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MAY 242005 

Ms. JoAnn Cashin 
Arc Specialty Products 
8alchem Corporation 
P.O. 80x 600 
New Hampton, NY 10958 

Subject: Ethylene Oxide 100% 
EPA Registration No. 36736-2 
Amendment Date: July 22, 2004 
EPA Receipt Date: July 26,2004 

Dear Ms. Cashin, 

The amendment referenced above, submitted in connection with registration under 
FIFRA section 3( c )(7)(8), will be acceptable provided that you agree in writing that: 

I. You will submit the data listed below, conducted in accordance with Agency test guidelines 

no later than August 1,2005. 

The Agency has determined your submission to be incomplete because your study did not 
identify the analytical method for ethylene oxide, ethylene chlorohydrin, and ethylene glycol nor 
did it provide documentation on. the method validation. We would also like control and spike 

samples to be included. 

We could not conclude that the residue data are valid. The submitted data supported only 
two samples (one for rubber mouthpieces and the other for plastic mouthpieces) that showed 
detectable residues of ethylene oxide, ethylene chlorohydrin, and ethylene glycol. The Agency 
requires at least 5 replicated for statistical analysis. 

Therefore, we need additional residue data submitted to confirm the findings of this 
analysis. Y oui" residue data must be conducted with at least 5 replicates tested in two different 
chambers, each containing one rubber and one plastic mouthpiece. 

We would also like additional information pertaining to the type of chamber used for the 
sterilization of musical instruments, the duration oftreatment, the aeration period of ethylene 
oxide, and the concentration of ethylene oxide in the chamber to be efficacious against micro-

organisms. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

2. You will submit and/or cite all data for registration/reregistration of your product under 
FlFRA section 3( c )(5) when the Agency requires all registrants of similar products to submit 

such data. 

3. You must make the following label change before you release the product for shipment 

bearing the amending labeling: 

For the Valve Tags: Under "Directions for Use" revise the statement, "Use only in 
accordance with the directions and safety precautions listed on the label and this tag" to 
read" Use only in accordance with the directions and safety precautions listed on the 
label, this tag, and the ethylene oxide gas sterilizer manufacturers' Operators Manuals." 

4. You must submit five copies of your final printed labeling before you release this product 

for shipment. 

If the above conditions are not complied with, the registration will be subject to 
cancellation in accordance with FIFRA section 6( e ). Your release for shipment of the product 
bearing the amended labeling constitutes acceptance of these conditions. 

If you have any questions regarding this letter, please contact Jacqueline McFarlane at 

(703) 308-6416. 

~7ereIY' 

Ve~maNoble 
Product Manager (31) 
Regulatory Management Branch I 
Antimicrobials Division (751OC) 

f 

Enclosure: Risk Assessment on Ethylene Oxide for Use on Musical Wind Instruments 

Stamped Label 
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PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND 
DOMESTIC ANIMALS 

DANGER! CAUSES EYE AND SKIN BURNS. 
HARMFUL IF INHALED. MAY CAUSE 
NERVOUS SYSTEM DAMAGE 

DANGER! CANCER HAZARD AND 
REPRODUCTIVE HAZARD. 

EFFECTS OF OVEREXPOSURe May be fatal if 
irtlalad in high concentrations. May cause 
irritation of the respiratory tract. chest IIghtn .... 
headache, nausea, vomiting, dlanhea, light. 
headad feeling, dizziness, weakness, 
drowsiness, cyanosiS loss of coordination, 
convulsions. coma, delayad lung inlury (ftuld In 
the lungal/lmmedlate or delayed skin irritation or 
blisters, a erglc s kin reaction. 
01lIER POSS" e DElAYED HEALTH 
EFFECTa 
May cause nervous syStem Injury, cataracts. 
adverse reproductive effects. chromosomal and 
mutagenic changes, and cancer. 

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

EL: 5 PPM • excursion limn 15 minutes. 
ODOR: Ether·llke at high concentrations. 

Exposure to toxic levels may occur 
without warning to or detection by the 
user. 

PRECAUTIONS • Do not breathe vapor. Do not 
swallDN. Do not get In eyes. on sidn, or on 
clothing. Store and use with adequate ventilation 
In a_nce _ the Ethylene Oxide Standard 
(29 CFR 1910.1047). 

