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ORDER ON MOTIONS

By an order, dated December 13, 1994, the default order
issued,IJuiy 15, 1994; in this proceeding under Section 14(a) (1) of
the Federal Insécticide, Fungicide, and Rodenticide Act kFIFRA)) 7
U.S.C. § 1361, was set aside. The ALJ determined that there was a
strong probability of a different result at least as to the aﬁount

:of the penalty, if a hearing were held.

| The complaint,. issued on December 28, 1992, aileged that
Réspondgnt, Microft_Systems_Internationai, S.A., falsely.certified
that five acufe toxicity studies submitted to support the
registrations of two pésticides, Ingecticide 2000 and Insecticide
- 2000 Ready To Use, were oﬂ a product containing permethrin and
bioresmethfih as active ingredients. Thié certification was

allegedly false in violation of FIFRA § 12(a)(2)(Q).Y For this

V  section 12(a)(2)(Q) of FIFRA states:

It shall be unlawful for any person ....to falsify all or
part of any information relating to the testing of any
"pesticide (or any ingredient, metabolite, or degradation
product thereof), including the nature of any protocol,
procedure, substance, organism, or equipment wused,

‘ (continued...)
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alleged violation, it was proposed to assess Microft a penalty of
$5,000. |

Microft’s registration agénts, Science Regulatory
Servicgs International (SRSI), filed a letter-answer, on
January 19, 1993, on behalf of Alfred Waldner Company (Waldner),
_successor to Respondent’s interest in the pesticides at issue.?
Respondent denie& liability, denied that the certification was
false, and maintained that the toxicity étudies were conducted on
a substance (Clean Kill Insecticide and/or Clean Kill Insgcticide
2000) containing the same active ingredients és the products
proposed for régistration; The answer alieged, inter alia, that
Mr. Alfred Waldner was formeriy employed at the firm which was

- developing the Clean Kill product, that this product was formulated

Y (...continued) :

observation made, or conclusion or opinion formed,
submitted to the Administrator, or that the person knows
will be furnished to the Administrator or will become a
part of any records required to be maintained by this
subchapter. '

7 U.S.C. § 1363 (a)(2)(Q).

&/ Letter from SRSI to Headquarters Hearing Clerk, dated
January 19, 1993, incorporating by reference letter from SRSI to
Michael F. Wood, Director, Compliance Division, dated January 6,
1993 (R’s answer). SRSI, located in Washington, DC, was formerly
called Todhunter, Mandava & Associates. Id. Microft was a Lugano,
‘Switzerland corporation, which, on May 6, 1991, transferred all of
its interest in EPA labels, registrations and the data in support
of the registration for EPA Reg. Nos. 62212-1 and 62212-2 to Alfréd
Waldner Company (Waldner), located in Vienna, Austria
(Complainant’s Prehearing Exchange [CPH] Ex. 16). Sometime
thereafter, Microft ceased operations' (R’s answer at 1).°
Complainant’s motion to add Waldner as a party respondent was
~granted by an order issued contemporaneously with the default
order. ' o D
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 froﬁ bioresmethrin and perméthrin, and that the firm sold or
assigned rights in the product to Waldner. | |

SRSI submitted applications on behalflof Microft, dated
May 5, i989, to register the pesticide products, Insecticide 2000
Concentrate and Insecticide 2000 Ready to Use. On October 29,
1990, EPA approved the applications, assigning EPA Registration
Nos. 62212-1 and 62212-2, respectively.¥ SRSI filed an
application, dated July 28, 1992, to transfer the registrations
from Microft to Waldner, whiph EPA app;ovéd on January 26, 1993,
éssigning Registration Nd..66410-1.to Insecticide 2000 and Reg.No.
66410-2 to Insecticide 2000 Ready To Use.

It is undisputed that the mentioned pesticide
registrations issued to Micfoft/Waldner by EPA were for products
containing two active ingredients: permethrin and bioresmethrin.
Complainant alleges'that five (RCC) toxicity studies Respondent
submitted with its reéistfation application were conducted on a
~ substance that contained permethrin, but not bioresmethrin, as an
active inéredient. The default order referred to above was issded
because Waldner did not respond to ﬁhe ALJ’s letter-order, dated
April 22, 1993, which, Aas' extended, requifed ‘the parties to
exchange prehearing exchange information on or pefore duly 16,

1993. Waldner did not respond to Complainant’s motion for a

¥ CPH, ex. 3. The registrations were approved, contingént
upon submission of a Dermal Sensitization Study and a Storage
Stability Study for registration number 62212-1, an Acute Dermal

