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REPORT OF STERILITY AUDIT

CLIEMT HVE Repore Moi

SAMPLE IDENTIFICATION

WAEDN ]

DATE:  E=25-8%

YOUR PO, MUMBER: FPLEEDGS

CATALCGUE Mo JMBER:

FAEQDT

LOT MukpeER:

STER LIZATION MUMBER:

DATE TESTED: 5-]]1-84
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SCOM = Soybean—Casein Digest Medium
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DATE: 6-25-R4&
H.V.PF. Heport Humber: WEEOLL

Gate Received: 5-11-84

Sample Identification:

One-Sparce Inserument Tray

Twenty-two Surpgilcal Forceps; Inoculated with §.1 ml of 3 1D
quapension of B. stearothermophilis

Elght B. Etﬂarbthcf!nphiIls spore strips {lﬂbiutrlpj

Tests Pacformed:

Starillization Yalidatcion

Procedure:

The cest was designed to challenge the sterilizability of surglcal instruments
submitted to flash autoclaving In the Sparce lustrument Tray. Twenty-two
surglcal forceps inmoculated with 107 B. stearcthermophilis crganisms per somple
plus eight B. stedrothermophilis spore strips wore used for the challenge.

The autoclave was an Amsco Eagle serles Flash Sterilizer. Auleclave cycles
were run at 2729 F for four minutes. One or two spore strips and three to

four paire of forceps were placed in the tray for each eyele. Tha top of the
tray and the side steam vents were open during the cyels. When a evele was
completwd, the samples wero transforred to a sterile bolding container Lo await
culturing. A total of six cycles were run. Each was four minutes in duration.
Samples from each successive pair of cycles were grouped btogether for purpodes

of culturing. Samples were cultured in Boyhean Caselun Ddgest Medium and
{ncubated for ten days at 55° C

Test Results:

S8 attached.

Conclusion:

Surgical inatruments can be successfully sterilized in the Sparce Instrument
Tray wnder the conditlons deacribed.
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Spansor: Sparco, Incorporated
1530 Watson Way, Unit E
Vista, California 92083
Test
Facility: Sterilization Technical Services, Ine.
7800 W, Henrfetta Ropad
Rush, Wew York 14543
Principal
Investigatar: Beverly Sparks
Study
Director: James Whitbourne, President
Test
Material: Retfculated Foam MGM-14 representations
Velcro Closures MGY-1
sparco Flask Guard Container 2000L
5/5 Flash Guard Basket 1806L
Materipgls: Gravity Displacement Steam Sterilizer, 575 #8
Hezostats varfous sfzes
Bacillus stearcthermophilus suspension
ot SC-16 EEIE
100 nl Difeo Tryptic Soybean Casein Digest {T58)
fn appropriately sized sterile p?ast1c bottlas
7 ml TSB
Fluke datalogger and thermocouples
Tec Test Chemical Indicators [C1)
Laminar Flow Hood Classic
Procedure: A. Inoculation and Preparation of Test Materfals

g.1 al of 10 spores/ml Bacillus
stearothernophilus Lot 5C-16, was inoculated
ante each of six (B) hamostats at the scissor
box letk [in the open pasitien) and one (1)
farcep at the closure (refer te Diagram I) and
allowed to dry for 24 hours, Spore strips
were fnoculated and dried in the same manner
and then packaged in glassine,

Three (3} hemostats in the open pasition were
arranged such thet twoe uninoculated ones were
above and below one that had been inoculated.
These three were wrapped with 'a 3* x 12°
swatch of foam argund the $cissor opening and
secured with 1.5% of Velcra. A BI was placed
inside the foam but not touching the
instrunments. A 12" x B" piece of foam which
had ore 2" sifce made fn e2ch quadrant such
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c.

Fage 3

that an 1noculated hemostat and an inoculated
forcep could be secured within the foam was
uted. An finoculated spore strip was taped
onta the foam.

The reruinin? 1noculated hemostat was ralled
in a 12% x 8" piece of foam along with a spore

strip and chemical indicator ard secured with
a 2" plece of Yelcro,

These were placed inside the container im the

basket., The procedure was repested and these
same configurations were set outside the
container,

Thersiocouple Profiles

Thermocouples were Tlocated both 1nside and

outside the container a3 follows:

1. Insfde ralled 12 x B® foam with VYelers
closure - fno instrumant

2. Imside 3" x 12" polled foam on hemostet
opaning

3. Inside the gpen foum

4. Sterilizer drain area - single TC only

The 1id of the container was displaced 7" from
the rear of the sterflizer and the purge valve
(facing front) was opened. Additional Els and
Cls were adhered to the top inside of the 1id
and at the interior of the purge valve as a
verification of steam penetration.

Exposure

The container was sxposed to a gravity steam
displacement cycle utilizing these paramaters:

Ezposure Temperature 2TOOF -2, +BOF
Exposure Chamber Praessure 30-32 psi

Jacket Pressure 32-34 psig
Come up time € minutes max.
Exposure Interval 3 minutes
Exhaust Fast {Instrument)

Inmediately subsequent to the exposure phase,
the 1id was raplaced, the purge valve closed,
thermocouples removed and the contalner moved
to the Laminar Flow Hood. The hemostats,
forceps and spore strips were transferred %o
appropriate volumes of TS8, The bottles and
tubes were incubated at 550-570C for 7 days.
A positive was indicated b turblidity or
sediment in  the media whﬁlz 2 nmnegative
FemMaired clear.



