definition of “food.” 21 C.F.R. § 170.3(m) states that “[fJood includes human food [and]|
“substances migrating to food from food-contact articles.” Based on this definition, Respondent
asserts that “the Lubricants.are indeed edible food articles dﬂd are nol, therefore, subject to the

ame FIFRA registration as floor cleaners or wall sanitizers.” R’ s Post-Hearing Brief, p. 11. In
xu@poxt of this argument, Respondent claims that te stimony from witnesses provides evidence
that Behnke’s lubricants become part of processed foods. R’s Post- Hearing Brief, p. 11.

While it is true that B:hrkc S h bricants may come in comact with processed food, in his

testimony, Mr. Peter, the President of Behnke, stated that the lubricants are not designed to be
applicd onto or added into the processed food under the FDA. Tr. April 2, p. 718. This was
further illustrated by the testimony of Mr. Rybicki, Inv entory Control for American Foods Group,
who testified that at the meat packing plant where he works, if the lubricant gets on the meat,
“the meat is retained, shown to a USDA inspector. The v will cut, like, the area or part of that the
oil 1s on and then they will inspect it again. And then the USDA will either say yes or no if we
can put it back onto production or if we have to condemn the carcass or plece of meat.” Tr.
March 31, p. 119. Carter Anderson. Respondent’s witness and a Behnke salesman, testified,

“[m]any tvpes of lubricant come in contact with the food product. Everybody does everything
they can to prevent that from happening.” Tr. April 3, p. 874. 1t is clear from this testimony that
the lubricants and greases used on the food processing plant machinery are not “tood.” I find that
the Respondent’s argument is without merit and that Behnke’s lubnccmtﬂ are not food e\empt
from FIFRA regulation.

Behnke’s lubricants protect only themselves from environmental contaminants

Inits sixth dtiu]su Respondent asserts that the intended use of Behnke’s antimicrobial
lubricants 1s simply “to protect components of equipment in food and beverage mamn‘aumxmo
plants from wear, corrosion, oxidation and heat. Behnke’s products are formulated to resist
internal dcgradatmn from contaminants found in food processing environments. As such, thc
products protect themselves, and only themselves, from such environmental contaminants.”
Answer p. 28. Respondent appears to be arguing that its lubricants are “treated articles or
S ‘bsmnccs” as described in 40 C.F.R. § 152.25(a) and, therefore, are not required 1o be

cgistered under FIFRA.

To quality for the “treated articles or substances” exemption, the substance must meet the

regulatory definition: “a}n article or substance treated with, or containing, a pesticide to protect
the article or substance itself (for example, paint treated with a pesticide to protect the paint
coating, or wood products treated to protect the wood against insect or fungus infestation), if the
pesticide is registered for such use.” 40 C.F.R. § 152.25(a). As Complainant points out, lhlS
exemption only applies if Behnke’s lubricants were treatcd with a pesticide that has been
registered under FIFRA for use in protecting the lubricant. Respondent has failed to produce any
evidence that the lubricants at issue contain or were treated with a a pesticide registered with the
EPA under FIFRA for use as an antimicrobial.  C’s Motion to Strike, pp. 29-30.




I find that Respondent’s argument that its products fall within the “treated articles or
substances” exemption has no merit.

Behnke’s lubricants are not exempt from FIFRA under the “on or in processed food”
“exemption

Respondent’s mam argument 1s that its lubricants are not pesticides because they arc not
intended for preventing, destroying, repelling, or mitigating any “pest” within the meaning of
FIFRA, because Behnke’s lubricants target microbes “on or in processed foods” which are not
“pests” within the meaning of FIFRA. Answer p. 28, R’s Reply Brief, pp. 1-5. Mr. Peter
testified that Behnke developed the antimicrobial lubricants in response o a problem faced by a
large food company in its food processing facilities. Apparently, the company was concerned
that the ball bearings in its equipment were transferring microbes to its processed food. Tr. April
2, pp. 385-592. Respondent argues that “Behnke never intended the Lubricants to target
microbes in general, but only those of concern when the Lubricants became an incidental part of
the processed foods or beverages.” R’s Reply Brief, p. 2. '

Mr. Peter and Mr. Paquette, the technical director at Behnke, both testified that the
lubricants are not intended to be applied directly to the food. Tr. April 2, p. 718; Tr. April 3, p.
806. Larry Cooper, Industrial Maintenance Mechanic at Quaker Oats, testified that they
discarded food that had grease on it. Tr. April 3, p. 852. Certainly, none of the lubricants’
labelm‘g instructed users to apply the lubricant dlrtctiy to food. Respondent argues that

‘although Behnke’s Lubricants may not be specifically designed to become part of the processed
food, the reality 1s that contact between the Lubricants and processed foods i1s an unavoidable and
expected part of the lubricating process.” R’s Reply Brief, pp. 4-5.

Complainant argues that the plain language of 40 C.F.R. § 152.5(d) clearly states that the
“on or in processed food” exemption only applies to products that are directly added to or placed
onto the food to kill or mitigate microorganisms.  C’s Post-Hearing Brief p. 58.° Complainant
states “for an antimicrobial product to be exempt from FIFRA regulation by virtue of its tarmtmo
only microogranisms that are ‘on or in processed food.” the antimicrobial product has to be
intended for application directly onto “food that has undergone processing and is intended to be
comume‘d immediately or after some further processing or preparation” - 1.e., ‘edible food
articles.” C’s Post-Hearing Brief, p. 59. Therefore, antimicrobial substances used in food-
contact items such as paper or paperboard are considered to be “pesticides” under FIFRA by the

“The EPA cites to the “Legal and Policy Interpretation of the Jurisdiction under the
Federal Food, Drug, and Cosmetic Act of the Food and Drug Administration and the
Environmental Protection Agency Over the Use of Certuin Antimicrobial Substances,” 63 Fed.
Reg. 54333 (October 9, 1998), which was jointly issued by the FDA and the EPA for the
defmition of “processed food” used when applying this exclusion. EPA interprets “processed
food™ “as they are commonly understood—food that has undergone procussmo and 1s intended to
be consumed immediately or after some further processing or preparation.” C’s Ex. 19.
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EPA. C's Ex. 19. Complainant points out that the evidence produced at the hearing
demonstrates that none of Behnke’s lubricants are intended to be applied directly to food. The
EPA argues that if the Jubricants are not intended to be applied directly to processed food, the
lubricants are not exempt from FIFRA under the “on or in processed food” exemption. C’s Post-
Hearing Brief, p. 59; C’s Ex. 19. ‘

