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Instructions for Healthcare Facilities: Decontamination of Compatible Flat-Fold Style N95
Respirators Using the SciCan BRAVO Chamber Autoclaves

Health Canada has authorized an Interim Order (10) for the emergency use of the BRAVO 17V or 21V 121°C Porous
Wrapped Cycle (hereafter referred to as the “BRAVO Autoclave”) for use in decontaminating compatible flat-
fold style respirators (3M 1870+, 9210+ models only) (hereafter referred to as “compatible N95 respirators”) for
single-user reuse by healthcare personnel in healthcare facilities. Healthcare personnel should follow these
instructions, as well as procedures outlined by their healthcare facility, to decontaminate compatible N95
respirators using the BRAVO Autoclaves. The BRAVO Chamber Autoclaves are not compatible for respirators that
are the moulded/cup style, have exhalation valves or authorized in the Non-NIOSH approved disposable filtering
facepiece respirators manufactured in China EUA.

e All compatible N95 respirators used in the BRAVO must be free of visible damage and
soil/contamination (e.g., blood, dried sputum, makeup, soil, bodily fluids).

e Compatible N95 respirators that are visually soiled or damaged should not be collected for
decontamination and should be appropriately discarded.

e Compatible respirators are 3M 1870+ and 9210+ models only.

e The BRAVO Chamber Autoclaves can be used for decontaminating compatible respirators up to a
maximum of 10 decontamination cycles.

e Any compatible N95 respirator whose traceability is lost, or number of decontamination cycles is
not able to be identified should be discarded.

e Decontaminated, compatible N95 respirators are not sterile.

e Do not use decontaminated, compatible N95 respirators in surgical procedures.

Materials Needed:
- Pouches suitable for steam decontamination at 121°C
- Chemical Integrators and/or Biological Indicators (BI) for steam decontamination at 121°C

Compatible N95 Respirator Marking:

The healthcare facility should ensure that the chain of custody is maintained to minimize risk of cross-
contamination. Prior to collection by the healthcare facility personnel, the healthcare personnel should
label their own individual compatible N95 respirator with their name and/or identifier, and number of
decontamination cycles (as shown below) with a permanent marker. The healthcare personnel should pouch
the compatible N95 respirator in a plastic-paper pouch of an appropriate size that allows the respirator to lay
flat (e.g., Chex-all Il SKU 024010), and seal it. The compatible N95 respirator in the pouch should be placed
at a designated collection station. See the “Instructions for Healthcare Personnel” for details.

Compatible N95 Respirator Collection and Transportation:

1. The healthcare facility should create a collection station at the point of generation (i.e., hospital/clinic
floor/unit). Each station should have a tray or container provided by the healthcare facility to collect the
pouches containing the compatible N95 respirators for decontamination with the following note:

NOTE: Only compatible N95 respirators in pouches should be placed at this collection station for
decontamination. No other items will be decontaminated in the same decontamination cycle.

2. The healthcare personnel who are assigned to decontamination (i.e., those with training for
collection/transport of such materials) should collect the pouches containing the compatible
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N95 respirators at the collection stations, and place them into the appropriate container for
transportation, such as a closed case cart, to minimize risk of environmental contamination.
The case cart should have a hospital/clinic-controlled tag or identifier that indicates the
location in the hospital/clinic where the respirators were utilized.

The case cart should be transported to healthcare facility’s decontamination area.

Use of the 121°C Porous Wrapped Cycle in the BRAVO Autoclave:

1.

Unload the pouched, compatible N95 respirators and place them into
the BRAVO Autoclave for decontamination. Healthcare facility staff
should adhere to the healthcare facility’s policies for documenting load
contents for and use of the Bravo Autoclaves.

A maximum of 5 pouched, compatible N95 respirators (1 pouch per
shelf) can be processed in the 121°C Porous Wrapped Cycle in the
autoclave. An example of the correct organization of pouches is
included on the right. (Caution: Do not combine any other load with
the respirator load).

A specific orientation of the compatible N95 respirator in the pouch or
pouches in the autoclave is not required.

