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Re:  Doothe Matter of: American Blotech Labs, LLC
Bocket No, FIFRA-08-2007-0013

Dgur Siror Modum:

O bBehall of my elient, American Bioteeh Labi, LLC, enélosed please find for Gling an
origimal ad copy of Amensan Biotech Laby; LLC s Amswer w Penabty Complame and Regues
for Hearng tor the aboves-referenced docket. A copy of this pleading also is bemng served via
First-class muil on counsel for LS, EPA Region 8 in this motter, Eduardo Quintana

Please contonet me should you hove any questions concermng this filimg. Thank wou for
your atteniion 1o ths matter

Michoe! T. Novnk

Enelosures

irhp Eduardo Quintina, Senlor Enforcement Attorney, LLS, EPA Region 8

Wikilslinghigm, 3.0, Hrusanls MEn Framousi LT




UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

REGION R .

In the Matter of; | _

] Dockel Mo, FIFRA-O8-2007-0012
Ameriean Biotech Labs, LLC ., |
RO West Canyon Crest Road [ ANSWER AND REQUEST FOR HEARING
Alpme, §ltah, )

[

Respondent. i

ANSWER TO PENALTY COMPLAINT

American Hiotech Labs, LLC (“American Biotech™), by its attorneys Keller and
Heckman LLP, for 115 Answer and affirmative defenses w the Penalty Complaimt and
Ovppormminy for Plearing °Complaimt™) fifed m s maner by Regon B of the Unmed Sunes
Fnvironmental Protection Ageney (“EPA™ or “Complainunt™) hereby admits, denies and alleges
as follows:

JURISDHCTION

!, This civil adwinistrative enforcement action {s authorized by Congress i the Foderal
freseciteide, Fargretde and Roclentivide AerfFIFRA) T USOC S 030l The vules for ifis
pracecding ere the “Consolwdated Rules of Priactice Cioverning the Adoimisirative Assexsment of
Civll Penalites, Isswanee of Compliance er Corrverive Action Crders o the Revooation,
Fermination or Spspension of Permits ¢ Ruloy of Pravtice V). " $0C PR part 22, a copy of
wihieh ix enclosed

ANSWER:  American Biolech admits that the Complaint purports tobe i civil

enforeement aetion under FIFRA. Amencan Bioteel demies the remaming allegations of

Paragraph | of the Complarit,

2 Phe wndersignod EPA officids have been praperdy delogated the autherity to (ssae tlis
LrET LR,

ANSWER:  Amepican Biotech sdmits the allegations of Paragraph 2 of the Complaint.

2 EFAaleges thir Respondent hees viedated FIFRA by selling or diseibiing o
ausbereniedd pexiveide aod faling to provluece decumenty veriresd by v For trewe viedindions,
EPA progroses ohe pxsessaent of a civil penalty s more fll expliired befow



ANSWER:  Amencan Biotech admits: that EPA olleges in Parapraphs 8-21 of its
Comiplnint that American Hinteeh violated FIFRA. and admits st EPA proposes & civil peralty
i Paragraph 28 of os Complont. Amencian Biotech denies the resaming ullegations of
Famngraph 3 of the Complaimt

NOTICE OF QPPORTUNITY FOR A HEARING

4 Respondint his e vight o pablic hearting hefore an adiministrative faw jdge (A1)
rorfesagre Witk (1) ainy faet alloged by EPA fa the copmplaint, or (23 the appopridteness of the
prrespisand pesadiy.

ANSWER:  Amcerican Biotech admits the allegations of Pamgraph 4 of the Compliunt
and. i pecordance with 40 C.F.R. § 220150¢): American Biotéeh réguests siich o hearing. This
rexiest s reproduced af the conclusion of this Answer,

