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A. WHEREAS, Plaintiffs, the United States of America, on behalf of the United
States Environmental Protection Agency (“EPA”), and the City of Omaha (“Omaha”), a political
subdivision of the State of Nebraska, that is authorized to file suit in the name of the State of
Nebraska and the Neﬁraska Department of Environmental Quality (“NDEQ?’) to enforce boﬂg
state and federally enforceable environmental protection statutes, regulations, and permits issued

by i:he C1ty of Omaha on behali‘ of NDEQ, havc ﬁled a Compiamt in this action concum:ntiy with

this Consent Decree, aliegmg that between 1999 and the filing date of the C,ompialnt Defendant,
American Laboratories, Inc. (“Defendant” or “ALI”) is civilly liable for violations of the Clean
Air Act (“CAAY), 42 U.S.C. §§ 7401, et seq., the Nebraska Administmtiye Code Title 129 et seq.,
and the Omaha Municipal Code Chapter 41 et seg. - |
B. WHEREAS, at all times releévant to this ‘action, Defendént has owned and/or
operated two separate facilities within the City of Omabha, N‘ebraska, located at 5036 South 33"
St. (“East Facility”) and 4410 South 102 Street (“West Facility™.
C‘. WHEREAS, the Complaint alleges the following violations by Defendant:”
1. Violations of the requirements of Secﬁon 110 of the CAA, as amended, 42
$.C. § 7410, for violations of the CAA and the federally approved and enforceable Sate
Implementation Plan (“SIP”) for the State of Nebraska set forth in the Nebréska '
Administmtiv.é Code, Title 129, Chapter 19 and Omaha Municipal que Chapter 41-2,
which adopt and incorporate by reference the fe;d.era} regulations set forth at 40 C.F.R.
§ 52.21 (June 30, 1997, edition), pertaining to the “Prevention of Significant
Deterioration” (“PSD™) of Alr Quality under the CAA;
2. Violations of the requirements of Section 112 of the CAA, 42 US.C. § 7412,

which autherizes the Administrator of EPA to regulate hazardous air pollutants (“HAPs”)

3
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that may have an adverse effect on health or the environment. Pursuant to Section 112 of
the 'CAA, 42 U:.S.C. § 74:1 2, the Adrﬁinistrai‘or establislhed the National Emission
Standards for Hazardous Air Pollutants (“NESHAP”) at 40 C.F.R. Part 63. Reie{fant to
the. instant case, EPA established National Emission Standards for Pharméceuticals
Production, found at 40 C.F.R. Part 63, Subpart GGG (“Pharmaceutical MACT™),

effective October 21, 2002, which are adopted by reference at Nebraska Administrative

Code, Title 129, Chapter 27 and Omaha Municipal Code Chapter 41-2; and
3. Violations of Title V of the CAA, 42 US.C. §§ 7661-766 If and Nebfaska
Administrative Code, Title 129, Chapters 5-9,12, which is incorporated by reference at
Omaha Municipal Céde Chapter 41-2, and requires major sources of air pollutants to
obtain and operate pursuant t;) opérating permits which incorporate all applicable
requirements of the CAA. o
D. WHEREAS; Defendant, ALL isa corporatéon organized and existing under the
laws of the State of Nebraska, and is authorized to do business in the State of -Nebraska,
E.. WHEREAS, Defendant does not adﬁlit any liability to the United States arising out
of the facts alleged in the Complaiint;l 7
| F. WHEREAS, Defendant has certified by affidavit dated November 16, 2006, that it
no longer utilizes HAPs in the production 6f “pharmaceutical products™ as defined by the
Pharmaceutical MACT, foﬁnd e}i 40 C.F.R. Part 6.3, Subpart GGG (“Phanmaceutical MACT™);
G. WHEREAS, Defendant has been issued a Titlc V operating permit by ‘Omaha for
the West Facility; |
H. WHEREAS, Defendant has completed the installation and implementation of the

Settiernent Control Technologies and Work Practices described in Attachment I to this Consent

