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STERRAD® Plasma Sterilization

Consumables

B3 L

temperature hydrogen peroxide
plasma sterilization technology

ASP - the inventor of low n

STERRAD Sterilization —
worldwide safe, proven and
experienced plasma technology
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TABLE 1
VEGETATIVE BACTERIAL, SPORES AND FUNGI

MICROCRGANISM TYPE INTEREST IN TESTING CONTROL” RESULTS™

Gaabacills Bexcharicl H.0. Resisience; 2.04 510 o

steavothermophilus Spare Siream Indicator Crganism

Bocillus subiilis var. Bexcterial H.O. Resislonce; 2695100 e

miger figlobigii] Spare EAO Indicotor Organdsm

Bocillus pumilus Bacterial lonizing Rodiation Resistance; 1.82 %10 o
Spare Indicatar Organism

Siaphylococous Gram H.0. Resistonce; 2.82x10° /%

aureus Posifive Clinical Significonce.

Dwinseoceus G lanizing Redistion Resiancs 31010 o/

radiodurans Fositive

Preudomonas Gram Clhinical Signifiosn 1az2x 100 o/

oeruginosa Negative

Eschavichio coli Grom Chinlcal Significonce .23 50100 o/
Megative

Sarratia Giraen HLO. Resistonce; 1.85x 10¢ /9

marcescan Megative Clinical Significonce

Moroxelia Gram lanizing Radialion Resisiance =10 o

asloarais Megative B0 Indicator Organism

Myzobactarivm bovis Acid Fast Chemicol Resisance; 420x10 e

Chinical Resistonce.

Candida albican Yoast H,0, Resistonce 395510 o

Candida Yaast HLO. Resistonce; 1.07 » 10¢ o/9

parapsilosis Chinical Significonce

Trichophyton Filamentous Clinical Significance 125 %10 o/9

mentagrophytes Fungws

Asparigitius Filamenious HLO. Resisionce; 148x10¢ a/9
Fungus Chinlcal Significonce

* Average iser recovered fram nine samples,
** ¥ Positive ¥ Tested,

MICR

Poliovirus Type 1

[Bruntilde|

Harpasvirus Trpe 1

TABLE 1

NISM TYPE
Hydrophilic

Lipaphilic

(CONTINUED)

VIRUSES

INTEREST IN TESTING VIRUS T
Chemical Resistance: Teat 1 23.98
Cliniedl Significance Tost 2 23.98
Clinical Significance Test 1 23.20
Tost 2 2,84

TviTY

Mot detected
Mot debected
ot detected
ot detected

TABLE 2
BACTERIA

Clinical Isolates Tested in an Abbreviated STERRAD* System Cycle

MICROORGANISM WPOSITIVE/#TESTED"* MICRCORGANISM BPOSITIVE/#TESTED™*

Pssudomonas oeruginosa 0/10 Asfomonas sp. 010
Psoudameonas capacia 0/10 Clastridium parfringons 010
Xanthomonas maltephilia o/10 Clostridium tefani 0/10
Serratia marcescens 0/10 Clostridium difficile 010
Klebsialla fencapsulated) 0/10 Bocilles subliks spores N0
Mathicillinrasistant Straphylococeus aursus 0/10 Microcaceus 5p. 0/10
Slime-producing Straphyococcus epidarmidis  0/10 Mycobactarium ubarculosis 010
Listeria monocylogenes 010 Myeobactarium chelonsi o/10
Enterococcus foacalis o/10 Bactarsides fragilis o010
Acinetobacter calcoacelicus o0 Fusobacterium sp. oo
Salmonslla sp. o/10 Angsrsobic cocel o/10
Shigella sp. o/10 Candida albicans o0
Campylobocter sp. 0/10

* Abbreviated cycle consésted of 40 minutes of diffusion with 3 g/ liter of hydrogen peroxide and 10 minutes of plastma a1 a power of 300 watts,
** Five tasts were conducted in the presence of 5% serum and five tests were conducted in the presence of 10% senim.