A steam autoclave Chemical Integrator and or Biological Indicator may
be used to monitor the cycle. The indicators may be placed on the
pouch, inside the pouch, or within the chamber to provide an indicator
that decontamination parameters are met. At least one indicator per
cycle is recommended.

Use of the BRAVO Operator Manual instructions for initiating the
121°C Porous Wrapped Cycle and to verify a successful cycle - ;
completion is encouraged. i e

Upon completion of the cycle, the decontaminated, compatible N95 respirators are ready for use. Compatible flat
fold style respirators may be processed a maximum of 10 times (3M 1870+, 9210+ models).

After the 121°C Porous Wrapped Cycle in the BRAVO Autoclave is complete:

1.
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Following completion of the 121°C Porous Wrapped Cycle in the Autoclave, the Chemical Integrator and/or Biological
Indicator should illustrate a “PASS” reference color. If the cycle is successful, the respirators have been exposed to
the appropriate steam autoclave parameters. If the indicator does not match the “PASS” criteria, the compatible
N95 respirators should not be considered decontaminated and either repackaged and decontaminated through
another 121°C Porous Wrapped Cycle in the BRAVO Autoclave or discarded. Please note that successful
completion of the cycle does not indicate sterility of the decontaminated, compatible N95 respirators.
Healthcare facilities should utilize existing processes to decontaminate the case carts and the transport trays or
container for reuse and delivery of decontaminated, compatible N95 respirators back to patient areas.
Decontaminated, compatible N95 respirators that match the “PASS” criteria should be loaded back in clean trays or
containers and placed in a closed case cart following the healthcare facility’s policy for identifying/labeling
processed loads. The documentation needs to include a clean copy of the location identifier to ensure return of
the respirators to the original location in the facility for distribution to healthcare workers.

The healthcare facility should ensure that the chain of custody is maintained to minimize risk of cross-
contamination. Upon return of the decontaminated, compatible N95 respirators to the appropriate individuals,
the respirator should be checked for the following:

a. Ensure that the name or other identifier and number of decontamination cycles is still legible. Any
compatible N95 respirator whose traceability was lost, or number of decontamination cycles is not able to
be identified should be discarded.

. Any compatible N95 respirator that is visually damaged or soiled should be discarded.

c. Any compatible N95 respirator that has exceeded a maximum of 10 decontamination cycles should be
discarded.

d. Ensure that the compatible N95 respirator is returned to its previous user.
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5. The healthcare facility should make available the “Instructions for Healthcare Personnel: Preparation of Compatible
Flat-Fold Style N95 Respirators for Decontamination Using the SciCan BRAVO Chamber Autoclaves” upon return of
the decontaminated, compatible N95 respirators.

Additional Information:

1. Priorto use, healthcare personnel should inspect decontaminated, compatible N95 respirators for visible damage
and soil/contamination (i.e., blood, dried sputum, makeup, soil). Respirators that are damaged or contain visible
soil should be discarded. Healthcare personnel should also verify that the correct, individually marked respirator is
returned to them and perform a seal check to verify the integrity of the respirator prior to use.

2. NO95 respirators may be safely stored in pouches.

3. It is strongly recommended to maintain chain of custody on the compatible N95 respirator to minimize the risk
of cross-contamination between individuals.

Reporting to SciCan Ltd.:
Healthcare facilities should report any discoloration or other signs of degradation with a decontaminated, compatible
N95 respirator to SciCan Ltd., and the healthcare facility should discard the respirator.

Healthcare facilities using the decontaminated, compatible N95 respirators should monitor healthcare personnel who use
such respirators for signs and symptoms of potential infection with SARS-CoV-2 or other respiratory infection and promptly
report such information to SciCan Ltd., so that SciCan Ltd. can provide a weekly report to Health Canada. Reports of adverse
health indications should be reported up to and including 14 days after the last contact with suspected SARS-CoV-2 virus.