Study for registration 62212-1, and label changes not here
relevant. o ' ' :
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default order,'filed September 10, 1993. Waldner was found to be
in default and the full amount of.the propoéed penalty asséssed
(Order on Default, Jﬁly 15, 1994). The ofder was sérved under date

of July 18, 1994. |
'On August 5, 1994, Mr. Otmar Hofer of Hofer-Real, Wien,
Austria, business agent for Waldner, filed a document entitled
“Appeal for Temporary Stay of Order on Default". Among other
things, the "appeal" alleged that 'SRSI ﬁo longer febresented
Waldner. The ALJ-ruled that wWaldner’s "appéal" wéuld be treated as
"a motion to set aside the default order pursuant to Rule 22.17(d)
(40 CFR Part 22) and Waldner was directed to_provide certain
information in order to determine whether "good cause" to sef,éside
the default order existed,(Order,‘August 10, 1994). Waldner by
'Héfer-Real (Otmar Hofer) responded under date of September 23,
1994, identifying the firm which produced Clean Kill Insecticide
2000 as "Steuerer GesmbH", probably'intended to be "Steurer GesmbH"
(Steurér Ltd.)}“and allegiﬁg that Mr. Waldner was fthe general
representative [(of that firm] for the whole area. In 1985,
Mr. Steuerer [despite an agreement with‘Waldner] allegedly granted
énother person exclusive rights {for the sale of Clean Kill] for
the above country [apparently Austria], which led to many disputes.
Mr. ‘Steuerer and Waldner assertedly went their separate ways in
1987 and Waldner, with the RCC'studies and the know-how obtained
from Steuerer to support his activites [as a representative of
Steurer-GesmbHJ, applied for registration under the name'of Micfoft

Systems International. The Hofer letter identified.a Dr. Berger,
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living in Vvienna, as the [former] chief chemist and finally the
producer of <Clean Kill Insecticide 2000 for Steurer GesmbH.
Dr. Berger allegedly confirmed that "we" worked with tﬁo active
Pyrethroids, but was not willing to write out an affidavit, because
he was so disappointed with Mr. Steuerér that he would never have
anything to do with him.

The mentioned Hofer letter referred to and enclosed two
pages from an "“Opinion on Insecticide 2000" from the Higher Federal
School And Test Institute For The Chemical Industry (Test Institufe
For Biochemistry And Insecticides), dated June 7, 1984. The
“Oopinion" referred to a request from Steurer Ges.m.b.H. {Steurer
Ltd.) an& the receipt of test material on May 6, 1984. Mr. Waldner
is quoted as suggesting that a sample of the material could be
obtained from the Test Institute and analyzed for active
ingredients.¥ ' The Hofer letter also refers to an opinion on
Insecticide 2000, requested by Steurer Ges.m.b.H, from the Austrian
Foodstuffs Research Institute, dated October 12, 1984, a cpby of
which is enclosed in German. This Institute allegedly received a
sample of Insecticide 2000 "around October 1984"™ and it is averred
that EPA could request a sample for analytical purposes from thﬁt

organization.

¥ fThis course seemingly is equally open to Waldner. It is
noted, however, that the signature page of the "Opinion" contains
a note to the effect that test materials are kept in official
custody on these premises for six months, provided the samples have
adequate storage life (CPH Ex. 10). While this does not preclude
samples being in storage at some other location, for all that
appears, neither party has made any effort to ascertain whether the
sample still exists or to have it analyzed.
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Alfred Waldner’s affidavit, dated September 19, 1994,
states that Hubert Steuerer under the (business] name(s) of.
"Steurer Ltd." and'“Jesmond'Ltd." was the manufacturer of the
product "Insecticide 2060" at the time of the expert opinion from
the High Federal School and Test Institute for Chemicalllndustry
referred to above, which he identified by number. He asserts that
the pfoduct contained Permethrin and Bioresmethrin or Bioallethrin.
Additionally, he states that this product was sold .internationally
for many years under (the names] "Insecticide 2000Y, "clean-Kill

Insecticide 2000", "Clean Kill", and'"Bié—Son."
| Attached to the Hofer letter was a statement by Professor
Fritz Schreiner, dated September 20,-1994,.who déscribes’himself as
a scientist and an gxperf in pest control.y. Professor Schreiner
states flatly that 1Insecticide 2000 contains two active
ingredients: Pérmeﬁhrin and Bioresmethrin. He further states that
Insecticide 2000, which contains the éctive ingredients Permethrin
0.175% and Biomesremethrih 0.075%, is less toxic than a product
which contains only Permethrin d.25%.y He asserts that a

toxicological study, comparing Insegticidé 2000 with this other

¥ Mr. Hofer’s letter states that Professor Schreiner was in

- "my" office on September 20, 1994, and "looked technicalwise" over

the registration matter.

¢ support for Professor Schreiner’s opinion is found in the
fact that bioresmethrin (C,H,0;) is described as a synthetic
insecticide of the pyrethrin type. Bioresmethrin is biodegradeable
and has a low toxicity, is nonpersistent, and can act as a

-synergist. Hawley’s Condensed Chemical Dictionary, Eleventh ' Ed.

(1987) .
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product, presumably a_Pefmethrin only insecticide, would show the
- great toxic différence. Referring to the existing [RCC] studies‘
(identified 1infra), Professor -Schreiner. séys that we can
scientifically expect that these studies would show less suitable
datas if made with a Permethrin only ingredient. Oon the
suppositiQn thét the existing studies were made with a Permethrin
only product, he opines that a study with fwo active ingredients
would show better figures and datas. Hé declares that the chemical
datas which'underly the’studies and (Waldner] registrations are
definitely correct.

