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8. Technical description of the system.

The Bard ETO Sterilizer container serves as a
guard against inadvertent ignition of the contents by
spark or open flame during the sterilization cycle. The
liner bag, when properly twist closed, has a seven liter
capacity. It scrves as a second gas diffusion membrane,
rctaining Bard ETO long enough to sterilize its con-
tents and then diffusing 1t into the surrounding room
air at a slow enough rate to insure that toxic levels
are not rcached in the room. Fach ampule releascs
approximately 3.800 mgm of Bard ETO at room
temperature (68°F., 20°C.; at sca level atmospheric
pressure giving a minimum peak concentration within
the liner bag of 3500 mgm/1,000 cc. Tests in our
laboratory confirm that this configuration will kill the
most resistant spores known (providing they have not
been desiccated) within the 12 hour cycle.

Increasing temperature and prolonging the cycle
time have resulted in spore kill with much lower
Bard ETO concentrations.

9. Storage — Shelf Life.

Bard ETO must be stored in a cool place out of
direct sunshine. Under normal conditions its shelf life
will exceed one year. As long as the material in the
ampulc 1s liquid at 68°F., it is sufficiently potent to use.

Net contents cach ampule ........................ 0.16 av. oz.
Active ingredient ethylene oxide .......................... 84%
Inert ingredients ... 1690

Bard ETO patents are pending in the U.S.A. and many foreign
countries.

Bard ETO is patented in
Belgium 679.298
France 1,475,399
South Africa 1652/66
Spain 325/170

Canada 791,915

italy 800,099

New Zealand 144583 ————— —————— —
poT T D
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CCTC 1303
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Manufactured for

C. R. BARD, INC.

731 CENTRAL AVE., MURRAY HILL, N.J. 07971
By H. W. ANDERSEN PRODUCTS, INC.
OYSTER BAY, N.Y,

U.S.D.A. REG. NO. 9417-1

AN ETO
DAL BTG

BRAND GASEQUS STERILANT FOR ROOM TEMPERATURE,
ATMOSPHERIC PRESSURE STERILIZATION.

Instructions for using Bard ETO gas ampules

1. Do not open the plastic bag in which each
individual Bard ETO ampule is sealed.

Each ampule of Burd ETO has a plastic shield
around the ampule. The ampule and shield are scaled
in a plastic bag. The plasuc bag is a gas diffusion
membrane of known permeability whose function is
to contain the gas given off by the ampule and release
it at a controlled rate during the stenlization cycle.
The plastic shield around the ampule prevents broken
glass from the opened ampule from punciurnire the
gas release bag.

2. Typical products conveniently sterilizea by Bard
ETO.

Catheters—plastic, rubber, cloth

Tubing—plastic, rubber, metal, glass, ¢loth

Anesthesia equipment—endotracheal tubes, masks,
rubber tubing

Tape (a common source of cross infectio,)

Bandages, dressing sets (reuse plastic forcpps)

Syringes—plastic, rubber, glass, bulb syringes

Gloves—rubber, plastic, cloth

Surgical mstrumcms——stecl « ITOME DP.aw, Drass,
plastic

Optical instruments—scopes, cameras, lenses, mirrors

Electrical equipment—whether autoclav ea‘)le er not

Painted cquipment—metal, wood

High speed steel—drills, burrs, chisels

Airways_plastic, rubber, metal

Fabric—cloth, rubber, plasiic, leather

Elcctric wire—whether autoclaveable or not

Dry cell batteries, battery cases. bulbs

Sutures—plastic, silk, cotton, stainless steel

Thermometers, tongue depressors, apphicator sticks

Rectal tubes, douche tubes—rubber, plastic

Specula—plastic, metal

3. Preparation of material for sterilization.

Bard ETO is a highly diffusible gascous sterilant,
Occlusive caps, plugs or stylets must be removed from
instruments so that the gas can penetrate treely. Do
not pack the container so tightly with cloth or gauze
that gas ditfusion is slowed. Hollow bore needles and
plastic or rubber tubing must be open and fru. from
plugs. Syringes must be packaged with their piungers
out of the barrel.

Material to be sterilized by Bard ETO must be
surgically clean and dry. Coatings of dry protein (like
dry blood or pus) protect microorganisms and slow
the stenilization process. Although water on insiru-
ments at the time of exposure to Bard ETO may react

with 1t and reduce its effectivencss, wuashing contami-
nated instruments with water prior to exposure re-
hydrates desiceated spores and is strongly recom-
mended.

(See also paragraph 6 — Cautions.)




Wrap all items individually in cloth or paper in
the manner conventional for stecam sterilization.

4, Sterilization method with 2270 container.

Have the matenial to be sterilized prepared as de-
scribed above and ready to place in the hiner bag.

Take a liner bag from the dispenser carton and
place it fully opened within the Bard ETO sterilizer
container.

Remove one Bard ETO ampule from its cardboard
shipping sleeve. Do not open the plasiic bag in which
it s wrapped. Rather, unroll the plastic bag. The
ampule iy prescored around its neck to facilitate re-
leasing the gas. Grasp the ampule through the bag
and protecuive shield and snap the top of the ampule.
This reicases the gas within the ampule bag. Place
the ampuie, stll wrapped in its scaled plastic bag,
inside the bottom of the liner bag.