"
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.Decree and Defendant has submitted to EPA and Omahai written notification that thé installation
of the control technelégies and implementation of the work practices described ig Attachment | |
has been completed and that the control technologies are fully operational ét Building 36 of the
East Facility. |

L WHEREAS, the Parties recognize, and the Court by entering this Consent D.ecree

ﬁnds thai thlS Consem Decree has been negotiated by the Parties in good faith and will avoid

litigation between the Parties, and that this Consent Decree is fair, reasonable, and in the pubilc
interest. |

NOW, THEREFORE, befofe takihg testimony and without the adjudication or admission
of aﬁy issue of fact or lavs-r except as prévidéd in Section I,lbeid\%r, and with the consent of the
Parties, IT IS HEREEY ADJUDGED, ORDERED, AND DECREED as follows:

I JURISDICTION AND VENUE -

1. This Court has ]urlsdxcuon over the subject matter of the Umted States’ and
Qmaha’s claims in this action pursuant to 28 U.S‘.C. §8§ 1331, 1345, and 1355, and Section 113(b)
» of the CAA, 42 U.8.C. § 7413(b), becaus‘é: (1) the action arises in part under the laws of the .
United Staleﬁ; (2) the United States is a plaintiff; and (3) the action is brought in part to recover
penaities incurred under Acts of Congress. o
2. The Court has personal jurisdic;tion over the Parties to this Consent Decree. Venue
lies.in this District pursurant io Section 113(b) of the C'AA,. 421.8.C. § 7413(?}), and pursuant to
| 28 U.S.C. §§ 1391(b) and (c) and 1395(a), because the claims ailegcd in the Comlplaint.occurred
in timi§ district and because Defendant conducts business at two facilifies located in this district.

For purposes of this Decree, or any action to enforce this Decree, Defendant consents to the
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Court’s jurisdiction over this Decree or such action and over Defendant, and consents to venue in

this judicial district..

II. APPLICABILITY

3. The obligations of this Consent Decree apply to and are binding upon the United
. States and Omaha, and upon Defendant, and any successors, assigns, or other entities or persons

otherwise bound by law.

4. ‘No transfer of ownership or operation of Defendant’s Hast or Wést Facilitie§, ér
assets of Defendant, or any portion thereof, prior to the completion of the Defer‘adant"s obligations
hereunder, shall relieve Defendant of its obligation to ensure thét’ the terms of the Decree are

- implemented.

5. Any transfer of owi'lershijp' or opération of Defendant’s East or West Facilities, or
assels of befendant, or any portion thefeof, must be ¢0nd.iti0ned upon:

a.  the transferee's agreement to undertake the obligations requir_éd- by this Consent :
Deér.ee with respect to the Faciii‘tiss Beiﬁg transferred, and to intcrvg;ne as a Defendant in this
action for theI purpose Qf beiﬁg’ bound by the applicable terms of this Consent Decree;

b. | the transferee providing the U‘nii;ed VSta’tes and 1_;he Omaha with wformation
su.fﬁcient to dambnstrate that the traais.i‘ﬁr\ee has the technical and financial means to comply with |
the applicable obligations of this Consent Decree; and

¢.  EPA and Omaha’s written consent to the substitution of the transferee fc.ur‘
Defendant with respect to such obligations, or as pr(}.v'idéd in a court 01;01 er issued af the
cohciusibn of the dispute resolution procedures set forth in Section X1 of this Decree.

6. At least thirty (30) days prior to any transfer of ownership or opera.tiori of any of

the Facilities or any portion thereéﬁ Defendant shall provide a copy of this Consé.nt Decree to the -

6 .
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proposed transferee and shall simultaneously -pr(;vidc written notice of the prospective transfer,
together with a copy of the proposed written transfer agreement, to EPA, Region 7, to the U nlted
States Department of Justice (“DOJ”), and to Omaha in accordance with Section XV of this
Decree (N otic_e_s). Any attempt to transfer ownership or operation of the Facility without
complying with Paragraphs 5 and 6 constitutes a violation of this Decree.

