UNITED.STATES.ENVIRONMENTAL PROTECTION AGENCY

- BEFORE TﬁE ADMINISTRATOR

~ In the Matter of

Microft Systems Internatlonal
Holdings, S8.A. and
Alfred Waldner Company,

Docket No. FIFRA-93-H-03

Respondents

ORDER GRANTING MOTION TO SET
ASIDE DEFAULT ORDER

By an order, dated August 10,'1994, Réspondent, Alfred Waldner
Company (Waldner), successor in ‘iﬁterest to Microff SYstems
Intérnationai Holdings, S.A,, was directed_fo furnish specified:
ihformation on or béfofe Sepﬁember 23, 1994. The‘order was issued
after Hofer -Real businéss agent for Waldner, filed a docoment
entitled "Appeal ForzTemporéry Stay Of Order on Default;""from an
Order on'Default, issued on July 15, 1994. The ALJ dotermined that
the'happeal"_should be regarded as 5 moﬁion to sef aoide the
defauit order pursuant to Rulé 22.17(d) of,the Consolidated Rules
of Practicev (40 CFR Part  22); Information'.fequesfed by the
August 10'ordér was for the purpose'of determining'whether "good
Cause" within thé meaning of'Rule'z2;17(d) exigiéa for Settino

aside the defadlt order.V

1/ Rule 22. 17(d) prov1des that "(f)or good cause - shown, thei_
Reglonal Administrator or the Presiding Offlcer, as appropriate,
" may set a51de a default order." : .

-
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The origin of-this proceediné is fully set forth in-the Order
on Default and in the August 10 order ‘and will he repeated ‘here
only 1nsofar as necessary to an Lnderstanding of the decision

reached. Sufflce it ‘to say, that on May S, 1989, Microft, through:

its agent in the Un1ted States, Todhunter, Mandava & Assoc1ates,'

suhmltted applrcatlons for the reglstratlon of two pest1c1des-

Insect;clde 2000 Concentrate and Insect1c1de 2000 Ready—To-Use.

‘The applications were supported by studies on a product referred to

as "Clean-Kill Insecticide Concentrate® and stated inter alia,

that the formulatlon for Insect1c1de 2000 Concentrate 15 identlcaln

to that of "Clean—K111 Insecticide Concentrate." "01ean-Kill

Insecticide Concentrate" is marketed in the United States under the

name “BEP Insect1c1de Concentrate" (EPA'Reg. No. 64321-1). 'These
appllcatlons were granted on October 29, 19%0, Insect1c1de.-
Concentrate 2000 being _assigned EPA Reg. ﬁo; 62212-1 ‘and
Insecticide 2000 Ready To Use being assigned EPA Reg. No. 62212-2.
_ The'initial complaint, filed on December 23,‘1992, alleged,

among other things, that BEP Insecticide Concentrate contains only'

Eermethrin as an active ingredient,'whilesthe active ingredients in

.lnsecticide 2000 Concentrate and its dilute form, Insecticide 2000

Ready~To-Use, are Permethrin and Bioresmethrin. Therefore,

'Respondent’s assertion that the formulations of Insecticide 2000
Concentrate andHClean-Kill InSecticide Concentrate are identical
was allegedly false and in v1olatlon of FIFRA § 12(a)(2)(q] (7

"U.S5.C. § l3§j(a)(2)(Q))- For thls alleged 'Vlolation, it wase -



orOpoeed to ‘aesees Microft a penalty of $5}000, theo maximum
permitted for a single_violation'of FIPﬁA.‘

- Alleging that it was thedsuccessor_to Microft, Respondent
IWaldner filed an answer to the coﬁplaint through Science Regulatory
Seruices International (SRS81I) on January'lg, 1993, denying the
allegations in the complalnt and asserting that the clalms in the
regletratlon were truthfu; when made. ¥ _ - SRSI alleged
'-c1rcumstances; including tests on a.eample obtained-from Hicroft
supportlng its assertlon that 1t had every reason to belleve that
the statement concernlng Clean—Klll Insect1c1de and Insecticide
'2000 belng 1dent1ca1 was accurate. | d

