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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

NOV 021993 

Micro-Aseptic Products, Inc. 
887 E. Willmette Road 
Suite J 
Palatine, IL 60067 

Attn; Jack Wagner, President 

Subject: Cavicide Otosinfectant/Cleaner 
EPA Registration No. 38526-1 
Letter dated May 14, 1993 

The ~aqeling referred to above, submitted in connection with 
-registration under the Federal Insecticide, Fungicide, and 
Rodenticide Act, as amended, is acceptable provided that you: 

1. Make the following changes listed below before you release 
the product for shipment bearing the amended labeling: 

a. Since your product is a disinfectant only, the 
following paragraph must be included on the label: 

"This product is not to be used [as a disinfectant) 
~n any surface or instrument that (1) 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 mucous 
ffiembrances but which does not ordinarily penetrate 
the blood barrier or otherwise enter normally sterile 
areas of the body." 

b. Delete from the left panel "FAST ACTING". 

c. Delete the following claims from the labeling until the 
company has obtained a 510(K) Pre-Market Clearance from the 

Feod and Drug Administration (FDA) 

,. FRONT PANEL 

"Dental Disinfectant/Cleaner, Medical Disinfectant/Cleaner 
and Surgical Disinfectant/Cleaner" 

COHCUItItINCI!S 

_................... ........ ........ ................. . ............ _ ....................................... -.................. -......... . 
.................. ................. .......••••...... ...••••••.•...... ..••••......•.... .•.•...•....••.•• ...••..••••...•.. . ...............• 
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(The above sehtence can be retained if the word 
"Disinfectant," is replaced with the word "Decontaminant".) 

3 • LEFT PANEL 

"For disinfecting medical equipment" 

d. In the following sentence change "Safe for use ... " to 
read "Safe"r cleaning of ••• ". 

"Safe for use on delicate medical/dental/surgical/ 
equipment/implements and instrumentation. 

e.In the folowing paragraph, remove everything that is 
considered to be a critical or semi-critical medical item: 

cavicide will effectively disinfect when used as 
directed on such items as: infant incubators 
and bassinets, infant care cribs and warmers, 
oxygen hoods, anesthesia and respiratory therapy 
equipment, operating room tables and lights, physical 
therapy equipment, neck brace applicances and cervical 
collars, whirlpool tanks, hydro-therapy equipment and 
tanks, stretchers, mayo stands, bed railings, bathing 
units, bath tubs, shower stalls, diaper changing 
stations, baby cribs, hair cutting implements, 
surgical/dental/medical instruments, dental burs, 
dental handpieces, dental countertops dental chairs, 
units stools, light lense covers, curing lights, 
panoramic bite blocks, pliers, impresssion materials 
(hard rubber), condensation silicone and vinyl 
polysilicones), dentures and other inanimate surfaces". 

4. Submit five (5) copies of final printed labeling before 
you release the product for shipment. 
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5. Your release for shipment of the product bearing the 
amended labelin~ constitutes acceptance of these conditions. 

A stamped copy ot the label is enclosed for your records. 

If you have any questions concerning this letter, please 
contact Martha Delaney at (703) 305-6982. 

. Enclosure 

sincerely, 

John H. Lee 
Product Manager 31 
Antimicrobial Program Branch 
Registration Division H7505C 



(FRONT PANEL) 
• 

CAVICIDE®. 
- .... .. -

HOSPITAL. DISINFECTANTicLEANER' -
SALON DISINFECTANT/CLEANER 
VETERINARY DISINFECTANT/CLEANER 
CLIPPER BLADE DISINFECTANT/CLEANER 
DISINFECTANT/CLEANER • 
DENTAL DISINFECTANT/CLEANER , 
ONE-STEP DISINFECTANT/CLEANER: 
INSTITUTIONAL DISINFECTANT/CLEANER 
MEDICAL DISINFECTANT/CLEANER 
SURGICAL DISINFECTANT/CLEANER 
SURFACE/INSTRUMENT DISINFECTANT/CLEANER 
FOR PROFESSIONAL USE . - -

'lIo. 