PHYSICAL OR CHEMICAL HAZARDS: 
DANGER! • HIGHLY FLAMMABLE UQUID AND 
GAS UNDER PRESSURE. 
Contents under pressure. 00 not use near flame. 
sparU. hot surfaces, or allow sources of Ignition 
near the sterillzationl!umlgation area. Eltiylene 
Oxida ia extremely ftammable and reactive. 
Ground all equipment (Indudlng this container) 10 
prevent sparU. 
LEAK· In case of leale evacuate area and keep 
personnel upwind. Shut off all souross of Ignition. 
USe self -contained breathing appanlJus and 
protectJva dothlng, and shut off leale ~ wnhout 
risk. 
FRI!. In case at fire move container away from 
fira if without risk. Use water spray or fog nozzle 
to keep container cool. 

ENVIRONMENTAL HAZARDS: 
Do not discharge elftuent containing this produd 
into lakes. streams. ponds. estuaries. oceans or 
other waters unless in accordance with the 
requirements of a National Poliutani DIscharge 
Elftuent System (NPDES) pennH and the 
permltllng authority ha. been notifted In writing 
prior to discharge. Do not discharge elftuent 
containing this product to sewar systems wIthoot 
previouelY notifying Ihe local sewage traatment 
plant authority. For guidance contact your State 
Weier Board or RegonaJ Office of Ihe EPA. 

It Is imperative that users of Ihls material be 
familiar with ARC Speclativ Products' Material 
Safety Data Sheel for 100% Ethylene Oxide. the 
label and valve tag aJtachad to this cylinder. 

EPA Raglstration No. 38736-2 
EPA Estabiishmeni No. 36736-NY·Ol 

801137 (Rev. 12103( W!~~~;tl:;;ib'ited: 
In ca •• of 
call 

CURRENT APPROVED LABEL * 

ETHYLENE 
OXIDE 

STERILANTIFUMIGANT 
ACTIVE INGREDIENT: ETHYlENE OXJOE ••. 100% 

(CAS NO: 75-21-6) 

Keep Out of Reach of Children 

c. oPY ;l. oF 5 
Net Contents: __ Ibs. 

DlREC1lONS FOR US&: 

It Is a violation of Federal Law to use this DrOdUc
in a manner inconsistent with its labEHing. )t is thE 
employer's respct'1sibliny to follow Ihl 
requiremenls of the Ethylene Oxide Standard (2, 
CFR 1910.1047). This product may be used on" 
in facilities that meet the requirements of the' 
Elhylene Oxida Standard (29 CFR 1910.1047) 
This product may be used only in roo-portabl'E 
(commercial) vacuum or gas·light chamber> 
designed for use _ 100% etl¥oOe oxide. This 
produd may be used only by persons who have 
been trained in accordance with the Ethylene 
Oxide Standard (29 CFR 1910.1047). When used 
to sterilize heallh cars Items. this produd must be 

• ANGER PELfGRO used in non·portable (commen:iaJ) ethytene oxide 
. '" gas sterilizers that have FDA clearance. 

PRECAUnON AL USARJO: 51 uated no 1. AS A STERILANf AND FUIIIGANT GAS: 
lee Ingles, no use eete producfo hasla A. For complete use directions (lnduding type of 
que la aIIqueta Ie haya s1do expllcada surfaces. objects, or Items/oroducts reoommandec 

for treatment, pre-deaning instructions. concentra-
arnpllamenta. tion of gas per unn volume of dosed space to be 

I.-_~ __ ~ __________ -J traatad, exposure time/tempara/ura. relative 

Users must follow requirements of the 
OSHA Occupational Exposure Standard 
for Ethylene Oxide (29 CFR 1910.1047). 

FIRST AID 

IN ALL CASES OF OVEREXPOSURE GET 
MEDICAL ATTENnON IMMEDIATE. Y. 
TAKE PERSON TO A DOCTOR OR 
EMERGENCY TREAThIENT FACILfTY 
AT ONCE 