By a letter, dated April 22, 1993 the ALJ directed the
'parties; absent a settlement of this matter,_to exchanqe-pre—
hearing 1nformat10n. Among other things, Respondeht was directed
to furnlsh an aff1dav1t from Dr. Waldher as to whether he-or his.
company had a pest1c1de product contalnlng only Permethrln as an
_actlve 1ngred1ent at the tlme of the reglstratlons ‘at 1ssue.'
.Coﬁplainant filed its preehearing exchange'on'the due date as
extended, July 16,r1993,_whi1e Waldner did not_respond'ih any
manner:to_the.AIJ‘s order or to cOmplainant's motion_for.default;
filed on'September.iO,.1993, ‘Waldner’s failures in this respect

were thelbases for the order on default, dated July 15, l994,

2/ complainant’s motion to amend the complaint so "as to add

Waldner as a party respondent was granted by an order J.ssued'
_contemporaneously with the order on default.
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In its "appeal for temporary stay " Mr Otmar Hofer, busrness-
agent for Waldner, alleged that SRSI had wlthdrawn as reglstration
agent for Waldner. Additionally, the "appeal" asserted_ that
Mr. Waldner had been eubstantially delayed in completihg_research
underlying preparation of the requeeted affidavit, because much of
the information was hot in'hie possession or centroi, but was in
the possession er control of parties "ihimieal“-to.the Aifred
Waldner'Company. | |
Otmar Hofer, on behalf of ﬁaidher, replied to the ALJ'’s
~August 10 order, by a 1etter, dated September 23, 1994. 1In ansﬁer
-to question No. 1 as to the identity of the firm which employed 
Dr. Waldner at the time -*Clean Klll Insectlcrde" was developed, the
.;etter stated that'Steuerer GesmbH had been'prqducinghc1ean-K;il
Insecticide 2000 since 1984 and that Mrr‘Wardner'ﬁae thergeneral
representative for Steuerer for the whole _area,_ apparently
referrihg to_Austria. In 1985,.Steuerer granted.ahother person
"exclusive _rlghts" for the above country, which led to a
termlnatlon of Waldner s relatlonshlp wlth Steherer.- Studies by
RCC, a research and consultlng firm, ohtalned Irom Steuerer were
used to support the registratione obtained by Microft. |
| In answer to question No. 2 as to the 1dent1ty of the partles
"and the circumstances 1eading to ;nformatlon _requlred for
preparation of thefaffidavit requested of pr._Waldner_being in the
-_pqssession-and cohtrol_oﬁ pertiee "inimical® to Alfred Weldnez
Coﬁpany; the letter identified a Dr) Berger, senlor,-living;h

' V1enna, who was formerly chlef chemist and producer of Clean Kil
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Insecticide 2000 for Steuerer for the period in _question.

Dr. Berger'assertedly confirﬁed that he and his company had worked
with twotactiye Pyrethroids,.but'ﬁas repertediy unﬁillihg to write
out an affidavit, because he'weald'never have anything [more] to.do
with Mr.lsteuerer as.he was so disappointed with him. |

Attached to the Hofer letter were two pages of what was

referred to as an "Opinion on .JInsecticide 2000" from the Higher

Federal SChool_and Pest- [Test] Institute for Chemical Industry, -

._Vienna, dated:Hay 6, 1984.  This document_reflects_receipt-ef'a

. sample of "Insecticide 2000" from "Steurer [Steuerer]) Ges.m.b.H’

