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Product nName

STER-BACeQuaternary Ammoninm/Sanitizer

Company Name

Klenzade, pivision of Fcolab Inc.

Submission Purpose

Amendment to add residual self-sanitizing activity

claims for hard, inanimate environmental surfaces:

new pattern of use i.e., spray disinfecting hard,

inanimate surfaces with coating adjuvant; potato

storage area and egquipment disinfection claims to

the label with efficacy data and proposed lahbel.

Also, response to LIP notice for Food Contack

Surface ganitigzers.

Type Formulation

Liguid to be used diluted/Liquid to be used with

coating adjuvant

Active Ingredient{s):

%

(n-alkyl[50% Cy4, 40% C1s, 10% Cigldimethyl benzyl ammonium chloride) 10.0
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Introduction

Use(s)
See attached proposed label
Background Information

The submission received 01-12-88, is an amendment to add residual
selfsanitizing activity claims for hard, inanimate environmental
surfaces; new pattern of use i.e., spray disinfecting hard,
inanimate surfaces with coating Adjuvant; potato storage area and
equipment disinfection claims to the label with efficacy data and
proposed label. also, response to LIP notice for Pood contact
Surface Sanitizers.

Data Summary

Brief Description of Test
"Srer-Bac Residual Self-Sanitizing Activity"by Thomas G.Boufford,
Ecolab Inc.,840 Sibley Memorial Highway, Mendota Heights, My
55118, dated 10-26-87 {(MRID wNo. 404704-01).
"Ster-Bac - Spray Disinfectant (wWith Coating Addfuvant™ by Thomas
G. Boufford, Ecolab Inc,,840 Sibley Memorial Highway, Mendota
Heights, MN 55118, dated 11-25~87 (MRID No. 404704-02}.
Test Results
a. Bactericidal Test

1. The methodology employed and test results are attarhed,

2. Conclusions: Satisfactory performace vs tesgt araamnlems.

b. Sanitizer Test (Residual Self-Sanitizing Activity Test for
inanimate non-food contact surfaces)

1. The methodology employed and test rsasults are artached,

2. Conclusions: The submitted data are inadeguate,
See 202.2.
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PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

DANGER: Causes severe eye damage and skin irritation.
Do not get in eyes, on skin or on cicthing. Wear goggles or
tace shield and rubber gloves when handiing. Harmiul if
swallowed. Wash thoroughly with soep and water after
handling. Avoid contamination of fpods.

ENVIRONMENTAL HAZARDS:

This product is toxic 1o fish. Do not discharge effiuent
conlaining this active ingredient into lakes, streams, ponds,
es'uares, oceans, of public waters unless ihis product is
spavincally ientifierf and addressed in an NPDES permit. Do
nG: dischage effiyerd containing this product 1o sewer
systems without previously nolifying the sewage treaiment
plant authority. For guidance contact your State Waler Board
or Regionat Office of the EPA,

FIRST AID .

EXTERNZL: tmmedisely flush skin with plenty of water.
Remove and wash contaminated elothing.

EYES: immediately flush eyes with plenty of waler for al feast
15 minutes. Get madical attention,

INTERNAL: 1f swallowed, immediately drink a large quantity of
milk, egg whiles or gelatin solution. #f these are not avaitable,
gdrink large quaniities of waler.

GET MEDICAL ATTENTION 1M JATELY

FOR EMERGENCY MEDICAL | MATION, L TOLL-
FREF: 1-ROD-378.00045.
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LOCAL AND STATE REGULATIONS

Where local or state regulations are in eflect concerning quaternary
compounds, consult them for recommended dilutions and procedures,
STER-BAC, fullills the criteria of Appendix F of the Grade A
Pasteurized Milk Ordinance 1978. Recommendations of the U.S. Public
Health Service in waters up to 550 ppm of hardness calculated as
CaCO, when tested by the ADAC Germicidal and Detergent
Sanitizers Official Method.