7. . Defendant shali provide a copy of this Consent Decree fo all ofﬁocrs employees

and agenis whose duties might reasonably mclude complzance wzth any provision of 1h1s Demee o
Defendant shall condition any contract to perform such work required under this Consent Decree
in conformity with the terms of this Consent Decree.

8. In any action to enforce this Consent Decree, Defendant shall not raise as a defense
the failure by any of its officers, directors, employees, agén_ts-, or contractors to take any actions

necessary to comply with the provisions of this Consent Decree.

HH 8 DEFINITIONS
| 9. Terms used in this Consent Decree ti‘lat ére defined or used in the CAA, orin
regulations promulgated thereunder, shall have the meaning asswned to them in such statute or
such regulatlons unless otherwise prowded in this Decree. .Whenever lhe terms set forth bciow
are used in this Consent Decree,‘the following definitions shall apply: -
a. “Complaint” shall nﬁean the complaint filed by Plaintiffs in this action, unless
" noted otherwise. : |
b. “Consent Decree” or “Decree” shall mean this Decree.
¢ “Day” shall medn a calendar day unless expressly stated to be a working day. In

computing any period of time under this Consent Decree, where the last day would fall on a
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Saturday, Sunday, or federal holiday, the period shall run until the close of business of the next

working day.
d. “Defendant” shall mean American Laboratories, Inc.
e.  “East Facility” shall mean the facility owned and operated by ALI located and

addressed at 5036 South 33™ $t., Omaha, Nebraska.

f. “EPA” shall mean the United States Environmental Protection Agency and any of ,

its suécessor .departmen.ts or agencies.

g. “Paragraph” shall mean a portion of this Decree identified by an Arabic numeral.

h. “Parties” shall mean the United States, the City of Omaha, Nebraéka, and
American Laboratdries, Inc. |

i “Piaintiffs”_shail mean the United States and the City of Omaha.

J- “Sectién” shall mean a portion of this Decree identified by a Roman numeral.

k. “West Facility” shall mean the facility owned and operated by ALI located and
addressed at 4410 South 102™ Street, Omaha, Nebraska.

I “United States™ shall mean the United States of America, acting on bebalf of EPA.

IV. CIVIL PENALTY

10 Defendant shall pay a total civil penalty of $440,000, which will be paid in wo
instaliments of $220,000 plus inferést, each as -set forth below in settlement of this action. Intercst
on thé outstanding balance of the civil penalty shall accrue from the date on which this Decree 1s
lodged with the Court, at the rate specified in 28 U.S.C. §‘ 1961. A payment of £220,000 (plus
interest) shall be due and payable within thirty (30) days of the Effective Date as set forth in |

Section X VI of this Consent Decree and Paragraphs 11 and 12. No later than one year from when
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the first installment is due, the Defendant shall pay the second installment of $220,000 (plus
interest) of the civil‘ penalty, as provided in Paragraphs 11 and 12.

11, After Entry of the Consent Decree, instructions shall be provided to Defendant for
FedWire Electronic Funcfé Transfer (“EFT™) té the U.S. Department of Justice by the Financial
Litigation Unit of the U.S. Attomey’s Office for the District of Nebraska. One haif of each

payment due pursuant to Paragraph 10, above (half being equal to $I 10,000 plus accrued

interest), shall be made by Defendant by FedWire Electronic Funds Transfer (“EFT”) o the U S
Department.of Justice in accordance with instructions o be provided to Defendant. The payment
shall reference the Civil Action Numbn;,r assigned to this case and DOJ Number 90-5-2-1-08313.
Any fimds received after 11:00 a.m. Eastern Time shail. be credited on the next business day.

12. One half of each payment due pursuant to Paragraph 10, above (i_aalf béing f:qge;I to
$110,000 plus éccrue_d inte:x_esf), shail be made by Defendant by cettified check payable to the
Treasurer for Douglas C‘ounty, Nebraska, and submltted to the Office of the Attomey General,
State of Nebraska, State Capitol, Room 21 15, P 0. Box 98920, Lincoln, Nebraska, 68509 8920.

