using
preheated containers/chambers and microwave-generated steam
(MGS) are comparable options. With MHI, the Caron incubator
should be avoided because of the greatest risk of mask damage.
With MGS, efficacy is dependent on volume of water used in the
reservoir to produce adequate amount of steam (50-100 mL).

Is FFR Reprocessing Using Ethylene Oxide Safe?

No reduction in FFR filtration performance with ethylene oxide has
been reported. However, ethylene oxide is a human carcinogen
and its chemical residue is an unresolved concern; this method has
not been proven safe.

How Should FFRs Be Evaluated After Reprocessing?

Systematic evaluation of reprocessed FFRs should occur after decon-
tamination methods are implemented. The FFR should be visually
inspected for damage, filtration performance and facial fit assessed,
and a proper seal ensured. Reprocessed FFRs should not be used for
aerosol-generating procedures, such as intubation or bronchoscopy.

Visual Inspection

Decontaminated FFRs should be examined for visible signs of
deterioration/damage such as changes in texture (softness,
pliability, coarseness) and separation of inner foam nose cushion
from FFR body.

Mask Filtration Performance and Facial Fit

The integrity of FFRs should be assessed (elastic function and breath-
ing resistance) and qualitative fit testing performed. Filtering face-
piece respirators donned more than 5 times should undergo qualita-
tive FFR fit performance evaluation. Fit testing should be performed
for new FFR models or change in decontamination protocol.

User Seal Check

A user seal check should be performed by the wearer to ensure an
adequate seal is achieved. If air leaks around the nose, the user
should readjust the nose piece and straps. If air leaks between the
facial seal, the FFR should be discarded.

When Should Reprocessed Respirators Be Discarded?

Reprocessed FFRs should be discarded when soiled or damaged, if
the mask creates more difficulty breathing throughit, orif there is
failure to achieve a proper fit/seal during user seal check. The Centers
for Disease Control and Prevention limits donnings to 5, then dispos-
ing of the reused FFRs, unless the manufacturer states otherwise.

When Should Reprocessing Be Discontinued?
Normal operations should resume when supplies meet projected
FFR demand.
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appear to cause the least physical damage to the respirator compo-
nents. Of these modalities, UVGI might be the most feasible ap-
proach for FFR reprocessing because UV bulbs are ubiquitous in the
medical environment, the required equipment is readily available, and
the process is safe. Vaporized hydrogen peroxide is a suitable alter-
native for high-throughput processing but requires relatively expen-
sive equipment and may be difficult to implement. Although decon-
tamination can be achieved with these techniques, FFRs were not
designed for reuse and should be processed as few times as neces-
sary until unused FFR devices can be obtained.

Limitations

This review has several limitations. First, the included studies were
experimental, laboratory-based studies, with the exception of 2 stud-
ies that evaluated respirator performance in clinical use.”**° Sec-
ond, only 5 studies demonstrated adequate reduction of infectiv-
ity for SARS-CoV-2. Most of the studies examined other viral and
bacterial pathogens. Third, there are more than 530 types of NIOSH-
approved N95 respirators, and findings may not generalize to all of
them. The lack of evidence pertaining to decontamination for spe-
cific types of N95 respirators suggests that individual institutions
should test their specific FFRs to ensure pathogen removal and re-
tained mask filtration efficiency and facial fit. A hospital's health and

Filtering Facepiece (N95) Respirator Reprocessing: A Systematic Review

The COVID-19 pandemic has been characterized by persistent
shortages of personal protective equipment, especially N95 respi-
rators. As the supply of these masks has remained limited through-
out the duration of the pandemic, it can be assumed that in future
pandemics, reprocessing of FFRs will be necessary. Health care in-
stitutions should have plans in place to implement one of the FFR
reprocessing systems described in this review. They should be pre-
pared to test the effectiveness of the chosen reprocessing method
for the specific pathogens of concern and masks used at their insti-
tution beforeimplementing large-scale reprocessing programs. Given
the inevitability of the need for reprocessing in emergency sys-
tems, FFR manufacturers should provide guidance for how to best
reprocess their FFR devices when emergency conditions exist.

. |
Conclusions

Ultraviolet germicidal irradiation, vaporized hydrogen peroxide,
moist heat, and microwave-generated steam processing effec-
tively sterilized FFRs and retained filtration performance. Ultra-
violet irradiation and vaporized hydrogen peroxide damaged
masks the least. More research is needed on decontamination
effectiveness for SARS-CoV-2 because few studies specifically

safety and infection control office should be consulted.
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