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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY, 
Washington; D.C. 20460 . 

\ 

OFFICE OF 
PREVENTION, PESTICIDES 
AND TOXIC SUBST ANC~S 

Joanne K.' Cashin 
Registration Compliance Advism 
Arc Specialty Products 
P.O. Box 600 ' , 
New.Hampton, New York 10958 

·.$ubje9t ·· 
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.' Ethylene Oxide 100% 
, ;EPARegistration 36736-2 , 

". Amendment Dated:' Jurie '16,2008 
EPA Received Date: June 17,2008 

, Dear Joanne K. Cashin 

,Sl:P '/ ~ l.O08 

. The following amendment submitted in connection with registration under the Federal 
Insecticide, Fungicide, and Rodenticide Act (FIFRA) as amended, is acceptable. 
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-:'; : p;ro posed An,lendmer'lt 
: '~; ..... :: ': :' :..' : ", : :' . ..' : . : : - .. 

'HevisedLabel 
. AddingLangu~ge for Ethylene Oxide 

General Comments 

A stamped copy of the accepted label is enclosed for your records. Submit (3) copies of your 
. finalprintedlabet before distributing or selling the productbeari~g th'e revised labeli~g. 
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Pft.ECAUl1Qt.IARY,$TATEflEfnI 

~~~::.I~ 
:L~_~~~i:fA$M~(i~·jF·.i~Q: 

~.~.·~;~~;r1YE··~W 

lJIF.IClIif.QF.':.OYJlIlJl!OJ_ May be fatal if inhaled in high 
concentrations. May c:a18e Irritation of the respiratory tract. chest 
tillhlneA. headache, nauua, vomiting, diarrhea, ligh&-lteaded feeling, 
dizziness, weakness, drowsinesa, cyanosis, loss of coordination, 
convuJ.ions. coma, delayed lung injury (lluid in the lungs). immediallll or 
delayed skin irritation or bfistllrs. allergic skin reaction. 

Ql.tU!Q ..... t.I.OEIAylOul.~T:HmlOD: . 
May c:auu nelVoua system injury, call1racta, adverse reproductive effects. 
chromosomal and mutagenic changee, and cancer. 

PEL: 

EL. 
ODOR. 

1 PPM TWA (as per the Ethylene .oxide Standard 29 CFR 
1910.1047). 
5 PPM - excursion limit 15 minul1lll. 
Ether-like at high concentrations. Exposure to Ioxic levels may 
occur without warning 10 or detllction by the user. 

~tmQlIt::'~ 00 not brea1he vapor. Do not swallow. Do not \J8t in 
eyes, on skin, or on clothing. Slore and usa with adequate ventilation in 
accordance with the Ethylene Oxide Slandard (29 CFR 1910.1047). 

~~~!11f~~-g~~~~(~~tis butyl rubber. 

All handlers must wear at II minimum. 
Long .... eeved shirt and long plants. 
Shoes plus socks, 
ChemicaHeslStant gloves. and 

• The employer should provide a resplllltor 1hat is adequate to 
protllct the health of !he employee and ensure compliance with an 
other OSHA statutory and regulalory requIrements (see 29 CFR 
1910.1047 and 29 CFR 1810.134). 

When handlers could have eye or IIkin conlact with ETO or ETO solutions, 
such as during maintllnance and repair, vessel cleaning, or cleaning up 
spiUs. they must wear. 

• Chemic:akesislant attire, such all an apron. protective suit. or 
footwear that protects the area of the body that might contact 
ETO or ETO solutions. and 
face_aling goggles, a fun face shield. or a full-lace respirator. 

When wearing respirators: 

1. 

2. 

3. 

Follow the respirator manufacturer's use"s instructions for 
changing canistllrs. 
Respirators must be fit-tested and fit~hecked using a program 
that conforms to OSHA's requirements (see 29CFR Part 
1910.134). 
Respirator usera must be trained using a program that conforms 
to OSHA's requirements (see 29CFR Part 1910.134). 

4. Raspiralor users must be axamined by a qualified medical 
practitioner to ensure physical ability to safely wear the style of 
reapiralor to be worn. A qualified medical practitioner is a 
Phrsician or other licensad health care profe&aional (PlHCP) who 
wil evaluate the abilitY of II worker 10 \MIar a raspirator. The initial 
evaluation conai. of a questionnaire that Bsk. about medical 
conditions (such as a heart condition) that would be problematic 
for respiralor use. If concems are identified, then additional 
evaluations. such as a ph~1 ellam. might be necellllllry. The 
initial evaluation must be done before reepiralor use begins. It 
does not need 10 be repeated unlell6 the health status of 
respirator use conditions change (see 2QCFR Part 1910.134). 