Based on his 32 years experience at the EPA, Mr. Edwards testified that, in his opinion,
the exemption does not apply to Behnke’s lubricants. He came to this opinion after reviewing
Behnke’s literature and noting that none of the directions require the lubricant to be apphied
directly to, in, or on processed food. Mr. Edwards noted that the lubricants are intended to
lubricate machinery, and only become part of the processed food through incidental contact. Tr.
April 1, p. 329,

To help clarify our understanding of the “on or in processed food” exemption in 40
C.F.R.§ 152.5(d), Mr. Edwards gave an example of a product where the “on or in processed.
food” exemption does apply. He named a Proctor & Gamble product called Fit which was
applied to lettuce, tomato, and other items in restaurants’ salad bars. According to Mr. Edwards,
-this antimicrobial product was used to prevent spoilage and bacteria. He noted that it was
applied directly to the food and not to the counter or any other surface. Tr. April 1, pp. 322-324.
From this example, it is clear that Behnke’s lubricants do not fall within the “on or in processed
food” exemption as they are not applied directly to processed food.

As the Complainant persuasively points out, this matter is analogous to that faced by the

federal court in Kenepp v American Edwards Laboratories. 859 F. Supp. 809 (E.D. PA 1994).
C’s Post-Hearing Brief, pp. 56-57. The court in Kenepp was faced with the question of whether
an antumicrobial product that targeted the Human ImmunodeﬁciencyvVirus Type 1 ("HIV”) on
hospital instruments was a pesticide under FIFRA. The court found that the antimicrobial
products were indeed pesticides within the meaning of FIFRA. Although the targeted
microorganisms originates from a human being, it does not mean that the microorganism is
always considered “on or in living man.” Thus, when HIV contaminates a hospital mmstrument the
microogranism is no longer “on or in a living man” and a product intended to kill the
microorganism on the instrument is a pesticide requiring FIFRA registration. Kenepp v.
American Edwards Laboratories, 859 F. Supp. 809, 816, n. 4(E.D. PA 1994).

Similarly, if a microorganism such as E.coli originates from processed food, and
contaminates the machinery or the lubricant on that machinery, it is no longer “on-or in processed
food” and an antimicrobial product (such as Behnke’s lubricants) that targets that microorganism
on the machinery and/or in the lubricant is considered a pesticide under FIFRA. C’s Post-
Hearing Brief, pp. 56-57. Clearly, the antimicrobial lubricants were intended to protect the
lubricants themselves and the equipment they touched, therefore preventing cross-contamination
within the food processing facility.

Respandent’s “on or in processed food” argument fails on another ground as well.
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Complainant has produced evidence that the microbes meant to be mitigated by Behnke’s
lubricants, E.coli, Listeria, and Salmonella, do not necessarily originate in processed food nor
may they be found solely on processed food. Dr. Blackburn testified that E.coli, Listeria and
Salmonella can enter food processing facilities on the workers themselves. ‘Additionally, in a
tfood processing facility such as a cattle slaughter house, the animals track in fecal matter, or are

~covered in fecal matter, which has bacteria in it. The equipment in these facilities may become
contaminated through the-aerosolization of the microbes via blood splatter or feeal splatter.
Within other food processing facilities, vegetables can become contaminated with microbes
through manure used to fertilize the plants, from untreated water, and from the workers who
handle the vegetables. Tr. April 1, pp. 476-480. Thus, the record shows that microbes can enter
food processing facilities in a variety of ways, and then cross contaminate. There are microbes
that do not originate “on or in processed food” and can be found elsewhere in the food processing
facility. Therefore, Behnke’s lubricants are not exempt under 40 C.F.R. § 152.5(d).

I find Complainant’s argument persuasive for the reasons stated above and that
Respondent’s argument is without merit. Behnke’s Jubricants do not fall under the “on or in
processed foods” exemption. The evidence itself clearly reflects that the intended use of the
lubricants was not limited to mitigating bacteria on or in processed food. Itis clear that the
antimicrobial properties of the lubricants are intended to function on the lubricant itself, and on
the equipment in the food processing facilities. Further, I find that the language used in the
labels and advertising by Behnke clearly makes pesticidal claims not exclusively limited to a “on
or in processed food” exception. ‘

Behnke’s lubricants are not exempt under a “reasonable consumer within the context of
the market” argument

Respondent also argued at the hearing and in its Post-Hearing Brief that Behnke only
markets and sells its lubricants for use by the food and beverage processing industry.
Respondent claims Behnke's customers are aware that fubricants used in their plants will
mevitably come into contact with their food and that Behnke’s customers are sophisticated
enough to know that Behnke's antimicrobial claims apply only to controlling microbes in or on
processed toods. Therefore, Respondent claims, the lubricants are not pesticides. R’s Post-
Hearing Brief pp. 10-14.

In support of this argument, Respondent cites to /n the Matier of Caltech Indus., Inc.,
Docket No. 5-FIFRA-97-006 (ALJ June 9, 1998), which involved the sale and distribution of an
unregistered pesticide in violation of FIFRA. Respondent argues that the ALJ concluded that the
“intended use” of the product (in this case, Hospital Cleaning Towels with Bleach) must be
considered applying the “reasonable consumer” objective standard and that the “reasonable
consumer” must be understood within the context of the market for the product, such as the
health care industry in Caltech. Respondent claims that a reasonable consumer in the food and
beverage processing industry is concerned with microbes contaminating processed food, of
which the lubricants may become a part. R’s Post-Hearing Brief pp. 15-16.