IF INHALED· Move person to fresh air. Keep 
wann. If parson Is not breathing, cell 911 or an 
ambulance, then give a1tffclal respiration, 
preferably by mouth·te-mouth, ~ possible. If 
brealhlng is dllftcult, give oxygen. CaD a poison 
amtrol center or doctor for further treatment 
advfce, aven if there are no symptoms. Keep 
under medical observation • symptoms may be 
dola~ed. 
IF ON SICIN OR CLOTHING- Take off 
contaminated dolhlng and shoes. Rinse skin 
Immediately _ plenty of water for 15-20 
minutes. Call a DOIaon conlrol center or dodor for 
treatment adVlce. Aerate, wash or clean 
contamlnatec dothlng and discard leather good •. 
IF SWALLOWED - Call poison conlrol center or 
doctor Immediately for traatment advice. Hava 
person sip two glasses of watll' If able to swallow. 
Do nol Induce vomiting. Do nol give anylhlng by 
mouth to an unconscJoUs person. 
IF II EYES • Hold eye open and rinse slowly and 
gentiy with water for 15-20 minutes. Call a poison 
conlrOl center or dodor for Ireatment advice. 
H011JNE NUMBER- Have the produd container 
or label wnh you when calling a poison control 
center or doctor, ~ng for treabnent. You may 
also contact 1· 2"~3oo for emergency 
meclcal traatment Information. 
NOTE TO PHYSICIAN • Skin exposure to 
Ethylene Oxide will commonly resun in skin 
Irritation with extel"8/ve blister fonnation. At high 
concentrations, severe conjunctivitis can occur. 
Irritation of the respiratory tract may occur, but 
wIthoot acute lung adema. Symptom. of systemiC 
Intoxication ora hoadac he. nausea. vomiting. 
Incoordination. and cerdlac IrTogularlties. 
Treatment Is symptomatic. 
Refer to ARC Spedany Products' Elhylene Oxide 
MSDS. If unable to locate MSDS for this product, 
plea.e call ARC Spedaity Products al Ihe 
telePhone number below CI'1d requesl that one be 
sent Immediately. 

Dlatrlbuted By: 
ARC 8pec/alty_ucIa _om CoopcnIIon 

P.O. Box BOO . New Hampton, NY 10851 
Tet 845-321-5111 
Fax: 845-32&-5708 

humidity, vElltilation/aeration time. and method of 
monItonng to be used) rafer to the ethylene oxide 
gas sterilizer manufacturers' Operators Manuals. 
This produd may be used only to sterilize medical 
or laboratory items, Pharmaceuticals. and aseptic 
packeglng, (see 21 CFR 201.1(d)(5». or to reduca 
microbial load on cosmetics, ~e and ground 
spices or other seasoning materials (see 40 CFR 
180.151) and a~acts, ari:hlval matenal or library 
objects. 
B. Sterllizatlonlfumigation _ Elhylene Oxide 
must be performad only In vacuum or gas light 
chambers designed for use wnh Ethylene Oxide. 
C. EthYlene Oxide cycle parameters depand on 
several sterilizlng/fumlgating varfable factors: pre
conditioning (~ any); exposure time; chamber air 
pressure; gas concen~q; types and quantities 
of items to be slerilizedlft.irrilgated; packaQing; load 
configuration in the cMrllO&'r; microbial a,aTlenge 
method; desired deg ...... of.dlslnfection· and Ihe 
desired perfonnance. of lIle .sterillzedilumigated 
product and package. •• • 
D. The .oterlilutionlfuml9ltion cycle parameters 
shouk! be·thl>se preecrlbed by the equipment 
manufacturer. If other cycle parameters are used, 
the saf8tr Md efftcecy of the alternate cycJe 
paramate'" ."'usl be. nlitated and ara the 
respon~bil of the UMf'. • • 
NEVEl!' PA~ WHICH ALLOW 
FLAM !.i 'MIXTURES DF ETHYLENE OXIDE 
AND AIR TO ENTER THE CHAMBER. • '01. . . 
2. INSTAUAnON AHC .::l'ERAllOH OF TlIE 
CONTAINER· Follow Ih, !!i'l"tions on Ihe valve 
tag aJtached to this container. .. , ~ 
STORAGE AND DISPOSAL 
Do not contaminate food, fead. or water by 
storege an!! disposal. 
PESTlCIDE STORAGE Use In accordance _ 
tag aJtached to valve. Store In cool. wel~vantilated 
area. Avoid exposure to heet or direct sunlight ss 
may causa polYmerization. 
PESl1CIDE DISPOSAL Pestidde wastes are 
acutely hazardous. Improper dlspoeel 01 excess 
pesticide, sprey. or mixlure of rinsate Is a violation 
of Federal Law. If these wastes cannot be 
disposed of by use according to labeilnSllUCllons, 
contact your State PesticJCIe or Envionmental 
Control Aaency, or Ihe Hazardous Weste 
representatrve al the nearest EPA Regional OfIIce 
for guidance. 
CONTAINER DISPOSAL When empty, rerum to 
suppUer only. Before retumlng container to 
supplier: 
1. Pressurize container with nHrogen to 50 psIg 

total pressure at 70' F. 
2. Replace valve plug Ughtiy In valve ouUet. 
3. Check container valve and plug for leaks 

prior to shipment. 