• 

-=70Wl ". ............. 
NOV 021993 

I~MERSION SOLUTION • SURFACE CLEANER/DISINFECTANT. ULTRASONIC SOLUTION 
.,ONIC SOLUTION • SOAKING SOLUTION • PRESOAK SOLUTION • INSTRUMENT SOLUTION 
SURFACE SOLUTION • NON-POROUS SURFACE SOLUTION. CLEANER • DISINFECTANT 

." -.. .... _-,. - -

'. BACTERICIDAL· VIRUCIDAL • • FUNGICIDAL • TUBERCULOCIDAL" • PSEUDOMONICIDAL 
STAPHYLOCIDAL· 

-READY TO USE 

CONTAINS BIODEGRADABLE DETERGENT 

ACTIVE INGREDIENTS: 
Diisobutylphenoxyelhoxyethyl dimethyl benzyl ammonium chloride ............... , .................. 0.25% 
Isopropanol ....................................................................................................................... 15.30% 
lNERT INGREDIENTS ................................ ; .................................................................... 84.45% 
. tOTAL ............................................................................................................................ 1 OO.oook 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
PRECAUTIONARV STATEMENTS: 
Harmful to Humans and Domestic Animals , . 
AVOID CONTAMINATION OF FOOD. MAV CAUSE EVE IRRITATION. AVOID D:RECT 
CONTACT WITH EVES. IN CASE OF DIRECT EYE CONTACT. IMMEDIATF.I.V. FLUSH, , : , 
EVES WITH PLENTY OF WATER FOR AT LEAST 15 MINUTES. IF IRRITATI0.t,/:PER:-.. . 
sISTS, SEEK MEDICAL ATIENTION. • • : • • • . . : . _._---' 

NET CONTENTS: 1 GALLON (NET WEIGHT 8.45 LBS) 

MICRO-ASEPTIC PRODUCTS, INC. 8 EST 
887 E. WILMETIE ROAD • PALATINE. IL60067 USA AVAILABLE OOP1 
EPA REG. NO. 38526-1 EPA EST. NO. 39234-WV-001 REORDER NO: C04-128 

lJZ'd 
£99t892 OrQn!5 ~r53C1 ;5~ l~ 14£17:90 £5. tt ),~ 
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(LEFT PANEL) 

CAVICIDE 
• FAST ACTING 
• NON STAINING 
• NON CORROSIVE 
• NON IRRITATING 
• NO DILUTION 
• RJ:ADY TO USE 

-. ~ 
~ . ,.... .... 

• NO TOXIC FUMES 

EffECTIVE AGAINST: 
-.-. ~ • Staphylococcus aureus 
• • Pseudomonas aeruginusa 

• Salmonella choleraesuis 
• Mycobacterium tuberculosis VitI: lJovis (BCG)"· 
• Trichophyton mentagrophytes 
• Aspergillus niger 
• Harpes simplex virus type 1 and 2 • 
• Poliovirus type 1 and 2 • 
• Coxsilr.kievirus " 
• Human ImmunOdeficiency Virus (HIV-l) (AIDS virus)· 
• Mold and Mildew 

( " on inanim::lle surlaces) 
r" In ten minules at room temperature (20'C) ) 

DIRECTIONS FOR USE: II Is a violation of U.S. Federltllaw to use this product in a 
manner inconsistent with il~ lilbeling. 

DESCRIPTION: 
Cavicide is a multi-purpose, brOlld spectrum, ready to USB, hillhly effective cleaner ilO-:i 

disinfectant for use on the surlaces 01 Inanimate Ob/ects. It is especially u~d.;al ;n hospi· 
tal operating rooml, emergency depllrtments, Isolation areas, neonatal ur·lts, ' oental 
oparatories, surgical suites. animal (,.lire facilities, beauty salons. lIalon se:tlfjga.: mar;i· .. : . 
cure salonl, skin care salons. barber ~hops, bathrooms, tanning SI:Ilons. out"f>lIiient ... . 
surgical centers, daycare centers, schools, ambulances, police and fire v6t,I~:(Jl!, jails, '. ; 
prlsonl, rnorglHls, patient care areas, Illboratorles, food preparatiOllltlea"i, i\OI'age ' 
areal, health club facilities, and other crirlr.lIl care areas where envirol1rnentallnlectibr.· ... 
control and the control of cross contamin:nlon Is Imponant. 