[ find Respondent’s reliance on Caltech as support for its “reasonable consumer”
argument misguided. While the Re %pondunt in Caltech made a similar “reasonable consumer
within the context of the market” argument, the ALJ denied the Comp]ainam’s motion for -
accelerated decision without addressing the merits of the parties” arcuments. The ALJ noted in
his order that the arguments of the parties could only be properly evaluated after an evidentiary
hearing. Calrech eventually settled without an evidentiary hearing and without a final ruling on
the respondent’s “reasonable consumer™ argument. Therefore, Caltech is not controlling in this
kmattu In the Matter of Caltech Indus., Inc., Docket No. S-FIFRA-97-006 (ALJ June 9, 1998).
Finally, while T respect my colleagues” opinions, I am not bound by their decisions.

The EPA argues that Respondent’s contention that Behnke’s lubricants are sold to
sophisticated food and beverage processing costumers is irrelevant to-a determination of whether
Behnke’s lubricants are “pesticides” under FIFRA. Com;, blamant contends that there is no
exemption for registration of pesticides under FIFRA based on the customer to which the
pesticide 1s sold. C” Reply Brief, p. 2. Even assuming that there was an exemption for products
sold 1o a certain market, Complainant argues that there is nothing that limits the sale and use of
Benhke’s lubricants to the food processing industry. The EPA points to testimony from- Mr.
Peter, in which he stated that the Jubricants could be sold to costumers outside of the food and
beverage processing industry. C’s Post-Hearing Brief, pp. 85-87. Under questioning by EPA
counsel, Mr. Peter admitted that he would sell the lubricants to whoever wanted to buy them. Tr.
April 2, p. 645. ‘ '

I find that even if Behnke's lubricants are sold exclusively to the food and beverage
processing industry, FIFRA and its implementing regulations do not include a pesticide
registration exemption for instances when a product is being sold exclusively to a particular
mdustry. FIFRA requires registration of pesticides regardless of the identity of the buyers.
Having sophisticated customers does not absolve Respondent from meeting the regulatory and
statutory requirements. ‘

IV.PENALTY
Penalty Criteria

The Consolidated Rules of Practice govern the assessment of civil administrative
penalties 1n this proceeding. Section 22‘27(b‘) of the Consolidated Rules of Practice provides in
pertinent part:

[1]f the Presiding Officer determines that a violation has occurred and the
complaint seeks a civil penalty, the Presiding Officer shall determine the
amount of the recommended civil penalty based upon the evidence in the record
and 1n accordance with any civil penalty criteria in the Act. The Presiding
Officer shall consider any civil penalty guidelines issued under the Act...If the
Presiding Officer decides to assess a penalty different in amount from the
‘penalty proposed by complainant, the Presiding Officer shall set forth in the




mitial decision the specific reasons for the increase or decrease.

40 C.F.R.§22.27(b). The Complainant bcaxs the burdcns of presentation and persuasion to
show that the IJ ef sought in Ihl% case 1s “appropriate.” 40 C.F.R. § 22.24(a).

Inregard to any relevant “civil penalty criteria’in the Act,” Section 14(a) of FIFRA, 7
U.S.C. § 136], governs the assessment of civil penalties for violations of Sections 3(a) and 12(a)
of FIF KA 7US.C§§ 136a(a) and 136] (distribution or sale of unregistered pesticides). Section
14(a)(1) of FIFRA amhom/u; thc 1ssessment of civil administrative penalties of up to $ 5.000 per
offense. 7U.S.C. § 1361(a)(1). The Debt Collection Improvement Actof 1996, 31 US.C. §
3701, and its imp! cmwtmg regulations at 40 C.F.R. part 19, increased the statutory maximum
pmalw to $6,500 for cach violation of FIFRA that occurs on or after Mard 15,20047 31 U.S.C.

§3701;40 C.FR §19.4.

Section 14(a)(4) of FIFRA further provides in pertinent part that:

In determining the amount of the penalty, the Administrator shall consider the
appropriateness of such penalty to: '

[1] the size of the business of the person chargéd,
[2] the effect on the person’s ability to continde 1 business, and
[3] the gravity bf the violation.

7TUS.C§ 136/(a)(4) (numeration added).

To assist enforcement officials in taking the above factors into consideration when
assessing penalties under FIFRA specific to any given case, on July 2, 1990, the EPA’s Office of
Compliance Monitoring, Office of Pesticides and Toxic Substances 1ssmd an Enforcement
Response Policy for the Federal Insecticide, Fungicide, and Rodenticide Act (“the ERPT). C’s
Ex.33. The ERP sets forth a “five stage process™ for computing a penalty in consideration of the
three statutory penalty criteria set forth in Section 14(a)(4) of FIFRA. C’s Ex. 33 at 18. The ;
ERP 1s a guidance document intended to provide a rational, consistent and equitable calculation
methodology for applying the statutory factors to particular cases. Compl. p. 39. While the

"Pursuant to section 4 of the Federal Civil Penalties Inflation Adjustment Act of 1990, as
amended by the Debt Collection Improvement Act of 1996, 31 U.S.C. § 3701, each tederal
agency 1s required to issue regulations adjusting for inflation the maximum civil monetary
penalties that can be imposed pursuant to such agency’s statutes. The purpose of these
adjustments 1s to maintain the deterrent effect of federal civil penalties and to further the policy
goals of the laws. U.S. EPA publishes inflation-adjusted maximum penalties pursuant to the
- Debt Collection Improvement Act under 40 C.F.R. part 19,

-
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ERP 1s not binding on Administrative Law Judges, the FAB has emphasized that the Agency’s
penalty policies should be applied whenever possible. /n re Carroll Oil Co., RCRA (9006)
Appeal No. 01-02, 10 E.A.D. 635, 656 (EAB, July 31, 2002). However, a puldlt\ policy 1s not
unquestioningly applied as if the policy were a rule with “binding effect.” Employers Insurance
of Wausau and Group Eight Technology, Inc., TSCA Appeal No. 95-6, 6 E.AD. 735, 755-762
(EAB. Feb. 11, 1997). The AL is required to consider the civil penalty guidelines but may give
spauhc reasons for deviating from the amount of the penalty proposed by the Complainant. 40 .-
C.F.R.§22.27(b).