(Steurer [Steuererj"Ltd.)" and contains an "opinion on Insecticide

2000." The "opinion portion" of the document is illegible, but

" apparently relates to the effectiveness of the preduct_in killing

insects rather than its active ingredients. A similar document‘iﬁ
German on the letterhead of the ‘Austriaﬁ. Fdodhtuffs Research
Institute, \Vienna, apparently refle.ctsl receipt of a sample of
"Insecticide 2000" on -October 12, 1994.  These recelpts or
ackaowledgeﬁents were-appareﬁtly'included with the ﬁofer letter as

possible sources of samples of Insecticide 2000 which could be

tested by EPA for their active ingredients.¥

Also attached to the Hofer letter was an affidavit by |

Alfred Waldner, dated September 19, 1994. Mr. Waldner states that

Hubert Steuerer under the bu51ness [name] of "Steurer Ltd. (slc) -

4" Assuming that samples-of “Insect1c1de 2000" are still

malntained at the test institutions, Waldner has not explained why -

he has not 1nst1gated the testlng.




6 .
ahd Jesmond'Lth manufaqtured’"Insecticidé 2060".and tﬁat'tﬁis‘
prOduct contained Pefmethrin éhd Bidresmethfin or Bioailethrin at
the time of the [May 6, 1984] expert opinion from ﬁhe—“High Federél.
School and'Test=Institﬁ£e.for Chemical Industry;ﬁﬁ" Mr. Waldner

furthé: states that this product was sold intéfnatibnally for many

 years (under the names] "Insecticide 2000," "Clean Kill-Insecticide

2000," "“Clean Kill," and "Bio-son." .
. Hofer’s submission includes a statement, dated Septemberrzo,
1994, by Professor Fritz Schreiner, who describes himself as a

scientist and an expert in pest control. Professor Schreiner

‘'states that Insecticide 2000 contains two active ingredients,

Permetﬁrin_Wand B;oresmethrin; 'and' fhét when this‘ product was
deveiopéd in 1984,'therobjective was to'cfeate a.product‘eff¢Ctive
agdinst a widé range of househgid And pUbiic'health‘pests which was
less toxic than a normal Pyrethroid prodﬁcﬁ. Hé_furthe: states
that the proauct'(InsecticidéﬂZOOO) which contains the aCﬁive

ingrédients Permethrin 0.175% and Bioresmethrin 0.675%'15 less

- toxic than a préduct which <contains only ~Permethrin. 0.25%.

According to Professor Schreiner, a toxicological study which would

_compare Insecticide 2000 with this other_product would show the

-

, ¥ The statement by Mr. Hubert Steuerer, Director of Jesmond
Limited, .dated February 3, 1993 (C’s Pre-hearing Exch., .Exh 6),
states, inter ‘alia, that the formula of the "Bio-Kill/Clean-Kill"
batch (Jesmond Bio-Kill batch No. 0318503) supplied to RCC in 1986
in order to perform a.m. toxicity studies fully complies with the
formula, data and documents in. the application to EPA for the
registration ' of BEP _Insecticide. = Mr. Steuerer denies that

Jesnond’s "Bio-Kill/Clean-Kill" insecticide has ever contained

Re=methrin.
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great‘toxic aifference Oon the supposition - that the'existing
studies are based only on the one 1ngred1ent Permethrin, ‘he asserts-
that a study w1th two 1ngred1ents would show "better flgures and
datas." He concludes by stating that the chemlcal datas which
undetly the studies and registrations are definitely correct.¥
Although his.statement is not altegether clear, Professor Schreiner -
appears to be saying that the 1984 ﬁOpinion" on Insecticide 2000 by
the.Higher Federal Sehooi end‘$est Ihstitute For The Chemical
Indﬁstfy is more consistent with the product containing both
,Permethrin and Biotesmethrin as active ingredients'then with the
'product contalnlng only Permethrln.

