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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Mr. Robert Bennis 
c/o Advance Sterilization Products 
Lewis and Harrison 
122 C Street NW 
Suite 740 
Washington, DC 20001 

Subject: Sterrad Hydrogen Peroxide 

W ASIllNGTON, D.C. 20460 

'JUL 1 5 2009 
OFFICE OF 

PREVENTION, PESTICIDES 
AND TOXIC SUBSTANCES 

EPA Registration Number 71871-3 
Your Amendment Dated April 20th

, 2009 
EPA Received Date April 215

\ 2009 

The amendment referred to above, submitted in connection with registration under the Federal 
Insecticide, Fungicide, and Rodenticide Act, as amended, to delete the phrase, "Store upright at 
all times", change the expiration date from 8 days to 10 days, and to revise the "Directions for 
Use", is acceptable. 

A stamped copy of the labeling is enclosed. 

If you have questions concerning this letter, please contact Karen M. Lea:vy at (703)-308-6237. 

Sincerely, 

. ~;~ 
Marshall Swindell ' 
Product Manager 33 
Regulatory Management Brru)ch I 
Antimicrobials Division(751(tIP) 
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STERRAD® 
HYDROGEN PEROXIDE 

AQUEOUS SOLUTION STERILANT 

I STERRAD: 100S™ Cassette REF 10153 
STERRAD 50™ Cassette REF 10154 
STERRAD"" 200™ Cassette REF 10155 
STERRAD"" NXTM Cassette REF 10156 

FOR USE IN THE STERILIZATION OF 
LABORATORY AND INDUSTRIAL EQUIPMENT 

KEEP OUT OF REACH OF CHILDREN 

DANGER 
STATEMENT OF PRACTICAL TREATMENT 

PRECAUTIONARY STATEMENTS 
DANGER. CORROSIVE. Causes irreversible eye damage and skin burns. May be 
fatal if inhaled or absorbed through the skin. Harmful if swallowed. Do not get in 
Hyes, ('III skirt I)r on clothing. Do not breathe vapor or spray mist. Wear protective 
HyeWe"3r ~goa(Jles, face shield or safety glasses) and rubber gloves. Wash 
th'Jrougf-JIY 'v!til soap and water after handling and before eating, drinking or using 
tobacco. Remove contaminated clothing and wash clothing before reuse. 

PHYSICAL AND CHEMICAL HAZARDS. 
H"J;'ogen peroxide is a strong oxidizing agent and poses a hazard for fire, 
eAplvsion or container rupture. Avoid contact with contamination or combustible 
materials. Do not use or store near heat or open flame. Shoes, clothing, or other 
combustible materials that have come into contact with hydrogen peroxide must be 
immediately and thoroughly rinsed with water to avoid potential fire hazards. In 
case of fire, use only water. Contain spills and dilute with 20 parts of water. After 
diluting the contained spill, use sodium metabisulfide or sodium sulfite (1.9 Ibs. S02 
equivalent per 500 mL of spilled material) may be used to deactivate the hydrogen 
peroxide. 

ENVIRONMENTAL HAZARDS 
If In Eyes: Hold eye open and rinse slowly and gently with water for 15 - 20 
minutes. Remove contact lenses, if present, after the first 5 minutes, then 
continue rinsing eye. 

II If On Skin or Clothing: Take off contaminated clothing. Rinse skin 
immediately with plenty of water for 15 - 20 minutes. 

This pestiCide is toxic to birds, mammals, fish and aquatic invertebrates. Do not 
charge effluent containing this product into lakes, streams, ponds, estuaries, 
oceans or other waters unless in accordance with the requirements of a National 
Pollutant Discharge Elimination System and the permitting authority has been 
notified in writing prior to discharge. Do not discharge this product to sewer 
systems without previously notifying the local sewage treatment plant authority. For 
guidance, contact your State Water Board or Regional Office of the EPA. 

