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UNITED STATES ENVIRONMENTAL PROTECTION AQEWY
REGIONS5 <7 015§

In the Matter of:

)
)
BEHNKE LUBRICANTS, INC. ) COMPLAINANT’S INITIAL
MENOMONEE FALLS, WISCONSIN ) PREHEARING EXCHANGE

)

)

)

Respondent.
Docket No. FIFRA-05-2007-0025

COMPLAINANT’S REBUTTAL PREHEARING EXCHANGE

In accordance with the Prehearing Order issued by this Honorable Court on June
27, 2007, Complainant, the Director, Land and Chemicals Division, Region 5, United
States Environmental Protection Agency (U.S. EPA, Complainant or Agency), through

her undersigned attorneys, hereby files this Complainant’s Rebuttal Prehearing Exchange

pursuant to Section 22.19 of the Consolidated Rules of Practice Governing the
Administrative Assessment of Civil Penalties, Issuance of Compliance or Corrective
Action Orders, and the Revocation, Termination or Suspension of Permits (Consolidated
Rules), codified at 40 C.F.R. § 22.19.

I. Additional Fact Witness

Complainant may also call the following individual to testify as a fact witness at the
hearing in this matter:

Mr. Mark Hepp

Consumer Safety Officer

Division of Food Contact Notifications
Center of Food Safety and Applied Nutrition
Untied States Food and Drug Administration
College Park, Maryland

' The Land and Chemicals Division was formerly known as the Waste, Pesticides and Toxics Division.
The Chemicals Management Branch was formerly known as the Pesticides and Toxics Branch, and the
Pesticides/Toxics Compliance Section was formerly known as the Pesticides and Toxics Enforcement
Section.



Mr. Hepp is a Consumer Safety Officer in the Division of Food Contact
Notifications in the Center of Food Safety and Applied Nutrition (CFSAN) of the United
States Food and Drug Administration (FDA). Mr. Hepp’s testimony may include but
may not be limited to the following:

Mr. Hepp may be called as a witness to testify that he has held his position as a
Consumer Safety Officer since January of 1996. He may testify that he is responsible for
managing the safety review of proposed new uses of food additives. He may testify that
he is also responsible for responding to inquiries from the public regarding the federal
regulation of food additives.

He may further testify that on April 4, 2007, the Division of Food Contact
Notifications received a letter dated March 26, 2007, from Mr. Bruce Mcllnay, an
attorney for Behnke Lubricants, Inc. (Behnke). He may further testify that the letter
requested FDA’s opinion as to whether a lubricant containing a pesticide registered
under FIFRA could be in compliance with 21 C.F.R. Section 178.3579.

He may further testify that on May 11, 2007, he spoke with Mr. Mcllnay
regarding Behnke’s request for the FDA’s opinion. He may further testify that during
this telephone conversation, Mr. Hepp explained to Mr. Mcllnay that he was only able to
answer questions regarding FDA’s regulatory authority and could not answer any
questions relating to the applicability of the Federal Insecticide, Fungicide, and
Rodenticide Act (FIFRA).

Mr. Hepp may further testify that he also explained to Mr. Mcllnay that it is not
unusual for certain substances that are regulated as food additives under the Federal

Food, Drug and Cosmetic Act to also be registered by U.S. EPA as pesticides under



FIFRA. Further, he may testify that he suggested that Mr. Mcllnay contact U.S. EPA if
he had any questions regarding the applicability of FIFRA to any product. See Mr.
Hepp’s Declaration at Complainant’s Exhibit (CX) 44.

IL. Additional Expert Witness

Complainant may also call the following individual to testify as an expert witness at the
hearing in this matter:

A member of the staff of the

Product Science Branch

Antimicrobials Division

Office of Pesticides Program

U. S. Environmental Protection Agency

1200 Pennsylvania Avenue, NW

Washington, D.C. 20640

A member of the Product Science Branch of the Antimicrobials Division of the
Office of Pesticides Program at the U.S. EPA may testify regarding the matters set forth
below. Complainant will provide this Honorable Court and Respondent with the specific
name and curriculum vitae of the witness in a supplemental submission.

A member of the Product Science Branch may testify as to the role she or he plays
in the Products Science Branch of the Antimicrobial Division. The witness may testify to
her/his educational background and work experience in handling antimicrobial
registration and testing of antimicrobial products coming in for registration.

This witness may be called as an expert witness to testify about the health hazards

associated with pathogens such as Escherichia coli, (E. coli), Lysteria monocytogenes,

(Lysteria), and Salmonella typhimurium, (Salmonella) ( the pathogens against which

Behnke claims its MICRONOX technology is effective). The witness may also testify

about the requirements of efficacy testing for certain pesticides, including those



pesticides for which public health claims are made, such as claims that the product is
effective against pathogenic bacteria or other microorganisms. The witness may also
testify about the analyses used to determine the toxicity of pesticides, including
antimicrobial pesticides.

The witness may also testify that she or he reviews antimicrobial pesticides for
which public health claims are made. The witness may testify that, among other things,
she/he is looking for particular efficacy data in such instances. The witness may further
testify as to the significance of such data when public health claims are made.

This witness may also testify to additional opinions as necessary to respond to
assertions or arguments raised by Respondent.

III.  Seeking Clarification on the Following Matters

a. Complainant requests that Respondent provide context for RX 54, including an
explanation as to what the document is, who created it, when it was created, why it was
created, to whom and when it was distributed, and why it was distributed.

b. Complainant requests that Respondent specify the estimated amount of time
needed to present its case-in-chief, as required by this Court’s June 27, 2007, Prehearing
Order.

c. Complainant requests that Respondent submit a statement affirmatively stating
whether Respondent intends to contest the amount of the proposed penalty, and if so,
explaining in detail why and how Respondent believes the proposed penalty should be
reduced or eliminated, as required by the June 27, 2007, Prehearing Order.

d. Complainant renews its request for Respondent to either produce complete and

reliable evidence of its actual gross sales, or expressly waive any objection to the penalty



based on the “size of business™ statutory penalty factor. As an alternative, Respondent
can stipulate that the amount of its annual gross sales exceeds one-million dollars
($1,000,000).

€. Complainant requests that Respondent provide greater detail in its narrative
summaries for its witnesses. In addition, Complainant does not believe that the described
testimony of several of the witnesses identified in Respondent’s prehearing exchange is
relevant to any issues relating to either liability or the amount of the penalty. Therefore,
Complainant requests that Respondent explain how the testimony of each of the
following witnesses relates to the alleged distribution or sale of unregistered products as

set forth in the Complaint, or to any defenses or arguments concerning the proposed

penalty.
i. Mr. Carter Anderson
il. Ms. Patty Riek
iii. Mr. Shaun Beauchamp

A follow-up Motion may be submitted regarding this matter.
f. Respondent identifies an expert witness who will testify to “background
information regarding customer demands and requirements that lead [sic] to the
investment in research and development of this technology including testing that
demonstrated the antimicrobial properties of the additives.”
i Complainant does not believe that this proposed testimony, as described,
is relevant to any issues relating to either liability or the amount of the penalty.
Therefore, Complainant requests that Respondent explain how this testimony is
relevant to the alleged distribution or sale of unregistered pesticides as set forth in

the Complaint, or to any defenses or arguments concerning the proposed penalty.



g.

il. In the event that such testimony is deemed relevant by this Court,
Complainant requests that Respondent produce all of the testing data generated
with respect to the “testing that demonstrated the antimicrobial properties of the
additives” in the Behnke products at issue in the Complaint. Such testing data
should include, but not be limited to, all laboratory analytical reports, all raw data,
all test methods used, all Quality Assurance and Quality Control plans followed
by the laboratory, all standard operating procedures followed by the laboratory,
and all chain-of-custody forms. A follow up Motion may be submitted regarding
this matter.