13.  Within five days of each paymcnt Defendant shall send written notice of payment
aﬁd a copy of any transmittal documentation to. Plaintiffss in accordance with Section XV of this
Decree (Notices). |

14, Defendant :;ahéll not deduct the civil peﬁalties paid under this Section in calculating

federal, state, or local income taxes.

V. COMPLIANCE SCHEDULE AND REQUIREMENTS
15.  As stated herein, at Building 36 of the East Facility, as of January 2008, Defendant
completed the instailatio‘n of the Settlement Control Technologies and Work Practices described

in Attachment I to this Consent Decree. From the Effective Date of this Consent Decree,

9
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Defendant shall continue to operate and implement th.e Seﬂlemént Control Technologies and
Work Practices described in Aftachment I. From the Effective Date of this Consent Decree, as a
meaﬁs of limiting emissions of isopropyl alcohol (“IPA”), Defendant shall recover and reuse at
Jeast 93% of total IPA used at Building 36, calculated on a 12-month rolling average and utilizing
daté. collected by Defendant since the January 2008 startup of the Settlement Control

Technologies described in Attachment I. Following the date that a PSD permit required by

Paragraph 17 for Defendant’s East Facility is issued, fully effective and no longer subj eét to
challenge or appeal, Defendant shall comply with the terms and limits of the PSD permit, which
shall require Defendant to recover and reuse at least 93% of total IPA used at Building 36,
- caleulated on a 12-month rolling average basis, in addition to the obligati011s contained in this
Consent Decrée. |
16.  For purposes of péiculating the perceﬁtage of IPA recovered, Defendant shaﬂ

propose a methéd for calculating this percentage to EPA and the City of Omaha for review and
approval with;‘n fifteen days (15) of the Effective Date of this Consent Decree. Defendant will
collect and report the following information monthly by the 15" day of each calendar month to |
EPA and Omaha in accordance with Section XV (Notices) of this Decree. The basis for
Defendant’s calculations shall inci.udc, buf: ziot be limited 10, the following inf@fmaiion:

a. The number of batches of pancreatin pro&uc'ed each month;

b. The ambunt of IPA put into the pancreatin pfécess cach month;

C. Mefer records of IPA into Process TaJ.}k 301, recorded pursuant to Manufacturing |

Instructions;
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d. Monthly measurement of the amount of material and testing of the IPA
concentration in Process Tanks 302 and 303, shall occur on dates that material is
“present in the tanks;
e. Monthly measurement of spent IPA and testing of IPA concentration in spent IPA
Tank 316; |
f. ‘Monthiy measurement of recovered IPA and testing of IPA. concentration in
Rewv;l_";&_im; Tank 318’ and.. R :
g. Monthly measorement of iPA in Virgin JPA Tank 317.
‘ Prior to measure'rnenﬁ and %esting, spent [PA from the dryers (FD-301 and FD-302)

h.

and the solid and fines separation tanks will be pumped into Spent IPA Tank 316.
All inventories will be converted and reported on the basis of 99% IPA. -
For the prior calendar month, a calculated 12-month average percentage of IPA

recovered, as a ?ercenta’ge of total IPA‘usec'i (Until Febraary 2009, Defendant shall

utilize the data for operation for the months between January and September).

EPA and Omaha may provide comment and request additional information be submitted

in-the monthly reports submitted by Defendant for purposes of development of the PSD

permit.

17.

V1. PERMITS

Within ninety (90) days of the Effective Date of the Consent Decree as set forth in

Section X VI (Effective Date), ALI shall submit an administratively complete PSD permit

applicaﬁon to Omaha permitting authority for 'Building 36 at the East Facility, pursuant to 40

C.F.R. § 52.21 and the State Implementation Plan (“SIP™) for the State of Nebraska set forth in

- the Nebraska Administrative Code, Title 129, Chapter 19; which adopts and incorporates by

1
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reference the federal regulations set forth at 46 C.F.R. § 52.21, pertaining to the PSD of Air
Quality under the CAA, to address the modifications to Defendant’s East Facility referenced in.
the United States’ Complaint. The PSD permit application shall prop;ose, at a minimum, to utilize
the control technologies necessary to achieve the requirement for Best Available Control
Techﬁ@ogy, as provided in 40 C.F.R. § 52.21, and 1ﬁay include the control technologies

deseribed in Attachment I and/or additional control technologies, and emissions limit set forth in

Paragraph 15 and the monitoring requirements in Paragraph 16.

