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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY. 

Washington,;n.c. 20460 

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

.j 

Subject . Ethylene Oxide -MUP 
EPA Registration 36736-8 
Amendment Dated: June 16, 2008 
EPA Received Date: June 17,2008 

Dear Joanne K. Cashin 

SEP 1 5 200S 

." .... : ... , . " 

OFFICE OF 
PREVENTION, PESTICIDES 
AND TOXIC SUBSTANCES 

The following amendment submitted in connection with registration under the Federal 
Insecticide, Fungicide, and Rodenticide Act (FIFRA) as amended, is acceptabl~. 

Proposed Amendment 

Revised Label 
Adding' Langu~ge for Ethylene Oxide 

General Comments 

" 

.... : 

f .... -.;.~ 

A stamped copy of the accepted label is enclosed for your records. Submit (3) copies of your 
final printed label' before distributing or selling the product beari~g the revised labeli~g. -~::~ 

Should you ~ave any questions or comments concerning this letter, please contact Velma 

Noble at (703)308-623.3. 

......... ~.: 
. -=-.. :.. . .' .. ~ 

, . , .. 
;.~=t. 

. ,:' . ~r:~ 

, •. , "!.~. 

" " ", ,', ,~incf~' ':" 
, , , CDMCUiilIa_ ~ ,,' 

.,MaOIpt. 't-'),,;,;,O r . .' . . .' '. IVelma Noble '; '. .. " 
_ .. ,.~ _,~I. .. );. ~~ •• J. •• ,.. •• -.~ •••• - t-.... _.t._._· ... __ . ., D~lo.~.Ir.., .L~_ . . . ' .: :.rRHJUiE~~ . '! ...... rr~r"~.~c piile'\"TTT······ •• _ •• e~ ................. -

0" •• ,~j'} ;.~.~'II!~;..~ •••••••• ~ •••• a •• ~ ••••••••••• • 0 ........... 0..... . ." Renulatoru M rianem.ent Sr n.ch. 1 " .... • ...... eoe •• oP.··o •••• ..,.. -.It ~, ~ Itj ". A... :', A .. ~···b·-·I· ~ ... t-····MVS ::::~ .... ., •• ~ ......... :"_~ia"~""'''' 
. ., ".' _. " '. .' ntlmlcro la IVISlon \ I::> I Pt, .' . '. 

OFFIC'A" FrL~ eOI 



!f~1!~!']~ot ~ re~;ira~~ ~ct~~e~~ ti;'~~is~ 
headache. nausea. vominng. diarrhea. light-headed feeling. dizziness. 
weakness, drowsiness, cyanosIs. loss of coordination. convulsions. coma. 
delayed lung injury (fluid in the lungs), immediate or delayed skin imtation or 
bllsters.~ reaction . 
. Q,1'lH!I.8l~J'W!tmQJEIlt'DJ~m.1'r:NWlJM:m#tWMHlti 
May cause nervous system InJury. cataracts. adverse reproducbve effects. 
chromosomal and mutagenic changes. and cancer. 

PEL: 1 PPM TWA (as per the Ethylene Oxide 
Standard 29 CFR 1910.1047). 

EL' 5 PPM - excursion limit 15 minutes. 
ODOR: Ether-like at high concentrations. Exposure to toxic levels may 

occur without warning to or detecbon by the User. 

rB~~'" Do not breathe vapor. Do not swallow. Do not get in eyes. 
on Skin. or on clothing. Store and use with adequate ventilation in 
accordance with the Ethylene Oxide Standard (29 CFR 1910.1047). 

PilRSDNAt;'PflOTECl1D!iU'iQU.llI&tIR7,cPPeJt< 
A material that is chemlcal-reslstant to this product IS butyl rubber. 

All handlers must wear at a minimum: 
Long-sleeved shirt and long plants. 
Shoes plus socks. . 
Chemical-resistant gloves. and 

The employer shall provide a respirator that IS adequate to protect 
the health of the employee and ensure compliance with all other 
OSHA statutory and regulatory requirements (see 29 CFR 
1910.1047 and 29 CFR 1910.134). 

When handlers could have eye or skin contact With ETO or ETO solutions. 
such as during maintenance and repair. vessel cleaning. or cleaning up 
spills. they must wear: 

Chemlcal-resistant attire. such as an apron. protective suit. or 
footwear that protects the area of the body that might contact ETO 
or ETO solubons. and 
face-sealing goggles. a full face shield. or a full-face respirator. 