As to questlon 3, which asked for test data supportlng the.
assertion that tInse¢t1c1de 2000 Concentrate contains Dboth
Pefmethrin"and 'Bioresﬁethrih ehd an 'ékplanatiOn for the-
ci;cumstances uhder'which the sample was drawn; Hofe: aséerted_that
the answer to this question was included‘ih the ahswer‘to_question
‘No. 2. The semple EPA received from Micreft was assertedly from a
" Microft pro@uction lot obtained at the time the apélications for
registration were submitted. Waidner’s explanatien for not
~;eplYing tolthe order for a pre-hearing exchange or to the motion
for‘default'wes that the possibilities fbr-clafifying his position

didn’t "show up earlier."

3/. ‘The September 23 letter, states‘that Professor Schreiner
was in his (Mr. Hofer’s) officé on September 20, 1994, and looked
over the registration matter, which presumably included the
.mentioned Test Institute opinion. - ’
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On September 30, 1994,'Complainant filed a response to the

Hofer letter, dated September 23, 1994, Submitted.pn behalf of

' Waldner, cqntendihd that the motion to set aside the order on

default should be denied. Complainant asserts that Waldner has

failed to satisfy either prong of the "good cause" standard set

forth in the Augu$t 10 order, i.e., a showing of a 'good faith"

defense to the allegations in the complaint and a justification for
failing to comply with the pre-hearing exchange order or to respond
to the motion for default.

Complainant points out that Waldner has not provided any test

data or documentary evidence to support his assertion that

Insecticide 2000 contained the same active ingredients as Clean-

Kill Insectidide. ‘Accqrding tdr Comblainant, ‘the ‘Septémbef 23
letter, referring to'unépécified "know-how" and studies réceived by
Waldner from Steuerer, merely confirms that Steuéfer, as head of
the company mahufaqturing Cleah-Kill Insecticide and as sponsor oflt

the RCC studies, is in the best position to know the composition'of

- his product. Complainant emphasizes that the hedrsay statement

attributed to Dr. Berger, former chief chemist for Steuerer, to‘the
effect that his company worked with "two active Pyrethroids"rdoes
not rebut éémplainant's prima facie case. Moreover, ACCording to
Qomplainant, a caréful review of ﬁhe record revéalsrpo mefitoriqus
defense to the .allegatioﬁs of £he 'gomplaint ‘and that waldner
appears no more likely to prevail on the merits than he did when

the Order on Default was issued.




| .

9 - ‘ -

'Complalnant also contends tnat Waldner has falled to justify

1ts fallure to comply w1th the order for a pre-hearlng exchange or

to respond to the motlon for_default: Referrlng to the 'statement

in the 1etter, dated~September 23, 1994 that the "solutions and

poss1b111t1es in clarlfylng [Waldner s] p051tlon dldn't show up

earlier," Complalnant says ‘that it 'is d;fflcult to read ‘thls

' statement as other than an admission that Waldner has no credible

basis for his bosition and has spent the past: year trying to find

some solution. Complalnant empha51zes that Waldner s aff1dav1t

;does not state that he manufactured "Insect1c1de 2000, " g product

containing Permethrln and Bloresmethrin,_but only that'Steuerer'

Ltd. and Jesmond Ltd. did so.  Given what is Characterized as a

lack of substance to the aff1dav1t Complalnant malntains that - 1t

is 1ncred1b1e that the aff1dav1t could not have been supplled"”

.

_prev1ously. Moreover, Complalnant’po;nts out that Waldner has not

been responsive to the directive that the affidavit state whether

AN

he or his company had a product containing only-Permethrinratbthe

time of the registrations in question.

DI SCUSSTION

It is_established that "Clean-Kill'Insecticide," which is
marketed in the United'States under the ‘name “BEP Insect1c1de
Concentrate" (EPA Reg No. 64321-1), contalns only Permethrln as an

actlve 1ngred1ent.: It is also establlshed,that Insecticide 2000

Concentrate contalnstboth Permethrin and BioreSmethrin as active

ingredients.'_Therefore, the submission of”studies'on the pesticide
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.1dent1fied as "Clean- Klll Insecticide" to support the registration
of Insecticide 2000 Concentrate was erroneous and the assertion
‘that the formulation of Insecticide 2000 Concentrate was identical
to that of'the mentioned Clean-Kill insecticide was inaccurate.
Inasmuch as FIFRA is a strict liability statute, these facts might:
. be regarded as dlSpOSlthe of the motion to set aSide the default
order.