If Swallowed: Call a poison control center or doctor immediately for 
treatment advice. Have person sip a glass of water if able to swallow. Do not 
induce vomiting unless told to do so by the poison control center or doctor. 
Do not give anything by mouth to an unconscious person. 
If Inhaled: Move person to fresh air. If person is not breathing, call 911 or an 
ambulance, then give artificial respiration, preferably mouth-to-mouth if 
possible. Call a poison control center or doctor for further treatment advice .. 

Manufactured by: Have the product container or label with you when calling a Poison Control 

I:i' '~~~;c;~~i~~::~~o~;~9~~~i~~~~~::~~:~f·;~~~~~~~~·:sn-DUrjiaGi:~i~a77~:'z0a~·'· . "-i',," " :'~':)l ~ .~: .. ",: .• ' ,". 

~:M~~CED STERlUZATION PRODUcrs® 
with COMME~~company 
EPA Lett D Division 01 Ethlcon. Inc. 

er atedrechnology Drive, Irvine, CA 92618-9824 

ACTIVE INGREDIENT: Hydrogen peroxide ............... '" ............ 59.0% JUL 7 5 2000Technical information call 1-888-783-7723 

Note To Physician: Pro[-\e'ltlle mucosal damage may contraindicate the use 
II of gastric lavage. ' 
! 

INERT INGREDIENT~: ... , .... ;................................................ 41.0% U d h 
TOTAL: .............. , ... .. ... ... ... ... ... .. ....................................... 100. 0% ~l ~r .td e Federal Insecticide, 
EPA Regis~faUori N0.:71e7~1-2 glCI e, and Rodenticide Act as ©ASP, 2009 

. EPAEstabli&hmeritNo.:011871~CA;001 . 10~~d;fortl1l:~pestiCide, ' "" , , I Net Contents of STERRAD® 100S Cassette: Each cell contains NLT: 1750\JL IeglStered under EPA Reg. No. 11 37/-3 
Net Contents of STERRAD® 50 Cassette: Each cell contains NL T: 1750\JL 
Net Contents of STERRAD® 200 Cassette: Each cell contains NL T: 2246 mg 
Net Contents of STERRAD® NX: Each cell contains NLT: 1750fJL 
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DIRECTIONS FOR'tJSE 

It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 

ACCEPTED 
with COMMENTS 

EPA Letter Dated: 

STERRAD© Hydrogen Peroxide is intended for sterilizing: , JOZ r 5 ~ 
Uncer the Federal I '()no'd • Tissue culture equipment and materials B' ,'. -" n. ecnCl e, 

• Laboratory equipment (including glassware) and instrumentation :~~~~~~i~~lRO~er~tiC~de Act as 

• Medical instruments and devices in veterinary facilities re9istered unde~ ~~~D.~~9~'NO.? 1"8"7/".3 
STERRAD© Hydrogen Peroxide may be used for treating items made O! 3Iur.1ir.ur.1, brass, Delrin, ethyl vinyl acetate (EVA), glass, Kraton, latex, neoprene, nylon, 
Monel, polycarbonate, polyethylene, polystyrene, polypropylene, polyurcthar.e, pcIY':inyl chloride (PVC), silicone, stainless steel, Teflon/polytetrafluoroethylene (PTF 

For Use In The STERRAD® 200 Sterilizer Only. 
Two (2) Cycles/Cassette 
• Each cell contains not less than 0.0868 oz. (0.898 ± 0.003 oz.) [2466 mg (2550 ± 84 mg)] of 59% hydrogen peroxide, which is a strong oxidizer and irritant. 
• If the yellow indicator has turned red, the cassette might have been damaged. Do not remove plastic wrap. Call ASP Customer Service for Directions. Otherwise: 
• Remove plastic wrap from cassette sleeve. Do not remove cassette from the remaining cardboard packaging. 
• Orient the arrow so that it is on top of the cassette sleeve and pointing away from you. 
• Insert the cassette sleeve into the STERRAD® 200 Sterilizer. 
• Push the cassette sleeve completely into the injector. Once properly positioned, the cassette will automatically be accepted and positioned for use by the Sterilizer. 