Complainant requests that Respondent provide clarification on the relationship

between Xact Fluid Solutions and Behnke.

h.

Complaint renews its Notice of Complaint’s Request For Voluntary Production of

Information, which was filed on July 19, 2007. In the alternative, Complainant requests

that Respondent withdraw the affirmative defenses set forth in its Answer to the

Complaint, dated June 8, 2007. A follow up Motion for discovery or motion to strike

affirmative defenses may be submitted regarding this matter.

IV.

Additional Exhibits
CX 44 Declaration of Mark Hepp
CX 45 “Microbiological Considerations for Antimicrobial Food Additive

Submissions — Draft Guidance” issued by the U.S. Food and Drug
Administration, dated September, 2007. This document may be introduced into
evidence at the time of hearing by Mr. Dennis Edwards, U.S. EPA.

CX 46 Adpvertising Literature submitted by Behnke entitled “Food —Grade
X FACTOR - DISCOVER THE X-FACTOR.” This document may be

introduced into evidence at the time of hearing by Mr. Terence Bonace, U.S.
EPA.



V. Reservation of Rights

Complainant respectfully reserves the right to supplement its list of witnesses
and/or its list of exhibits upon reasonable notice to Respondent, or by order of this
Honorable Court.

Complainant's Rebuttal Prehearing Exchange for In the Matter of Behnke

Lubricants, Inc., is hereby respectfully submitted.

Respectfully Submitted,
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Associate Regional Counsels
U.S. EPA, Region 5



In the Matter of Behnke Lubricants, Inc.
Docket No. FIFRA-05-2007-0025

CERTIFICATE OF SERVICE

[ hereby certify that the original and one true, accurate and complete copy of
Complainant’s Rebuttal Prehearing Exchange, together with true, accurate and complete
copies of Complainant’s Exhibits 44 through 46, were filed with the Regional Hearing -,
Clerk, U.S. EPA, Region 5, on the date indicated below, and that true, accurate and e
complete copies of Complainant’s Rebuttal Prehearing Exchange and Complainant’s :
Exhibits 44 through 46, were served on the Honorable Barbara Gunning, Administrative -
Law Judge (service by Pouch Mail), and Mr. Bruce Mcllnay, Esq., Counsel for 52

Respondent Behnke Lubricants, Inc. (service by Federal Express), on the date indicated —
below: -
L)

jam)
-~ . o]
Dated in Chicago, Ilinois, this 1-2 day of J1&/2sr1bes 2007,
L oA ey NaJed Ly
Patricia Jeffries-BArvé1l

Legal Technician
Office of Regional Counsel
U.S. EPA, Region 5
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
REGION 5

In the Matter of:

BEHNKE LUBRICANTS INC.

MENOMONEE FALLS, WISCONSIN Docket No. FIFRA-05-2007-0025

Respondent.

DECLARATION of MARK HEPP
State of Maryland
County of Prince George

I, Mark Hepp, declare and state as follows:

I. 1 am a Consumer Safety Officer in the Division of Food Contact Notifications in
the Center for Food Safety and Applied Nutrition ("CFSAN") of the United States Food
and Drug Administration ("FDA"), located in College Park, Maryland. I have held this

position since January, 1996.

2. In my position, I am responsible for managing the safety review of proposed new
uses of food additives. I am also responsible for responding to inquiries from the public
regarding the federal regulation of food additives.

3. The statements made in this declaration are based upon my personal knowledge.

4. Food additives can include substances like lubricants used on machinery in food
processing environments. These lubricants may become components of food when the
food comes into incidental contact with the machinery.

5. On April 4, 2007, the Division of Food Contact Notifications received a letter
dated March 26, 2007, from Bruce Mcllnay, an attorney for Behnke Lubricants, Inc.
("Behnke").

6. The letter stated that the United States Environmental Protection Agency ("EPA™)
had contacted Behnke to alert the firm that it had sold unregistered pesticides in violation
of the Federal Insecticide, Fungicide, and Rodenticide Act ("FIFRA") and threatened an
enforcement action.

7. The letter also requested FDA's opinion as to whether a lubricant containing a
pesticide registered under FIFRA could also be in compliance with 21 C.F.R. § 178.3570,

EPA 0862



a food additive regulation that specifies the conditions of safe use for lubricants that may
come into contact with food. '

8. On May 11, 2007, I spoke by telephone with Mr. Mcllnay regarding his clients'
request for FDA's opinion.

0. During this telephone call, I explained to Mr. Mclinay that I was only able to
answer questions regarding FDA’s regulatory authority and could not answer any
questions relating to the applicability of FIFRA.

10. 1 also explained that it is not unusual for certain substances that are regulated as
food additives under the Federal Food Drug and Cosmetic Act to also be registered by
EPA as pesticides under FIFRA.

11. I suggested that Behnke contact the EPA if he had any questions regarding the
applicability of FIFRA to any product.

Pursuant to 28 U.S.C. § 1746, | declare under penalties of perjury that the foregoing is
true and correct.

Z 27
Mark Hepp S
Consumer Safety Officer
United States Food & Drug Administration

EPA 0863






US FDA/CFSAN - Guidance: Antimicro Food Add Subs-contains non-binding recommen... Page 1 of 11

FDA Home Page | CFSAN‘ Home | Search/Sub|ect Index | Q& A |
September 2007 B

Gu_idance for Industry
Microbiological Considerations for
Antlmlcroblal Food Additive Submlssmns

DRAFT GUIDAN CE

i

This guidance is bemg__dlstrlbuted for cqmment purposes only. i - : S

Comments and suggestions regarding this draft document should be submitted within 60 days L
of publication in the Federal Register of the notice announcing the availability of the draft S

guidance. Submit comments to the Division of Dockets Management (HFA-305), Food and S
Drug Administration, 5630 Fishers Lane, Rm. 1061, Rockville MD 20852. All comments : !
should be identified with the docket number listed in the not1ee of availability that publlshes in

the F ederal Register. g

. For quesﬁons regarding this draft document contact the Center for Food Safety and Apphed ST
’_Nutntmn (CFSAN) at 301-436-1226 SR _ : .

U.S. Department of Health and Hulnan Services
Food and Drug Administration

Center for Food Safety and Applied Nutrition

' September 2007
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US FDA/CFSAN - Guidance: Antimicro Food Add Subs-contains non-binding recommen... Page 2 of 11

E. Howdol get my antnmcroblal food addltlve approved?
F. Why does FDA requlre that data on the intenided effect of an ant1m1crob1a1 food
additive be 1ncluded as part of the submlssmn seeking approval of the additive?

G. What types of data and other information should be included to demonstrate that
the use of an antimicrobial food additive achieves its intended thswal or other
technical effect?