It should be noted, however, that evidence proferred ' by

Waldner relates*to events'dating from 1984, while the Steuerer

affidaVit refers to a "Bio-Kill/Clean Kill" batch submitted to RCC -

for testing in 1986. The 1984 Test Institute "Opinion" was on a
product submitted for testing by Steuerer identified as
"Insecticide 2000." Mr. Waldner’s affidavit - states that
Insecticide 2000 contained-vPermethrin and Bioresmetnrin or
Bioallethrin at the time. In this respect, he is supported,by
Professor Schreiner’s opinion that the_Test Institute "Opinion"
results are more consistent with the product containing Vboth
Permethrin and Bioresmethrin than with a product COntaining only
Permethrin. In any event,'Professor Schreiner flatly.states that
"Insecticide 2000" contains both Permethrin and Bioresmethrin and
thereiappears to be no dispute but that the product: for wnich the
registrations at issﬁe here were granted contains both.of the.
mentioned active ingredients. |
Waldner’s affidavit further states that "Insecticide 2000" was
sold'internationally for many years-[dnder”tne nanes].“fnsecticide .

'2000," "Clean Kill" and "Bio-Son." If established, these
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assertions weula'support tte_eontention in Waldner's answer that it.
:had..every .reason .te believe that the statement that the
formulations'of:“Clean-Kill Insectieide"_and‘"Irsecticide'ZOOO"'
were identical was accurate at the time it was made._’Altﬁough
Jesmond has denied that "Clean-Kill" insecticide eVer contained
Resmethrin; there is ~ev1dence of 1ll-w1ll by Jesmond against
Microft and Waldner whlch may affect the credlblllty of the Jesmond
aff1dav1t.” |

FIFRA being a strlct liability statute, Waldner’s good faith-
belief:vthat the Hrepresentatlon that ' the  formulations of
"Iﬁsecticide 2000" aﬁd "Clean—Kill" insecticide Qere identical was
accurate when‘made is'not,‘strictly speaking, a defense to the
 violation of FIFRA §-12(a) (2) (q) alleged in the compiaint.,_ﬁGood
| faith,"'however, is a factor.to be cohsidered in determining then
gravity of the vielation and_thus‘of the maénitude\of‘the-penalty,
'if any.¥ fThe "good cause" standard for setting aside a aefault
order under Rule 22.17(&) has beeﬁ held te require a‘showiﬁg of a
strong probability of an outcome different from tﬁat reached ty'the

default.order; if a hearingbwere held. ’See, In The Matter of

&/ In a letter to Complainant’s counsel, dated July 2, 1993,

signed by Hubert Steuerer, Jesmond accused Microft of fraudulently
misusing Jesmond’s RCC-studies and other documents and expressed
the hope that Microft would be crlmlnally prosecuted (C's Pre-
hearing Exch., Exh 13). '

v FIFRA § 14(a)(4) authorizes the issuance of a warnlng in

lieu of a penalty when it is determined that the violation occurred

despite the exercise of due care or did not cause 51gn1f1cant harm

to health or. the env1ronment,
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Midwest Bank & TrdétlcOmbanv. et"el.,'RCRA (3008} Abpeal No. 90-4

(CJO, October 23, 1991). - In thie regard ‘one of the bases stated
in the default order for upholdlng the maximum perm1551ble penalty
demanded in the complalnt i.e., that the potential for harm in
using studies on a pesticide contalnlng only Permethrin as- an
active 1ngred1ent to support. the reglstratlon of a pesticide .
contalnlng both Permethrln and Bloresmethrln as actlve 1ngredients
was obvious, is oontradlcted by Professor.Schrelner s assertion
that a pesticide'pontaihing epecified Leﬁels‘of both the mentioneo
~active ingfedients-is less toxicfthan a pesticide containing only-
Permethrin as ahlaotlve ingredient. Itlis_cohcluded that Waldner
has shown a étrong probability of ah_outcome different from that
reached by the default o;oer as to the.emount~df any penalty, if
not.necessarily_asrto thetviolation; if.e hearing were to be
held.¥ ' | ) N