USE THIS PRODUCT WITHIN 120 DA va 
OF ITS PURCHASE 

DO NOT REMOVE THIS LABEL. 

in response to Agency request. 



CURRENT APPROVED VALVE TAG* 

DO NOT IIB.OVa THIS TAG 

ETHYLENE OXIDE 100% 
EPA REGI8mAllON NO. 317311-2 

EPA ESTAIIUIIHM!NT NO. 31731-NY~1 

DANG .. 
mcTlI .... LYPLA_A.U ANDexPLGaIW. 

HAIIMPUL IF I/llHAUD. 

DJUCnOI'II lOR tlD 
ltil ........ ot' .... Lawto_dilPfDlbtiD._ ...... 
__ ... ill ~ Il iI .. ...,..,. I i 'bilil)' 10 toUaw 
......... :~ .... __ 0I<id0 _ (2K'I'R 1'10.1007), 
UOO*ia __ .... _.oofioyp '.'u.d 
... Ibo lUoI ...... 1lUa", s. _ AIlC SpeoioI\y _ _.....,c.a _lGrtl<io,.-_D_ 
I. AIiIIIIJI ......... .,.... ........................ ----_WRI< 2. __ 10_"_ ... __ - It .... _ ......................... ........ 
l. ,.. ............ ,.--.. ................... ot .. PIIO 

(JJ2.....,.,.,(2J.I·C). ,.... ....... W ___ • 
...... r; .... w ................. c.c..- ...... .I( .. 
......... ___ ..-it W. 50 PIIO_,. .. 

4. ec..iw ............ ..-....... ~ ..... ---.,."... ... .... 
,. LiIfIiII ................ ·pnII'ridId .. ·COA.sID ........... ............... 
I. ~ .. DCJI'W~ ........... _.CQA .... ..-.. 

......................... Do ......... JlftIdIWI ..... ..... ....-.-
1. _ ........ __ ......., ... ----.. 

, . , 
L ,.._ ..... __ .. _ .. __ ......... 

...... ",::e r .. ..-.... ' Do_ ....... ..... _------_ .. ---.. _ .. __ .. _ .. _--
IO ....... ~_ 
II. ~..., I' ; JIlICIul ........................... __ 

is,,, ............. eo. C-NPPA f1I) .... ..,. 
aaddII ... ..... 

(over) 

Lr/, 
15 

12. 1M ............ in 1M'" 1M'" ItU 00II"" to ...... 
..... lDprnwII .............. . 

Il. eo..... .. m.t~ ....... _o( ......... _ ....... wiIIa_,...,...... aIIIy ..wYllft, ............ n.._01 ......... -..1.., ................... ,.,... ..... 
....-__ ................. 01 ........ ~_ 
fIIIIIIIIIII-.. • or iIIIMI" ... 10 ...... 1M GJIi* .. __ DO NOT 
APPLY _ TO TRlI COHfAlNII. IY AllY.....,... 

14. n................ " ,. ............ .... .. ...................... __ ................. .... u .... ___ ........ ___ .. _ _ .. _ .. -...... _ .. _ ....... _------.......... -...... .. __ ot_,,---__ _ 
". o....iM .. ....,ol ...... ~ ..... ___ IIr ... -_"",,-....a. 
........ _ ......... JllD'*lldaa .......... ,....... ....... 1b ................................................. 
0IIr. 5 M •••• ., ........... ua..,.., ........ _ - ...... -.. __ ..... _ ......... -.. 
.............. 1 .... 0'1IIIt ............... ........ 

_ .. Al'I_ wna_ \IIN12L\1JIIII. 

CONT..uND IBOUUt U DiUM. TO IVPPLID 1'0. uvu. 
aroau'UiHifiGa:rcTJ.IlCa TDIVPPUIIb 

It- ,UlIUI.J8 CONTAINII. WITH Nrft.OOIll TO JCI '110 TOTAL 
PUllUUIfr 1P P AND 8I1UU cntrAINII. VALVD AU a.oaD. 

.. "'LACI VALVB PLUCllllCUULf IN VALVI c:x.mn. IF VALVE 
PWCII AU HOT AVAILA8LI. COHfACT aJPPLIIL . , , ~ 

c. CllBCJ: CON1"AlJrrlll. VALva AND PLUOI"'pPIIl.uAu PlIO .. TO 
SIIlNINT. II' LIAU AU rmw:TIO, 00NrACI""-' 

•• • 
D. tB1ITAG ...... ___ TO..,.~~.w. 
__ ~tB1ICIINT.UIID _UUTII_TO 
... OUGDW._~_caWl1B_ 
~_Ir . ...... It ... 