By a letter addressed to SRSI, Waldner’s domestic
registrdtion agent, dated July 20, 1994, the Directof of the
Régiétration Division informed Waldner that EPA h;d received
"information alleging that false claims were made regarding tﬁe
applicability of data submitted in sﬁpport of registrations for
Insecticidal 2000 Cbncentrate (EPA Reg. No. 66410-1, formérly
62212~-1) and Inéecticidal 2000 Ready Tb-Use (EPA Reg. No. 66410-2,
formerly 62212-2). The letter pointed out that the Certified
Summary of Acute Toxicology of Insecticidal 2000, subﬁittéd in
support'bf the registrations, stated that the substance:tested,
Clean-Kill Insectiéide_Concentrate, was identical in fo;mﬁlation
to Insecticidal 2000 and thét it has now been alleged that Clean-
Kill Insecticide Concentrate contained only one active ingredient, -
pefmethrin, while Insecticidal 2000 products conﬁain béth-
pérmeth;in and bioresmethrih. Waldner was informed that’if this

allegation were accurate, there was no basis for the registrations.
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Waldner was directed to submit any information it may have to
demonstrate that the data submitted in support of the cited

registrations were accurate by August 15, 1994, and'warned.that, if
it failed to do.so, the registrations.would be revoked. The
registrations were revoked by a notice published in the Federal '
Register on September 28, 1994.% By a letter addressed to the
Hearing Clerk, via cOmplainant’sEcounsel, dated October 5, 1994,
Otmar Hofer referred to his reeponse to‘the order ih Docket No.
.FIFRA-93-H-03 and argued that the revocation should not be
effective, because this matter was still pending. No action has

been taken on this letter.

BEP_REGISTRATIONS

On October 24 1991, EPA granted an appllcatlon by Bio
Environmental Products cOrporatlon, West Redding, Connecticut, for

registration of a product identified as "BEP Isecticide", EPA Reg.

Y 59 Fed. Reg. 49395, September 28, 1994. The notice cited
the Administrative Procedure Act (5 U.S.C. - § 558) as legal
authority for the revocation and stated, inter alia, that it has
subsequently been established that the toxicological studies
submitted by Microft/Waldner to support the registration of
Insecticidal 2000 Concentrate and Insecticidal 2000 Ready Tp Use
were sponsored by Jesmond Ltd. and were conducted on a substance
containing ‘permethrin as the single active ingredient. If the
finding that the referenced studies submitted by Microft/wWaldner
were conducted on a substance containing permethrin as the sole
active ingredient is based upon the default order, this finding is-
open to question, .because Rule 22.17(a) (40 CFR Part 22) provides
that default by respondent constitutes an admission of all facts

alleged in the complaint for the purpose of this groceedlng only
(emphasis added).
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No. 64321-1 (éPH Ex. 3). Bio Environmental Produots Corporation
(BEP) is a wholly owned subsidiary of Jesmond Holding AG, 2Zug,
switzerland.¥ 1In support of the application‘for registration, BEP
submitted five toxicological studies which had'been performed for
Jesmond in 1986 by Research & Consulting Company AG (RCC) , Itiﬁgen,
Switzerland. These studies were assigﬁed Project Nos. 064372,
- 064383, 064394, .064405, and_ 06441s6.

In connection with ﬁEP's application for registratioh,
Mr. Richard Glaser, identified simply as Director, certified that
the RCC toxicology reporte contained in BEP’s application -were
conducted using a concentrate formulation containing 25% permethrin
(Certification, dated October 5, 1990, CPH EX. 4). The
certification further states that this concentrate was diluted
1:100 with water to givefBEP Insecticide a concentration of 0.25%
permethrin. |

_.Mr. Hubert Steuerer, identified as Director, has
‘submitted identical statements on the letterhead of Jesmond Limited
and Jesmond Holdihg AG, dated February 3, 1993, to the effect that
Jesmond is the sole legal proprietor of the toxicity studies kas
indicated on enclosure 1) performed by Research. & Consulting

Compahy (RCC) Itingen, Switzerland, for "our" product Clean-Kill

Y Statement of Hubert Steuerer, Director, on behalf of
Jesmond Limited, dated February 3, 1993 (CPH Ex. 6). According to
Mr. Steuerer, Jesmond Holding AG, 2ug, is the sole proprietor of
all shares of Jesmond Limited, London (letter from Jesmond Holding
AG to counsel for Complainant, dated July 2, 1993, CPH Ex. 13).
Jesmond Holding AG (Jesmond Intertrading AG, Zurich) was formerly
known as Alpha-Intertrading, Zurich. These related'companies will
~ be referred to as "Jesmond". S _—
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Insécticide/Bio-Kill Insecticide (CPH Ex. 13, Annex 1) . Although
it does nét appear that there was an eﬁclosure.to either of the
mentioned statements, evidence that Jesmondvsponsored the stﬁdies
and that the studies are those identified in the BEP application,
i.e., Nos. 064372, 0'643.83, 064394, 064405 and 064416, isv included
with Jesmond’s 1etter; dated July 2, 1993_(CPH_Ex. 13, Annek 2).
Mr. Steuerer averred that "Clean-Kill" and "Bio-Kill" are both
registered tradeﬁarks of the jesmond Group [identified supra note
8] and refer to oﬁe and the same formulation of a Permethrin based
aqueous emulsion insecticide. He further stated that the formula
of the. Bio—Kill/Clean—Kill Satph supplied to RCC in 1986 (Jesmond
Bio=-Kill/Clean-Kill Batch No. 03/8503) to perform the a.m. toxicity.
studies fully complies with the formula, data and documents in the
application for registration of BEP Iﬁsecticide. Mr. Steuerer
alleged that the Bio=-Kill/Clean-Kill batch supplied to RCC was a
sample out of Bio-Kill concentrate production Lot No. 03/8503 and
‘gqntained 25% Permethrin. Certificates of analysis and samples
from that batch are assertedly available on request. Mr. Steuerer
denies that Jesmond’s Bio-Kill/Clean-Kill insecticide has ever
contained Resmethrin and asserts that, therefore, Jesmond Bio-Kill
Batch No. 03/8503 s&ppliéd to RCC to perform the a.m. studies did
‘not contain Resmethrin. o
RCC has stated that at the time the studies identified
above were performed, it didlnot'analyze the chemical composition
of the éubstance tested (lettér from RCC to Complainant's counéel,