Discussion of Penalty Criteria

In the Complaint filed against Respondent and at the hearing, the EPA proposed a total
civil penalty of § 50,050 for the violations of FIFRA cited in Counts 1 through 11. Complainant
argues that it properly applied the FIFRA statutory penalty factors and the ERP; it has met its
burdens, and the imposition of a penalty of $50.050 is appropriate in this case. Mr. Robert
Bonace, a Life Scientist with the EPA, testified that he calculated this penalty for the EPA
utilizing the ERP. Tr. March 31, p. 186. Complainant also hired an outside consultant on
financial analysis, Mr. Mark Ewen of Industrial Economics, to help calculate the proposed
penalty. C’s Post-Hearing Brief, p. 109.. See also C’s Ex. 3

Respondent argues that the pcna]ty proposed by the EPA is excessive and that the
appropriate penalty is $0. or at most, $2,275 per violation. Resp’s Post-Hearing Brief p. 17.

Size of the Business

The EPA first considered the appropriateness of the proposed penalty by examining
publicly-available financial information on Behnke. Relying upon a Dun & Bradstreet report
(C’s Ex. 14b), which reflected that Respondent had annual gross sales in the amount of
$7.900,000, Mr. Bonace determined that the penalty was appropriate for a business this size. Tr.
March 31, p. 189; C’s Post-Hearing Brief, p. 109. Respondent has explicitly waived any

challenge to the proposed penalty based on the size of business. R's Post-Hearing Brief pp. 16-

17.
The Effect on the Person’s Ability to Continue in Business

The EPA stated that it considered the effect of the proposed penalty on Respondent’s
ability to continue in business. In doing so, Complainant hired an outside consultant in financial
analysis, Mr. Mark Ewen of Industrial Economics. Mr. Ewen was hired to review several
different items of publicly-available mformatlon regarding Behnke’s financial condition. C’s
Post-Hearing Brief, p. 109; C’s Ex. 32 '

However, Respondent admitted in its prehearing exchange that it would be able to pay the
total penalty proposed in the Complaint and specifically waived any objection to the proposed




penalty based on its inability to pay or the effect on Behnke's ability to continue in business. R’s
Resp. To Mots. To Strike and Compel at 24. Moreover, in Respondent’s Post-Hearing Brief,
Respondent again waived any challenge to the proposed penalty based on inability to pay. R’s
Post-Hearing Brief, pp. 16-17. Sec also Tr. March 31, p. 190. Respondent has also declined to

- provide any evidence concerning its financial condition, which would be necessary in order to
support an inability to pay claim. /n re New Waterbury, S E.A.D. 529, 541-542 (EAB 1994).

Gravity of the Violation

Complainant contends that the proposed penalty of $50,050 is appropriate in hight of the-
“gravity” of the violations. Complainant argues that Respondent’s violations of FIFRA present a
potential danger to public health, and therefore involve substantial gravity. Complainant notes
that Respondent’s violations involve the distribution or sale of unregistered pesticides.
Respondent claimed that these pesticides would be effective agamst harmful bacteria such as
Listeria, I. coli, and Salmonella but failed to submit their products to the EPA’s efficacy
evaluation process. Complainant argues that Behnke introduced into commerce products that
made antimicrobial claims, but that had never been proved to be effective under the strict EPA
efficacy evaluations in controlling microorganisms to the extent that Behnke claimed in its
labeling and advertisements. C’s Post-Hearing Brief] pp. 110-111.

Potential Harm to the Public

Dr. Blackburn testified about the importance of EPA’s efficacy evaluations in order to
ensure that antimicrobial products are as effective as advertised. As discussed above, Behnke's
lubricants at issue were labeled as targeting bacteria such as Listeria, E.coli, and Salmonella. Dr.
Blackburn testified that advertising claims that mention such bacteria are “public health claims”
and therefore very important to the EPA. Tr. April 1, p. 485. Dr. Blackburn stated that efficacy
evaluations of antimicrobials are: '

critical because these organisms are public health organisms. We know that they
directly impact man, are infectious to man, they're pathogenic towards man.

And it’s important that we have the confidence that these products will work against
these pathogenic organisms before they’re registered by evaluating the data that’s
generated.

Tr. April 1, p. 496.

Dr. Blackburn testified that she considered efficacy evaluations always important, but that
they are especially important when the product is meant to be used in hospitals and food
processing areas. [d. Dr. Blackburn explained:

Well, in the food processing establishment your end product is going to be
something that’s going to be ingested, and it’s important that proper products




are used to mitigate public health organisms from getting in the food, from
causing the diseases associated with food and by addressing the efficacy at
the beginning of the process and knowing that the products that are to be used
in these facilities are indeed efficacious, vou can mitigate a lot of these
infections or these pathologies. ‘

TroApnil 1, pp. 496-497. As Respondent has pointed out, their lubricants are directed towards
“the food processing industry, and ha\c been used by several large companies, mcluumg Kraft and
Quaker Oats. R’s Reply Brief, pp. ‘

Mr. Edwards also testified (o the- importance of efficacy testing of antimicrobial products.

He stated that if a product did not live up to its claims, “then at the very least you could end up
with cross-contamination, with whatever the public health organism is, going trom one site to the
other. And then the worst, vou could end up with somebody at some point getting sick.” Tr.
Apnil 1, p. 250. Dr. Blackburn testified as to the serious illnesses associated with Listenia, E coli,
and Salmonella that could occur if food contaminated with the bacteria was consumed by
humans. Salmonella causes gastroenteritis, which in some instances, can result in death for the

elderly, infants, immunocompromised, and immunosuppressed individuals. Tr. April 1, p. 470- -
471. Dr. Blackburn explained that E.coli can also cause gastroenteritis, as well as gram-negative
pneumonia, meningitis, septicemia, mastisis, and urinary tract infections. Septicemia can also
cause death. Meningitis is the inflammation of the brain lining, and can also cause death. Jd at
472-473. Listeria also causes gastroenteritis, septicemia, meningius, and spontdnwus abortions.
Id ar474. Dr. Blackburn's testimony as to the deadly effect of these bacteria demonstrates the
importance of regulatory oversight of antimicrobial products in order to evaluate the truth of their
antimicrobial claims, thereby preventing exposure of the public to the risk of disease.