STORAGE AND DISPOSAL:

PESTICIDE DISPOSAL:

Do not contaminate water, food or leed by slorage or disposal.
Pesticide wastes are acutely hazardous. improper disposal of excess
pesticide, spray mixture, or rinsaie is a vivlation of Federal Law. I
these wastes cannot be disposed of by use according to label
instructions, contact your State Pesticide or Environmental Control
Agency, or the Hazardous Wasle representative al the nearast EPA
Regional Office for guidance.

CONTAINER DISPOSAL:

Tripke rinse {or equivalent). Then offer for recycling o reconditioning,
of punclure and dispose of in a sanitary landfill, or by other
procedures ap by state and local authorties.

,agsﬁ« Froted o US.A




INSERT 1

For Potato Storage Area & Equipment Disinfecting: Preclean
hard surfaces by removing heavy soil or gross filth. Disinfect
with 1 ounce Ster-Bac to 2 gallons of water (400 ppm). For
disinfecting previously cleaned porous surfaces, use 1 ounce
Ster-Bac to 1 gallon of water (800 ppm} . Flush surfaces
thoroughly. Food contact surfaces which are disinfected, must
be thoroughly rinsed with potable water prior to reuse.
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STER-BALC (EPA REGISTRATION N{O. 1677 41

NEW USE AMENDMENT 1/8/88

MASTER LABEL MODIFICATION
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PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

DANGER: Causss severe eys damage and skin irritation,
Do not get in eyes, on skin or an clothing, Wear goggles or
fave shield and rubber gioves when handling. Harmful ¥
swallowed, Wash thoroughly with soap and water after
handling. Avoid contamination of foods.

ENVIRONMENTAL HAZARDS:

This product is toxic to fish, Do not discharge effluent
containing (his active ingredient Inlo lakes, streams, ponds,
estuasles, oceans, or public waters unless this product Is
specifically ldentified and addressed in an NPDES psmiit. Do
not dischargs effluent contalning this uﬂuacﬁ o w@ﬁa&
systems without praviously notifying sawage rea

piant authority. For guidance comtagt your State Water Board
>r Raglonal Office of the EPA.

FIRST AID

EXTERNAL: timmediately flush skin with plenty of water,
Remove and wash contaminated clothing,

EYES: Immediately flush eyes with plenty of water for at loast
15 minutes. Gat madical attention.

INTERNAL: Ut swallowed, immediataly drink a large quantity of
mifk, egg whites or gelatin solution. if these ars not available,
deink targs quantities of water,

GET MEDICAL ATTENTION IMMEDIATELY

FOR EMERGENCY MEDICAL INFORMATION, CALL TOLL~

FREE: 1-800-328-0028. . .
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LOCAL AND STATE REGULATIONS
Where tocal or state regulations are In etfect concerning quatemary
compounds, consult them for recommended dilutions and procedures.

STER-BAC, fulfills the criteria of Appendix F of the Grade A’
Fasteurized Mitk Ordinance 1978, Recommendations of the US. Publke
Health Service In waters up 1o 550 ppm of hardness calculaled as
CaCO; when tested by the ACA.C. Germicidal and Detergent
Sanitizers Officlal Method,

- STORAGE AND DISPOSAL:

PESTICIDE DISPOSAL:

Do not contaminate water, food or feed by storage or disposal.
Pesticlde wastes are acutely hazardous. Improper disposal of excess
pesticide, spray mixture, or rinsata is a viclation of Federal Law, If
these wastes cannot be disposed of by use according to label
instructions, contact your State Pesticide or Environmentat Control
Agenty, or the Hazardous Waste reprasentative at the nearest EPA,
Regional Office for guidance.

CONTAINER DISPOSAL:

Tripie rinse (or equivalent). Then offer for recycling or reconditioning,
or puncture and dispose of in a sanilary landlil, or by other
procedures approved by stale and local suthorities,

PRSI Prirted in USA.
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Page is not included in this copy.