The monitor will read "Cassette Accepted." If the cassette is not accepted becaLise the barcode cannot be read or the cassette has expired, the monitor will read 
"Please Remove Cassette." Should this occur, please insert a new cassette. 

• When the cassette is empty or has reached its labeled expiration date, or has been in the machine for 10 days (due to the higher temperature in the machine), it will 
automatically be re-inserted into the packaging and the monitor will display "Remove Cassette." Grasp and remove the sleeve containing the empty cassette. The 
chemical indicator on the cassette sleeve may have turned red due to the higher temperature in the machine. 

• Discard the sleeves containing the empty cassettes as indicated in the disposal directions. 
• If an UNUSED cassette extends or falls out of the sleeve, wear gloves to replace the cassette in the in the original sleeve and call ASP Customer Service. 
• After the sterilization chamber has been properly loaded and the biological and chemical indicators are in place, you are ready to start the sterilization cycle. The ' 

STERRAD® 200 Sterilizer cycle time is approximately 75 minutes. 
• Refer to STERRAO® 200 Sterilizer Operator's Guide for additional information. 

- OR-
For Useln'ThesiERRAD®Ni'St~~iii~~;O~ly:""-'---""~"'F' ¢'~;O~:-:-~-'----:', -~. ,-. ---", -----. _d - - " ' ". " n._ .. 

Five (5) Cycles/Cassette 
• Each cell contains hot les., tnan 0.592 fl. oz. (0.609 ± 0.017 fl. oz.) [1750 IJL (1800 IJL ± 50 IJL)] of 59% hydrogen peroxide, which is a strong oxidizer and irritant. 
• If the yellow indi~d(ir 'las turr.cC: red, the cassette might have been damaged. Do not remove plastiC wrap. Call ASP Customer Service for Directions. Otherwise: 
• Remove plastic wrap 
• Remove cassette from box 
• Insert the cassette intn thp. STE~RAD® NX Sterilizer. 
• The cassette w;1I be accep!ed autvlnatically 
• After thE. sie6liz'3tibn ct:ar.lCar has ;)een properly loade.d and the bi()logjcaland chemigal indicators,are i!1 place, YOlJ are ready to start the sterilization cycle. The 

STERRAl:5® NX Sterilizer has two cycle times: O'ne is Standard cycle for 28 minutes and the other is Advanced cycle for 38 minutes (...).) 
• Refer to STERRAO® NX Sterilizer Operator's Guide for additional information. 56 
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For Use In The STERRAO® 50 Sterilizer Only. 
Five (5) Cycles/Cassette 

- OR-

• Each cell contains not less than 0.592 fl. oz. (0.609 ± 0.017 rl oz) W1751J rl ~"800uL ± 59;.J.L)] of 59% hydrogen peroxide, which is a strong oxidizer and irritant. 
• If the yellow indicator has turned red, the cassette might have been damaged. Do not remove plastic wrap. Call ASP Customer Service for Directions. Otherwise: 
• Remove plastic wrap from cassette sleeve. Do not remove cassette from the remaining cardboard packaging. 
• Orient the arrow so that it is on top of the cassette sleeve and pointinQ 'Away fro.n :'ou. 
• Insert the cassette sleeve into the STERRAD® 50 Sterilizer. 
• Push the cassette sleeve completely into the injector. Once properly positioned, the cassette will automatically be accepted and positioned for use by the Sterilizer. 

The monitor will read "Cassette Accepted." If the cassette is not accepted because the barcode cannot be read or the cassette has expired, the monitor will read 
"Please Remove Cassette." Should this occur, please insert a new cassette. 

• When the cassette is empty or has reached its labeled expiration date, or has been in the machine for10 days (due to the higher temperature in the machine), it will 
automatically be re-inserted into the packaging and the monitor will display "Remove Cassette." Grasp and remove the sleeve containing the empty cassette. The 
chemical indicator on th.e cassette sleeve may have turned red due to the higher temperature in the machine. 