H. How should a study be deswned to demonstrate the antimicrobial food additive’s
effect? :

“ 1. Are there unique circumstances that should be taken into consideration when

' designing a study to show that an antimicrobial food addmve achieves its intended
. effect? . . -

J. Does FDA recommend any specific exp_erlmental methods?

K. Whatis FDA’s performance standard for a new antimicrobial food addltlve‘>

ﬁ,t L. What information mav be helpful to provide to FDA to demonstrate the intended
= technical effect of a source of radiation as an antlmlcroblal treatment for: food?

‘ M. What additional saf'ety information may be helpful to provid: to FDA 1f
1y " antimicrobial food addltlve is derived from a m1croorgamsm‘7 :

B .‘5‘?

:i"‘

Guldance for Industryl—l

Mlcroblologlcal Cons1deratlons for o
Antlmlcroblal Food Addltlve Submlssmns;. :

This draft guidance, when ﬁnallzed will represent the Food and Drug e S
Administration's (FDA's) current. thinking on this topic. It does not create or confer SO IR
any rights for or on any person and does not operate to bind FDA or the public. You
can use an alternative approach if the approach satisfies the requirements of the:-
applicable statutes and regulations, If you want to discuss an alternative approach
contact the FDA staff responsible for implementing this guidance. If you cannot
identify the appropriate FDA staff call the appropriate telephone number hsted on the
title page of this guidance. =~ - ‘

L. INTRODUCTION . - Y A R AT A
The Food and Drug Administration (F DA) is responsible for prescribing the conditions of safe ' -
use of food additives under section 409 of the Federal Food, Drug, and Cosmetic Act (the Act).

To evaluate the safety of food additives and determine their conditions of safe use, the agency

EPA 0865
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US FDA/CFSAN - Guidance: Antimicro Food Add Subs-contains non-binding recommen... Page 3 of 11

uses the food additive petition (FAP) process and the food contact notification (FCN) process.
In addition, FDA may, upon request, exempt from regulation as a food additive those
substances used in food-contact articles (also known as food contact substances) that migrate
into food at levels that are below the threshold of regulation (TOR). This guidance is directed
at questions regarding microbiological data requirements for FAPs, FCNs, and TOR requests
that are unique to the use of antimicrobial food additives and food contact substances. This -
guidance will assist petitioners and notifiers in designing studies to determine whether an
antimicrobial food additive achieves its intended technical effect. Also, this guidance discusses
microbiological data that may be necessary to demonstrate that an antimicrobial agent will be
safe for the intended use.

This gujdance applies to all FAPs, FCNs and TOR requests where the food additive is intended
to control microbes in or on food. This includes sources of radiation for treating food...
However, it is important to note that the U.S. Department of Agriculture (USDA) Food Safety
and Inspection Service (FSIS) is responsible for determining the suitability of food additives in
meat and poultry products; according to FSIS, “suitability relates to the effectiveness of the
substance in performing the intended technical purpose of use at the lowest level necessary,
and the assurance that the condltlons of use will not result i in:an adulterated product or one that

misleads consumers. »[2] FSIS derives its authority to regulate the suitability of food additives
in meat and poultry from the:Federal Meat Inspection Act (FMIA) and the Poultry Products -
Inspection Act (PPIA), respectively. FDA and FSIS currently have a Memorandum of .
Understanding (MOU) regarding each agency's responsibilities in the evaluation and approval
of food ingredients and sources of radiation used in the production of meat and poultry
products. In accordance with this MOU, FDA will collaborate with FSIS on any antimicrobial
food additive submission to FDA mvolvmg meat or poultry :

Given the complex1ty and vanety of antumcroblal products, and the diverse condltlons of use, . T
! no single document can anticipate and address all microbiological issues. Therefore, this - Al
;guidance is:intended to answer common questions associated with microbiological datae ST T
requirements for FAPs, FCNs, or- TOR requests for antimicrobial food additives so that ’
meaningful and sufficient data are provided with each submission. It is intended to: assist - -
developers of antimicrobial agents for use in or on food in providing evidence to support their - i
intended uses. FDA recommends:that petitioners and notifiers discuss with the agency any: -
proposed studies prior to their initiation to ensure that these studies will address FDA’s safety :
concers. In addition, FDA recommends that submitters meet with the agency prior to'the: N I
submission of a petition or notlﬁcatlon to prevent an expendlture of resources on activities that
may not provide adequate data. - L DR S

FDA's guidance documents, including this guidance, do not establish legally enforceable ::i- : .-
responsibilities. Instead, guidances describe the Agency's current thinking on a topic and -
should be viewed only as recommendations, unless specific regulatory or statutory requirements

are cited. The use of the word should in Agency guldances means that somethmg is suggested Coa
or recommended, but not required. ¥

II. QUESTIONS AND ANSWERS @
EPA 0866
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A. What is and is not a food additive?

The term “food additive” is defined in section 201(s) of the. Act. The first part of that section
states that a food additive is any substance the intended use of which results or may reasonably
be expected to result, directly or indirectly, in its becoming a component or otherwise affecting
the characteristics of any food including any substance intended for use in packing, packaging,
producing, manufacturing, processing, preparing, treating; transporting, or holding food; and
including any source of radiation intended for any such use. Section 201(s) goes on to
expressly exempt from the definition of food additive certain categories of substances,
including substances that are "generally recognized as safe" or "GRAS" for the intended use. A
partial list of substances recognized by FDA as GRAS may be found in 21 CFR Part 182, and a
list of substances affirmed by FDA as GRAS appears in 21 CFR Part 184. These lists may
include substances which are GRAS for use as antimicrobial agents.

"Pesticide chemicals," as defined at section 201(q) of the Act; are exempt from the definition of
a food additive. Pesticide chemicals and pesticide chemical residues in or on food must:
conform'to a tolerance, or an exemption from tolerance, established by the Envnonmental '
Protectlon Agency (EPA) under sectlon 408 of the Act. = &

For the complete definition of a food additive and the exemptlons see section 201(s) of the - .-
Act. :

“rb

B. What is an antimicrobial food additive? x

The term “antimicrobial food additive,” as used in this guidance, refers to a substance or a
source of radiation that meets the food-additive definition and is used to control microorganisms
such as bactena viruses, fungi, protozoa or other microorganisms in or on food or food contact
artlcles _ - z :\-,_t o

C What is FDA’s regulatory authorlty with respect to antlmlcroblal food
addltwes" ‘ | | Rt G

FDA is 'the primary Federal agencif' responsible for ensuring"the safety of food additives. Under . -. "

section 409 of the Act, all food additives are subject to review and approval by FDA before they
can be marketed in the United States. This guidance applies'to FAP, FCN, and TOR "
submissions. Food additives that are intended to have a technical effect in food are authorized
through the petition process prescribed in section 409 of the Act. The standard that FDA - -
applies to determine whether the intended use of a food additive is safe is reasonable certainty
of no harm (see 21 CFR 170.3(i)). For food additives demonstrated to FDA to be safe under the

intended conditions of use, FDA will issue a regulation that specifies the conditions of safe use. ... -