In support of a lower penalty, Respondent states that Behnke has alw ays sold its
antimicrobial lubricants in compliance with FDA requirements under the FEDRA, and argues
that therefore, the potential harm to the public was nominal. R’s Re ly Brief, p. 12.
Respondent’s arwumem ignores the fact that the FDA and EPA have different ooals and
requirements. While Behnke's lubricants are food additives within the FDA’s regulations, this
does not mean the lubricants were tested under EPA efficacy evaluation standards for their effect
on bacteria. In fact, Dr. Blackbum testified that the FDA s guidance document (R’s Ex. 53)
could not serve as a substitute for the EPA guidelines on efficacy evaluations. Tr. April 2, p.
538. Dr. Blackburn points out that the FDA’s guidance document does not have a set
performance standard or go into the level of detail regarding testing requirements that the EPA
does. Id While Behnke’s lubricants may be safe as food additives under the FD, A, they still ran

the risk of not living up to their bacteria- kllhna claims and thus exposing the public to deadly
bacterm

Respondent comcnds that Behnke and other third parties (such as Kraft) tested the
lubricants to determine the efficacy of the lubricants in tar geting microbes. R's Reéply Brief, p.
12:Tr. April 3, pp. 775-778. Dr. Blackburn reviewed the | lab test results on JAX Poly-Guard




FG-2 published by Respondent in some of its promotional material (C’s Ex. 8¢). Dr. Blackburn
testified that the information provided was insufficient to evaluate the efficacy of the
antimicrobial properties of the Jubricant. Tr. April 2, p. 515. Dr. Blackburn noted that:

[ Tihe data 1s silent on what test was actually conducted to generate the data. It’s
stlent on the conduct, the study conduct, were the necessary controls present,
what the contact time was for the products to be in contact with the surface,
exposure time, the actual test organisms...I don’t know what veast colonies, what
mold colonies they’re referring to, what test organisms were tested. And the test
method against is not present on any of these documents. The study conduct is
missing as well. '

Ir. April 2, pp. 515-5 16. Because of the missing information, Dr. Blackburn did not Lomldcr the
data rLlAablu Tr. April 2, p. 516.

Therefore, [ find that Respondent’s argument that the potential hatm to the public was

nominal unpersuasive. Complainant has carried its burden of persuasion that the proposed
penalty is appropriate in light of the gravity of the violation and the potential harm to the public.

The ERP

Under the ERP, the penalty is determined in a five stage process in consideration of
Section 14(a)(4) criteria. These five steps are:

I. Determihation of the gravity or “level” of violation using Appendix A of the ERP;

!\‘)

Determination of the size of business category for the violator, found in Table 2 of the
ERP; ' '

3. Use of the FIFRA civil penalty matrix found in Table 1 of the ERP to determine the
dollar amount associated with the gravity level of the \1olauon and the size of the business
category ot the violator;

4. Further Gravity Adjustments of the base penalty in consideration of the specific
characteristics of the pesticide involved, the actual or potential harm to human health and/or the
environment, the comphance history of the violator. and the culpability of the violator, using the

“Gravity Adjustment Criteria” found in Appendix B of the ERP; and

5. Consideration of the effect that payment of the total civil pénaltv will have on the
violator’s ability to continue in business, in accordance with the criteria established in the ERP.

C'sEx. 33 at18.
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In order to determine of the final gravity of the violation under the ERP, a two . part
process is followed. First, the appropriate gravity “level” of the violation is determined. Second,
the base penalty figure is adjusted, as determined from the gravity “level,” to consider the actual
set of circumstances that are mvolved in the violation. C’s Ex. 33 at 21.

Base Gravity Level

Under Appendix A, the FIFRA ERP ldSSM}LS a violation of 12(a (1)(A (distribution or

/!

sale of an unregistered pesticide) as a “Level 2" violation. C’s Ex. 33 at A-1. 1 find that
Complainant has correctly assigned a Level 2 violation to each of the 11 illegal distributions

alleged in the Compliant.
Size of Business Category

As discussed above under the statutory factor, Complainant obtained a Dun & Bradstreet
Report, printed June 6, 2006, that indicated that Behnke Lubricants Inc. had a sales volume of
over $7,900,000. C’s Ex. 14b. Complainant correctly placed Respondent in “Business Category
I as a respondent who is alleged to have violated Section 14(a)(1) of FIFRA and \‘»hOSL gross
revenues/sales exceed $1 million.* C’s Ex. 33 at 20; C’s Post- -Hearing Brief, p. 123. As
previously stated, Respondent does not challenge this aspect oi the penalty calculatlon R’s Post-
Hearing Brief pp. 16-17.

Civil Penalty Matrix

The EPA used the ERP’s Civil Penalty Matrix to assign a base penalty relative to the
gravity of the violation and the size of the business. Fach cell of the Civil Penalty Matrix
represents the Agency’s assessment of a penalty, within the statutory maximum considering each
level of gravity of the violation and each size of the business catggurv Under the ERP, the base
penalty assigned to a violation with a Level 2 Base Gravity Level and Business Catey gory l1s
$5,000 (the original statutory maximum). Finally, following the Debt Collection Improvement
Actof 1996, 40 CFR. part 19 and the EPA memorandum, “Pen walty Policy Supplements
Pursuant to the 2004 Civil Monetary Penalty Inflation Adj ustment Rule,” the EPA arrived at an
adjusted base penalty of $6,500 per violation. C’s Post- Hearing Brief, p. 124,