-.-...nf'NXlUCTa 
.,.CI_CIl,..~ .. " • 
...,~- ..... ~ 
~1lOX , • 

.urr IItt, 'NY 1_ 
fMIl-l1 ." .. . . 

" - .. 

* We will continue to attach this valve tag to all 
product packages sent to other customers. 



•• 

PROPOSED ALTERNATE VALVE TAG * 
(Additional Language Highlighted) 

© 
DO NOT REMOVE THIS TAG 

ETHYLENE OXIDE 100" 
EPA REGISTRATION NO. 38738-2 

EPA ESTASUSHMENT NO. 38738-8C-01 

DAN .... 
D1'lIBMD.Y PI ...... U AND IDCPL08IVL 

~'ULI'I.~ 

(CMr) 

@ 
11. UN only _~ IIiM:IrkaI equipment ViIIIIc:h c:onfarnw 10 the cum 
_"' ... _EIodrIcCcMI_NFPAI7OI-. _ _ ... bo"-. 

12. InIIII chec* VIMIIn Iht cIIdwgIlne tan IhII c:anc.InIr to pnQUIng 
equIpnWII to."...,.". bIIdl tow Into 1hII~. 

13. CcIMec:I" Irwt ~ ... II) • 8IU'CI d ntraQIn UI6ng • U .... __ ....... _. ___ .... __ • Tho 

acuce tI I'ftOgIn IIhauId be UIIId far ..".... QIIIdI ... far no oct. 
~ IftagIn pr-.w ".. not ... IN ..... p:-.. 01 IN 
~. Newt we WI" t IIr 01 ather !jJIe. til ~ Iht 
CVIndIr or drum. 00 NOT APA..Y HEAT TO THIS CONTAINER BY AN'f ......... 

14. To apM contIIrW ~ b.m c:oull.dock..... Fw Ita. ~ 
wt*=h .. -.lipped WIth. twIdwhMII do not UN. 'M'InCft orOlNr ~ -15. u. ___ .... __ . __ ... -.. 
_ ....... bo_ ..... _ .... _ .. pIoI __ -------_ .. --"'_ .. _--....... _--,1. ~ IN ~ tI PfDdI,ICI ....... frOm tNt ~ by UIIng an _ .... 

STORAGE AND DIIf'OSAI. 
S_ I01>011!InII to tho __ pnMdod an thIo tog one! on tho 
pRIduct _ To control ~ _ poly!.- grawtII. .- .. 

........,.. PI on. ftrat 1nffI .... out buia. 0Lw 1'8CDlM'l8l1datIon .. to UN 

.. atthlo pradUCI_ 120 dllyo at Ito _pi. To mlnimizo polymer 
growth. thIo pradUCI _ 1101 be _ In 011)' ~ __ tho 
___ 100' F. Do 1101._ thIo pradUClln direct 

ounIlghI.'lIo, C> "~\~Ic..j \o-.I.M' ~,J.W.I'C0 
~ IN AN AREA WIllI ADEQUATE~9" • 

•••• 
CONTAINER SHOULD BE RETURNED TO SUPPUER FOR 
REUSE. BEFORE RETURNING CONTAlNEII'rb,s\II'PUER: 

••• 
.. """"PIlE CONTAINElI. ~1,TlI .. ~~ to 50 PSIO TOTAL 

PRESSURE AT 7a" F 4NIT iii wwnc COHTAtNER VALVES ARE 
a.0IED. •• 

B. REPLACE VALVE PLUGS"~v IN VALVE OUTlET. F VALVE 
PLUGS ARE NOT AVALA8&.E, <q,WfACT SUPP\JM.. 

• •• C. aiECK CONTAINER VALWS ifIND PLUGS ,eA LRAIC8 PRIOR TO 
SHIPMENT. IF LEAKS~. CONTACT SUPPlIER. 

D. TNI TAG ..... II8I.UiI APPIQD TO • ..,..cr;. :YUNDU: AT ALL 
~ WHIM EWI'Y na CONTMlIR MaT UItM'URHID TO THB 
OIIGIW. ............ POINT IN I\CCOItD*NCnrj h ~ £II1I!CTION8 

7/004 

AaOVI."' • .,......,......" 011': • - . ~ 
• 

ARC SPECIAl. TV PRODUC'B 
BALCHE .. CORPORATlON 

HIGHWAY 17 
P08OX337 

GREEN POND. SC 21441 
(143)_11 

* This valve tag will only be attached to product 
packages sent to those contract sterilizers 
authorized to sterilize musical wind instruments. 


