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Ecolab, Inc. 
Ecolab Center 
st. Paul, MN 55102 

Attention: Ann M. Oxford 

Gentlemen: 

Subject: HL'CRO-BAC 
EPA Registration No. 1677-39 
Your Application Dated Deceaber 14, 1987 
EPA Received Date January 15, 1988 

This is in response to th .. subject .. atter. The .. eDd.ant referred 
to above, subllli tted in connection with registration ~'nder the Federal 
Insecticide, FUngiCide, and Rodenticide Act, is acceptable Fr09ided that 
you: 

_ Refer to the enclosed JocuJlent -Label Requir_enbl for Anti.icrobial 
pesticides Used on Hard Surfaces aga'nst HIV-l (AIDS Virus)· for 
EPA'S current labeling policy for efficacy clai.s. Your labeling 
.. ust be revised in accordance with the requir_ents outlined in 
this policy notice. 

Reco.Ilenda tions 

CUrrent Subaitted Data (Virvcidal aqairwt JfIV) 

Efficacy SupporUd by the Data-The aWa1tted data ar. acceptable 
to aupport effectivan .. " of the product .. a virucide a9Ai ... t JlIV-1 (AIDS 
virua) OIl bard, nonporous surfaces in the presence of -.oderate ~ta of 
or9anic aoil (10' blood .ellUl) when used at a 1/128 dilatiOll (t _ce to 
1 9allon of deionized water) for a contact tiJle of 10 .iaut .. at r~ 
t_peratve (20 to 2S ee). The data do DOt aupport efficacy 1n bard 
"atar. 

Pr_iouly 8ubaitted Data (Bactericidal, FUnqicldal, Vir1lcid4l, 
ani! ~rC\llocidal) 

.iDe. the prClp08ed _ndsIeat conaists of ~1oa of eff1cacy 
cIaJa. .,al"at .icroor9&1lh.a ralated to .... bllalth, a rarev1_ of 
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prEviously 6ubmitt,~ efficacy .1ata, as well .. s t.h" proposed labeling, 
in the light of current requirem",nts is justl.fioo and necessary. 

Eff icacy nOT supported by the Data--Pceviously suhnli tted data 
consi"ting of 10 carriers each against Staphylococcus aurcus, Sablonella 
choler;",,,uis, anrl Pseudomonas aeruginosa wi th on", ba tch of product in th .. 
presence of organic soil (5\ blood serum) by the AOAC Use-Dilution ~ett~ 
are- not adequate to meet currerlt requir~rncnts to support effectiv~ncss of 
the ~rvduct as a ·one-step· germicidal cle~ner in the presence of moderate 
amounts of organic soil. The only previously sUbmittc..:l data which meet 
current r~uirements in thls regard are those JevelopL~ for the tubercu
loci<lal clai,. in rpsponse to the TuJ.;.erculocidiil Data Call-In !·Iotice. All 
prcvic.u!ll y subrni tted bactericidal, fungiCidal (pathogenic), and virucidal 
data do not. su?port efficacy of this product in the I'r"sence of organic 
soil. 

Previously submitted data for basic (5. aureus, S. choleraesuis, al~ 
~. aeruginosa) and supplemental (eight a<lcii tional bacterial paUlOgens) 
bactericidal claims, and one additional funga 1 pathogen (Candida albican,;) 
m~et current requirements to support effectivenuss of the product in th" 
presence of hard water (400 ppm CaOO3). Other previously submitted 
funqicidal (Trichophyton mentagrophytes), tuberculocidal, and virucidal 
data do not support efficacy of this proiuct in the presence of hard 
watfl'r. 

Addi tional Data Required to Support Label Claims 

To support basic efficacy of this product as a hospital ·one-step· 
germicidal cleaner in the presence of organic 5011 and hard water, data 
must be s~itted as indicated i" the DIS/TSS-l enclosure, item (c), 
modified to include both 5\ blood serum and 400 parts per million (ppm) 
CaOO3 hard water as indicated in the DIS/TSS-2 enclosure, items 3 and 4, 
with the reduced batch replication indicated in the DIS/TSS-2 enclosure, 
item 8 (two sa.ples representing two different batches, instead of three). 
In addition, data .ust be sun.itted to show quantitative recovery of 
viable bacteria (plate counts) fra. untreated control carriers after 
drying with each test culture in the presence of 5' blood serum as 
indicated in the DIS/TSS-2 enclosure, item 6. 