Pages Z[ through ZLV: are not included in this copy .

The material not included contains the following type of
information:

Identity of product inert ingredients.

Identity of product impuritiegs.

Description of the product manufacturing process.
Description of quality control procedures.
Identity of the source of product ingredients.
Sales or other commercial/financial information.
A draft product label.

The product confidential statement of formula.
Information about a pending registration action.

2; FIFRA registration data.

The document is a duplicate of page (s)

The document is not responsive to the request.

The information not included is generally considered confidential
by product registrants. TIf you have any questions, please contact
the individual who prepared the response to your request.
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202.2

202.3

Recommendations

Efficacy Supported 8y The pata

The submitted data developed by the A.0.A.C. cCermicidal Spray
Products as Disinfectants Test Method are adeguate to supoort
efficacy of the Ster-Bac~-Adjuvant KX6033 mixgture (1:1) asz a
hospital disinfectant when |each component is  simgltaneously
dispensed through a special spraying device to apply and
thoroughly wet precleaned hard, non-porous surfaces with the
solution mixture for a 10 minute contact time.

Inadeguate Data

The submitted data developed by the Sanitizer Test {for non-
tood contact surfaces) to demonstrate residual self-sanitizing
activity (> 99.9% reduction) of the 1:1 Ster-8ac~-Adiuvant XKX6033
coated hard surface after exposure to 60 minutes of distilled
water shower spray against Staphylococcus aureus and Enterpbacter
aerogenes at 21°C for a 5 minutes contact are inadéquate.  Goo
202.3 below.

Evaluation of Protocol

The basic methodology of the testing procedure is considered
suitable for the evaluation of self-sanitizing activity of
residual chemical on hard surfaces that are likely to become
wetted, However, the following gqualifications or modifications
must be taken in to consideration:

If it is intended or claimed that the treated surface will
retain the residual activity after multiple challenges or more
eXtended usage, test and control surfaces must be recontaminated
with the test inoculum at multiple intervals for as long as ix
is claimed that the surface will provide residual activity,
Sufficient replication (numbers of surfaces) will be necessary
S0 as to maintain the integrity of the surfaces over the entire
test period, for example the last items or surfacee to be
assayed in the study must be subjected to all of the repeated
challenges during the test period, but only to the last assay
procedure during that period. With multiple challenges, an
organic soil load (5% blood serum) should be added in the
inoculum,

Wear test employed in the protocol must be conducted under the
worst conditions which are likely to be encountered under normal
conditions of use, such as abrasion, temperature, organic soil
ioad, leaching by moisture, etc. Wear test employed in the
protocol, exposure of treated tiles to 60 minutes of water spray
is inadequate to simulate worse-case in-use effects of wearing
the surface to the end-point of its use-life.




For residual self-sanitizing claims, the guidelines state bthatr
it must be demonstrated that at least 99.9% {3-1og) reduction
in the numbers of infectious test microorganisms occurs on the
treated surface. This reduction must be shown over the numbers
on the parallel untreated control surface or the "zero-time”
control surface, whichever is lecs, Therefore, a “zero-time”
bacterial numbers recovery determinatons should be performed o
show the numbers of viable bacteria on rhe control surflace,

Inoculum of the test microorganisms at a sufficient concentration
to provide at least 104 survivors on the parallal control surface
must be employed for initial and subseguent chalenges.

In use situations where the chemical residue is intended to bye
reactivated under low moisture conditions (e.g. moisture provided
by direct body contact with the treated surface), an inocuium
volume of 0.01 to 0.03 ml over surface (e.a., one inch square)
would be considered representative of such conditions.

Calibrated bacteriological 1loop should be used to inoculate and
spread inoculum over the test surface . Use of glass hockey
stick to spread inoculum over the tegt surface are not accentable,

Inoculated tiles should be dried at 37°C in vertical nosition
in sterile petri dish > 20 minutes but < 60 minutes. Five minutes
air dry at room temperature (22°C + 1°C) is inadeguate.