Place the muterial to be sterilized on top of the
2as release amipule bag, twist the liner bag shut and
hold the scal with onc of the twist seal closures which
arc provided.

Pluace the lid on the container and lock the lid in
place. Invert the container and mark the bottom of
the container with the date and hour that sterilization
was begun.

Put the container in a safe, well ventilated place
away from flame or spark. Leave the container at
room temperature (at least 68°F.) for twelve hours
before removing the sterilized material.

After the sterile material has been removed from
the hiner bag. the exhausted and empty gas release
ampule and its bag may be disposed of in ordinary
rubbish.

Starilization method with 2272 container,

Have ine matenal to be stenilized preparcd as de-
scribed above and ready to place in the jfiner bag.

Take a liner bag from the dispenser carton and
place the wrapped material to be sterilized within it.

Remove one Bard ETO ampule from its cardboard
shipping siceve. Do not open the plastic bag in which
it 1s wrapped. Rather. unroll the plastic bag. The
ampule is prescored around its neck to facilitate re-
leasing the gas. Grasp the ampule through the bag
and protectuive shicld and snap the top of the ampule.
This relcases the gas within the ampule bag. Place
the ampuic, still wrapped in its scaicd plastic bag,
inside the liner buag on top of the material to be
sterilized. After loading the liner bag with the gas
rclease bag and the materials to be stenilized 1t is
aidvisable to press any excess air out of the liner bag
before closing the mouth of the liner bag. If you fail
to do this you may experience difficulty in closing the
2272 container due to “pillowing™ of the liner bag.

Twist the liner bag shut and hold the seal with
one of the twist seal closures which are provided in
the Kit.

Put the filled liner bag into the container, place
the lid on the container and lock the nid in place.
Mark the contiuner with the date and hour that
sterilization has begun.

Put the container in a safe, well ventilated place
away from flame or spark. Lcave the container at
oo wemperature (at least 68°F.) for twelve hours
before removing the sterilized material.

After the sterile material has been removed from

2

- the liner bag, the exhausted and empty gas release

ampuwie and its bag may be disposed of in ordinary
rubbish.

5. Special Problems.

When sterilizing long lengths of plastic or rubber
tubing. use two ampules of Bard ETO and incrcase
the ¢ycle time to 24 hours.

6. CAUTIONS.

Do not breathe Bard ETO vapors. In concentrated
amounts Bard ETO sterihzing gas is as arritating to
the lungs and mucous membiranes as Is ammonia gas.

Bard ETO gcas s tlammable. Do not bring ampule
or sterilizer near open flaumie. Do not smoke near the
container while loading or unloading it.

Remove batieries from clectrical instrumcents being
sterilized in Bard ETO and wrap them separately 10
avoid the possibility of an electrical spark igniting the
gas during the sterilization cycle.

Fatlure 10 adequately air gas absorbing materials
may lecad to contact chemical burns. Foaum rubber,
plastic foams and scaled air cushioned devices like
some ancsthesia masks must be aired 24 hours before
use.

Rubber, plastic or cloth sterilized %' this method
which is to come in direct contact with skin or mucous
mcmbranes must be aired for six bours after removal
from the sterilizer container. Gas absorbing matcerials,
like rubber or plastic, which are to be riplanwed in
the body should be aired for 24 hoirs. It is not neces-
sary to remove such matenal from clcth or paner
wrappings to obtain adequate diffusion o1 the residual
Bard ETO vapors.

As with other chemical vapors, there is a chance
of an occasional allergic response ¢ Bard ZTO ir a
sensitive individual. Such individuals sivouia not handle
Bard ETO nor breathe its vapors nor aliow material
sterilized in it to come in contact wiith iheir skin or
mucous membranes. If skin contact with liquid Bard
ETO occurs, irrigate the area with copious amounts
of cold water.

Vacuum dehydration, chemical desiceation or pro-
longed exposure to ambient relative humidity below
307¢ have been demonstrated to produce spores highly
resistant to sterilization by Bard ETO. Rehydratuon
of spores so changed and hence reversion to normal
sensitivity  does not scem to occur untl they have
been actually wetted or placed in essentially 100%¢
relative humidity. Do not attempt to sterilize materials
which may b: carrying dried spores without first soak-
ing them in water or washing the articies with water,
soap, or detergents for an overall pretreatment routine
of approximately one hour. If the nature of the ma-
terial is such that the water treatments specified above
are harmful, then a pre-treatment in a chamber having
a saturated humidity will be necessury.

Bard ETO 1s a potent polymerizing acent. It should
not be used for sterilizing food-stutfs or drags.

7. WARNING — Variations from these instructions.

Any variation from these instructions are Jdone at
the user’s risk. Bard ETO is designed to be used in
the liner bag provided with the ampules and in a
genuine Bard ETO Stenitizer container.