• Discard the sleeves containing the empty cassettes as indicated in the disposal directions. 
• If an UNUSED cassette extends or falls out of the sleeve, wear gloves to replace the cassette in the original sleeve and call ASP Customer Service. 
• After the sterilization chamber has been properly loaded and the biological and chemical indicators are in place, you are ready to start the sterilization cycle. The 

STERRAD® 50 Sterilizer cycle time is approximately 45 minutes. 
• Refer to STERRAO® 50 Sterilizer Operator's Guide for additional information. 

- OR-

For Use In The STERRAO® 100S Sterilizer Only. 
Five (5) Cycles/Cassette 
• Each cell contains not less than 0.592 fl. oz. (0.609 ± 0.017 fl. oz) [([1750 III (1800ul ± 50lll)] of 59% hydrogen peroxide, which is a strong oxidizer and irritant. 
• If the yellow indicator has turned red, the cassette might have been damaged. Do not remove plastiC wrap. Call ASP Customer Service for Directions. Otherwise: 
• Remove plastic wrap 
• Remove cassette from box. 
• Insert the cassette sleeve into the STERRAD® 100S Sterilizer. 

• The cassette will be acc~pt~~ automatically.,.., '""., .. ,. ...'" '..' , "" " ,', ' 
• Aftef"tfle sterilization cliamber has been properly loaded and the biological and chemical indicators are in place, you are ready to start the sterilization cycle. The 

STERRAD® 100S Sterilizer cycle time is approximately 55 minutes. 
• Refer to STERP.AC® 1009 Si:etilizer Operator's Manual for additional information. 

This product is not to be L'Eed 33 Co terminal sterilant / high level disinfectant on any surface or in~~PlJtt}) is introduced directly into the human body, either into 
or in contact with the bloodstream or normally sterile areas of the body, or (2) contacts intact ~tE(j)AWW!,R~.Qut which does not ordinarily penetrate the blood 
barrier or otherwise enter normally sterile areas of the body. This product may be used to pre-~ ~fef>.B~i·m~ate critical or semi-critical medical devices prior to 
sterilization ur hig., leve: disin-iectiol"l. r:ilJl ated: 

7 5 /f)fff) 

Under the fj 
FUngiCide ~~era1 InseCtiCide 
amended. 'for th:o~e~.ti:~de A~t as 
re91srered un 1? .. 1I:r ,c: 

{If:l EPA l(<:Jg No. 'i/'iF"/ .. :1 
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STORAGE AND DISPOSAL 
Do not contaminate water, food or feed by storage or disposal. 
STORAGE: Keep product in its original packaging at a controlled room temperature, between 15° - 30°C (59° - 86°F). Do not expose product to direct sunlight, radiant 
heat, powdered metals, permanganates, cyanide, hexavalent chror,lium cor,1oou"ds, otl,er o..<idizers, reducers, combustible materials or flammable vapors. 
PESTICIDE DISPOSAL: Bottles: If bottle contains less than GO ,nL, urr,pty cvnt~nt5 into sillk .JVith running water according to local regulatory agency requirements or 
dispose as hazardous waste. 
Bottles and Cassettes: Hydrogen peroxide is classified as a DOT oxidizer and a hazardous waste under US EPA hazardous waste regulation and it is a violation of 
Federal law to improperly dispose of pesticides. If these wastes cannot be disposed of by use or according to label instructions, contact your State Pesticide or 
Environmental Control Agency, or the Hazardous Waste representative 3t the -r.eC're:>t EPA Regional Office for guidance. 
CONTAINER DISPOSAL: Cassettes: Discard empty container per hos;:>ltal ;:>'Jlic),. 
Bottles: Triple rinse (or equivalent). Then offer for recycling or reconditio:1;n~, or puncture and dispose of in a sanitary landfill, or by other procedures approved by st,, __ 
and local authorities. 

102146-01 

ACCEPTED 
With COMMENTS 

Il EPA Letter Dated: 

JUL 15 ~ 
Under the Federal Insecticide, 
FUngicide, and Rodenticide Act as 
amended, ior the pestiCide, . 
registered lUlder .EPA Reg. No. 7 / 1I? /-..3 
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