VVhen wearmg respIrators: 

1. 

2. 

3. 

Follow the respirator manufacturer's user's instructions for 
changing canisters. 
Respirators must be fit-tested and fit-checked using a program 
that conforms to OSHA's requirements (see 29CFR Part 
1910.134). 
Respirator users must be trained using a program that conforms 
to OSHA's requirements (see 29CFR Part 1910.134). 

4. Respirator users must be examined by a qualified medical 
practltoner to enSure phYSical ability to safely wear the style of 
respirator to be worn. A qualified medical practitioner is a 
phrsiclan or other licensed health care professional (PLHCP) who 
wil evaluate the ability 01 a worker to wear a respirator. The Inlbal 
evaluation, consIsts 01 a questionnaire that asks about medical 
condi~ons (such as a heart condlbon) that would be problematic 
for respirator use. If concerns are Identfied, then additional 
evaluations. such as a phYSical· exam. might be necessary. The
Initial evaluation must be done before respirator use begins. It 
does not need to be repeated unless the health status of 
respirator use conditions change.lse'; 29CFR Part 1910.134). 

Follow manufacturers instructions lor cleaning/maintaining PPE. If no such 
instructions for washables exist. use detergent· and hot water. Keep and 
wash PPE separately from other laundrv. 

User Safety Recommendations 

Users should wash hands before eating. drinking. chewing gum. using 
tobacco. or using the toilel 

Usens should remove clothing/PPE immediately if pesticide gets inside. 
Then wash thoroughly and put on clean clothing. 

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

'. . . . 

:: : .. ",. ::" '. ~r~~:s~·~~.· '.": "::: ~~ "near . . or 

allow sources of Ignition near the sterilizatio area. Ethylene 
OXide IS extremely flammable and reactive. Ground equipment (Including 
mm_ .. 9.Q.J)tainer) to prevent sparks. . . 
~ In case of leak evacuate area and keep personnel upWind. Shut.off 
all sources of Ignition. Use self-contained breathing apparatus and protectIVe 
cJ.o.\t1mg. and shut off leak if without risk. f_ In case of fire move container away from fire if without risk. Use 
w.lar. SOc container cool. 
~--""'."-" 

Do' nor fsc arge 
estuaries. oceans or other waters unless In accordance With the 
requirements of a National Pollutant Discharge Elimination System (NPDES) 
permit and the permitting authority has been notified in writing prIOr to 
discharge. Do not discharge effluent containing this product to se'Mlr 
systems without previously notifying the local sewage treatment plant 
authority. For guidance contact your State Water Board or Regional Office of 
the EPA. 

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

EPA Registration No. 36736..9 
EPA Establishment No. 0 36736-NY-Dt 

o 36736-SC-Dl 
o 36736-MO-D1 
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Keep Out of Reach of Children 

Users must foUow requirements of the OSHA Occupational Exposure 
Standard for ethylene oxide (29 CFR 1910.1047). 

_.W.llI 
~~ 

1l1YRJOll- Move person to fresh air. Keep warm. If person is not 
bnjii1hfng':"'call 911 or an ambulance. then give artificial respiration, 
preferably br mouth-to-mouth, if possible. If breathing is difficult, give 
oxygen. Cal a poison control center or doctor for further treatment 
advice. even if there are no symptoms. Keep under medical observation-

fJ~~ •• Take off contaminated clothing.and shoes. 
Rt:e :'l"mme~I=~Plenty of water for 15-20 minutes. Call a 
poison conl1ol or doctor for treatment advice. Aerate, wash or 

. c1othine' and discard leather goods. 
Call poison control cenlllr immediately for treatment 
sip at teast two glasses 0' water if able to swallow. 

vomiting. Do not give anything by mouth to an 
person. 
Hold open and rinse slowly and genJly with water for 
1.I!tII!II.I'U"~" control center or doctor for trealment advice. 

the product container or label with you when 
or doctor, or going for treatment. You may 

1-1i100-4,~4~S3IJOfor emergency medical treatment 

- Skin exposure to Ethylene Oxide will commonly 
extensive blister formation. At high 

concentrations, severe conjunctiv~is can occur. Irritation of the 
respiratory tract may occur. but without acute lung edema. Symptoms of 
systemic intoxication are headache, nausea, vomiting, incoordination. 
and cardiac irregular~ies. Treatment is symptomatic. 
Refer to ARC Specialty Products' Ethylene Oxide MSDS. If unable to 
locate MSDS for this product, please call ARC Specialty Products at the 
telephone number below and request that one be sent immediately. 
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ACCEPTED 