Gravity Adjustment Criteria

*ERP Table 2 divides FIFRA SLC’IOH 14(a)(1) violators (registrants, wholesalers,
ubutors) into three business size categories. Category I are businesses with over $1. 000,000
In gross revenues in the prior calendar year, Category 11 applies to businesses with prior year
gross revenues {rom $300,001 to $1.000,000, and Category 11l are businesses with gross revenues
at or below SJOO 000. C’s Ex 33 at 20; Tr. March 31, p. 189.
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Next, the EPA applied the Gravity Xujustmant Criteria to the base penalty of $6,500.
The ERP lists gravity adjustiment criteria for each violation relative to the specific characteristics
of the pesticide involved, the harm to human health, and/or harm to the env ironment, compliance
history of the violator, and the culpability of the violator. The gravity adjustment values from
each gravity category hom Appendix B are added together (up to a maximum total value of 21)
and based upon Table 3 in the ERP, the gravity based penalty is either assessed as is, raised, or
lowered. If the sum of the adjustment factors is 7 or below, the penalty is reduced or possibly
ehiminated. If the sum of the adjustment factors is between $ to 12, the bclSL pmalt\ 1s assessed,
and 1f the sum of adjustments is 13 or higher, the penalty is increased. C's X. 33, Appendix B,
Table 3. '

The ERP provides two choices for toxicity, either “1" or “2". Pesticides rating a “l " are

thosu m Toxicity Categories Il through IV, pesticides assigned the signal word “warning” or

“caution” and those with no known chronic health effects. Pesticides rating a “2" are Toxicity
Category I pesticides, pesticides requiring the signal word “danger”; restricted use pesticides,
pesticides that are flammable or explosive, or that cause chronic health effects. C’s Ex. 33,
Appendix B. Complainant has assigned a “pesticide” toxicity value of 1" , based on the labd
and advertisements, as the products were thought to be “food grade” and not toxic in themselves
C’s Post-Hearing Brief, p. 125. '

The EPA has also assigned a value of *“1" to “harm to human health.” C’s Post-He aring
Brief, p. 125. The value of “1" means that the product represents “minor potential or actual harm
to human health, neither serious nor mdc:p; ead.” C’s Ex. 33 -at B-1. Complainant has assigned
avalue of “1" to “harm to the environment.” C’s Post-H earing Brief, p. 125, The value of “1"
means the violations” potential for harm to the environment was minor, neither widespread nor
substantial. C’s Ex. 33 at B-1. These assignments were made at the initial filing of the
Complaint. Based on testimony at the hearing, especially Dr. Blackburn’s testimony, the EPA
believes it could justify a higher assessment. but has elected not to depart from its original
calculation. C’s Post-Hearing Brief, p. 125.

Gravity ofM]sconduct includes “compliance history” and ° ‘culpability.” C's Ex. 33,
Appendix B. The EPA has assigned “compliance history” a \alue of zero, based on the absence
of any record of any prior FIFRA violations by Respondent. C’s Post-Hearing Brief, p. 126.- 1
find that a “compliance history” value of zero is appropriate in this matter.

The EPA assignedi“culpability” a value of “27, based on unknown culpability of the
Respondent. Complainant believes that testimony adduced at the hearing would support a higher
“culpability” level, but chooses to keep its original penalty calculation. C’s Post-Hearing Brief,

p. 126. Complainant points to the testimony regarding Respondent’s communications with the
NSF. in which the NSF told Respondent to register their product with the EPA as evidence that
the wolutlon was knowing and willful. Tr. March 31, pp. 190-195. The EPA also cites
Respondent’s continued violations even after the f lmf7 of the Complaint. C’s Post- Hearing
Brief, p. 126.,




Respondent argues that the level 27 culpability assigned to it is incorrect. Instead,
Respondent states that it should receive a level “0" culpability level. R’s Post-Hearing Brief. p.
17, Alevel “07 culpability level is appropriate when “the violation was neither knowing nor
willful and did not result from negligence. Violator instituted steps to correct the violation
immediately after discovery of the violation.” C’s Ex. 33, at 3-2. Respondent asserts that it
attempted to comply with the EPA and NSF recommendations to the best of its ability.
Respondent also stated that “it was only when Behnke believed that NSIF and EPA’s requests
went 100 far that Behnke objected by asserting its legal rights.” R’s Reply Briefat 13. Inregard
to the violations committed after the Complaint was filed, Respondent argues that 1t should not
be penalized for what it describes as “defending it good-faith interpretation of the law.” R’s
Reply Brief, p. 13. ‘

At the hearing, Mr. Bonace testified that in order to earn a culpability value of “07, the
Respondent “would have had to taken steps to correct the violation and not - and the violation
could not have been knowing.” Tr. March 31, p. 195. While I am not penalizing Respondent in
any way for seeking to go to hearing in this matter, the record before me does not support the
finding that Respondent took steps to correct the violation and that the violation was unknowing.
Therefore, I {ind Respondent’s argument for a “0” culpability level unpersuasive.

Complainant’s Calculation of the Total Penalty

At the next step, the EPA added together the values it had assigned to the five adjustment
factors of pésticidc toxicity (1), human harm (1), environmental harm (1), compliance history (0),
and culpability (2). and obtained'a Total Gravity Adjustment Value total of “5” for cach »
violation. Under Table 3 of the ERP, a Total Gravity Adjustment Value of “S” means a reduction

“of the matrix value by 30 %. C’s Ex. 33, p. 22. As each violation was mitially assigned a matrix
value of $6,500, the adjusted penalty for each violation is $4,550. Multiplying $4,550 by 11, the
number of distributions, Complainant calculated a total proposed penalty of $50.050. C’s Post-
Hearing Brief, p. 126: C’s Ex. 14a. :

Ability to Continue in Business

As discussed above, the EPA considered the effect of the proposed penalty on Behnke's
ability to continue in business through its financial analysis expert, Mr. Ewen of Industrial
Economics. Mr. Ewen came to the conclusion, based on the available financial information, that
Respondent could pay the proposed penalty. C’s Ex. 32, The EPA considered a Dun &
Bradstreet Report and a Waukesha County Tax Bill for the Behnke facility. Based on this
mformation, the EPA determined that no reduction in the proposed penalty was necessary in
order for Respondent to continue in business. C’s Post-Hearing Brief, pp. 126-127. Again,
Respondent waived any challenge to the proposed penalty based on ability to continue in
business. R’s Post-Hearing Brief pp. 16-17. Accordingly, no facts, testimony, or exhibits were
introduced at the hearing regarding Respondent’s inability to pay the proposed penalty of
$50,050 because Respondent has affirmed that he is so able to pay.
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Discussions and Conclusions as to Methodology and Penalty Assessment