The food additive regulations are codified in 21 CFR parts 172-180 and may be obtained from
the Internet by searching the current edition of the CFR. Part 172 lists food additives for direct .
addition to food, part 173 lists food additives used during food processing, and parts 174-178 °
list food additives used in food packaging and other food contact articles. Approved sources of
radiation for inspecting and treating food are listed in 21 CFR part 179. Food additives : .
perrnltted in food or in contact w1th food on an interim ba31s pendlng addltlonal study are listed-
in 21 CFR part 180. :

EPA 0867
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US FDA/CFSAN - Guidance: Antimicro Food Add Subs-contains non-binding recommen... Page 5 of 11

Food additives that are intended for use as a component of materials used in manufacturing,
packing, packaging, transporting, or holding food, if such uses are not intended to have any
technical effect in food, are considered food contact substances (see section 409(h)(6) of the
Act). As a result of the FDA Modernization Act of 1997, the primary method for authorizing

. new uses of food contact substances is the FCN process (see section 409(h) of the Act). In the
case of a food contact substance, FDA will allow a notification for the subject food contact
substance to become effective prescribing the conditions under which a food additive may be
safely used. The standard used to establish the safety of a food contact substance is the same as
that for any other food additive (i.e., reasonable certainty of no harm). More information on
this process is available from the Food Contact Substance Program website. A current Inventory
of Effective Food Contact Substance Notifications is found on the CFSAN Internet.

In addition, under 21 CFR 170.39, FDA may, upon request, exempt from regulation as a food
additive food contact substances that become a component of food at levels below the threshold
of regulation. Such a request is commonly referred to as a threshold of regulation (TOR)
submission. More information on the TOR submission process is available in Guidance for
Industry: Submitting Requests Under 21. CFR 170.39 Threshold of Regulation For Substances
Used in Food-Contact Articles. A current inventory of Threshold of Regulation Exemptions
issued by FDA is available on the CFSAN Internet. The data requirements for a TOR
submission are the same as those for a FAP or FCN and the safety standard that FDA applies is
the same.

For a detailed discussion of FDA’s regulatory authority over antimicrobial food additives, see
FDA’s Guidance to Industry entitled, Antimicrobial Food Additives — Guidance. It is important
to note that, depending on the proposed use, an antimicrobial food additive may also be a
pesticide under the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA). As such, it
may be sub]ect to registration as a pestlclde by the EPA as wel} as regulation as a food addltlve

D. What is FDA’s regulatory authorlty with respect to requestmg
lcroblologlcal data? L oy %

Mlcrobrologlcal data may need to address certain issues ra1sed by the ﬁndmgs that FDA. makes
under sectlon 409 of the Act. Several are described below. : 2o i T

e Under section 409(c)(3)(B) of the Act a food additive- regulation will not be established .
if an evaluation of the data shows that the proposed use of the food additive would - -« .
promote deceptlon of the consumer in violation of [the] Act or would otherwise result-in .
adulteration or in misbranding of food within the meaning of the Act.” Here, the
microbiological data may be used to demonstrate that an antimicrobial agent does not :
promote consumer deception, such as making a food product appear to be fresher or of
greater value than it actually is.

e Under section 409(c)(4) of the Act if “a tolerance lnmtatlon is required in order to assure
that the proposed use of an additive will be safe, the Secretary shall not fix such a-
tolerance limitation at a level higher than he finds reasonably required to accomplish the - -
physical or other technical effect for which such additive is intended; and, shall not
establish a regulation for such proposed use if he finds upon a fair evaluation of'the data
before him that such data do not establish that such use would accomplish the intended
physical or other technical effect.” When a tolerance limitation is required, the

EPA 0868
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US FDA/CFSAN - Guidance: Antimicro Food Add Subs-contains non-binding recommen... Page 6 of 11

microbiological data may be used to demonstrate that an antimicrobial agent achieves its
intended technical effect and that the maximum permitted use level is not higher than
what is reasonably required to achieve this effect.

e Microbiological data may be needed to supplement the safety assessment of the
antimicrobial food additive under section 409(c)(3)(A) of the Act, which states that “...
[n]o such regulation shall issue if a fair evaluation of the data before the Secretary fails to
establish that the proposed use of the food additive, under the conditions of use to be
specified in the regulation, will be safe...” Cases where microbiological data may be
used to supplement the safety assessment are described in Items I, L, and M below.

E. How db I get my antimicrobial food additive approved?

Antimicrobial food additives are regulated through the FAP process, the FCN process, or the
TOR exemption process. Section 409(b) of the Act sets forth the statutory requirements for
data in an FAP to establish the safety of a food additive; section 409(h) sets forth the
requirements for notification of a food contact substance; and 21 CFR 170.39 sets forth the
requirements for a TOR submission. : -’A more detailed description of the information to be
submitted in an FAP and the proper format are spec1ﬁed in 21 CFR 171.1; information
requirements for a food contact notification are found in 21 CFR170.101. Guidance documents
from the FDA detailing the procedures for preparing and subrmttmg an FAP, FCN, or TOR
submission can be found on the CFSAN Internet.

It is important to note that there are some antimicrobial additives for which the proposed use
makes them both a food additive and drug (e.g., a no-rinse hand sanitizer used by food
handlers). In this case, the product will have to comply with the requlrements of the Act
applicable to both food additives and drug products. 1 ; :

F. Why does FDA require that data on the intended effect of an antimicrobial '-.;"rx
food additive be included as part of the submlssmn seekmg approval of the v
additive? :

Section 409(b)(2)(C) of the Act requlres thata petition for a food additive contain all relevant .
data bearing on the physical or other technical effect such additive is intended to produce, and -
the quantity of such additive required to produce such effect. Therefore, data on the intended:
effect are required in a petition for an antimicrobial food additive. Furthermore, if FDA
determines that a tolerance is needed to ensure that the petitioned.use of an antimicrobial food
additive will be safe, intended effect data will be used to ensure that the tolerance is set at a
level no higher than what is reasonably required to achieve the intended physical or other -
technical effect. In addition, if a tolerance is necessary and data do not establish that the R
petitioned use will accomplish the intended physical or other technical effect, FDA is not R
authorized to establish a regulation for that use (section 409(c)(4) of the Act). \

For antimicrobial food additives used on meat or poultry, FDA and FSIS have separate
regulatory responsibilities which must be satisfied before the additive may be legally marketed.
For these cases, intended effect data will be needed to satisfy the requirements of both FDA and
FSIS. Under the Federal Meat Inspection Act (FMIA) and the Poultry Products Inspection Act -
(PPIA), FSIS has authonty over su1tab111ty of food mgredlents and sources of radlatlon used in
meat and poultry processing plants. ;
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In accordance with the procedures described in the MOU between FDA and FSIS, requests for
approval to use food ingredients and sources of radiation in the production of meat and poultry
products are evaluated simultaneously for safety by FDA and for suitability by FSIS.. Prior to
submission, petitioners and notifiers may wish to consult with FSIS independently; however,
FDA believes joint consultations with FDA and FSIS facilitate the petition and notification
processes.

G. What types of data and other information should be included to demonstrate -
that the use of an antimicrobial food additive achieves its intended physical or
other technical effect?