If, despite this warning, the user wishes to vary
container size, he should wverify this unauthorized
technique with adecquate biological controls.
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Abrid.ed Instructions for using ETO Unit Ampules Refer to complete instructions packed with Ampules.

1.. T e D0 a. o owheeh each individ- within the ampule bag. Place the ampule, still
e LU Lt s St e wrapped in its sealed plastic bag, inside the Lot-
p .
CT A e s @ peashiCoshield tom oi the liner bag.
cvoo e g e ana sheld are Piace the material to be sterilized on ton of the
_ STl g g, 1S 8 BaS gas re.case armnmpule bag, twist the liner bag shus
Sl e e et calbanty whose and howd the secai with ore of the twist seai cio-
' y _ _ _
L T T S vl ol Ly the am- sures which are provided.
: T N I B N N e Bhd , . ) . .
e e v a GO T nCd TR GuJTing HNe Place the lid on the container ard lock the iid
Beut L Zaiol Cye L e phdsnl sneld *dround the in place. Invert the container and mark the br:-
_ . e ta; ' U ventiic
2. Preparatiorn of material for sterilization. Put the container in a safe, wel V(;!'“‘l“ted
. | place away from flame or spark. Leave ine con-
OCCIU‘SIVG Caps, plugs or sty.ets must be re-  tajner at room temperature (at least 68°F.) for
moved ifrom instruments so that the gas can  twelve hours before removing the sterilized ma-
peneirate freely. Do not pack the containers so terial.
tightly with cloth or gauze that gas diffusion is o _
siowed. Hollow bore needles and plastic or rubber be:Nthuebnnstenhzmtg lorggr(l)ené;tbsg)f plastic or rub-
tuoing must be open and free from plugs. Sy- crea etlhe{:;' usl,et_wot 24hmt mpules and in-
ringes must be packaged with their plungers out S cycietimeto ours. |
of the barrel. 4. Cautions.
Material to b erili BARD ET ni . . : - :
st tkabe surl?c:? Sglt:ea:nzae'cwjdbdyr terns co?mtzlajmit Proionged contact of improperiy aired maternial
'nélteLd with c;%ieccji”gactefia"s orez'must be soaked with skin or mucous membranes may Cause
or washed and ’rrrreéial*ﬁlp on drving wranped severe iocal irritation. RubZer, plastic, leather,
IREIRN j . . I : W i +
and placed in the sterilize; y ying PP fibercus material and other similar gas absortent
ndp : materials must be aired for at least six hours out-
. , side of the iiner bag before use.
3. Sterilization method. _ g _
e aeration period for producis sucn as ioam
Have the materiai to be sterilized prepared and rubber, plastic foams, rubber or piastic intended 1
ready to piace in the liner bag. for implantation in the body, and sealed air cush- |
' ; : ' | (lev: | Mo Aanosthecg mash ust
Tzke out siner Lag from the dispenser carion onea aev.ees like: s0me a"cgt'??!" TESKS s l
anG piace it fuly opened within the BARD ETQ D€ extended to a minimum of 24 hours. '
ey TP b oy ey . \
Sternzer Cortarer. Do not breathe ETO vapors. In concenirated '
. ~ : , amouints ETO sterilizing gas is as irritating 10 the 1
Remove on Unit ampule ard- : .
e 'Sﬁ"j‘e :Tc-?zve ‘éo rl'gtu(;’r)i?r{héts 'C;E?c Clungs and mucods memnbranes as is amnmonia £as. .
o o .Nicn( i wre.a"'*edl Ra"rhb‘lr unrglll ‘E“% ETO gas is flammabie. Do not briy ampuie or i
(W i I Ny . 2 i ‘ Tl 1 -t —
cnstie ban Tne amoyle s '*r"’s:o:dﬁc’i surd i steritizer neer open Hame. Do not smoke near the .
Dostie Bde. T it pULe 15 Prestored arodnd 1S container while loading or unioading it.
reCk 10 fal.itate reeasing tne gas. Grasp the am-
cuic througn the cag and protective shield and If skin contact with iiquic ETO occurs irngate wiih
. N . q
srup the top of the ampu.e. This reteases the gas cold water. i
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Abridzed Instructions for using ETO Unit Ampules—Refer to complete instructions pn‘nkudwith\Amj_)ules. ‘ ...I

Use only with BARD Ampule and Liner bag refiil kits.
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Gas Giviusio: mcmbra e ("'Liner Bag"). Fer
use on.y with Zard £330 Sterilizers Cat. Ncs.

2270 nd 22 2 ACCEPTED
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& gas witnin this membrane may be flam-
mnapnis. Keep away from spark and open

®
o

Proionged contact of improperly &ired ima-
rial with skin or mucous membransas mey
cause savere iccal irritation. Rubber, piastic,
eatner and owner similar gas absorbent ma-
teriais must be aired for at least six hours
cuisice of this membrane before usa. Tnis
minimum aeration period must e extencad
{0 at ieast 24 hours Tor foam rubbder, plastic
foams, rubber or viastic intenced for im-
piantation in tne bedy, and sealed air cush-
loned cevices like some anestnesia masks.
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