To support supplemental efficacy of this product as a disinfectant 
against additional bacterial pathogens in the presence of organlc Boil 
ana hard water, data must be Bubmitted as indicated in the DIS/TSS-l 
enclosure, i tell (d), IIOdl tied to include Uoth 5' blood serum and 400 ppm 
CaOO) hard water, with reduced batch replication (one sample instead of 
two) and control carrier plate count data, as indicated above. 

To support suppleNental efficacy of thift product as a fungicide 
(pathogenic), virucide, and tub.rculocirle in the presence of organic soil 
and hard water, datAl .ust be sut.ltted as indicated in the OIS/TSS-6 
enclosure, Itea. (A) and (8), and the OIS/TSS-7 enclosure, .odifi~ to 
include both 5' blood •• nuI and 400 ppa Caco) hard water, vith the reduced 
batch replication (on .... ple instead of tvo), as indicated abov •• 
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Labelinq 

Product Label 

1 • Front Panel 

a. rhe claim in the heading "Disinfects As It Cleans In One 
Operation" is not supported by data demonstrating efficacy 
in the presence of organic soil against all .icrobial pathogens 
claimed on the label. In lieu of the required data, delete 
the claim and provide directions for precleaning of surfaces 
prior to disinfection. If the claim for use of the product 
as a cleaner is retained, separate directions for use of the 
product as a cleaner must be provided as an initial step 
prior to use of a separately prepared solution of the product 
for disinfection of the precleaned surfaces. 

b. under "Inert Ingredients," the claim "Active as cleaning 
agents" must be revised to read "Includes cleaning agents" 
or ·Contains cleaning agents," if the cleaning claias are 
retained. The term "Active" must be limited to antimicrobially 
active ingredients only. 

2. Side Panel 

a. The paragraph heading "MIKRO-BAC has been found effective 
against Human Immunodeficiency Virus ••• " .ust be revised 
to read "KlKRO-BAC has been found effective against Human 
I_unodeflciency Virus Type 1 (cc.aonly known a. the AIDS 
virus) on inani.ate .urface. when test~ according to EPA 
virucidal testing requir .. ents." 

b. In lieu of data to .upport efficacy in the pr ... nce of organic 
soil againat all .icrobial pathog.ns claia~ on the label, 
the ·Directions For u.." under "General 0. .. " and ·Special 
U ... • .ust .pecify thoraagh cleaning of .lIdac_ and objecta 
prior to application of the product a. a di.infectant. If 
clai_ for u •• of this product a. a cleaner are retained, 
.eparate directions .ust be provided for u.inq the product 
for cleaning as an initial etep prior to disinfection. 

c. In the paragraph headed ·TB Di.infection." the clai. ·in the 
pr ••• nce of 5' blood •• rum· i •• i.leading .ince the pattern 
of u •• for efflcacy in the preeence of orvaRlc .011 against 
all .1crobial patboqen. claiaad on tile label is not .upport~ 
by data. 'J'herefore, either delete the clal. or add a .tet.ent 
.i.ilar to the following "Although efflcacr In tile pce.ence 
of 5' blood .erum has been .hDwD for t1lberaaloc1dal actl"lty. 
It has not been .ho_ for other orvani._. '!berefO" , 
thoroughly preclean .udeo_ for efficacy B9Blut all of the 
organi ••• cla18~ on tbe label." 
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d. Under "Procedure,· the claims for USl'-Uilution Confl noation 
(AOAC) in "400 pp!!I liard :iat"r and 5\ O:-ganic Load" are 
~isleading since th~ pattern of us~ for efficacy in the 
IIresence of organic soil and har,1 wa t .. r i:; nut "uP?Ortoo 
against all microbial pathogens claimed on the label. 
Th('refore. d'-'lete "S\ Organic Load" under I.h:'s h~ading since 
it is supported only for tuberculocidal activity and virucical 
"fficacy against !!IV-1, and delete "400 ('pm Hard liatec" or 
add a statP.ment similar to the following ·Although efficacy 
in the presence of 400 ppm hard water has beo:-n shown for 
hact."ria hy the AOAC Use-Dilution Nethad, it has not been 
Ehnwn f0T other organis~s. Therefore, do not use har~ wat~r 
with this product to provide efficacy against all of the 
organis~s claimed on the label.· 

e. Under ·Procedure.· the claim for TUberculocidal T .. st (AOAC) 
is ·S\ Organic Load· is misleading. Rpfer to 2.c •• above. 