BEST AVAILABLE COP1 
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Safe tor use on dolicate medicaVdenlaVsurgicaVsalonlenvironmenlaVeQulpmenVimple­
mAnts and instrumentation. Cavlcide will cffectlvely clean and disinfect. when used as 
directed. such item, as: Infant Incubatorn and bassinets. infant care cribs I:Ind warmers, 
0XYQl.ln hoods, ane.thaela and relplratory therapy equipment, operating roorn tables 
and lighls, laboratory oquipment and surfaces, physical therapy equipment. neck brace 
appliances and cervical coll"I'8, whirlpool tanks, hydro-therapy equ!pmenll:lnd lanks. 
~trelchers. mayo stands. counter tope, loilots, sinks, refrigerator units, floors. walls, 
handrRils. door knobl, bod railings, balhing units, bath tuba, shower stalls, cabinets. 
shampoo bowls. manicuro tables. chairs, workstations. tanning beds, hair dryerli, tele­
phnO(ls. diaper changing slation •• baby cribs, hoir clippers, shears, razors, hair cunlng 
Implements. clipper blados, salon surfaces, scissors, combs, brushes. manicure Imple­
ments. washable nail file~air rollel'8. animal cages, veterinary care surfaces, surgl­
I:AVdentaVmedical instrumentl, dental bum, dental handpieces. dental counlf;lrtops. 
dental chairs, unit stools. light lense covers. curing lights. Panoramic bile blocks. pliers. 
impression materials ( hard "Abber. condensation silicone and vinyl polysilicones). den­
lures and othor inanimate surfaces. including those made of plastics (such as: polyear­
bOnate. polyVinYlchloride. polypropylene and polystyrene), non-porous vinyl snd uphol­
stery. stainless Iteel. painted surfaces. plexiglas, glass. and other hartJ non-porous sur-
laces. AClCItPiWb 

.... ClOMMEN'I'S 
•• EIA lit ..... Dr.-.ct 

APPLICATIONS: HOV 021993 
SURFACES; (Where appropriate, follOW Universal Precllutions.)~ ... do ..... ,...., J. .. <tId~ 

... zr ·de. and Rooioontln<l. Act 

For pre-cleanlng vl.lbly soiled medical equipment and other surface. ;~~r E~~ r.;t;~:!~ 
prior to dl.lnfeation: ; ~ 8' '5 d- b - ( 
• Apply Cavicide directly to surface. Allow to renll:lin wet for about 30 secn~~e----" ... - . '­
lurface clean using a clean paper or cloth towel IV' rinse surface and either wipe dry or 
allow to air dry. Discard dirty towel. 

For disinfecting medical equIpment and other lurfacel: 
• Spray/apply Oavicide to directly surfact!. Ihoroughly waning areA 10 be disinfected. 
(Vi:!ibly Go~ed surfaces should be first pIlI-Cleaned.) AUow surface In remain wet for 2 
minutcs. ( FOR TUBERCULOCIDAL AcnVITY: Allow surface to rAmain wet tor 10 
minutes at room temperature (20'0).) Follow by wiping surface whh" fresh.,~I"M, 
paper or cloth towel; m: rinse and either alluw surface to air dry m wipe rin:ie(t:s~rface 
dry using a fresh. clean, paper or cloth lowel. Discard towel. . .. , , . 

, , 
• CQvicide completely inactivates Iht! HIV-t (AIDS virus) on h;ud. non-poro'JI.!I;IJrfacos 
In the presence of a moderate amoullt of organIC 5011 (5% blood serum, with :i contact 
time of 2 minutes at room temperature (20 -25·0,. ' .. , . 