It is true, as Complainant alleges, that Waldner has not been
responsive to the prthearing directive  that he furnish an

effidavit as to whether his company had or produced a product

¥ This standard is considered to be 1ndistinguishable from
the "good faith" defense standard used in the Auqust 10 order. It

" .should be noted that, while the existence of a "meritorious

defense” has been held to be a requirement for setting aside an
.entry of default under FRCP Rule 55(c), which like Rule 22.17(4)
applicable here requires a showing of "good cause," "good cause"

does not require a showing of the likelihood of success on the -

merits. CSee Berthelsen v. Kane, $07 F.2d 617 (6th Cir. 1990).




“Containing.only Perﬁethrin as aﬁ active ingredient at the time of
the régiétratidns atvissue.' Waldner was directed to furnish an
.affidavit‘as to a_Pefﬁethrin only product, because hg had made an
issue of this question-iﬁ his answéf;' This’issue is,'however of
marginal_reievance in viéw of the contro;liﬁg iésues as to whether
"Inse?ticide.zooo,“ as developed by Steuerer, éontained Permethrin
ahd-Bidrésmethrin as activé ingrediehts and whepher,rasAWaldnef'
élleges,' "Insecticide: 2000" was mérkeﬁéd as "Clean-Kill"
’inseqticide. Waldner’s affidavit is directly respon;iye to'these
issues. | | | |

It is also true that Waldﬁer has not satisféctorily explained
‘his failure to furnish the affidavit at an earlier time, his
failure to request an extension ofvtime because of difficulties in 
‘obtaining information and his failure to respond in any manner to
the motion for default. "Good cause" for failing to respond,
howevef, is'noﬁ an element of the "good cause" showing required.for
setting asidé a default order. Midwest Bank & Trust.Comganx,
supra. Waldner has complied with the requisite standard, i.e;; a
showing of a strong probability_of a différent reé#lt as to at

least the amount of the penalty if a heafing"were held, and his

motion to set aside the default order will be granted.




L ORDER \ |
The motlon to set aside the order on default 1s granted ¥
:Absent a settlement of this matter, the partles will on or before_
January 13, 1995, submit .a sChedule for suggested further
proceedingsf | ~ .

Dated this _ /3 ______ day of December 1994.

‘ | ' E /Spence?’ T. Nissen T ' _ ,
‘ - Administrative Law Judge

oo

} L & Settlng aside the default order does not reinstate
Waldner’s registrations which have been canceled (59 Fed Regqg.
49395, September 28, 1994). . o
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I do hereby certify that the fore901ng Order Granting Motion '
to Set Asilde Default Order was filed in re. Microft Systems
International;Docket No. FIFRA-93-H-03 and copies of the same’

were mailed to the following:

{(Interoffice) - _ Scott B. Garrison, Esq.
- ~ Toxics Litigation Division {2245)
U.S. Environmental Protection Agency
401 M Street, S.W.

. _ _ Washington, D. C 20460

- (1st Class Mail) o John A. Todhunter

: . : Science Regulatory International
Suite 1000

1625 K Street, N.W.
Washington, D.C. 20006-1604

{lst Class Mail) Otmar Hofer
. Hofer Real Immobilien GesmbH

Oberlaaerstrasse 21 :

A-1100 Wien, Austr

Carlita M. \Qg#ie, Legal Clerk
U.S5. Envirormental -Protection
Agency .
401 M Street, S.W. (1900)
- Washington, D.C. 20460 -

Dated: December 13, 1994