I {ind that Complainant has ¢ alculated the proposed penalty in accordance with the
Enforcement Penalty Policy for FIFRA and has taken into consideration all necessary statutory
factors. However, under 40 C.F.R. § 22. 27(b) an Administrative Law Judge has discretion to
assess a penalty different in amount from the penalty proposed by the complaint, setting forth in
the initial decision the specific reasons for the increase or decrease based on the evidence in the
record and in accordance with the penalty criteria set forth in the applicable Act. The final
assessment of civil penalties is committed to the informed discretion of the court. See Catskill
Mountains Chapter of Trout Unlimited, Inc. v. City of New York, 451 F.3d 77, 87 (2" Cir. 2006);
United States v. Gur ley, 384 F.3d 316, 324 (6™ Cir. 2004); reh’g denied 2005 U.S. App. LEXIS
425 (6" Cir. January 6, 2005) (en banc).

Upon considering all the evidence, I find sufficient compelling reasons to depart from the

EPA’s calculation of the penalty in this case under the ERP. [ agree with the EPA that the
evidence produced at hearing supports a culpability Jevel of “4.7° Although EPA has chosen to
stay with a culpability level of “2” in this case, I find that a culpability value of “4" should be
assigned: A culpability level of “4” is assigned when there is a “knowing or willful violation of
the statute.” Knowledge of the general hazardousness of the action.” C’s Ex. 33 at B-2.

Although Lhe EPA has chosen to stay with its original penalty calculation, I find that a culpability
lcvel of “4” is more appropriate in this case. :

Complainant has produced evidence that Respondent was warned by the NSF as early as
2003 that it was makmsz amxmlcrobm I claims that would require its products to be registered -
under FIFRA. C7s Ex. 37; Tr. March 31, p. 194, Mr. Peter. the president of Behnke, admitted at
the hearing in regard to Bahnl\e labeling, that NSF “conv fwed that they thought that this would
be - possibly run amuck of some EPA pesticide concerns” Tr. April 2, p. 599. Mr. Peter also
testified that “I was approached with a concern about the language on our labeling by NSF.” Tr.
April 2, p. 599, Mr. Peter and Mr. Paquette both did some research into EPA and FIFRA
regulations themselves. Tr. April 2, p. 634. Respondent clearly was aware that it might be
subject to IEPA regulations and madg a decision to go forward without so much as checking with
the EPA for clarification. At the hcarms; Mr. Bonace, an experienced enforcement specialist
with EPA, testified that he did not have this information when he originally calculated the
penalty, and based on it, he would propose that the culpability level be changed to a *“4.” Tr.
March 31, p. 197.

- Behnke made a conscious business decision that it would go forward with its sale of the
lubricants without registering with the EPA. Mr. Peter admitted at the hearing that “we did not
want to be hsted under FIFRA” (Tr. April 2, p. 653) and that “[w]e wanted to stay out of that
bailiwick.™ Tr. April 2, p. 669. Mr. Peter K’Stlﬁud that he did not want the lubricants to require
FIFRA registration because of

*The ERP provides culpability levels of 0,2,and 4 onlv. C’sEx. 33 at B-2.




[T]he extensive and extremely expensive € processes to go through to get these
types of approvals s and the subsequent possible state approvals, the different things
there were needed. So we took the tact that we would, at all costs, do our best job
to avoid language that would implicate us in FIFRA labeling and try and stay
within the language that was given to us in the FDA guidelines.

Tr. April 2, p. 622, Mr. Peter also testified that having EPA registration would cause Behnke to
lose its competitive edge over its competitors in the marketplace. Tr. April 2, p. 672. Mr. Peter
admitted that selling its lubricants without EPA registration was a business decision. Tr. April 2,
p. 673. He stated that he was willing to take the risk that EPA would eventually contact him in
regard to the lubricants. /d

Although the NSF pointed out that pesticidal claims on their lubricants could concern the
EPA 1n 2003, Mr. Peter testified he did not contact the EPA to inquire if the lubricants needed to
be registered with the EPA as a pesticide. Tr. April 2 ., p- 665, Mr. Peter attended a trade group
annual meeting at which the EPA’s Mr. Edwards gave a presentation on EPA registration of
treated materials. Mr. Peter testified that he spoke with Mr. Edwards after the presentation but
did not ask him any questions regarding Behnke’s lubricants being subject to FIFRA registration.
Mr. Peter also did not try to schedule a meeting with Mr. Edwards to clarity his understanding of
EPA regulations. Mr. Peter testified that this was another business decision. Tr. April 2, pp.
686-694. After Mr. Saatkamp inspected Respondent’s facility, Respondent still made a
- conscious business decision not to contact the EPA. Tr. Apnl 2. pp. 673-674. Respondent’s
longstanding indifference to the applicable FIFRA regulations, given its long experience as a
business-operating in federally regulated arenas aggravates his culpability.

Even after the EPA filed a Complaint against Respondent, it continued to sell or
distribute its unrégistered pesticide products. Mr, Bonace testified that on the very first day of
the hearln(* he checked Respondent’s website and found that Behnke was still making pesticidal

claims. Tr. March 31, p. 195, Almost one year after Respondent became aware of the Complaint
and was notified that it was allc edly violating the federal regulations Respondent was still
making pesticidal claims on its w ebsite. Tt w as only after the first day 01 Iha hearing that Mr.
Peter made sure that those claims were taken off of Behnke’s website. 1. April 2, p. 631,
Responderit is culpable for av oding its regulatory responsibilities under FIFRA. a behavior that
is unacceptable and conflicts with the goals and undermines the purposes of the FIFRA. Based
on the record before me, I find that a culpability level of “47 is appropriate in this matter.