SEP 15 3d 
Under the Fedefallnseclicide, Fungicide and 
Rodenticide Act as amended, ror the ' 
pestickJe,registered u~t ~ 
EPA Reg. No 3 to L'.:$(, -0 

It is a violation of Federal LaY/to use this product in a manner incon! 
with its labehng. Employers in facilities that use ETO must comply with 
the reqUIrements for ETO use specified in 29 CFR 1910.1047. This pi 
may be used only in facilities that meet the requirements of the Ett 
OXide Standard (29 CFR 1910.1047). This product may be used only il 
portable (commercial) VaCuum or gas-tight chambers designed for us> 
100%.ethylene oxide. This product may be used only by persons who 
been trained in accordance with the Ethylene Oxide Standard (29 
1910.1047). When used to sterilize health care items, this product ml 
used in ethylene oxide gas sterilizers that Bre approved by the registr 
the sterilant and listed in the current EPA registered. andlar FDA appl 
instructions for use. 

In contract sterilization facilities. including facilities treating m 
equipment and supplies, musical instruments, library/museum an 
cosmetics. and spices the following requirements must be followed: 
Slerilizationlfumigation with ETO must be performed only in vacuum I 

tight chambers designed for use with ETO. 
Safety and awareness training is required for all employees including 
staff. Information and training must be provided to all employees 
facility at'the time of initial assignment and annually thereafter. The 
training must include. at a minimum, the following information: 

1. The most recent monitored ambient levels of ETO in the facility; 
2. The potential health effects from the levels of ETO in the facility: 
3. The emergency response plan and how to respond in an emergenc 
4. The availability of the Material Safety Data Sheet and other ma 

related to the health hazards of exposure to ETa. 

In order to reduce ambient levels of ethylene oxide, lengthy facility al 
is encouraged. It can reduce potential long-tsrm risks to employe, 
direcdy involved in the ethylene oxide applications. 

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

'~JJt\i!~~!!!I'!~~!r~~I~~ei' 
following pesticidal uses: to sterilize medical or laboratory 
pharmaceuticals and aseptic packaging. (see 21 CFR 201.1(d)(5)). ( 
fumigant to reduce microbial load on cosmetics. whole and ground sp 
other seasoning materials, (see 40 CFR 180.151), and artifacts. a 
material or library objects. 

Any product formulaled from this product that Is registered for Ui 

spices, dried vegelablel, or seasonIngs must Include the followlr 
label language: 

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

After August 1, 2008, this product may only be applied to or on 51 
dried vegelables or seasonings utilizing an ETO sterilization metl 
that uses a single sterilization chamber to pre-condltlon and aera 
with an alternating vacuum and aeration purgIng procedure. If yl 
wish to employ an alternative method to that described below, YC 
must contact the Environmental Protection Agency Otrlce of Pes 
Program~ for Instruction on how to receive authorization. 

'Place spices in the trealmentchamber. Allure that the mixture ( 
ethylene OXide and air Is compatible with the chamber design, th 
Introduce Into the chamber a concentration of Ethylene Oxide no 
exceed SOO mg/L, with a dwell time not to exceed 6 hours. Then 
evacuate the gas from the Chamber using a sequence of not less 

'21 steam washes (Injections and evacuations) between 1~5 PSIA 
Hg) and 5.0 PSIA (20"Hg) while maintaining a minimum chamber 
temperature, of 1150 F. 
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pest!c!de.rcgiste.ed un;!.;. : . n 
EPARe~No3 to i.:5t. -~ 

It is a Violation of Federal Law to use thiS product in a manner InconSistent 
with Its labeling. Employers in facilities that use ETO must comply With all of 
the requirements for ETO use specified in 29 CFR 1910.1047. This product 
may be used only in' facilities that meet the requirements of the Ethylene 
OXide Standard (29 CFR 1910.1047). ThiS product may be used only In non
portable (commercial) vacuum or gas-tight chambers designed for use With 
100% ethylene oxide. This product may be used only by persons wf1c have 
been trained in accordance with the Ethylene Oxide Standard (29 C FR 
1910.1047). \M1en used to sterilize health care Items, this product must be 
used in ethylene oxide gas sterilizers that are approved by the registrant of 
the sterilant and listed in the current EPA registered. and/or FDA approved. 
instruclJons for use. 