8EST AVAILABLECOPl 

, . 
. . 

:;:991892 OIQOlS f.OIS3Q is}1I;IOM lW Wet!>!>;90 E6. n AUW 
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INSTRUMfNTDMPLEMENT CLHANlNG INSTRUCTIONS: (Where appropriate, follow 
Universal PrecautlOns.~ 

. 
Por UN .a prH08k1pre-clHnlng aolutlon: 
• Fill appropriate SIze container with a suftlClent amount of Caviclde so as to allow for 
complete submersion of Insrrurnentsloblects. PIlle. objects into CavlCide so/ution, cover 
and allow to soak prior to transporting and/or dellnlng. Rinse thoroughly. Change solu­
lion dally or more often as needed if the solution becomes diluted or IIISibly soiled. 

I'or UI' as an Instrum.nt pre-cleanlpre-transport spray: 
• Place Instruments onto or Into a sullable container. Without handling instruments, 
thoroughly spray cavJcld~olution onlO ,"slmments so as to thoroughly wet all exposed 
surfaces. Cover InstrumentS and transport 10 lIppropriale cleaning area. Rinse instru­
ments prior 10 routine cleaning process. 

For use aa an Inatrument ultrasonic cleaning solution: 
• ThoroughlY rinse ohjecTs under mnning water to remove visible gross debris. Add 1 
part Cllvlt:it1a 10 3 parts water in ultrasonic unit, immerse instruments into mixed soiu­
lion and activate ultrasonic unit tor 10 minutes or longer if necessary. Remove objects 
and rinse thoroughly. Chango solution as needed. 

For use III II manual cleaner: 
• Alnse dirty objects uncler running tap water to remove visible gross debris. Piace 
prA-r;ns9d objects into a solution of 1 part Cavicicle to 3 parts ordinary tap water. Scrub 
ObJAt:I$ Using a stiff bristle brush. (Cbjects should be submerged as scrubbed.) Rinse 
Ihoroughly. Change solullon as needed. 

For use on hatr Clipper., shtli\r., barber Implementa: 
• While the clipper is running, hold it in the downward poSition and spray undiluted 
CavlCiclQ directly onto tho blades two or three times so .as to thoroughly wet the blades. 
(Avolcl getting tho spray on tho clipper case Or aUowing it to run into the inside of the 
clipper housing.) Allow to romain WQt for 2 minutcs before wiping dry with III clean, soft 
cloth. lubricate as per clipper manufacturer's instruction,. 

For cleaning ilion implement.: 
• First, spray object using a pump spray bottle of Cavtclde. Scrublwipe l'.vn.y '!isible 
debris using a soft bristle brush or soft cloth. Immtrae implements into an ,unJiloJtBd 
sOlu~i~ of ~avlcide for 10 minutcs at ~m t~perlllture (69'F). Remove tm~ \'/~pe dri .. ' ' 
No nosIng IS nocesaary. Changt,t;9lutJOn weeKly or more often if solutiun becor,les '" 
VIsibly soilod. • .... ¥.... • -. . 

" ." 

__ l/S"d 
0-_____ _ 
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IN$JRUMENTnMPlEMENT/SMALL ODJeCT DISINFECTION IbiT8UCTJONS: 
(Where appropriate, follow Univlilrsal Precautions) 

For dl.lnfectlon of pre-cle.ned IMtrumenrllobjeets: 
• Instruments/objects musl be Uluroughly pre-cleaned II) remove excess organIc 
debris, rinsed and then rough dried. (Clean and rinse lhe lumens of hollow in5trument& 
before hlilng with solution orbelo/lil ImmersIon.) Immerse InSlrumentslobjocts into 
Cavicide solution and allow 10 remaillllubmerged for 10 minutes At room temporatur. 
(20'C) for tuberculo:idal kill. Removt:! lind rinse or WIpe dry prior 10 US9. Chango solu­
lion daily or more often as needed if Ihe solution becomes dilUTed or visibly sollod. 