18.  Defendant hereby waives its jurisdictional objections to the issuance of a PSD
permit by the City of Omaha for the East Fcility, but resérves arly and all rights to object to
and/or éontest the substantive requirements of any PSD permit to be issued by the City of Omaha
in response to Defendant’s PSD permit application.

19.  Within ninety (90) days of the Effec?jﬁe Date as set forth in Section XVI (Effectiv.;
Date) of this Consent Decree, Defendant shall submit to Omaha an ﬁpdat_ed Title V permit
application to modify the Title V permit for the East facility, to include the requirements of this
Consent Decree an&_ to include a proposed schedule of compliance reguired fo achieve Compliaric.el
'v;fith the terms of the effective PST) permit for the East Faciiity, and the monitoring requirements

described in Section V.

VIH. REPORTING REQUIREMENTS
20.  Inaddition té the submittals required in Section V and VI abqve, Defendant shail
submit the following Annual Reports to EPA and Omaha in accordéﬁce with Section XV of this.
Decree tNotices):
a. By February 15" of the year following tﬁe Effective Date as set forth in Section
XVI of this Consent Decree and by February 15™ annually thereafter, Defendant shall submit an

12
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Annual Report fu}iy documen{ing the performance by Defendant of the tasks required by Sections
V and VI, above during the prio; calendar year. Defendant also hereby certifies that it is no
longer using HAPs at cither the East or West facilities, and will provide documentation and notice
in each a:umuéi report to Omaha and EPA if it begins o use HAPs in the future.

b. Each report submitted by. Defendant.under this Section shall be signed by a

responsible corporate officer of the submitting party and include the following certification:

I certify under penalty of law that I have examioed and am familiar with the
information submitted in this document and all attachments and that this document
and its attachments were prepared either by me personally or under my direction or
supervision in a manner designed to ensure that qualified and knowledgeable
personnel properly gather and present the information contained therein. I further
certify, based on my personal knowledge, or to the best of my knowledge based on -
my inquity of those individuals immediately responsible for obtaining the
information, that the information is true, accurate and complete. I am aware that

. there are significant penalties for submitting false information, including the
‘possibility of fines and imprisonment for knowingly and willfully submitting a
materially false statement.

VIII._ REVIEW AND APPROVAL OF

- EMISSIONS MONITORING PLAN, IF REQUESTED

21. I.f determined to be necessary for purposes of 'deveiopiﬁg the required PSD
pemrlait; EPA and Omaha may request that Defendant submit an Emissions Monitgring
Plan (Monitoring Plan) for review and approval to monitor the effectiﬁene_ss of the
Setilement Control Technologies and Practices set forth in Attachment 1to this Consent
Decree. If such a Plan is requested,lDefendabt éhali submit the Monitoring Plan to
Plaintiffs within sixty (60) days of recf:if»t of the request. EPA, in consultation with
Omaha, may approve or decline to approve the Monitqring Plan and provide written
comments. Within sixty (60) days of ieoeiving mrrit*é:en com_mehts from EPA, Deféndant

shall either: (i) revise the Monitoring Plan consistent with the writlen comments and

i3
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provide the rev:sed Monitoring Plan for final approval to EPA and the Omaha or (n)
submit the matter for dispute resoiutmn including the period for informal negotiations
under Section XI (Dispute Resolution) of this Consent Decree. Upon receapt of EPA’s
final approval of the Menitoring Plan or upon completion of the Monitoring Plan pursuant
to dispixte resolution, Defendant shall implement the Monitoring fian in accordance with

its terms.