§. Tedlisagroe with the compluint, and axsert voyr righs to o hearing, Respondens wease
fele i wedttere answer fand one oyl with the Regional Hearing Clevk, 1395 Winkoop Street
RO, Prenver, Catorado SO0 wathin therny (300 dova off reveivirg this complamt,. The arswer
mus) clearly admit, demy or explain the factial allegations of the camplaint, the. geounds for any
efense. the fuets vou sy dispure, and vour spocific reguest fora pubiie bearing. Please sev
section 2215 of the Rules of Praviive for a complete descrprion of what st e e vogie goywer
FAILURE T FILE AN ANSWER AND REQUEST FOR HEARING WITHIN THIRTY (36)
DAYSMAY WANVE RESPONDENT'S RIGHT TO DISAGREE WITH THE
ALLEGATIONS OR PROPOSED PENALTY, AND RESULT IN A DEFAULT JUDGMENT
AND ASSESSMENT OF THE PENALTY PROPOSED IN THE COMPLAINT

ANSWER:  'Pdmgmph § of the Complaint is comprised solely of Tegul conclusions for
which no response is reguited,

QUICK RESOLUTION

6. Respondemt may resolve this proceeding o any time by paving the specifie penalty
proposed in s compliand. Such payvmend need ot contain oy vesponse o, or adimission of, the
alfegations i the complaine Such payment constires o wedver of Respordent s right i comiest
thir eellegerttonis amd to-appeal the final order, See soction 22,18 of the Rides of Practice for a fill
explinirtion of the quick resoletton process, I Respondent chooses to resolve this proceeding iy
paving the specific perdite proposed iy this complaing, payvmenst wist be made, within thirty §30)
calendar davy of receipt of this complaing, by semding a ceetifivd or coshior s check, incinding
the weame and docket mmher of this caye, poyveble to * Treavarer, Umited Stenes of America ' in
e e,
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A copy of the cheek must be mailed simultimeously 1o the attorney listed below,
ANSWER:  Paragraph 6 of the Camplaint is comprised solely of lewal conclusiony for
whitth no resportse is reguired.
SETTLEMENT NEGOTIATIONS

©EPA encovraees discassing whethor cases can e settled througd nformad settlement
comforonees, I o want 1o pursie the possthiliny of sertling this matter, or bve any other
geetationy, contuct Sewior Enforcement Artorney Edisardo Cuinfoamg ai (3030 30 26924 or the
aiifress bedon, Please note thar calling or requesting a settlement conference does NOT delay
the runming of the thivey (200 day poriod for filing an auswer and reguesting o earing.

ANSWER: Paragraph 7 of the Complaint is comprised solely of Tegal conclusions for
which no response 18 reguired.
GENERAL ALLEGATIONS

& FIFRA makes it wfowdfid 1o sell or distribiute a pesticide that s mstranded, 7080
& L3 fundi L)

ANSWERNR:  Paragraph 5 of the Complant is comprised solely of legal conclusions for
which no response 15 required. To the extent o answer is required, Americin Biotech demes the
allegations of Paragraph &,

. Uinider FIFRA, o pestieide is nrisheandid if is fapheling contamns amy statemont that i
false ormisloading USO8 Padrgitd jid)

ANSWER:  Paragraph Y of the Complant 15 comiprised solely of legal conclusions for
which no response is required. To the extent an answer is reguired, American Biotech denies Lhe
allegations of Parmeraph 9.

Y Respoedint, a Urah limited liahadiny compuny, 5 the everer s operator of o
compahy focated dt 80 Wesr Camyon Crest Boud, Alpine, Utalr N4004



ANSWER:  Amerean Biotech admits the allegations of Paragraph 10 of the
Complaint,

L Responclent prodices the pesticide " ASAP-AGX=-32. 7 EPA regivtration number
T2,

ANSWER: Amencan Biotech admis the allepations of Parayraph 11 of the
(Complaint,

120 The lubel of this pesticide produet elaime that 180 @ hospital distnfectant effective
aatnxt the pathogenic organismy Pyendomonas aernginesa and Stuplivlbeoccus auveus

ANSWER:  Amencan Biotech admits the allegations of Pamagraph |2 of the
Complami

13 that least 2% occasions during the month af February 20006, Respondent distribitod
aar verld the pestivide.