After a suitable exposure time guantitative recovery of test
bacteria from test surface should be by washing the surface with
adequate agitation in appropriate media or diluting fluid contain-
ing apopropriate neutralizers. A starile cotton swatch wipad
over a test surface to recover test bacteria is notb accaptable,
Smaller size sgamples (e.g. 1 x 1 in-sguare surface) with and
without antimicrobial agent may be necessary to perform this
ztep,

The proposed protocol is for pre-cleaned surfaces. In  use
situations where the chemical residue is inrended to he sffective
as a self-sanitizer in the presence of organic soil load, 5%
blood serum should be added to the inoculum,

It is recommended that a neutralizer appropriate for the particu
c¢hemical being tested should be emploved in the recovery solution,
A preliminary test should be conducted with the specific chemical
to confirm the absence of carry-over bactericidal effacte of the
antim?crmbial in the diluting and culturing procedures {subcultyre
medial,

The exposure period, relative humidity and temperature, employed

in the protocol must be the same as those which are likely to be
encountered under normal conditions of use.
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203.0

204.0

Labeling

a.

b,

In lieu of data delete residual =elf-sanitizing claims.

Include the major areas in which the oroduct 1s recommended
for use (e.g. homes, schools, restaurants, dairies, food
processing plants).

Under the heading "STER-BACe Quaternary Ammonium Sanitizer®
include "SANITIZER o DISINFECTANT o DEODORIZER".

Under DISINFECTING" include methods of application an
contact time necessary for effectiveness. Rafer to iten
5 and 6 of DIS/TSS~15 enclosure.

Under “Foqqing"

1. Revise the statement "Fog desired areas 4sing one quart
per 1000 cu.ft............" to read "After cleaning
fog desired areas using one quart per 1000 cu.ft.......,"
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2. Include contact time necessary for effectiveness,

3. Revise the statement "All food contact surfaces must
then be thoroughly rinsed with potable water or Ster-Rac
solution of 200 ppm active rquaternary. Allow surfaces
to drain thoroughly before operations are resumed"” to
read "All food contact surfaces must then be thoroughly
rinsed with Ster-Bac solution of 200 ppm active quaternary
(172 oz/2 qgal) prior to use. Allow surfaces to drain
thoroughly and air dry before opertions are Hgsumed"

Delete Phenol Coefficient claims.

Under "For Potato Storage Area & FEdguipment Disinfecting™
include methods of application and contact time necessary
for effectiveness. Refer to items 5 and & of DIS/TS5-15
enclosure.

Technical Bulletin

Comments listed under labeling also applies to Technical Bulletin.
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Page (2'2 is not included in this copy.

Pages through are not included in this copy.

The material not included contains the following type of
information:

Identity of product inert ingredients.
Identity of product impurities.

25 Description of the product manufacturing process.
Description of quality control procedures.
Identity of the source of product ingredients.
Sales or other commercial/financial information.
A draft prodﬁct label.

The product confidential statement of formula.
Information about a pending registration action.
FPIFRA registration data.

The document is a duplicate of page (s)

The document is not responsive to the request.

The information not included is generally considered confidential
by product registrants. If you have any questions, please contact
the individual who prepared the response to your request.




U, 8. ENVIRONMENTAL PROTECTION AGENCY
Cffice of Pesticide Programs

£COLAB
170 WABABHA ST,
5T PAUL, MN 58102

Report of Anatysis for Compliande with PR Kotice 86-5

Thank you for your transmittal of 01/12/868. Our staff has compieten
a preliminary anaiysis of the material. The results are provided as Inllows,

Your submittal was found to be substantially in compliance with
. the standards for submission of data contained in PR Notice B85, with
. the exception(s) noted below. A copy of your bibliography is enciosed,
annotated with the Master Record 1D's (MRIDS) assigned to sach doci-
mant submitted. Please use these numbers in all futyre references to
these documents, and correct the noted exception(s) in future data
submittals. If deficiencies were found which appiy to vour overall
submission, they are described following this paragraph. if the defic-
iencies apply to specific studies, they are listed below fottowing

the applicable identification number or MRID. Thank you for VENIT
cooparation,

Ay document which has been assigned & MRID has been accentan
under PR Notice 86-5. |f any comments related to a MRID appear on
this report, they are provided for your information and reference
when preparing future submissions,

if you have any questions concermng this data submission, pipase
raise them with the cognizant Product Manager, to whom the data have

. been reieased.