For disinfection of pre-cleaned Ins'rumen:alobJects In ultrasonic unite: 
• In~trumentslobjects mltst be thuruughly pre-cleaned to ramove excess organic 
debris, rinsed and rough ,Jried. (Clean and rinse the lumens of hollow instrumente 
before filling with solulior Or !Jerore immersion.) Imm9rse pre-cleaned instruments! 
objects into undiluted Ca vH;ide solution and acliv:ile ultrasonic unit for 10 minutes. 

. ( 1;'{0f 

nemove and rinse or w:ptt dry prior to use. Change solution daily or more often U ACCf.: 

needed if the solution be!;umes diluted or visibly soiled. will OOM'":~ 
)A.BP..\ ..... lIaaedr 

MOLD AND MILDEW: To control mold and milrlew on clean, hard surfaces, apply so NOV 0 2 1993 
a, to wet entire .su~a\;tlthoroughIY with Csviclda. Allow!o air dry after applicaa. ~ ...... "milt 
Repeat application III ~even days or as nece!;sary to malntam control. .~ ..... ~de ~ 

• • - led, fe, Ill- ".'''''', . F . ' .. ~~ / 4' 11 ...... ~~. I. .. ;. 

CAVICIDE EFFECTIVELY KILLS HtV ON PRECLEANED ENVIRONMENTAlOtlft :; r~~ .~.~ L. 
FACE OBJECTS PREVIOUSLY SOILED WITH BLOODIBODY FLUIDS IN HEALTH-
CARE SETTINGS OR OTHER SEntNGS IN WHICH THERE IS AN EXPECTED 
LIKELIHOOD OF SOILING OF rNANIMAl E SURFACES/OBJECTS WITH 
BLOOD/BODY FLUIDS, ANO IN WHICH THE SURFACES/OBJECTS CAN BE ASSO-
CIATED WITH THE POTENTIAL FOR lRANSMISSrON OF HUMAN IMMUNODEFI. 
CIENCY VIRUS TYPE 1 (HIV-l) (ASSOCIATED WITH AIDS). 

SPECIAL INSTRUCTIONS FOR CLEANING AND DECONJAMINAnON AGAINST 
HIV-1 (HUMAN IMMUNODEFICIENCY VIRUS OR AIDS VIRUS) OF SURFACESI 
OBJECTS SOILED WITH DLOOOIBODY FLUID: 

Perlonal prottctlon: Wear appropriate barrier protection such as lalex (1lOyp~, 
gowns, mask, or eye coverings. : 

Cillo I"" Proc~urt; Blood ~ntf other bOdily fluids must be thuroughly r.1~~A~~:from 
surfaces and objects I.Iefore diSinfection with Coyicide. . ., 

Contact.TIme; While the HIV-l virus is inactiyoted in 2 minutes, USe Ihe recommendec 
contact limo for the d,s,nrectlon of other organism, listed on Ihis label. 

BEST AVAILABLE OOP1 
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lnfOGtiou. MI"r'.'. DIIPOII': Cleaning materiale und that may contain blood or 
Olll!!f bodily fluIds should be lIutoclavad ancl/or dispoeod of in accordance with Ioc:al 
regullilions 'or In'ectlous matarials disposal. 

Fo. product Intonnatlon. plellse contact our t~hnical18rvice dopartment at 
1-1100-536-4'29 (TOll FREE). 

STORAGe: Store In a cool pllIce. 
peSTICIDe DISPOSAL: DlIutll with water. Dispose of in ordinary sanitary Sewer. 
CONTAINeR DISPOSAL: no not reuse empty container. Wrap empty container and 
",IHee into ordInary trash receptacle. 

'Jo:o. 

Cavlcide spray bottles lire refillable. 

ACClwra:v 
with COMI\'.;J>,'TS 

.J.kl J:et. l/ener Dated: 

NOV 021993 

aEST AVAILABLE COpy 