In contract sterilization facilities. including facilities treating medical 
equipment and supplies. musical in&truments, library/museum artifacts. 
cosmetics. and spices the following requirements must be followed: 
Sterilizationifumigation with ETO must be pertormed only in vacuum or gas 
tight chambers designed for use with ETO. 
Safety and awareness training is required for all employees including office 
staff. Information' and training must be provided to all employees in the 
facility at the time of initial assignment and annually thereafter. The safety 
training must include. at a minimum, the following information: 

1. The most recent monitored ambient levels of ETO in the facility; 
2. The potential health effects from the levels of ETO in the facility: 
3. The emergency response plan and how to respond in an emergency; 
4. The availability of the Material Safety Data Sheet and other materials 

related to the health hazards of.exposure to ETO. 

In order to reduce ambient levels of ethylene oxide, lengthy facility aeration 
is encouraged. It can reduce potential long-term risks to employees not 
dlfecdy Involved In the ethylene OXide applications. 

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

::t);flU'tJ,*Ql'lm~l1OJto.E:_~JI.Q:·~Xt 
This product may be used for formulatIOn Into a sterilantlfumlgant for the 
follOWing pesticidal uses: to sterilize medical or laboratory items. 
pharmaceuticals and aseptic packaging. Isee 21 CFR 201.1(d)(5)). or as a 
fumigant to reduce microbial load on cosmetics, whole and ground spices or 
other seasoning materials, (see 40 CFR 1 BO.151), and artifacts. archival 
material or library objects. 

Any productformulated from this product that is registered for use on 
spices. dried vegetables, or seasonings must Include the folloWing 
labellanguajJe: 

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

Aner AUjJust 1,2008, thl5 product maY,only be applied to or on spices. 
dried vegetables or 5ea50nlnjJ5 utilizing an ETO sterilization method 
that uses a single sterilization chamber to pre<ondltlon and aerate 
with an alternating vacuum and aeration purging procedure. If you 
wish to employ an alternative method to thaI described below. you 
must contact the Environmental Protection Agency Omce of Pesticide 
Programs for Instruction on how to receive authorization. 

Place spices In the treatment chamber. Assure thaI the mixture of 
ethylene oxide and air Is compatible With the chamber design, then, 
Introduce Into the chamber a concentration of Ethylene Oxide not to 
exceed 500 mg/l, with a dWell time not to exceed 6 hours_ Then 
evacuate the gas from the chamber using a sequence of not less than 
21 steam washes (Injections and evacuations) between 1.5 PSIA (27" 
Hg) and 5.0 PSIA (20"Hg) while maintaining a minimum chamber 
temperature of 115' F. 

Net Contents: __ Ibs. 

A.Thls product may be mixed With carbon d,oxlde . 
hydro chlorofluorocarbon matenal or chlorofluorocarbon matenal. as ar 
tnerting substance to reduce ftammabllity. 
B. The amount of Ethylene OXide used to formulate the blended produc 
shall be an amount sufficient to equal the percent of··the active Ingredient, 
the fOrmulators"product as registered with the United States Envrronmer,' 
Protecbon Agency (Le. - in a registered product containing 10% ethyl< 
oxide and 90% inertlng gas in a 100 lb. container. fill container With 10 L. 
ethylene oxide and 90 Ibs. inertlng substance). 

rage and disposal. 
ac,cordal1ce With tag attached to valve 
Avoid exposure to heat or direct sunl'gh' 

~~~~~~~~ wastes are acutely hazardous. Impropel 
e~ceS6 spray. or mixture of rinsate is a Violation 0 

Law. If these wastes cannot be disposed of "by use according :c 
. label instructions, contact your State Pesticide or Environmental Contro 

Agency, or the Hazardous Waste representative at the nearest EP,o 
Rellional Office for J!uidance. 
~,".~L III \M1en empty. return to supplier only. Before 
returning container to supplier: 
1. Pressurize container with nitrogen to 50 psig total plessure at 70' F. 
2. Replace valve plug tighUy in valve outlet 
3. Check container valve and plug for leaks prior to shipment. 

801138 (Rev. 06/08 - supersedes 05107) 