Follow manufacturer's instructions for c/eaninglmaintaining PPE. If no 
such instructions for washablas exist. use delllrgent and hot watllr. Keep 
and wash PPE separatelY from other laundry. 

User a.fllly Recommend"tlonl 

Users should wash hands before eating, drinking. chewing gum, 
using tobacco, or USing the toilet 

Users should remove clothingiPPE immedialllly if pesticide gets inside. 
Then wash thoroughly and put on clean clothing. . 

Users should remove PPE immediately after handfing this product 
Wash the outside of gloves before removing. As soon as p066ible, 
wash thoroughly and change into clean clothing. . 

Contents under pre66ure.Do not use near flame, sparks, hot surfaces. or 
allow sources of ignition near the sterilizationlfumigation area. Ethylene 
Oxide is extremely flammable and reactive. Ground aU equipment 
(including this contaIner) to prevent sparks. . 

UiA'[~ In casa of leak evacuate araa and keep personnel upwind. Shut 
off all sources of ignition. Uae self~ntained brea1hing apparatus and 
protective clothing. and shut off leak if without risk. 
aJ.IlUf In case of fire move container away from fire if without risk. Use 
wa!B~spray_()rfog ~zzle tp keep container cool. 
Ef!MROJftUitlrAt;.~ 
Do not discharge effluent containing this product inlo lakes, streams, 
ponds, estuaries, oceans or other watllrs unless in accordance with the 
requiremenlll of a National PoDutant Discharge Elimination System 
(NPDES) permit and the permitling authority has been notified in writing 
prior to discharge. Do not discharge etllusnt containing this product to 
sewer systems without previously notifying the local sewage treatment 
plant authority. For guidance contact your State Walllr Board or Regional 
Office of the EPA. 

It is imperative that users of this material be familiar with ARC Specialty 
Products' Malllrial Safaly Data Sheet for 100% Ethylene Oxide, the label 
and valve tag attached to this cylinder. 

EPA Registration No. 36736-2 
EPA Establishment No. 036736-NYOO{)l o 36736-5COO{)1 o 36736-MO'()1 

Users must follow requirements' 
Standard for Ethylene .. 9*.1" (25 

ngJ.iAIQ· 

WJNHAtEQ;:.<i Move person I 
breathing. call 911 or an al. 
preferablY by mouth-Io-mouth, 
oxygen. Call a poison control ci 
eVen If there are no ~mptJ: 

m!f1i@!=~; 
control centllr or doctor for I 
contaminallld clothing and disc:a: 
IfFawu;W)WII)f.~ Call poisoi 
treatment adVice. Have person i 
00 not induce vomiting. Do not: ;rson. ., 
. .iIt'lVaW Hold eye open an' 
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Refer to ARC Specialty ProducbJ 
MSDS for this product. please CI 
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Users must follow requiremenlll ot the OSHA Occupational Exposure 
Slandard for Ethylene Oxide (29 CFR 1910.1047). 

~til'" 

lfJNJfo\UiOi'i Move person 10 traeh air. Keep warm. If person is not 
breattling. caD 911 or an ambulance, then give artificial respiration. 
preferably by motJth..lo-mouth, if possible. If breathing is difficult. give 
oxygen. Call a poison control center or doc1Dr for further treatment advice. 
aven it there are no ~mptOma. Keep under medical obselVation -
sy~O' .. ·.lm:..~y~C~~.c:!,~ .... i . . lilt .. ~,: .. _iM" .~ Take ott contanunatad doJhing and shoes. 
Rinse akin irrunediatelY wittl plenty of water far 1 >20 minutes. Call a poison 
control center or doc1Dr for treatment advice. Aerala. waah or clean 
contaminated clothing and discaid leather gooa. 
IfHlWAlil;QWED;iii/ CaU poison control cenlar or doctor immediately for 
treatment advice. Have person sip two gta_a ot water if able to awaDoYi. 
Do not induce vomiting. Do not give anything by mouth 10 an unconscious 
~raon. . . 
ltEIf.;'IY.n'[l Hold eye open and rinse slowly and gently with water for 15-
20 minute,.. ~ •. a£iIIon conlrol center or do~r for treatment. advice. 
JtOtU8I .. '.. . ; Have the product container or label with VOU when 
calling a poison contrvl center or doc1Dr, or going far treatment You may 
also c:o,nta~ 1-800-42~~ for emergency medical treatJ.nent information. 
"'l'IkIQk~.hl Skin expoaure to Ethylene Oxide will commonly 
result in skin irritation with: extensive bfister formation. At high 
concentrations. severe conjunctivitis can occur. Irritation of the respira10ry 
trac:t may occur. but without acute lung edema. Symptoms at systemic 
intoxication are headache. nausea, vomiting, incoordination. and cardiac 
irregularities. Treatment is symptomatic. 