To demonstrate that an antimicrobial agent achieves its intended technical effect and that the
proposed use level is the minimum level necessary to accomplish the intended technical effect
the following information is recommended at a minimum:

e The chemical identity or blologlcal identity of the antimicrobial agent, which ever 1s
appropriate; s_g; I by

e A detailed description of intended antimicrobial effect and 1dent1ﬁcatlon of any
1nd1v1dual or groups of ta.rgeted mlcrobes if appropriate;

e A descrlptlon of the conditions of use and any limitations on n conditions of use, €.g.:
o types of foods; :
o proposed use level or range
o temperature range of use;
o method of application, such as spraymg, dipping or ﬁmngatmg, when appllcable
“ o post-processing steps (e.g;, potable water rinse, cooking by the consumer);
» Antimicrobial effect data, mcludmg full reports of the efficacy studies;

e Directions, recommendations, and suggestions regarding the proposed use, as well as a :
sample of the label proposed for the food additive and any labeling that will be required
on the finished food as a result of the use of the food additive;and -~ . - SI

e For a petition, proposed wording for establishing or amending a food additive regulation. .-
is recommended. This draft regulation helps FDA understand the petitioner’s intent and
may help the petitioner understand the issues that need to be addressed.

H. How should a study be de51gned to demonstrate the antlmlcroblal food
addltlve s effect? .

FDA recommends that any study carried out to support the intended technical effect of an
antimicrobial food additive should be designed to generate data that directly supports any
particular effect(s) specified. For example, if the intended technical effect is extending shelf -
life, the study should generate data which measure shelf life; or if the intended technical effect
is the control of specific organisms, the study should generate data which directly enumerate
those organisms. FDA recommends that any of the subject studles reﬂect the followmg
characteristics, to the extent practical:-
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e The study is conducted in a manner that simulates, to the extent feasible, the intended
conditions of use of the antimicrobial food additive;

o The study is conducted using samples of the relevant medium (e.g., food, process water,
food packaging) treated under the proposed conditions of use, and the study includes
appropriate controls;

o The study focuses on pertinent organisms that the antimicrobial food additive is intended
to target, especially those associated with a given medium (e:g., Salmonellas and
Campylobacter jejuni for poultry, E. coli for beef, Vibrio spp. for seafood, Salmonellas
for juices, etc.);

o Where appropriate, a study uses a direct method for enumeration of microorganisms such
as plate counting or visual microscopic counts, as opposed to measuring biomass, and
evaluates the reduction (or suppression) of microorganisms affected by the treatment;

¢ Enumeration methods capture damaged or stressed microbial cells that survive the
antimicrobial treatment;

o The study includes collection and analysis of replicate samples for each data point with a
description of the variability of the data; and s

o When appropriate, the study mcludes an analysis of the data such ac a comparison of the
treatment and control. .

A petition or notification will not be treated differently simply because an alternative approach
was chosen. FDA invites submitters to consult with the agency in designing experimental -
protocols and recommends that submitters provide their experimental protocol to the agency for
comment prior to the initiation of any study. Itis the agency’s experience that these -
consultations lead to consensus between the agency and the submitter prior to experimentation
being conducted. FDA believes these consultations result in studies that are more likely to :
address the agency’s concerns which leads to a more efficient regulatory process and:a faster
time to market for the proposed food additive. s Ve

I. Are there unique circumstances that should be taken into consideration when

.....

intended effect?

There are a number of unique circumstances that might be considered when designing a study
to show an antimicrobial food additive's effect. Several are described below. r

¢ A study should consider the typical organisms expected to be observed under the
conditions under which they would be present. For example, the commonly consumed
portions of beef, lamb, pork, and poultry are generally considered uncontaminated with
pathogens prior to slaughter. Contamination with enteric pathogens may occur as a result
of improper slaughtering techniques and subsequent processing. Therefore, we believe :
that enteric pathogens are the likely organisms of concern for meat and poultry, and they
should be the subject of any intended effect studies. (NOTE: We recommend that FSIS

be consulted regarding the demgn of any study where the mtended use mcludes the
treatment of meat and poultry.) - - Drae

e Seafood, fruits and vegetables may have indigenous pathogens present at harvest, or -
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(different) pathogens may be introduced during harvest or processing. We recommend
that petitioners/notifiers consider whether their additive is equally effective against
indigenous and introduced microorganisms.

o Experimental design should consider and address whether the use of the antimicrobial
agent may result in unintended consequences. For example, an antimicrobial agent may
change the microbiological profile of food such that it suppresses one group of
pathogenic microorganisms while allowing others to proliferate, thereby creating a
potential health problem.

» Organoleptic changes affected by spoilage organisms are indicators that consumers may
use to gauge the freshness of meat and poultry, seafood, and produce, and indirectly, their
safety. As such, an antimicrobial agent that preferentially eliminates spoilage organisms
over pathogens might allow the pathogens to proliferate while suppressing spoilage
organisms and their effects. Under such conditions, a consumer’s senses may not reliably
discern spoiled and contaminated products, and the use of an antimicrobial agent under
those conditions might not be safe. We recommend submitters provide data on the
effects of their agent on specific pathogens as well as general (spoilage) populations for
comparison; typically, aerobic plate counts are sufficient. to characterize general .
populations.

J. Does FDA recommend any speéific experimental methods?

FDA recognizes it is impractical to design a standard experimental protocol that addresses all
relevant safety issues for every antimicrobial agent. However, there are a number of resources
specific to microbiological methods that the agency recommends. FDA publishes an online
version of its Bacteriological Analytical Manual which presents useful laboratory procedures
for microbiological analyses of foods and cosmetics. Furthermore, FDA maintains a website
with numerous links to related resources on Microbiological Methods. Also, FSIS maintains a
Microbiology Laboratory Guidebook of current protocols for analytical tests required by FSIS
in its regulatory activities on meat, poultry and egg products; these test procedures may be
useful in the experimental design of technical effect studies. However, a petition or notification
will not be treated differently simply because an alternative study design was chosen.

K. What is FDA’s performance standard for a new antimicrobial food additive?

A performance standard defines the minimal level of reduction of microorganisms from the use-
of the antimicrobial food additive (e.g., a 5-log reduction in the: number of microbe(s) targeted). -
Given the variability in the intended technical effect of antimicrobial food additives and types

of food treated, FDA does not have a single performance standard for antimicrobial food -
additives. However, to prove that an additive achieves its intended technical effect as an
antimicrobial agent, data from an efficacy study should demonstrate that, at a minimum, there is -
a measurable difference between the treated samples and a negative control (e.g., the treatment
absent the active agent). Such a demonstration may be achieved through statistical analysis;
graphical comparison, or another equivalent method. In those particular cases where the
intended technical effect specifies the use of the additive as part of a process where a

performance standard has been established by regulation (e.g., Juice HAACP (21 CFR 120 24))

or regulatory guidance (e.g., FSIS guidance on control of Listeria monocytogenes), FDA may
consider that performance standard when regulating the additive:
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L. What information may be helpful to provide to FDA to demonstrate the

intended technical effect of a source of radiation as an antimicrobial treatment
for food?