AMNSWER:  Amencan Biotech admis the allegations of Parograph 13 of the
Complaimi

I8 EPA tested the offectiveness of the pestivide in 2006,

ANSWER:  American Biotech admita that laboratonies at Michigan State Ulpiversity, s
the request of EPA, performed tests conducted nmder the AQAC Use-[xlution Method on
samples from asingle Jol of ASAP-AGN-12 i 2006, Amencan Bioteeh dendes the remaining
aflegations of Paragraph 14 of the Complamt, and specifically denies any implication that the
AOAC Uise-Dilition Method 15 accurate or rehable or that smd testing 15 representative of
ASAP-AGX-32"s efficacy against pathogens such as Prendomonay aernginose and
Stapindococouy atreus,

{5 The product was nof effective againse the pathogeric arganisms Psewdamonas
aeraginosy and Stuphyviococehs aureny,

ANSWER:  American Biotech denies the allegations of Parngraph 15 of the

Complami.



M. Respondenn ix a “peeson ™ wirfrte the meanimg of the stanie, T80 8 13600, ol
thervtore sufpoct te the vegqisiremonts of the statite andior regoliatony,

ANSWER:  Paragraph 1o ol the Complaint is comprised solelv ol legal eobélisions fisr
which no response is required. To the extent that a response is regquired, American Biotech
demies the allegations of Paragraph 16

IT  Rospondenr bxa “prodiecer ™ ay defined by the svingre, 71800 ¢ 360w, amild
“destritdlor seller ™ as defingd hy tho statwre, 7 US0 ¢ 1ani2iiee) of a "pesticlde ™ ax defined
P plie sattde, TS 8 3642 )

ANSWER:  Parngraph 17 of the Complamit 15 comprised solely of legal conclusions for
which o response 1s regquired. To the extent that o response 15 required, Amencan Bintech
denies the allegations of Parugriph 17,

s ﬁ;t'_'n]’.lr_llh'.lrz'_':r.ff & 20 disteituttonts or sales of ASAP-AGX-32 EPA registration monwhor
FRA90-2 with a labed claming i vies effeviive against Prewdamomes gerngiiosa oud
Stapindococony durdis, constifutes 28 Volations of FIFRA. T LLS.C 13650l fF).

ANSWER:  Paragraph 18 of the Complinst is comprised solely of legal conclusions for
which ni response 18 required. To the extent that a response is required, Anferican Bioleeh

demies the allegations of Parngrmph 18,

19, Under FIFRA, o pesticide produeer is veguired to boep records showing shipment
informantion of pesticides produced . 7 DSC § 1360 JOCF R E A0 '

ANSWER:  Paragraph 18 of the Complaint is comprised solely of legal conelusions for
which no response 15 roquired.

2O Mured 23, 2007, the £PA vequested shipmeny information. Specificedly, E1
ruipentend the seees ged adidresses of convignees, dotes, amd greantities shipped of Respomten's
ASAP-AGN-32 poexficide associalod with e 2006 offectivencss text.

ANSWER:  Amerean Blotech admits the allegations of Paragraph 20 of the
Complaint.

2 A of che date of this complaint, Respordent has vt sebiirted te reguesied

shipmint informeation (o EPA. Respondent s fatliy to provice the shipment informiion of
ASAPACGY-32, conyefivetes one vieldaton of FIFRA, TUSC I36an 2R,



ANSWER:  Amirican Baotoch domses thee allegations of Parazraph 21 of the Complaint
stiting that 1 hus Gaifed 0 provide shipmeit imformation. American Biotech provided EPA
Region ¥ with shipmoent information on October | abd October 3, 2007

PROPOSED CIVIL PENALTY

22 FIFRA T USC § 1301 1), asthorizes the axsexsopend of o civil peiaity f nigs o
SO JRE U0 prevwe ey for cach violation, In arciving aethe pemadty proposed befow, EPA.

rFegired frthe seatite, = ULSC 8 138l (41, s taken info canstderation, fo the exiond known,
f0d tht arze o Bespomclomt s heeiness, (20 Respossdem s ahiliny fo continee i business in lght of

the praposied penaliv, and (3) the grivvitv of the alleged viedotions

ANSWER:  The first sentence of Parngraph 22 of the Complaint is comprised solely of
lepal vonclusions for which po responise 15 required, Amenican Biotech geks informiation
sulbicent to form o belel as o the truth of the remanmg allegstens of Paragraph 22, and
thereflore denies these allepations.