datediJune 8, 1993, CPH EX. 8). RCC explains that such analysis.
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was not then required and that a data.sheet without analytical
information, but dated and signéd by the sponsof, was_provided
along with the test-éubstance. RCC says that "(e)xplicitly ho
analysis was requested by the sponsor." According. to RCC, at the
time the studies were performed, it did not learn of the chemical
’composition.of the substance tested from any other source.

Jeémond's lettef to EPA counsel, dated July 2, 1993.(CPH
Ex.:13), repeats the assertion that the Clean-Kill'batch which was
furnished to RCC to perform the toxicity studies in question here
was taken from Jesmond’s production Lot No. 03/8503. Jesmond avers
that Lot No.03/8503lwas'toll-manufactured in the factory of Cooper
Frénce, Paris. For that production, Cooper Frahce'ailegedly used
technical permethfin (PE Batch No. 10070)'produced.by'the Welcome
Foundation Ltd., UK. It should be noted that the RCC Report
(Project 064383) states "Batch Number unknown; information in
sponsors’ fileé" (CPH Ex. 12 at 11). A certificate of anaiysis by
the WelCQme Foundétioﬁ; dated June 28, 1985 (CPH Ex. 13, Annex 3),
indicates, inter alia, that Lot No. 10070 was manufactured on

June 27, 1985, and that the content of Cis-Permethrin was 26.8%.

PENDING MOTIONS
The order setting aside the default order, referred to at
the outset of this order, directed the parties to submit a schedule
for suggested fdrther proceedings on or before January 13, 1995.
The order noted that setting éside the default order did not

reinstate Waldner’s registrations which had been canceled (Id. note
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9).- Complainant filed a résponse on January 26, 1995, noting that
it had expended substantial resources on this proceeding without
any commensurate expenditure by Respondent or any progress toward
resolution of this matter. Complainant alleged that, because
Respondent had yet to comply with the initial prehearing exchange
order; it would be prejudiced if it were directed to participate in
a further prehearing exchénge.y | Complainant suggested that an
order directing the parties to participate in a conference call may
expedite resolution of this matter.® Additionally, Cdmplainant
pointed out that Respondent no longer ' has a domestic registration
agent as required by 40 CFR § 152.50(b) and, alluding to
difficulties in communication’caused by the absence of such an '
agent, moved that Respondent be dirécted to engage a domestic -
registration agent. Waldner has not responded to the ALJ;s order
that the parties submit a schedule for suggested further
proceedings nor to the suggestion and mo‘fion in cComplainant’s
response to the order.

On June 3, 1996, Complainant filed a motion for an order
requiring Respondent to admit or deny some 20 factual allegations.
Waldner has not responded to this motion and by motions, dated
July 18 and July 22, 1996, Complainant has requested an immediate

ruling on its request for admissions. For the reasons hereinafter

¥ Because the default order based upon the initial prehearing
order has been set aside, the initial order is no longer extant.

. ¥ this suggestion is denied, because it is unllkely to be
productlve at the present time.



' appearihg, Complainant will be directed to supﬁlement its
prehearihg exchange,-Waldnér will be directed to appoiht a domestic
agenﬁ for registration matters,!” and Complainant’s motion for an
order compeliing Respondent to admit or deny factual allegations
will be granted in part. Additionally, Respondent?s letter, dated
October 5,1994 (ante at 8), arguing that the revocation of its
registrations should be stayed, should.be treated as an objection
to the revocation/cancellation and the Hearing Clerk will be
directed to forward the letter to the Director of the'Registration

Division and the Office of Géneral Counsel.

Order Directing Complainant To Supplement Thé:Record
. . The order on default contains a finding (No. 8) that
"permethrin is the only active ingredient in Clean-Kill Insecticide
Concentraté and BEP Insecticide." Addiﬁionally, the order settinyg
aside the default order reciﬁes thaﬁ it is established that
permethrin is ﬁhe only active ingredient_ in "Clean-Kill
Insecticide" and.“BEP Insecticide". The facts summarized herein,
however, indicate that RCC, the fifm which conducted the studies at
issue, did not'test, or learn from any other source, the chemical