Please include & copy of your transmittal for pach sopy of
your submittal.
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ECOLAB |

Coomt Came e S
£t Paul, Minnesota 58102

January 5, 1988

Mr. John H. Lee

Product Manager {31}

Registration Division Programs ({TS$-767C)
Office of Pesticide Programs

U.8. Environmental Protection Agency

401 M Street, S.W.

Washington, D.C. 20460

Dear Mr. Lee:

Subject: STER-BAC, EPA Reg. No. 1677-43
Application for Amendment 1o Reqgister a New Use

Thisg application for amendment of STER-BAC 1s to add & now use
pattern wherein the product ig applied scpavately, but in
combination with a specific acrylate copolymer to yield a
self-~sanitizing residue on bhard surfaces. {Sese conildential
attachment entitled CHEMICAL EXPLANATION OF THE STER-BAC BASLD
SELP~SANITIZING COATING.)

This coating combination would be marketed for use on non-foocd
contact surfaces in food, dairy and beverage processing
operations, The test methodology to document the residual
self sanitizing claim was developed specificalliy to simulate
realistically the use conditions for the coating formed in
this type of application. Mr. Dale Fredell, Ecolab Inc., met
with EPA Stafif on two occasions to discuss test methodology.
on Qctober 30, 1585 he met with Mr. Dennis Guse for
preliminary discussions on the test protocel. On July 8,
1987, Mr. Fredell met with Mr. John Lee and Mr. William
Campbell. The "Method for the Microbiological Evaluation ot
Residual Self~Sanitizing Coatings" was discussed in detall.

A means to demonstrate efficacy after exposure to copious
amounts of water, such as the “"shower apparatus” deé-ribed in
the method, was considered to be a reasonable approach. Mr.
Campbell indicated that the methodology should be sacistzactory
for this testing.

With reference to the active ingredient (dimethyl bensyl
ammonium chloride) in the product, please be aware that hLoclab
1s fulfilling EPA's requirements for re-registration of tae
ADBAC Quats by participating in the CSMA Joint Venture Iog
cooperative data development,
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Enclosed are the following:
Vol. I « Transmittal Document

1. Product manager information: Confidential chemical
explanation referred above.

2. Application for pesticide amendment, EPA form 6570-1.

3. Confidential Statement of Formula, EPA form 8570-4.

4. Certification with respect to citation of data.

5. Master label, for EPA filing, which has been amended
to include directions for use for the new application
{5 copies).

6. A short form amendment for a label statement to
direct reference to the Technical Bulletin which
details instructions for application of STER-BAC to
vield a self sanitizing residuc (5 copies).

7. bratt of the above referenced Technical Bulletin (%
copies) . .

£. List of Submitted Efficacy Studies as follows:

{3 copies)

Vol. I1 - Study Title: STER-BAC Residual Self-Sanitizing

Activity with Test Method Attachment
(10/26/87) s
(Guideline 91-2) (Project ID 7196a) - Hadroda,

Vol., IIT -~ Study Title: STER~BAC-SPRAY DISINFECTANT
, {with Coating Adjuvant) {(11/28/87)pfad s Ty an
{Guideline 91-2} (Project ID 7196EB)

Respectfully submitted,

Voire ot iz
gfaaf 7 ;ﬁ?ﬁv"f )
Ann M. Oxford

Specialist, Regulatory Services
(612) 451~5692

AMO: Thb