575 Repart MBB-350

Discussion:

Page 4

Chemfcal indicaters were visually examined to
ascertafin the degree of change and the
temperature data has been presented in
graphical form.

This process was repeated two more times for a
total of three cycles.

This study of the foam material and the Velcro
fasteners demonstrated that in the configuration
used steam sterilizatfon was successful. This
cnnfi?uratfnn tested  was found to pemmit
sterilization when tested inside the Spzrco Flash

Guard container as well as separately not in a
contafner,

H:139



575 Report M88-390

Results:

Inoculated Instrument
and Biological

Cycle Locatfon Hemostat im Hemostat inm
3" swatch rolled foam

1 Inside 01 0/1
Outside 0/1 0/1
1 Inside 01 sl
Dutafde 0s1 0f1
3 Inside 01 (iT4]
Dutside /1 o1

#Inside Flash Guard Container
*#lytgide Flash Guard Container

Observations:
After repeated cycles, the foam:
i Stretches out of shape
2. discolors
3. loses its resiliency

There was no visible change of the Velcro closure

Laoirs

Hempstat & Forcep
in open foam

0/2
0/2

sz
0s2

/2
0r2

Page 5

Biological Chemical
Indicators Indicators
Under At Under At in Rolled
Lid  Purge valve Lid Purge valve Fpam
0s1 041 0f1 a1 0/1
071
o1 of1 o1 01 041
0/l
0s1 /1 0f1 0r1 0r1




Position

In Ralled Foam
In Container

In Rolled Foam
Qutside Contaltner

In Container
Basket

SPARCO, TMCORPORATED

FLASH GUARD CONTAIMER

REPEATED CYCLES OF 12°xB8" ROLLED FOAM

Cycle Ho.

Raki P 5 Ll Pl =t

ak P =t

Sterigage

Past Accept
Past Accept
Past Accept

Conplete
Complete
Complate

Past Poccept
Past Accept
Fast Accept

Teg Tast

Complete

Complete
Compleka

Complete
Complete
Complate

Complete
Complete
Complete
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Temperature (°F)

Sparco
Flash Guard Container and foam
3 min., 270°F Cycle 2
TC in open Foam

Thearrmacoupks Plocement

$ =0  In open foam, outside of container
4+ + A In open Foam, Inside of contalner
O- - 0O Storilizer drain area

e

L] ! .“
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Time (minutes)




Temperature (°F)

Sparco
Flash Guard Container
3 min., 270°F Cycle 1
TC in Open Foam

& —— & In open foam, outside of container
A+ A %ﬂaﬂrrﬂmnﬁnﬁ%
0-- 0 ar Drain Arec
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Time (minutes)
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Temperature (°F)

Sparco

Flash Guard Container
3 min., 270°F Cycle 3

TC on Hemostat in 3"x12" Rolled Foam

g

and

Thermoooupls Plocement

LY

VW — % On hermostat In 3'%12" rolled foam

O- - O Sterlizer drain area
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FLAEH=QUARD STERILIZATION HOMITORIMG

Rir sntrapment adversely effacte steam gterllization. Unless steam is ablae
to displace all of the alr within the sterilizer, Flash-Guard and gontents,

the temperature will be cooler where alr is presant. with a high
Probabllity of sterilization failure.

Gravity dieplacement high epeed (flaah) stezm aateclaves rely upon the
pressure of steam to displace all of the air down and out cf sterllizer
exhaust openlng in the front bottom of the chamber. The CrAD passes Alr-
steam mixtures end retalos the pure steam. when working properly. 1f the
trap malfuncticons and closes Erhn: o complete alr evacuatlon., this

sltuation s best ldentlfled by placing the integrator directly 1o closa
preximlty to the sterlilizer alr outlet.

The Flash-Guard cperates exactly ln synchronizatlen with the sutocclave. If
the sterilizer malfunctions and entrape alr, the Flash-Guard will also.
This 18 the reason for placing an integrater just inside of the Flash-Cuard
exhaust port to achleve the most valld test. If the intagrater shows &
cycls fallure, the test Indicates trapped air within the autoslave. This
can ba verified with placemsnt of lntegrators in both tha Flash-Ouard and

Starilizer sexhausts. Both integrators indicating sterilization fallure Ls
diagnostic of retalned mir.

GRAVITY DISFLACEMENT HIGH SFEED (flash! STERM AUTZOCLAVE

Solureindg
FORRRT B

Finunwnn
Wanpal

Trap Fapien
Aii=3igam
Mlxisnny

Aad Relaing
Furs Sraam

FLASH-GUARDS

Always have the Flash-Guard exhaus: Pert opan and facing the Eront of the
Bterilizer. The lid displac

ed forward to ba even with the cpen exhaust
door, &8 in the dlagram. A sterllization integrater should be placed into
khe Flash-guard exhaust port, and read prior to removal of the Flash-Guard
frea the autoclave. It is highly recommendsd that tha manltering skrip be
placed on top of the Flash-duard Lid to provide aterllization procass
validation for the end user. Room of, Case number, surjeon,., time and
glt:imlilh- written on the back to assure confirmation of the apprapriata
adtinetion.