composition of the substance upon which the studies were based and

w Respondent’s letter, dated October 5, 1994, indicates that
it was furnished a copy of the Federal Register notice of the
revocation of its registrations by Prentiss Inc., N.Y. At one time
Waldner apparently had a business relationship with Prentiss or
contemplated such a relationship (handwritten notes by Dr. John A.
Todhunter, SRSI, dated October 22, 1991, and Dr.Todhunter’s letter
to Otmar Hofer, dated January 30, 1992; CPH Ex. 10, Attachments D
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that there is no dogumenﬁation in the record which ties the Welcome
Foundation permethrin analysis to the batch deiivered to RCC for
"the purpose of conducting the studies. The studies contain a
notation "batch number unknown, information in the éponsors’ files"
(ante at 11). It is thereféfe apparent that whether the SRSI
certification that the identified RCC studies were on a product
(Clean;Kill Insectigide Concentrate) identical to Insectiéide.zooo
- Concentrate, and, thus contained both permethrin and bioresmethrin
as active ingredients, is false depends entirely on the credibility
of Jesmond/Steuerer. In this regard, Mr. Waldner’s affidavit
states that Hubert Sﬁeuerer_under the buéiness names of "Steurer
Ltd. and Jesmond‘Ltd;" was the manufacturer of Insecticide 2000 .at
~ the time of the expert opinion from the "High Federal School and
.Test'Institute for Chemical Industry" (1984) and that this"product
contained permethrin and bioresmethrin or bioallethrin.

Mr. Waldner’s assertion that Steurer Ges,m;b.H. (Steurer
Ltd.) manufactured Insecticide 2000 is supborted by the Food
Research Institute Opinion which as translated and.supplemented
indicates that Insecticide 2000 manufactured by Steurer Ges.m.b.H.
has been admitted for salé in Austria (CPH Ex. 9). Mr. Waldner
further states that this product was soid internétibnally for many
years under fhe,names "Insécticide 2000", "Clean Kill-Insecticide
2000", "Clean Kill" and "Bio—Son". It should be emphasized that
the mentioned Test Institute and Food Research Institute opinions
were. requested by'"Steurer GesmbH" (Steurer Ltd.), the firm.which

formerly,émployed Mr. Waldner. It should also be noted that
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Jesmond . (by Hubert Steuerer) acknowledges that it is
internationally marketing "Clean-Kill" and "Bio-Kill", which are
asserted to be different brand names for the same 'pesticide
(Jesmond letter, dated July 2, 1993, CPH Ex. 13, Annex 2). See
also Jesmond;s. statements, dated February 3, 1993, signed by
Mr. Steuerer (CPH Ex. 13, Annex 1). The notary’s attestation
attached to the mentioned statements identifies Hubert Steuerer as
an Austrian citizen, which lends credence to the notion that.
Mr. Steuerer ﬁay have done business under the name Steurer GesmbH
(Steurer Ltd.). | |

" Mr.’Waldner’s effidavit indicates that "Steurer Ltd." and
"Jesmond Ltd." ere different names for the same entity or, at the
mlnlmum, closely related companies. Other evidence suggesting that
there is or was a relatlonshlp between Steurer Ltd. and Jesmond -
.Ltd., the sponsor of the studies, is found in RCC’s assertion that
on May' 26, 1986, it received a letter from Steuer-und
Rechtsberatung, Zurich, signed by Mr. _R; Schnider, who is
identified as study monitor on the RCC studies, stating that
"Clean—Kill"'is_an identical product to "Bio-Kill", having an
identical subseance composition, and requesting that copies of the

reports be sent to that firm.1%

12/ cPH Ex. 8. In its answer filed on behalf of Waldner, SRSI
alleged that the RCC studies may have been altered to support the
BEP registration, pointing out that the initial studies were on a
product identified as “Bio-Kill 1Insecticide”, that “Clean-Kill
Insecticide” is identified as the test substance in the studies
submitted to support the BEP registration and that there are fewer

pages in the Clean-Kill studies. Jesmond, however, asserts that
" these are one and the same studies, emphaSLZlng that the RcCC
: : : ' (continued...)
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There appears to be no dispute but that "Insecticide
2000," the subject of the 1984 Test Institute and Food Reseérch
Institute opinions, contained both permethrin and bioresmethrin as
active ingredients and that Insecticide éOOO,was manufactufed by
Steurer GesmbH (Steurer Ltd.). There is evidence mentioned above
supporting Mr. Waldner’s assertion that Steurer Ltd. and Jesmond
Ltd. are either different names for the same company or closely
related companies. Accordingly, Mr. Steuerer’s assertion that
"Jesmonds’ Bio-Kill/Clean-Kill insecticide has never contained
Resmethrin" (statements, dated February 3, 1993) may be literally
accurate and, yet, misleading, because "Clean Kill Insecticide" and
"Clean Kill Insecticide 2000" produced by Steurer Ltd., a closely
related company, did contain Resmethrin as Waldner alleges.ly
Jesmond says that certificates of analysis for production Lot No.
03/8503, samples of which were-supplied to écc, and samples from

that batch are available on request. Complainant will be directed

12/ (...continued)

project numbers identifying the studies are identical (CPH Ex.13,
Annex 2). Additionally, Complainant avers that review of the
complete RCC reports submitted by Jesmond/BEP in support of the
registration of BEP Insecticide reveals that RCC changed the name
of the test substance and the name of the sponsor and documented
those changes (CPH at 9-12). Absent other evidence, these
explanations dispel the notion that the RCC studies were altered to
support the BEP registration.