A source of radiation used to treat food is included in the food additive definition (section 201
(s) of the Act). Furthermore, section 402(a)(7) of the Act states that a food is adulterated if it
has been subjected to radiation, unless the use of the radiation was in conformity with a
regulation or exemption under section 409 of the Act. Because a source of radiation used to
treat food does not meet the definition of a food contact substance in that it has a technical
effect in the food, it is regulated through the FAP process under section 409 rather than the FCN
process or the TOR exemption process. In addition to information typically submitted in an
FAP, a petition for the use of a source of radiation as an antimicrobial treatment for food should
include information related to technical effect, such as:

1.I nformation describing the microbiological profile of tafgeted foods (occurrence and
levels of pathogenic and non-pathogenic microorganisms); and

2.1 nformation describing the effects of the proposed irradiation on microorganisms in or on
the targeted food, including growth patterns of surviving microorganisms compared with
food that has not been irradiated. For example, Clostridium botulinum is of particular
concern as a potential microorganism surviving irradiation. Therefore, it may be
necessary to consider whether C. botulinum is able to proliferate to a greater extent in
food treated by irradiation than in untreated food because of a reduced number of .
competing spoilage organisms.

M. What additional safety information may be helpful to provide to FDA 1f my
antlmlcroblal food additive is derived from a mlcroorgamsm"

If an antimicrobial food additive is derived from a mlcroorgamsm, FDA recommends that the
following additional information be provided, at a minimum:

1.The biolog ical identity of the specific isolate of microorganism to be used for production.
If the strain has been genetically manipulated, a description of how the strain was
derived, including information about any strain contributing genetic matenal to the
production strain should be included with the submission; -

2.A descr iption of the procedures uscd to maintain the cultural purity and genetic stability
of the production microorganism. Details of procedures employed to assure strain purity
and integrity should be included with the submission;

3.A descr iption of the quality control procedures used during production, the procedures for
assurance of cultural purity, and the procedures to be followed if contamination is
observed in the starter (pure) cultures or during production;

4.A descr iption of the methods used to verify the absence of clinically relevant antibiotics.

" Antibiotics approved by FDA for pharmaceutical uses should not be produced dunng the -
manufacture of the antimicrobial agent;

5.1 nformation that demonstrates that the production strain is not infectious or toxicogenic,

and that no toxin is present at toxicologically significant levels in the preparation for use
in food, if it is necessary to employ a toxicogenic strain; and
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6.A descr iption of the methods employed and relevant quality control procedures followed
to ensure that no viable cells of the production strain are found in the product when those
cells represent a safety concern.

FDA understands that there may be newly developed antimicrobial products for which some of
these recommendations may not be valid. A petition or notification will not be treated
differently simply because safety information other than that recommended here was provided.

We will consider the sufficiency of the safety information provided with antimicrobial
product petitions on a case-by-case basis.

[ This guidance has been prepared by the Office of Food Additive Safety in the Center for
Food Safety and Applied Nutrition at the U.S. Food and Drug Administration.

[2 Guidance on the Procedures for Joint Food Safety and Inspection Service (FSIS) and Food
and Drug Administration (FDA), Approval of Ingredients and Sources of Radiation Used in the
Production of Meat and Poultry Products, U.S. Department of Agriculture, Docket No. 00-
022N, E. coli 0157:H7 Contamination of Beef Products.
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EXTEND EQUIPMENT LIFE.
REDUCE MACHINERY DOWNTIME
IMPROVE PLANT PROFITABILITY.

AMERICA'S FINEST
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Experience Counts

Food-Grade Greases

Food-Grade Greases Usage Chart

Food-Grade Fluids

Food-Grade Fluids Usage Chart

Industrial-Grade Greases ‘

Industrial-Grade Greases Usage Chart

Industrial-Grade Fluids

Gear Oils

Hydraulic Fluids

Compressor Fluids

Chain & Conveyor Lubes

Specialty Lubes

JAX Micronox® Technology

Food Industry Firsts

Aerosol Lubricants, Sealants & Coatings

NSF H1 Products

NSF H2 Products

NSF 3H Products

NSF K1 Products

NSF K2 Products

NSF A7 Products

NSF A1 Products

XAct Fluid Solutions

Viscosity Reference Chart

NLGI Grease Charts

Products are listed separately as Food-Grade (USDAINSF H1} and
Industrial-Grade {USDA/NSF H2) and further divided into Greases and
Fluids. Common application and usage charts are shown in each section.
There are also brief “Technical Highlights™ sections, which list some of

the most useful charts and answers to some of the most commonty
asked guestions in the lubricant business.
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JAX received the first USDA opprovel in JAX now has nearly 200 NSF-registered JAX provides officiol certification of
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JAX offers a myriad of solutions including turnkey whole-plant services, laboratory proactive maintenance
testing, new product research, lube school seminars, innovative packaging solutions and the highest quality,
technically proficient distributor netwark in the {ubricants industry. We maintain strong OEM contacts in the
processing industry, enabling JAX to understand the technical requirements of this diverse machinery,

Virtually every member of Food Processing’s Top 100 is taking advantage of JAX products or services. Many
have streamlined and optimized their lubrication programs by converting entire plant operations.

If your company is looking for an experienced, hands-on partner to help get control of your lubrication
practices, programs and downtime, talk to us. Nobody knows your equipment, your industry and your
applications better than JAX.

= Technical Consulting » Complete New Plant Start-Up Programs

¢ Worldwide Distribution Network » Lube-it Lubrication Software

¢ HACCP Analysis = RPM Laboratory - Rapid Response

o USDA, CFIA, NSF, Kosher, Halil Approvals ® Xact Fluid - Automated Lubrication Systems
© JAX FG Cert/FDA and ISO Compliant = High Volume Production Capabilities

® [n-Plant Engineering Services * Custom Product Application R&D
DEM & APPROVA

JAX has engineered custam lubrication solutions recommended for or approved by today’s finest OEMs.

® Angelus * FrigoScandia © Bosch-Rexroth  Krones * Marlen

* APV » Stewart Systems # Racine Pump s AROL * Multivac
= FMC » Odenberg » Busch ¢ Frick ¢ Poly-Clip
* Tetra-Pak e Stork e CPM » Viiter o Reiser

¢ fFerrum » Best & Donavan ® Buhler * Mycom ® Urschel

s H&K ® Jarvis ® Simonazzi ¢ [} White ® Alfa-Laval
© Barry-Wehmiller ¢ Beach-Russ * Formax * Weiler * Bonfiglioli
® Cryovac * Stock ¢ Continental ® Key * Hub City
= Atlas Pacific * CCM * Magnuson * Lyco e Eurodrive
& Waukesha * Beticher * Leybold ® Kinney ® Sumitomo
* Eimar ® Andritz * Matador s BMA ¢ Dadge

e Meyn ® AEW-Thurne » Dupps » Westfalia e Falk

» Baloor » Boston '
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Oven lce FG-2 MSF HY, 100% Synthetic
A 1000 synthetic PAD-based grease with an inorganic thickener system for extreme
high-temp and moderate low-temp conditions. Qven lce is crystat clear and meets

the requirements of NSF H1 and FDA 21 CFR 178.3570.