23 BPA s appieonsc it to coderleting appropriane pencdifes (x ontlined in s Enfarcement
Hespense Poliy forche Federal Inseencude, Fusgiede and Rodeseieide ey (FIFRA), July 2
1994 femclosid), which provides o rational, consistent, and eqiitahle method for appiving these
statebory fiuctors o the facts and clrowmstanees of specific coses. Lsing the policies 1o apply the
statifory fuctors to the facty of thiy cave, EPA proposes that a penalty of $157,300 be axsessed -
aguinst Respondent for the violations elleged above, EPA s penaliy colenfotion narrative iy
enclosed soved ieorpopated ay Comploimant s Exhibie [ o os complane, Addinonatiy,
Commptlaairsamt Bees enelfeoedd o copy of “Inforatation for Socll Businckbes ™

ANSWER:  Paragraph 23 of the Complamt s compnsed solely of legnl conclusions for
which no response is required. To the extent that a response is reguired, American Biotech
demes the allegations of Parngraph 23, and specilfically denies that EPA”s proposad penalty is
Appropriate in this mstonee.

2 The AL is nop bogind by K28 pinaelty: podicy of the penalty propeosed by

Cromplatersatins, el ey assess o pemalne above the propesed anonnt. ap to thie mexinum amouns
ariffarized i the strrnie

L]



ANMSWER:  Parpgraph 24 of the Complamt s comprsed solely of legal conclosions for
which e response 18 reguired, To the extent that a reeponse i requared, American Biotech
demes the allegations of Pamgraph 24,

AFFIRMATIVE DEFENSES

Ameriean Brotech stutes the following affirmative delenses, and expressly rederves the
right to amerid this Answeer to ralse additional defenses us may arise during the course of
discovery ind information exchatige in this matter,

FIRST AFFIRMATIVE DEFENSE

Adnericdn Busteeh at all timeés aoted rebsonably and in' good (nith, based on all relevam

[mefs and circumstances it knew at the time-

SECOND AFFIRMATIVE DEFENSE

Complamant has fmled to state aclaim upon which relief can be granted.  Specifically,
the AOAC Ude-Dilution Method emploved by lonbomtones at Michigan State University in 2006
15 inaccuraie and unrelinble. both generally and as-apphed w the 2006 westme of ane loy of
ASAP-AGX-320 As o resull, said testing is wholly unrepresentative o ASAP-AGN-32"5 actun)
efficacy against Prewdortonas aeraginose and Stapindococens airets.

THIRD AFFIRMATIVE DEFENSE
With regard 10 Count 30 of the Complaint, Complansat has failed to state o clam upon
which relief can be granted because Amencan Biotech did i fact submit to EPA the shipmen
data it roguested.
FOURTH AFFIRMATIVE DEFENSE
Complamant’s allegations constiture agency netion that i arbitcary and capricious. and an

abrise of disereton under the Admmdstrve Procedure Aot 3050 88 853 and T06(2).



FIFTH AFFIRMATIVE DEFENSE
Clompluingnt his no right w reliet. 30CF.R, §5 22.40en7), 22.20(u4)

REQUEST FOR HEARING

Inaccordonee witl 40 CF R § 22 15(e). Amencin Bioteih hereby roquests a public
Bearing e fore an admimisiritive law judge in ordes o dispute EPA's claims in this Complaing, as
descrbed above.

Respectiully submined,

American Biotech Labs, 1.1.0

e of its attorneys

[rated (et 31, 2007

Michael T. Novak

Jason E Yenroul®

KELLER AND HECKMAN, LLP
1001 G Siveed, WNW,

Sutte SO0 West

Washington, DO 20001

Tel: 1202) 4344100

Fax: (2021 43440460

* Adstitted o priclice n limos



CERTIFIC: FSERVICE
L. Jason E-Yearout, un pttomey, hereby cenify that on October 31, 2007 | gerved copies
af Amencan Bimech Lobss LLC"s Answer o USEPA's Penalty Complaint and Reguest Tos
Hearmg on the following persond via first-class muil;

Regional Hearing Clerk

LS EPA Regon &

1545 Wiynkoop Street (RRC)
Deriver, Colormado 80207

Eduardo Cumiona

Semot Enlorcement Altomey
115 EPA Region &

| 595 Wynkoop Street (ERC)
[Fenver, Colomdo 80202

i Sl

{ Juson E. Yearout