13/ waldner'’s answer alleges that, because no tolerance has
been established for bioresmethrin, Insecticide 2000 may not be
used on products which may result in indirect food contact.
Dr. Todhunter’s notes and his letter to Otmar Hofer (supra note 11)
indicate that Waldner contemplated_developing a permethrin only
product. This consideration would provide a motive for an applicant

- for registration to represent a permethrln/bioresmethrln product as

containing only permethrin.
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'to supplement the record with a copy of the referenced certificates

of analysis and with the result of analysis of a sample from the
batch identified by Jesmond.¥ |

Because there exist disputed issues of material-fact, in
particular as tO'the chemical compoSitidn of the substaﬁce tested
by'RCC, this case cries out for an evidentiary hearing. It may be
possible, however, to resolve the question of liability through the
information and documents Complainant ‘acquires from Jesmond.
pursuant to this order. In view thereof, and in view of the
substantia;.logistical difficulties and expense in conducting-a
meaningful hearing, no attempt will be made to schedule a time and

location for such a hearing at this time.

GComplainant’s Motion for Order'Diregtinq Respondent to Obtain a
U.S. Agent g

Section 152.50(b) of the FIFRA regulations requires a
pesticide registrant not residing in the United States to designate
a person residing in the United States to act as his.agent on all
registration matters. 40 CFR § 152.50(b). While violation of this
requirement could subject the registrant to civil penaltiés and
provide a basis for cancellation of a registration, no such issues
are before me. éOmplainant!s motion, however, raises the question

of the ALJ’s authority to ‘order Respondent to designate such an

agent.

1% The Agency may wish to obtain a sample of BEP Insecticide
and analyze its chemical composition.
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FIFRA § 25(a)(l) authorizes the Administrafor, in

accordance with procedures set_forth in § 25(a) (2), to prescribe

regulations to carry out the provisions of this subchapter, i.e.,
Subchapter II-Environmental Pest Control (The Environmental
Pesticide Control Act of 1972]. The cited regulation was issued
pursuant to this and other authority granted the Administrator by

the Act (40 Fed. Reg. 28242, July 3, 1975). The General Counsel

" has opined that the [Administrator’s] conclusion effective

enforcement of the Act requirés foreigh registrants to have a
domestic agent for registration matters is reasonable and that
promulgation of such a regulation would be within the
Administrator’s authority (General Counsei's Opinion, June 23,
1972). Moreover, although_hothing in FIFRA.§ 14 (a) provides that
the hearing, or the opportunity therefor, provided by § 14 (a) (3)
must be Yon the record", FIFRA civil penalty proéeedings have been
regarded as subject to the Administrative Procedure Act sincg the
rewrite of FIFRA occasioned by the enactment of the Federal
Environmental'Pesticide Control Act of 1972.) Under the APA (5
U.s.C. § 556(c)), an employee'(ALJ) presiding at a hearing is
authorized, subject to published rules of the agency and within its
powers, to inter alia: "...(6) hold confefences for the settlement
or simplification of the issues by consent of the parties; ... (8)

require the attendance at any conference held pursuant to paragraph

1/ See Part 168-Rules of Practice Governing Proceedings
Conducted In The Assessment Of Civil Penalties Under The Federal
Insecticide, Fungicide, And Rodenticide Act, As Amended, 39 Fed.

‘Reg. 27656, July 31, 1974. »
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' (6) of at leést one represéntative of each party who has the
authority tol'negotiate concerning‘ resolution of issues in
controversy; (9) dispose of procedural requests and similar
matters; .... (11) take any other action authorized by agency rule
consistent with this subchapter." Rule 22.04(c) of the
Consolidated Rules of Practice (40 CFR Part 22), authorizes the
presiding officer (ALJ) to, inter alia, (2) que upon motions,
requests, and offers of proof, dispose_éf procedural requests, and
issue all necessary orders; ... (8) Require ﬁarties to attend
conferences for the settiement or simplification of issues, or the
expedition of the prddeedings; ..+ (10) Do all other acts and take
all measures nécessary for the maintenance of ordéf and for the
’ efficieht; fair and impartial adjudication of issues arising in

proceediﬁgS-governed by:these rules. | | |
The Part 22 ruies are intended to be a delegation to an
ALJ presiding in a particular proceediﬁg of all the adjudicativé.
powers personally held by the Administrator. :In re Arrcom,
Inc.,Dre#ler Enterprises, Inc., RCRA (3008) Appeal No.86-6, 2
E.A.D. 203 (CcJO, May 19, 1986), petition for reconsideration
denied, sub hom. Arrcom, Inc. et al., 1988 RCRA Lexis 36 (March 8,
1988). Thé requirement of 40 CFR § 152.50(b) that an applicant for
registration not residing in the United States must designate.an
agen.t residi_ng in the United States to act on behalf of the
registrant-"on all registration.matﬁers" encompasses enforcement

matters relating to'that,regiStration; In re Health Care Products,
. Inc. et al., I.F.&R. Docket No. VIII-90-279C et al. ,'(Pearlstein,'
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J.) (Orders On Motions, June 13, 1996). It is concluded that the
ALJ does have the authority to require Respondent to designate a
person residing in the United States as its agent for the purpose
of this proceédiﬁg énd Respondent will be ordered to designate such

an agent.