Gear-Guard FG NSF M1, 100% Synthetic
Food Plant Gpen Gears

This is a 100% synthetic, E.P., NSF H1 food-grade open gear greasc whu:h provides
the adhesion, water resistance and Igad-carrying properties of the best non-food-
grade open gear lubes. Gear-Guard FG provides incredible "stay-put” performance
in all food plant open gear applications.

oy -y . v .
FOOD-GRADE GREASES USAGE CHART
.| |E
n ™" [ E
= Pl o |n 212
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2 i @ | g_ 2|3 |2 'é 1 g
OI24151E|E Rk 2is1e |8
EiElg|R|e|s|E|2 (&8
g g g '5, 3 2 |8 |8 | £ 5
s i 2 lsiP|g|2|5]|le @ -
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Poly-Giard FG Series L AR BE 28 N Urgiels
Halo-Guard FG Serles L IK BN BR NN Hhlojielels
Magna-Plate 8 ® @
Magna-Plate 22 [ W [
Magna-Plats 44 Series o o|nlola Hiel els
Clear-Guard FG | S @@ @ | &
Ovenlce FG-2 E ]
Gear-Guard FG ® [ BN ]

@ Primary Recommendations  %# Secondary Recommendations

Closing Machines/Seamers

e Lower gun pressures will help to remove more contamination since new grease will
farce out contaminated greose without flowing around it os easily.

e Cover feed com life con be increased with.a small drip feed or spray system using
Magnuo-Pldte 78.

o Generolly speoking, the higher the bearing speeds or the lower the temperoature, the
lighter the grease has to be in order to provide proper oit flow for good lubrication.

I
1
1
i
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Magna-Plate® 60, 62, 64, 66
SO 32, 46, 68, 100

America’s Finest Food-Grade Hydrautic Fluids can be used in a variety of applications
where an NSF HT fluid is required. They are food-grade, Group Il white mineral based
oils containing rust and oxidation additives and excelient antiwear protection. They
are fully tested and OEM-approved for hydraulic systems, and are recommended for
compressors and gear systems requiring food-grade oils.

Magna-Plate® 72, 74

Food Plant Air Line Lubrication
Magna-Plate 72 and 74 are low viscosity air line oils with rust inhibitos for use in

all air-operated equipment. Magna-Plate 74 contains an effective antiwear additive,
additional rust inhibitors, and a high percentage of emuisifiers to pick up ang exhaust
tramp moisture in the air lines. Contains Micronox®.

Magna-Plate® 78, 78E Fluids NSE M
These fluids are heavy, tackified, £.P. food-grade oils for superb wear protection

on overhead chains and conveyors, drip systems, can [id cams, or anywhere a
positive antiwear NSF H1 approved lubricant film is needed. Magna-Plate 76 is
recommended for automatic oiling systems. Magna-Piate 78 and 78E (Emulsified)
provide excellent antiwear performance in Angelus Can Seamers.

Magna-Plate® 80, 86, 88 NSF M1, 100%
Extreme Low Temperature

These synthetic fluids are formulated with antiwear, rust inhibitor and "non-drip”
additives for freezer chain and conveyor Jubrication. The base fluids are food-
grade synthetic oils with pour points as low as -90°F. These fluids have excellent
penetration properties.

Angel-Guard® Fluids NSF H1, 100% Synthetic
State-of-the-art, 100% synthetic, food-grade antiwear fluids compounded to provide
the ultimate in wear and corrosion protection. JAX Angel-Guard fluids provide long
drain performance in recireulating systems and include JAX complimentary, orgoing
RPM Qit Analysis services. Formulated specially for high-speed beverage can seamers
including those manufactured by Angelus Sanitary Can Machine Company.

Flow-Guard Synthetic Fluids NSF H1, 100w
SO 22 through 680 .

These are state-of-the-art 100% synthetic food-grade lubricating oils for use in a
myriad of food and beverage plant applications. JAX Fiow-Guard Fluids usage range
includes industrial hydraulics, gear drives, compressors, chains and other lubricated
machinery. This series of antiwear fluids is compounded to provide superior fong drain
performance, minimize component wear and eliminate system “downtime.”

FAQ Synthetic
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PREVS T ETRNRS

GCompressors

Air Lines

Chains up to 600°F
Freezers to «70°F
Vacuum Pumps
Angelis Seamers
Trolley Systems
Spray-Down Qil
Rotaty Cookers & Peelers
Mefal Forming
Box.Slides

@ Hydraulic Systems
% | Gear Boxes
& | Chains < 200°F

&
=
R

MP-80; 62, 64, 66

MP 72, 74

®
&

@ | & | @ | General Oifing

MP 78, 78E

® | ® ! 5 | ® | Drip Feed Oilers

MP 80, 86, 88 i)
Angel-Guard Fluids &1 ¢ S 9
Flow-Guard Fluids [ BN

®

o
i)
®
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MP-FG ISO Gear Oils

L BN J
«

L4

£

5

MP FG PAG Gear Qils
FGH-AW Series Hyd. ® & @ ® | & ;i
FGG-AW Series Gear L g L; ’
Syncomp-FG Fluids ® ®
Cylinder Oil-FG ®

Unitran FG ®

Conveyor Glide Series ®

Magna-Kote 467 FG

Agua-Guard FG ®

)

White Mineral Oils o »

Gy

Dry-Glide Silicone Bulk

Lk
[

Magna-Plate 2000FG ® ®

i

Packer Ol 22 @ L 9
Pyro-Kote FG ®

SETIRRRY,

® Primary Recommendations £ Secondary Recommendations

Hydraulic Systems

o KEEP IT CLEAN, KEEP IT DRY, AND KEEP IT COOL

Gearboxes

s Typically the most ignored lube point in o plont. Usually they aren't noticed until they fail.
Becouse gearboxes are fairly trouble-free, they should rarely foil if properly muointained.

e {Jse the proper fluid for the louds, temperatures and gear type, ond chenge the geor
oil on @ regular intervol. Monitor critical boxes using o routine oil analysis program.

RERRSTES

!

,(.
%
;
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Pyro-Plate EPN-2 1507 Syt
This high-temperature, synthetic grease combines 1008 high viscosity synthetic base oils
with a proven high-témp thickener for outstanding performance in severe applications
that may encounter heavy loads and infrequent relubrication. Numerous difficult
industrial and automotive applications can be solved with JAX Pyro-Plate EPN-2 grease.

Hydro-Guard RCG

A specially formulated water-resistant grease solubilized in a non-flammable
high-evaporation rate solvent. lt is formulated for applications where conventional
lubricating greases are difficult to apply, and light viscosity liguid is required for
“proper penetration, such as retort cart wheel bearings.

Hydro~Chain Grease MEF H2
JAX Hydro-Chain Grease is a specially formulated water-resistant grease made to withstand
the steam, water and high loads found in hydrostatic cooker chain applications.

Gear-Guard Synthetic NSF HZ, 100% Synthetic
This 100%: Synthetic open gear lubricant provides unsurpassed performance in severe
applications. Excellent water resistance, extreme-pressure capabilities, film adhesion
and wear protection. Ultimate “stay-put” performance.