TABLE 34 TABLE 3B

Half-Cyele Validation Test with 1.3 x 10° G. stearothernophilus

Spores on Stainless Steel Carriers in 0.7 mm x 500 mm Stainless Half-Cycle Validation Test with 2.6 x 10 G. stesrolf Spores on Stainless Steel Carriers in
Steel Lumens in a Standardized Validation Load with Reduced 1 mm x 1000 mm Polyethylene and Teflon Tubing with Reduced Concentrations of Hydrogen Peroxide.
Concentrations of Hydrogen Peroxide.
: - STERRAD® 100NX™ SYSTEM STANDARD CYCLE

STERRAD® 100NX™ SYSTEM STANDARD CYCLE
Half-Cycle ml of H,0, Injection Biclogical Results

Half-Cycle ml of H202 Injection Enumeratian Test Biclogical Results Number 53% # non-sterile / # fested
Number 53% Spore Log Reduction # non-sterile / # tested

1 062 1.3 1 0.93 0/10
11\ ?; 354 5;_10 2 1.23 0/10
= 0 i 3 245

1 245 3 0/10 £ 4o 010
5 310 = 0/10 4 310 0/10
6 368 = 0/10 6 3.68 0/10
7 4.26 0/10 6 4.26 0/10
H 490 5 0710 ¥ 490 0/20

TABLE 4

G. stearothermophilus Spores between Mated Surfaces ina

Standardized Validation Load at Half-Cycle Conditions TABLE 5

Half-Cyele Validation Test with 2.2 x 10° G. stearothernophilus Spores on Stainless Steel Carriers.

in 1mm x 850 mm Flexible Endoscope with Reduced Concentrations of Hydrogen Peroxide.

Test 1 Test 2 Test 3 STERRAD® 100NX™ SYSTEM FLEX SCOPE CYCLE
Material # Posilive / # Tested  # Positive / # Tested  # Posilive / # Tasted
Cycle # Biol | Results: i teril nT stad

Stainless Steel Blades  0/10 0/10 0/10 et Chaladsdd elogicd kit #ncs Wiip (AT i i
Titanium 0/10 0/10 0710 i

Polyacetal (Delrin) 0/10 0/10 0/10 ; gfl g;: gf% gﬂ
Polyetherimide (Ultem®} 0/10 0/10 0/10 /1 / /1
Polyarylsulfone (Radel®) 0/10 0/10 0/10 § 9/ o/t 0/2 ot

*Ultem is a trademark of GE Plastics **Radel is a wrademark of Amoco

Medical Device
Sterility Assurance

* ASP’s Medical Device Manufacturer Team -

TABLE 6 mdmprogram@its.jnj.com
AOAC Sporicidal Test with STERRAD® 100NX™ System p g @ '] ]'
# of Failures / # Tested « MDM Testing Program -
Test # Carrier B. Subtilis C. Sporogenes . ..
g - o o7 mdmprogram@its.jnj.com
uture
5 Eokcelain % e » STERRAD® Sterility Guide (SSG)-
p farcsia) oher e www.sterradsterilityguide.com

Porcelain 0/60 0/60




1. Instrument preparation

¢ Disassemble instruments according to the

manufacturer’s Instructions for Use (IFU). Remove all
blood, tissue and soil from instruments using an
enzymatic detergent per the manufacturer’s IFU. Rinse
the instruments thoroughly to remove any residue.

Dry all items completely and inspect each instrument for
proper function. Moisture on instruments will lead to
cancellation of the cycle. Medical grade compressed air
may be used to help dry lumens and other hidden
spaces.

2. Instrument packaging: |

« Instruments can be packaged for sterilization utilizing

different methods.

APTIMAX® Instrument Trays are recommended for use
in the STERRAD® System, as they have been designed
to allow optimal diffusion of hydrogen peroxide gas
around all items in the load. Use APTIMAX® Instrument
Tray Holders to secure instruments in the trays.
APTIMAX® Instrument Trays can be enclosed in either
polypropylene wrap or in Tyvek® Pouches with
STERRAD® Chemical Indicators.

Arthroscopy set




Cystoscopy set Hysteroscopy set

2. Instrument packaging: Il

« Container systems tested and cleared for use in
STERRAD® Systems, such as ASP SteriTite®
Containers,* may be useful for processing typical
instrument sets.

¢ Place a STERRAD® Chemical Indicator (CI) Strip inside
each container system or tray prior to wrapping to
provide confirmation that the instrument has been
processed.




2. Instrument packaging: 111

If the instrument tray has been wrapped in polypropylene
wrap, secure the wrap with STERRAD® SEALSURE® Tape.
The tape color will change from red to gold Chemical
Indicator (CI) or lighter during the sterilization cycle,
indicating that the tray has been exposed to hydrogen
peroxide.