Refer 10 ARC Specialty ProductB· Ethylene Oxide MSDS. If unable to locate 
MSDS for this product. please caD ARC Specialty Producls at the telephone 
number below and request that one be sent immediately. 
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Under the Feder. 
ROdenticide Act, 
pesticide regis'e: 
EPA Re9: No. j 

It is a 'violation of Federal Law 10 use this 
with its labeling. Employers in facilities tha 
the require menta far ETO use specified in 
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Oxide Standard (29 CFR 1910.1047). Tt 
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equipment and auppliea, musical instrumen 
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Sterilizationlfumigation with ETO must be po 
light chambers designed for use with ETO. 
Safety and awarenelS training ia required ft 
518ft. Information and training must be proyil 
at the time of initial a&6ignment and annuaU\ 
must include, at a minimum. the foUowing in! 

1. The most recent monitored ambient level 
2. The potential health elfecla from the level 
3. The emergency response plan and how ~ 
4. The availability of the Malarial Safety Oat 

related to ttle health hazards of exposure 

In order 10 reduce ambient levels of ethylene 
encouraged. It can reduce potenliallong-tam 
involved in ttle ethylene oxide applications. 

Air moni1oring should include the entire fac:ifit 
areas, and loading/unloading areas. 

K:t!K~~~,:!\,~~ 
items/products nlcorrunended far treatme 
concentration ot g811 per unit volume at 
exposure timeltemperature. relative humiditY. 
method of monitDnng 10 be used) reter 10 tho 
manufacturere' OperatQra Manuals. 

Thi& product may be used only 10 sterilize 
pharrnace!-,licals, and aseptic packaging. (se 
reduce nucrobial load on coametic:s, whole 
seasoning malllrials (sell 40 CFR 180.151) & 

. or library objects. 

801137 (Rev. 06/08 -supersedes 05..07) 



I ' 

SHA Occupational Exposure 
110,1047). 

I air. Keep warm. If person is not 
e, lhen give artificial respiration, 
;ible. If breathing is difficult, give 
doctor for further 1reatrnent advice, 
lep under m,dical observation -

r contaminalBd clothing and &hoes. 
Iter for 15-20 minutes. Call a poison 
It advice. AeralB. waeh or clean 
ugoods. 
II cenlBr or dQctor immedialBly for 
gls.tles of watar if able to swaUow. 
ylhing by mouth to an unconscious 

sIo'A4y and gendy -Mth walBr for 15-
or doctor for tr,atrnent advice. 
t container or label with you when 
,r, or going for 1reatrnent You may 
ncy medical trllatment information. 
! ID Elhylene Oxide wiD commonly 
Bille blister formation. At high 
n occur. Irritation of lhe respiratory 
19 edema. Symptoms of systemic 
miting, incoordination. and cardiac 

ne Oxide MSDS. If unable to iocalB 
Specialty Products at lhe telephone 
ent immediately. 

~11O.r1.08'lIQ 

o 

AcCE'PTED 

SEP15DJ8 
Under f~~ Federallnseeficicle, Fungicide and 
ROd~~UcJdeAc! ,,:; ~mended, for the ' 
peSticJde,regis!eiW under 
EPAReg.No .3~·73t _,:{... 

It is a violation of Federal Law to use lhis product in a manner inconsistent 
wilh itlliabefing. Empfoyers in facili1iH that use ETO must complY. With aU of 
the requiremenlB for ETO use specified in 29 CFR.1910.1047. This_product 
may be used only in facilities that meet the requirements of the Elhylene 
Oxide Standard (29 CFR 1910.1047). This product may be .used only in 
non-portable (commercial) vacuum or gall-tipht chamber. deSIgned for UIIII 
wilh 20% elhylene oxide 80% carbon diOXide. Thie product may be used 
only by persons who have been trained in accordence wilh lhe Ethylene 
Oxide Stsndard (29 CFR 1910.1047). \MIen used to sterilize health care 
itsma. lhi. product must be used in non-portabie (commercial) elhylene 
oxide gas sterilizere that have FDA clearance. . 