Comglainant’s Motion to Compel Admission/Denial
‘ Cbmplainant's "Motion to Compel Respondent to Admit or
Deny Factual Allegations," dated June 3, 1996, will be accepted as
a Motion for Discovery pursuént to Rule 22.;9(f).‘ The motion
requests responses to some twenty factual assertions. Complainant
refers to ~FRCP Rule .36 as the legal basis for the motion.¥
-Although not specifically'provided for in ﬁhe Part 22 Conéolidated
Rules of Practice, it has been held that requests for admissions
are anlappropriate form of disqovery.ly
Rule 22.19(f) provides that "...further discovefy, under
this sectioﬁ, shall be permittéd only upon determination by the
' Presiding Officer: (1) That such discovery will not in any way

*unreasonabiy delay the proceeding; (ii) That the information to be

, e/ FRCP 36 provides, "[a] party may serve upon any other
"party a written request for the admission, for purposes of the
pending action only, of the truth of any matters within the scope
of [those matters eligible for discovery] set forth in the request
that relate to statements or opinions of fact or of the application
of law to fact, including the genuineness of any documents
described in the request." Fed. R. Civ. Proc. 36 (1993).

17/ gee, e.g., In re Safety Kleen Corp., RCRA-1090-11-10-

3008(a) (ALJ, December 6, 1991); In re Tri-State Mint, Inc., et.
al. EPCRA-VIII-89-05 (ALJ, July 3, 1990). : '
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- obtained . is not otherwise obtainable; and (iii) That such
information has significant probative value.” 40 CFR §
22.19(f) (1). Requifing responses to Complainant’s requests for
admission/denial will not unreasonably delay this proceeding,
because a hearing has yet to be scheduled. Moreover, if certain
facts are admitted, or deemed to be admitted, resolution of this
matter may be expedited. The probative value of the information
appears to be obvious. For the reasons stated below, however,
Complainant’s motion will be granfed in .part and denied in part.
Factual Allegation No. 1 asserts that the firm Steurer
Ges.m.b.H. of Vienna, Austria, is not a parent, subsidiary,
predecessor, successor oOr agenﬁ of Jesmona. Mr. Waldner'’s
affidaviti and the Test Institute'and Food Research'Institute
opinioné indicate that Steurer Ges.m.b.H. is ‘simply another name
for éteurer Ltd. (Jesmond Ltd.). Other eviaence strongly
suggesting a relationsﬁip between Jeémond and Steurer is detailed
above. Waldner clearly has é different version of these
relationships and may not be directed or presumed td admit facts he
disputes. Moreover, information as.to the relationship, if any,
between Mr. Hubert Steuerer and Jesmond to Steurer Ltd. should be
readily ébtainable from Jesmond/BEP. Request No. 1 will be denied.
Factual Allegation Nos. 2 through 7 assert (2) that
Hubert Steuerer has no.affiliation_with Steurer Ges.m.b.H; (3) that
Jesmond was the sponsor of the tests; (4) that Jesmond providéd the
test samples td RCC}_(S) that Jesmond, as sponsor of the tests,

"knows the chemical composition of the test samples; (6) that at the
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time Jesmond sponsored the tests, Hubert Steuerer was an official
of Jesmond; and (7) that Hubert Steuerer has direct and first-hand
knowledge of the chemical composition of the test samples. These
are all matters within the knowledge of Hubert Steuerer and Jesmond
and are not appropriately addressed to Waldner. This information
should be "otherwise obtainable" from Jesmond/BEP. Request Nos. 2
through 7 will be denied.

Factual Allegation Nos. B8-12 and 15 state: (8) that
aAlfred Waldner and Steuerer. and/or [Steurer Ltd.)] Jesmond severed
business relations in 1984; (9) that Alfred Waldner was not
employed by or affiliated with Jesmond in 1985 or thereafter; (10)
that Alfred Waldner did not participate in the tests at RCC; (11)
thét Alfred Waldner did not participate in Jesmond’s decision to
sponsor the '‘tests at RCC; (12) that Alfred Waldner did not
participate in the selection or the collection of the test samples
for use in the tests at RCC; (13) that Alfred Waldner has no direct
or first-hand knowledge of the source or the chemical composition
of the test samples; and (15) Respondent cannot produce any
documentary evidence of the chemical composition of the test
samples. Otmar Hofer’s letter, dated September 23, 1994, on behalf
of Waldner states that Mr. Steuerer and Waldner went their separate
ways 1in 1987. Accordingly, Waldner has already submitted a
statement of the year the business relationship with Mr. Steuerer
was severed and Waldner may not be directed or presumed to make an
admission to the contrary. Moreover, information to dispute

Waldner’s statement 1is seemingly readily. obtainable from
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Steuerer/Jesmond/BEP. Request Nos. é & 9 will be denied. If
Waldner and Steuerer severed their business relationship in 1987 as
Waldner alleges, Waldner may have information within the scope of
Request Nos.10-13 and 15. 1In any event, these are matters within
Waldner’s personal knowledge and he will be directed to admit or
deny Requést Nos. 10-13 and 15.