Advisories on Chemical Integrators/Biological Indicators:

In the event of a Chemical Integrator and/or Biological Indicator shortage, the following instructions should be followed to
determine proper decontamination of the compatible N95 respiratorsin the 121°C Porous Wrapped Cycle of the BRAVO
Autoclaves.

The autoclave can be connected to an external data recorder to allow the recording of the cycle data on to a USB memory
stick (or printer, if installed), which can then be downloaded to a PC for cycle archiving and management.

1. Switch off the autoclave and open the service compartment door.

2. Insert both ends of the 9-pin connector into the serial ports of the data recorder and the Bravo unit and secure them
with the screws. The serial port of the autoclave can be found next to the biological filter.

3. Insert the power connector pin into the data recorder and then plug in the power supply.

Fully insert the USB stick into data recorder.

5. Switch on the autoclave.

E

After the cycle is finished, it is important to check the decontamination results. The report (option) of the decontamination
parameters is an additional verification tool. See below for an example of a Bravo Autoclave printed report.

The decontamination parameters for the (121°C Porous Wrapped Cycle) of the BRAVO Autoclave should be within the
following thresholds:

Decontamination Time (121°C Porous Wrapped Cycle): -0/+1% = 2 seconds

Decontamination Cycle Temperature (121°C Porous Wrapped Cycle): “Specified temp” -0/+4 -121°C-125°C
Saturated Steam Pressure (121°C Porous Wrapped Cycle): (gauge pressure) - 105kPa - 132kPa
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Cycle Raport (extendad)
at the operator's request

Mode! Bravo17
SN 03 BM 0001
er. SW ExocuBMyyYYYY
Courter 00070015
Selecion 134c FORDUSAYRAPFED
Temperature 134°C
Pressure 2.0 Bar
Process time Amin
Stand-by HIGH
Pra-vacuum FRACTIONATED
Crying STANDARD
CYCLE START 1ai1oz
09:52
Tirre: ™ P T2 T3 T4

o CS 0751 000 1308 1152 0934

0011 0749 L0328 1333 1142 os4.0
0021 0744 086 1463 1132 0945
003 0743 57 1526 1122 oa5.0
00:35 0743 053 1542 1118 0952
DOcBA oraa pE2 1522 1104 [=-12 ]
o0 0748 L0731 1466 108E 0857
o2y 0478 4078 1433 1077 oas.T
05T 0478 0.B0 1553 1058 0954
00T 1488 1052 (18]
oEaT 1421 1M4E 0946
DEAE . O6H4 076 1518 1047 1023
0|2z . 0611 080 1536 1045 o7
ez 0974 <001 1547 1040 1008
oE4z 1046 -024 1488 1037 1010
L 1355 <215 1433 1117 1317
1518 . 1359 <217 1485 1135 1326
1528 . 1353 <216 1536 1158 1330
1518 1355 +215 1574 1265 1325
1534 1344 +107 1570 1268 1312
15048 .. 1083 +025 1564 1268 1939
1253 1044 +000 1561 1266 162
a1 0942 -050 1551 1258 1124
1e 0692 L0731 1517 1245 1239
b 0582 -0.81 1523 1234 135
Heds 0538 08T 1512 1228 RRE-E ]
;ET 0484 090 1508 1227 135
ok 1510 1225 135
22N 1533 1220 122
2655 1533 1.7 123
i | 1014 067 1540 1.7 123
s 1054 LH57 1537 115 123
2315 . 1126 047 1436 1191 112

i 1152 010 1430 1184 1mor
43 CE 1158 004 1474 1104 1mor

1E:20 MAX 1359
1811 M 1354

Drying pulses [

CYCLE END REGRE-H
o7

STERILIZATION: FOSTIVE

OPERATOR

EXTENDED REPORT
REQUESTED BY THE DFERATOR

Note: The electronic control system monitors the various phases, while checking that the various parameters are
respected. If any type of anomaly is encountered during the cycle, the program is immediately interrupted, an
alarm sounds and a code is displayed along with a message explaining the nature of the problem.

SciCan Ltd.

1440 Don Mills Road
Toronto, Ontario
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