INDUSTRIAL-GRADE
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Poly-Plate EP-0, EP-2 ® % -0 °
MP 300 ' 2N BN BN e
MP:500-0, 500-1, 500-2 L A AR 3 ® |«
MP 1000-1, 1000-2 ejeoio o @ ] -1 ®|a|®
MP:1100 oleiole " ol o«
MP 1200 ® °
Millennium Grease o|e®
Pyro-Plate EPN-2 @ o ®
Hydro-Guard AGG °
Hydro-Chain Grease & L BN J
Goar-Guard Syathotic | oo

@ Primary Recommendations % Secondary Recommendations

General Greasing

» Always try to do your greasing immediately after washdown. This will force the water
ond caustic soaps out of the beoring before they get o chance to pit and corrode
during shutdown.

s Not oll greases are compotible, There muy be q temparary phenamenon when switching
from one grease to-another calfed incompatibility. The problem can ronge from o mild
softening, to gregses literally running out of the bearings. As the old grease is flushed
out, the problem will cotrect itself. Refer to the Compatibility Chart in this book, or
contoct your JAX répresentative if in doubt about grease compatibility.
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GEAR OILS:

Gearboxes come in a wide variety of styles, speeds, and duty levels. We have an
industrial gear oil to match any application:

+ Multipurpose Gear Oils (NSF H2) SAE 85W%0, 85W140
» H-P Industrial Gear Oils (NSF H2)} {SO Grades 68 through 680
» Magna-Plate® Gear Qils (NSF H2) 90, 140, a0MV, 140NV
» Synax EP Gear Qils (NSF H2, 100% Synthetic)
ISO 150, 220, 320, 460, 680
+ Syngear Industrial Gear Oils (NSF H2, 100% Synthetic)
SO Gratles 22 through 680
. » Perma-Gear Fluids EP-PAG (100% Syrithetic)
» Syngear-GL Gear Oils (100% Synthetic) SAE 75W30, BOW140

MYDRAULIC FLUIDS:
Our hydraulic oils are compounded for years of trouble-free hydraulic system

performance. We have a fluid type and viscosity to match any environment ar
OEM requirement.

* Premium Hydraufic Oils (NSF H2) ISO 22, 32, 48, 68, 100, 150
¢ Premium Hydraulic Oil Type Z {NSF H2) HVI-Multi-Grade

e Hydra-Plate® Fluids [NSF H2) ISO Grades 22 through 460

» Hydra-Plate® Fluid-MV (NSF H2} HVI-Multi-Grade

COMPRESSOR LU
100% synthetic air compressor fluids for severe operating enviranments. Syncomp
fluids meet the most demanding OEM requirements for extended drain intervais in al}
industrial compressor applications. Cryoguard Plus is JAX premium, high-performance
refrigeration compressor oil.

» Syncomp-P Fiuids (100% Synthetic PAD) ISO 22, 32, 48, 68, 160

» Syncomp-FG Fluids (NSF H1, 1006% Synthetic PAG) 150 32 through 150
» Syncomp-D Fluids (NSF H2, 100% Synthetic Diester) 150 32 through 100
» Cryoguard Plus Fluids (NSF H2 Ammonia Refrigeration) ISO 32, 68

» Syntec Ammonia Compressor Oit (NSF H2, 100% Synthetic) ISD 68
* Premium Rotary Pump Oil HT {NSF H2)

s Syn-Air PGE Fluid {(100% Synthetic PAG/Ester) IS0 32, 46

Phed Lty
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Golony-Forming Units / gram (cfu/g)

HNOLOGY

Independently engineered and field tested by JAX, the Micronox® additive system is a groundbreaking
advance that was developed with the intention of preserving and protecting food-grade lubricants from

bacterial contamination in meat, poultry and fresh food processing plants worldwide.

In independent laboratory results, the use of lubricants containing Micronox® was shown to reduce the

yeast and moid counts and prevent the formation of Listeria, E. coli and Salmoneifa.
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AEROSOL LUBRICANTS,
SEALANTS & COATINGS

Listed beiow are JAX premium quality acrosol preducts for food plant, industrial and
fleet maintenance. We put our time and effort into developing the best available for
each application. JAX aerosols are not just a sideline to a paint or parts line, and we
don’t believe in a "one product does all” philosophy.

This line has been developed and improved over decades of use in the field. Qur
experience has taught us about the compromises a professional encounters when
using inexpensive multipurpose sprays.

Our market is not the mass-merchandise discount house, We have tailoreg our line
exclusively for professional engineers, mechanics and maintenance managers. These
people demand products that will work. JAX aerosof products are working, day in
and day out.

A RSl Faks
NSF H1 PRODUT
Dry-Glide? Silicone wnth Micronox®  Acrosol,
A silicone lubricant authorized for use in al} sanitary food plant apphcahons where
there is a need to eliminate friction between unlike surfaces.

Dry-Glide® WB Silicone Aerosel

A non-flammable, water-based version of our high-percent food-grade silicone spray.

Food-Grade Penetrating Oil Asrasol, Trigge:
A food-grade oil with the same penetrating and wetting abilities as our ”Amenca s
Finest™ formula. Also makes an excellent spray-down oil.

Magna-Piate® 86 with Micronox® Aergsol, 5
A 100% synthetic lubricant for-food-plant extreme-temperature use. Operatmg range
is -70°F to 460°F.

Halo-Guard® FG with Micronox® Asrosol
Cures to a thick coating of white grease to protect against metal-to-metal contact
and washout. Very water- and chemical-resistant,

Magna-Plate® 74 with Micronox® Drip-Top Bottles
Compounded to provide the best air line lubricant performance in all areas requiring
NSF H1 food-contact authorization. With a high percentage of emulsifiers and rust
inhibitors, it provides trouble-~free operation of all air-operated equipment,

Magna-Plate® 78 with Micronox®  Acrosol. Trigger Spray
An E.P. antiwear food-grade lubricant for the chains and conveyors on equipment in a
food-processing enviranment.

BDF Cling-Lube with Micronox®

315G
Formulated with high performance food-grade oil and food-grade grease designed to
eliminate dripping from overhead tonveyors.
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The XACT product line includes:

¢ Single-point {ubricators !
» Precision chain lubrication

* Multi-point grease lubrication

» Intermediate bulk containment systems
» Clean and safe oif transfer

® Desiccant breathers & vent plugs

XACT Fluid Solutions is afsa the authorized reseller for many major brands.
For more information about XACT Fluid products and services, visit our website

at www.xact fluid.com

FLUID SOLUTIONS

Top left:
Precision positive
displacement
pumps
Bottom left:
Precision chain
lubricotion
Center:
Remote singfe~
point lubricotion
Bottom right:
Nema 4X :
woshdown sofe ¢
i
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Viscositios can be related horizantaily only.
Viscosities based on 98 V1 aingle-grade olls.

1S0 are specitied at 40°C.
AGMA are specified at 40°C.

SAE 75W, BOW, 85W, 5W and T0W specified

&t jow temperature.

Equtvalent viscosities tor 100 & 210°F are shown.
SAE 90 to 250 and 20 to 50 specified at 100°C

KINEMATIC
VISCOSITIES
21
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NUMBERS FOR ¢

A scale for the classification of consistency of a grease, based on penetration numbers determined by ASTM Method 0 217.
The scale was originally designed by the National Lubricating Grease Institute [NLG)).

iy

%
t A d

NLGI Consistency ASTM Worked {60 strokes) Penetration at
Number 25°C {77°F), tenths of a millimeter
000 445 to 475

Qa0 400 10 430

0 355 to 385

1 310 to-340

2 265 to 295

3 220 to 250

4 175 to 205

5 130 to 160

6 8510 115

Although there are no official “half* nunibers (e.g. 2 1/2), it has become a tradition to give such "half" numbers to mtermedlate

grades (e.g. a grease with a penetration range of 230-260 is called a 2 1/2 NLGI).
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