Allegation Nos. 14 and 16 through 20 state: (14)
Respondent cannot produce any witness who has direct or first-hand
knowledge of the chemical composition of the test samples; (1§)
Respondent cannot produce any witness who has direct or first-hand
knowledge of the chemical composition of the ihsecticidezproduct
marketed by Jesmond under the trade names "Clean-Kill" or "Bio-
Kill" in 1984 or later; (17) Respondent cannot produce any
documentary evidence of the chemical composition of the insecticide
product marketed by Jesmond underlthe trade name "Clean-Kill" or
"Bio-Kill" in 1984 or later; (18) Respondeht cannot produce any
witness who has more accurate and mdre reliable information about
the identity of the test samples used in the tests at RCC than the
information provided by Hubert Steuerer; (19) Respondent has no
evidence concerning the formulation of the insecticide product
marketed by Jesmond under the trade name "Clean-Kill" or "Bio-Kill"
-since the date on which Alfred Waldner and Steuerer and/or Jesmond
severed relations; and (20) since 1985, the insecticide product
marketed by Jesmond under the trade name "Clean-Kill" or "Bio-Kill™
has contained only permethrin as an active ingredient. Respondent

will be directed to admit or deny Request Nos. 14, 16, 17, and 19
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and to furnish the names of any witnesses and to produce any
documents which would support or explain the denial of these
allegations.ﬂy Request No. 18 will be denied as improper, because
it in effect asks Respondent to acknowledge the credibility of
Hubert Steuerer which is open to question, and Request No. 20 will
be denied, because it is contrary to Waldner’s previous pleadings
and assertions herein.
/

Respondent’s Mo;ioh for Stay of gés;igigg Revocation

As 1ndicated (note 7 and accompanying text), Waldner’s
registrations have been #evoﬁed upcn the ground data and
representations submitted in support of the registrations had been
falsified. The notice of revocation cited the Administrative
Procedure Act (5 U.S.C. §‘558(c)), rather than FIFRA § 6 as the
legal authority for the revocation (cancellation). Waldner, by
letter, dated October 5, 1994, moved for a stay of the revocation,
arguing in effect that, because the penalty proceeding was still
pending, there had been no final determination that the data
submitted in support of its registrations were false as alleged in
the complaint.. To the extent the Agean's determination that data
submitted in support of the registrations were false rests upon the
default order, that determination is open to question,lbecause

default constitutes an admission of facts alleged in the complaint

1/ The Hofer letter, dated September 23, 1994, states that
Waldner was trying to 1locate Mr. Puha, a former employee of
Steuerer GesmbH, in order to obtain his affidavit, but that he
(waldner) had been unable to do so. No explanation of the testimony
and evidence Mr. Puha was expected to offer has been provided.
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-for the purpose of that proceeding oniy (supra note 7). In any
event, the defaﬁlt order has been set aside and the findings
therein are of no force or effect. Moreover, in view of the
express procedures in FIFRA § 6 for the  suspension and cancellation
of pesticide registration, it is questionable whether the APA.may
be relied upon as an independent basis for the revocation
(cancellation). The wvalidity of the revocation is not before me
and it is my determination to regard Waldner’s letter of October 5,
1994, as an objection to the revocation (cancellation) pursuant to
40 CFR Part 164, the Rules of Practice Governing Hearings Under
FIFRA. The Hearing Clerk will be directed to forward a copy of
Waldner’s letter, dated October 5, 1994, to the Director of the

Registration Division and to the_Office of General Counsel.

ORDER

1. Complainant is directed to supplement its prehearing exchange
with a copy of the certificates of analysis of the batch which
Jesmond alieges was furnished to RCC for the purpose of
conducting the 1986 toxicology studies at issue herein -and
with the result of analysis of the chemical composition of the
sampig which Jesmond alleges is available upon request. If
Complainant elects to comply with the suggestion (supra note
14) that a sample of BEP Insecticide be obtained and analyzed,
the result of that analysis should also be included in

Complainant’s supplemental prehearing submission.
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Waldner is directed to admitlor.deny Factual Allegation Nos.
io0, 11, 12, 13, 14, 15,16, 17, and 19 as 1listed in
Complainant’s Motion To Compel, dated June '3, 1996. Waldner
is directed to explain any denials of the listed allegations .
and to identify any witnesses and furnish a copy of any

documents which may explain or support denial of these

allegations. If Mr. Puha (supra note 18) has information or

evidence, which supports Waldner’s position herein, further
efforts to locate Mr. Puha may be warranted. TIf Waldner fails
to admit or deny the listed factual allegations within the
time set forth in this order, these allegations will be deemed
to have been admitted.

In accordance.with.40 CFR § 152.50(b),;Wa1dner is dirécted to
designate an agent residing in the United States for
registration matters and to inform the Agency, counsel for
Complainant, and the ALJ of the name and address of that
agent ./ |

Responses to this order shall be filed with ﬁhe Hearing Clerk

and served on the opposing party and the ALJT on or before

September 30, 1996.

12 In a letter addressed to Complainant’s counsel, dated

July 12, 1996, Mr. Otmar Hofer stated that he no longer represented

Microft Systems International Holdings S.A. and Mr.: Waldner.
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The Hearing Clerk is directed to forward a copy. of

Waldner's lé.tt.er, dated October 5, 1994, to the Director of the

Registration Division and to the Office of General Counsel.

Dated this day of August 1996.

Administrative Law Judge
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