f. Under ·ProceCure- and ·OrganisM,· rcferencp. to the 
·Use-Dilution Mildew Fungicidal Test (EfA)· and ·Aspergillus 
niger· are not considered relevant to claims related to human 
health for this product and must be dele~ed. Alternately. n 
separate section cust be provided with claims and directions 
for use "Jf the product against mildew fungi w~dch are not 
related to human health. 

g. Under ·Organis ... • the clai:ns in the paragraph headed ·H\1iGan 
Immunodeficiency Vi~us •••• ,"ust be revised to read ·lIuman 
Immunodeficiency Virus Type 1 (com .. only known as the AIDS 
virus). Herpes simplex Ty.,.. 1. Adenovirus Type 3. Vaccinia 
virus. " 

Technical Bulletin 

1. Page 1 

a. The claim in the heading ·Disinfects As It Cleans· is objectionable. 
Refer to 1.a •• above. 

b. Under ·Broad Spectrum Antimicrobial.· the claims for activity 
in the presence of organic matter and effectiveness in hard 
water are misleading. Refer to 2.d •• above. In addition. 
only 1S hocpital pathogens instead of ·17 hospital pathogens· 
could be identified fra. the data. 

c. If the cleaning claims Are retained. refer to 1 •••• above. 
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a. Under "Microbiological Efficacy," the claim for effectiveness 
in hard water is misleading. Refer to 2.d., above. 

b. Under ·Gram negative bacteria," "Corynebacterium diphtheriac· 
should be removed and placed under "Graa positive bacteria." 

c. The paragraph headed "AOAC Phenol Coefficient· is not in 
compliance with current requirements for permitted "Phenol 
Coefficient" tables in collateral literature, such as technical 
bulletins. Such "Phenol Coefficient" tables r.1ust be promi.:ently 
prefaced with a statement such as "The following Phenol 
Coefficients are intended only to indicate the broad-spectrum 
activity of this product. This information must not be 
interpreted as having any relevance to patterns recommended, 
effective dosages, or activity against specific microorganisms 
when used as directed." Refer to the DIS/TSS-6 enclosure, 
item (ClC3)(b). 

d. The paragraph headed "Organic Load Tolerance" is objectionable 
and must be deleted. Refer to Z.d., above. 

e. In the paragraph headed ·Additional efficacy •••• under 
"Procedure" and ·Organism," reference to the "Use-Dilution 
~ildew Fungicide Test (EPA)" and "Aspergillus niger" arc not 
relevant to human health-related claiIDs for this product. 
Refer to 2.f., above. 

f. In the paragraph headed "Ad.,itional efficacy ••• " under 
"OrganiSM,· the claims beginning with "HUMan I8munodeficiency 
Virus •••• must be revised to read as follows "Huaan 
IJ:llllunodeficiency Virile Type , (ca.aonly known 8e the AIDS 
virus), Herpea aimplex Type 1. Adenovirus Type 3. VaCCinia 
virus.-

Should you have any further queations. plea.e contact Veronica Dutch 
at (703) 557-6938. 

,. 

J.tf It.pter 
Prodact IlanACJer (32) 
Anti.icrobial Progr.. Branch 
• .. iatrat10n 01.1a10n (TS-767C) 
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IKRO-BAC, 
PHENOLIC OETERGENT-O!SINFECTANT 
STAPHYlOCIOAl-PSEUDOMONACIDAl-TUBERCULOCIOAl
FUNGICIDAL-VIRUCIDAL 

Disinfects As " Cleans In One Operalion 
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Ecolab Inc. 
InslitutlO"al PrOducts DIVISIOn 
Ecolab Center. 
S .. Paul. MN ~102 
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MIKRO-BA~ 

A blo~d spectrum gertnicicM combined with a highly effeclive 
synthetiC detergenl system, Odorless an use-dlluhon. Especl~Uy 
sudoilble tor use on conductive lI()()Is; nonhlmlng. 

MIKRQ.BAC has been found effective! aqall1!Ot 
Hu.an I •• unodefici~ney Virus, Type 1;1. 
co .. only known as the AIDS virus when tested 
in accordance With the approved EPA protocol. 

Use MIKRO·BAC lor. 
rlOSPITAlS 
S .... rgical and Obstetrlc31 Sull~S. Especially sUitable 10' conduC
;:ive lloors, Housekeeping Services. PhYSical The, .. py Depart
-ae •• ls.. NurSln~ Services.. Autopsy Fac.hlles 

NURSING HOMES 
SCHOOLS 

DIRECTIONS FOR USE 

It .s a violation or Feceral law to use thiS praCuCi In a manncr 
inconSistent With ItS laoelm9. 