Adding touuhcr the values assigned to the five adjust ment factors of pesticide toxicity
(1), human harm (1), environmental harm (1), compliance history (0), and culpability (4), 1 obtain
a Total Gravity Adjustment Value total of 7 for each violation. Under Table 3 of the ERP, a Total
(Jrawtv Adjustment Value of “7" means a reduction of the matrix value by 10 %. C’s Ex. 33, p.
22. As each violation was initially assigned a matrix value of $6,500, the adjusted penalty for
each violation 1s $5,850. Multiplying $5,850 by 11, the number ofd]s ributions, the total
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penalty warranted is $64,350. Nonetheless, | am capping the increase to 10% of the total
proposed penalty, resulting in an assessed penalty of $55,055.

Given the seriousness of these violations, 1 find a $55,055 penalty reasonable and
appropriate. This figure is deemed appropriate in light of the three statutory factors set forth in
FIFRA Section 14(a)(4) and the ERP as discussed in more detail above.

ORDER

1. Respondent Behnke Lubricants, Inc. is assessed a civil administrative penalty in the
amount of $ 55,035, ‘

2.  Payment of the full amount of this civil administrative penalty shall be made within
thirty (30) days after this Initial Decision becomes a final order under 40 C.F.R.§2227(c), as
provided below.”” Payment shall be made by submitting a certified or cashier’s check in the

"Alternatively, Respondent may make payment of the penalty as follows:
WIRE TRANSFERS:
Wire transfers should be directed to the Federal Reserve Bank of New York

Federal Reserve Bank of New York
ABA = 021030004
Account = 68010727
SWIFT address = FRNYUS33
33 Liberty Street
New York NY 10045 ‘ :
Field Tag 4200 of the Fedwire message should read “ D 68010727 Environmental
Protection Agency ™ ' ‘

OVERNIGHT MAIL:
U.S. Bank

1005 Convention Plaza
Mail Station SL-MO-C2GL
St. Louis, MO 63101

Contact: Natalie Pearson
314-418:4087

ACH (also known as REX or remittance express)
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amount of $55,055, pavable to “Treasurer, United States of America,” and mailed to:

U.S. Environmental Protection Agency
Fines and Penalties
Cincinnati Finance Center
P.O. Box 979077
St. Louis, MO 63197-9000

3. Atransmittal letter identifying the subject case title and EPA docket number (FIFRA-
05-2007-0025), as well as Respondent’s name and address, must accompany the check.

4. If Respondent fails to pay the penalty within the prescribed statutory period after entry
of the Order, interest on the civil penalty may be assessed. 31 U.S.C. § 3717; 31 C.ER. §§

13.11,901.9. '

APPEAL RIGHTS

This Order constitutes an Initial Decision as provided in Section 22.17(c) of the Rules of
Practice, 40 C.F.R. 22.17(c). Pursuant to Sections 22.17(c) and 22.30 of the Rules of Practice,

Automated Clearinghouse (ACH) for receiving US currency

PNC Bank

808 17" Street, NW

Washington, DC 20074

Contact ~ Jesse White 301-887-6543
ABA = 051036706

Transaction Code 22 - checking
Environmental Protection Agency
Account 310006

CTX Format

ON LINE PAYMENT:

This payment option can be accessed from the information below:
WWW.PAY.GOV .

Enter sfo 1.1 in the search field.

Open form and complete required fields.




unless an appeal is filed with the Environmental Appeals Board within thirty (30) days of service
of this Order. or the Environmental Appeals Board elects, sua sponte, to review this decision.

Copies of this Order, the Initial Decision, dated December 30, 2008, are being served on
both parties, as well as the Regional Hearing Clerk, in accordance with 40 C.F R. § 22.27(a).
However, this Initial Decision 1s not being released or made available to the public at this time,
but will be publicly released on January 14, 2009, barring any persuasive objections. 1f either
party objects to the Initial Decision on the basis of containing confidential business information
(“CBI"), such objection must be served on the undersigned no later than January 12, 2009. The
parties are reminded that the delaved public release of this Initial Decision does not affect the
appeal period specified in 40 C.F.R. § 22.30. ‘

J

e
St
Barbara%\%(}unning

Administrative Law Judge

Dated: December 30, 2008
Washington, D.C.

43




I the Matter of Behnke Lubricants, Inc., Respondent.
Docket No. FIFRA-03-2007-0025

CERTIFICATE OF SERVICE

]l xxub\ certify that the foregoing INITIAL DECISION, dated December 30, 2008, was sent
this day in the following manner (o the addressees listed below.

Yy
&

Marv Angeles
Legal Staff Assistant

Original and One Copy by Pouch Mail to:

Tywanna Greene

Acting R’cwional Hearing Clerk
V.S EPA Region V. NC-13]
77 West Jackson Bivd.. 13" Floor

Chrcago, 1L 60604-3390
Copy by Certified Pouch Mail to:

Nidhr KO ™Meara, g
James J. Cha. Esq.

ik He Olson, Esg.

Ass 'wia(c Regronal Counsels
U.S EPA, Region V, C-14]
77 \\ Jackson Boulevard
Chicago, 1L 606064-3590

Copy by Certified Mail to:

Bruce A Mclinav, Esq.
Linda S, Isnard, Esq.
Joseph I, Kirgues, Lisq.
Mellnay & Buton, Lid.
11 <O Washington Street
Gratton, Wi 53024

Dated: December 30, 2008
Washington, D.C.
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UNITED STATES
ENVIRONMENTAL PROTECTION AGENCY

BEFORE THE ADMINISTRATOR

IN THE MATTER OF

BEHNKE LUBRICANTS, INC., DOCKET NO. FIFRA-05-2007-0025

RESPONDENT

ORDER DENYING COMPLAINANT' S MOTION _TO _STRIKE
"RESPONDENT’ S AFFIRMATIVE DEFENSES :
ORDER ER GRANTING, IN PART [, AND DENYING, IN PART

COMPLAINANT' S 5 MOTION TO COMPEL DISCOVERY
ORDER DEEXING NG COMPLAINANT’S MOTICN FOR ACCELERATED DECISION
ON LIABILITY AND 'D_ON AFFIRMATIVE DEFENSES
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