In contract steritization facilities, including facilities treating medical 
equipment and supplies, musical instruments, fibrary/museum artifacts. 
cosmetics, and spices the following requiremenlB must be followed: 

Sterilizationlfumigation <Mth ETO must be performed only in vacuum or gas 
tight chembers designed for use <Mth ETO. 
Safety and awarene .. training is required for all employeea including office 

o 

Net Contents: 

This product may not be used on or In any form of bulL 

After August 1. 200 •• th .. product may only be applied to or on .plce., 
dried vegetable. or .... onln •• utilizing art ETO .terllization method 
th.t u.e ••• Ingle stltrlllDlIon chamber to pn-eondltlon .nd asr ... 
with an .rnatlng vacuum and aaratlon purging' procedure. "you 
wI.h to amploy art .in.tlva IMthod to th •• dascrtlHtd below, you 
mu.t contact the EnvlronlMntal ProtIIction A.anllY otIIce of Pesticide 
Programs for InstrUction on how to reoel.". authorlutlon. 

Place spices In the treatment chamber. Auure th.t tha mixture of 
ethylene oxide .nd air .. comp.tlbIe with tha ch.mber design, then, 
Introduce Into the chambar • concenlnltlon of Ethylena Oxld' not to 
exceed 500 mglL, with • dWtIII time not to exceed • hours. Then , 
evacu.1e the, •• from .... ch .... "., us.ng • Hquence of not .... til." 
21 .leam washe. (Injection. and evacuation.) be--.n 1.5 PSIA (27" 
Hg) and .5.0 P8IA (20"Hg) while maintaining • minimum chamber , 
temperatura of 1150 F. 

staff. Information and training must be provided to all employees in lhe facitity B. SlBrifizationlfumlg.tion with Ethylene Oxide must be performed only in 
at lhe time of initial assignment and annually lhereafter. The safety training vacuum or gas tight chambers designed for use with Ethylene Oxide. 
must include at a minimum the following information: C. Elhytene Oxide cycle paramelB,. depend on several 

, . slBrilizingifumigating variable factors: preoQlnditioning (if any); exposure 
1. The most recent monitored ambient levels 01 ETO in lh8 facility; time; chamber air pressure; gall concentration; typ." and quantities of ilBms 
2. The po .... ntial health effects from the levels of ETO in the facility: to be slBritizedlfumigalBd; packaging; load con~uration in lhe chamber: 

... microbial challenge method; desired degree of disinfection; and the desired 
3. The emergency response plan and how to respond in an emergency; performance of the II1IIritizedifumigalBd product and package. 
4. The availability of lhe Matsrial Safety Data Sheet and olher malBrials D. The alBrilizationifumigation cycle paramelBrs should be lhose prescribed 

related to lhe health hazards of exposure to ETO. by the equipment manllfacturer. " other cycle parametars are used, the 

In order to reduce ambient levels of elhylene oxide,lengthy facility aeration is 
encouraged. It can reduce polBntiallong-lllnn risks to employees not direclly 
involved in lhe ethylene oxide applications. 

Air monitoring should include the entire facility including office space. break 
areas, and loading/unloading areas. 

r-.t!'~~~J!~\~~~pe of SUrla.CBS .. objeclB. or 
items/products recommended for treatment pre~antng Instructions, 
concentration of gas per unit volume of clolllld space to be treated, 
exposure timellllmperature, rela~ve humidity, ventilation/aeration time,. and 
method of monitonng to be used) refer to the elhylene OlOde gas stenhzer 
manufacturers' OperalDre Manuals. 

This product may be used only to slBrilize medical or laboratory items, 
pharmaceuticals, and aseptic packaging, (see 21 CFR 201'.I(d)(5)), or to 
reduce microbial load on cosmetics, whole and ground SPiceS or olher 
seasoning matsrials (see 40 CFR 180.151) and artifacts, archival material 
or library object.. 

safety and eflica~ of lhe alt8rnate cycle paramete,. must be validated and 

~EJERreJren~~~~E~~\:..n.iICH ALLOW FLAMMABLE MIXTURES 
OF ETHYLENE OXIDE AND AIR TO ENTER THE CHAMBER. 

and disposal. 
tag atlached to valve. 

Avoid exposure to heat or direct sunlight 

'NIl". are acutaly hazardous. Improper 
spray, or mixture of rinsate is a violation of 

was1Ie. cannot be dlipOsed of by UIIII according to 
label . contact your Stste Pesticide or Environmental Control 
Agency, or Hazardous WaIl1ll representative at the nearest EPA 

~~a~ncew,en empty, ratum to supplier only. Before 
retuming container to supplier: 
1. Prsssurize container with nitrogen to 50 paig total pre66Ure at 7rY' F. 
2. '. Replace valve plug IIghlly in valvli oullet. 
3. Check container valve and plug for leaks prior to shipment 