GENERAl USES·----......... 

For Cl~.nlnl and dlalntecclna of nonpor.~ hard surf~c~5 such 
a. valls. tables. floors. bed fr~=es. bathrooD ft.tur~s and 
other 51allar 5urfaces us. 1 ounce of HltRO-IAC per ~allon of 
water. Apply .olutton with ~oP. cloth. scrubber or other 
suitable .pplicator .0 •• to vet all surface thoroulhly. Allow 
to ree.in vet for 10 ainutes. For heaVily ~oiled ar.as • 
precleaatnl atep i. required. 

TI DISINFECTIOS: ~lKRO-BAC p~s,e~ the r.qulr~~ents as a 
tuberculocl~e at 1:128 dilution In the presence of 5: hlood 
.erua on surfac •• th~t re.aln ~et (or 10 alnutes at 20· C. 

SPECIAL USF.S 
Instruments: lor cold dlsmfeclton 01 heal Sf'nSlh~e mstruments. 
soak for 15 minutes In ~ Solullcn of 2 ounces MICRO BAC per 
gallon 01 water. Rinse With water. 
Rubber .nd PI~s1ic Goods: lor dismfectlon of calheters. lubes. 
gloves. masks. etc .• soak fo, exactly 15 r.unutes. ,and no more. 
in a 2 ounce MIKRO·8AC per gallon of ',oiiller Solullon. RInse 'Wltn 
water. FoHcwlng nnslng. catnete,s shOuld be so,aked for one 
minute In 10'1, alcohol. 

OTt-!!:R USES: 
.peciali::ed 
be obtainl!!:d 

Technical advice concerninq 
clean~nq and disin!ect1on may 
fro~ your :colab Specialist. 

HICR0810tOGICAL EFfICACY at I .l~e DILUTIOS 

Us~-Dl1ution Confirmation (AOAC) 
~OO pp. Hard Wa[~r .and 
5: Orcan1c Load 

Staphylococcus aureus (ATeC 6538) 
S~I~on~11a choler~esuJs (ATeC lO;C8) 
Ps.~dooonas ~eru~inosa (ATCC 1~~4:) 

f':nr1cldal Test (AOAC) 

Tub~r('ulocld~l Test (AOAC) 
5: Orzanlc to.ttl 

U.e-Dilutlon ~11dev Funclcldal 
Te.t (EPA) 

Hodified AOAC 
for Viructdal 

• Us.-Dl1uc tan 
Efficacy 

Te.t 

Trlchophy[~n o~ntaKrophyt~5 

•••••• 
!"!y('ob.)ct~rtl·1"'1 i.ubrrcZ,lo~t •• 
var. bovl"i ("GG) • • 

•••••• • • 
• 0 

00 

• • •••••• • 

• • •••••• • 
•••• 

o • 0 

••••• ••• 
Hu~ .. n I=aunod.!lctency:: • 
~lru~. Type III (coc ••• ty knovn •• 
as the AIDS virus). Herpes sla,fea •• 
Adeno¥lru~ type 1. Vacc:nl. vlra, • 

00 • 

• •• •• • 

I BEST· AVAILABLE COPT J 
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PRECAUTIONARY STATEMENTS 
HAZARDS TO HUM"NS AND DOMESTIC ANIMALS 

DANGER: Corrosive. Causes eye damage or skin irritation. Do not 
get in eyes, Ol~ skin or on clothing. Protect skin and eyes when 
handling. Harmfut if swallowed. Avoid contamination of food. 

PHYSICAL AND CHEMICAL HAZARDS: Do not use, pour, spill 
or store near heat or open flame. 00 not mix with anything but 
water. 

STORAGE AND DISPOSAL 
DO NOT CONTAMINATE WATER, FOOD OR FEED BY 
STORAGE OR DISPOSAL 

PESTICIDE DISPOSAl; Pesticide wastes are acutely hazard· 
ous. Improper disposal of excess pesticide, spray mixture 
or rinsate is a violation of Federal law. If these wastes can· 
not be disposed of by use according to iabel instructions, 
contact your State Pesticide or Environmental Control Agen. 
cy or the Hazardous Waste representative at the nearest EPA 
Regional Office lor guidance. 

CONTAINER DISPOSAL: Triple rinse (or equivalent). Then 01· 
fer lor recycling or reconditioning, or puncture and dispose 
01 in a sanitary landfill, or by other procedures approved by 
state and local authorities. 
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