Single instruments may be placed in peel pouches,
enabling easy identification of pouch contents. Peel
pouches should not be placed inside wrapped trays.

2. Instrument packaging: IV

Tyvek® Pouches with STERRAD® Chemical Indicators are
made of Tyvek®, which is permeable to hydrogen peroxide
vapor and provides a microbial barrier.

A STERRAD® Chemical Indicator Strip should be placed
inside each pouch.

Writing the contents on the STERRAD® SEALSURE®
Chemical Indicator (CI) Tape may assist with
identification of the pouch contents.

3. Loading the sterilizer

* Multiple peel pouches should be placed on edge inside an
uncovered tray. Pouches should be placed in the tray so
that the clear side of one pouch faces the opaque side of
the next pouch. A single-peel pouch should be placed flat
on the shelf with the Tyvek® side facing up.

* Provide at least 1 inch (2.5 mm) of space between the
electrode and the top of the load, 1 inch between packages
in the load and 1 inch between the electrode and the sides
of theload. Place trays flat on the sterilizer shelves in a
single layer. Do not stack trays.




Do not process the following

* [tems made of materials containing cellulose, such
as cotton, paper or cardboard, linens, huck towels,
gauze sponges, or any item containing wood pulp

* Single-use items

* Instruments with lumens that have not been
completely dried

* Items wrapped in barrier material containing
paper

* Foam pads in instrument trays

When loading the sterilizer, DO
NOT :

¢ Stack instrument trays

* Place instrument trays on edge in order to
fit more items in the sterilizer

* Insert the sterilizer shelf upside-down

* Configure the load so that metal

instruments are in contact with the walls or
door of the sterilizer

TABLE 7

Representative Medical Devices Evaluated for Compatibility with the
STERRAD® 100NX™ Sterilization System after Repetitive Sterilizations

DEVICE PROPERTY MEASURED TOTAL CYCLES
Resectoscope Power Output 50
Forceps Mechanical Properties 50
Defibrillator Handle and Power Output Comparad to 50
Internal Electrodes Charge Taken

Microsurgical Instruments Subjective Evaluation of 50

Instrument Appearence and
Sharpness by Visual Observation,
and Mechanical Function of
Moving Parts

Fiberoptic Ureteroscope Optics, Mechanical Properties, 50
Subjective Evaluation of
Instruments Appearance
Rigid Hysteroscope Optics, Mechanical Properties, 50
Subjective Evaluation of
Instruments Appearance

Adson Ganglion Scissors

Sterility Assurance Level (SAL)

o Sterility Assurance Level (SAL)7 35 - &
T ER R F SRS T A A P
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o — 4@ 5 SALHE 1 10* & IR ° 1007SAL
B R*ORFERE Ep




Sterility Assurance Levels

1000000
100000
FIGURE 1
10000 Graphic Presentation of Half-Cycle Method of Sterilizer 2%
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S 100 -
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o 12 g o
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Mycobacteriom tabercaloziz var. bovis
NONLIPID OR SMALL VIRUSES
Palic virns rhinovires

Trichophyton Candida
Cryptococens

YECGETATIVE BACTERIA

Pzeudomonas staphylococri
enterococd (MRESA, VRE)

LIPID OR MEDIUM STZED VIRUSES

HEV, HIV, HSV,HCV
EBOLACMV
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Network Connectivity

 Customers have the option to connect
their STERRAD 100NX System to a
remote PC or network via an Ethernet
connection on the sterilizer.

* Ability to electronically maintain
cycle records and download & view
one-second cycle data.

* Allows for easy upload of instrument
inventory to create menu for load
entry data list. Eliminates need to
hand-write load list.

Independent Monitoring System

# % IMS ¥ 1k ISO 14937 ¥ ¥ 6.3.4 &2 45
* An Optional IMS is available.

— An IMS is a combination of process measurement
instrumentation, software and recording device that
duplicates the sterilizer control system instrumentation.
33:7__4‘1'_/?] RALE L fiﬁ’/? r/{‘f /g R o
U R AR ] B R T

— There are g sensors included in the IMS kit.

* 3 sensors monitor pressure, 5 monitor temperature
and 1 monitors plasma power.
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