IX. STIPULATED PENALTIES
22 If Defendant fails to timely and ﬁomple{eiy make the éayments required
under Section IV (Civil Pena]ty)rwher; dﬁe, Defendant shall be liable for a stipulated
penallty of five thousand dollars ($5,000) to the United States per day for cach day that the
payﬁwnt or any portion thereof, inciuding iinterest, ié late.
| 23.  Except as set forth speéiﬁ;:ally in Paragraphs 22, 24, and 25, Defendant shall be
Hable for stipulated penalties to fhe United States for all other violations of this Consent Decree,
as set forth below. A vi_o]atinn-inciudes failing to perform any obligation required by'lhe terms of
this Decree,‘ includ.ing any obligations under.Sections IV, V, VIior ViI (uﬁ]eéé specifically
addressed els.e;whe.r.e.}?. gc;prding t; all appiicable-requirementé of this Decree and within the

‘specified time schedules established by or approved under this Decree,

Penalty Per Violation Per Day: Period of Noncompliance:
$750 | 1% through 14™ day
$1,000 15" through 30" day
$2250 31" day and beyond

24. Faﬂure to comply with the 12- month rolling average limit of 93% of recovery of

~ total IPA used, Where the violation is recovery of less than 93% but greater than 91% recovery of

14
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tota) IPA used, shall be subject to é‘penalty of $1, OOO per day (?unount of IPA recovered is
between 91% and 93% of total TPA used). A violation of the 12-month rolling average recevery
Hmit fm IPA is a violation on every day of the month on which the average is based.

25.  Failure to comply with the 12-month roiling average limit for IPA, wh‘ere the
violation is recovery of less than 91% of total IPA usgd shall be subject to a penalty of $2,500 per

day. A violation of the 12-month rdilirig average recovery limit for IPA is a violation of every

déy Qf the month on which the average is based.

26. | Stipulated_penalties shall begin to accrue bﬁ tl;e day after performance‘is due, and
shall continue to accrue until performance is safisfactoriiy completed. Stipulated penalties shall
aécrue simultaneously for separate violations of this Consent Decree. Defendant shall pay ‘any

| stipulated penalty assessed within thirty (30) days of feceiving a written demand from the United
States. The United Stafes may, in the unreviewable exercise of its discretion, reduce or waive
stipul.ated-penaltiegs otherwise due under this Consent Decree.

. 27.  Stipulated penalties shall continue to acérue during any Dispute Resolution, with
interest on accrued penalties payaﬁie and calculated at the rate established by the Secretary of the
Treasury, pursuant to 28 U.S.C. § 1961, but need not be paid until the following: '

a. If the dispute is resolved by agreement, Défendanﬁ shall pag}' a;c.r.ﬁe.{.i penames ..

| detenjninéd 1o be owed, together with in{'erést, to the United States within thirty (30) days of the
effective date of that agreement; o |
b  Ifthe dispute is submitied to the Court and the United States prevéils in whole or
| in part, Defendant shall pay-all accrued penalties determined by the Court fe be owing, together
with interest, within sixiy (60) days of receiving the ‘Court’s decision or order, except as provided
in Subparagraph ¢, below; | |

15
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c. If eithe;r the United States or Defendant appeals the District Court’s decision,
Defendant shail pay all accrued penalties determined to be owed, tog;ether with intereét, within
fifteen (15) days of receiving the final appellate court decision,

28.  Defendant shall, as directed by the Umted States in its demand, pay stzpuiated
penalties owing to the Uﬂited. States by EFT or by certified or cashier’s check in the amount due,

payable to the U.S. Treasury, referencmg the civil action number assigned to this case, DOJ

Nuinber 90-5-2- 1—083 13 Payments by certified or cashier's check shall be delivered to the ofﬁ(,e |
of the United Statcs Attorney, District of Nebraska in accordance with Sectxon XV of this
Consent Decree {(Notices). |
29, Deféndant shaii not deduct stipuia’;ed i)ena!ties paid. under this Section in
‘caléulating federal, state or local income taxes.
l' .30, If Defendant fails to pay stiphlated penalties aécording to the terms of this Consent
Decree, Defend'aﬁt shall be liable for interést on such penalties, as provided for in 28 U.S.C. |
1961 accruing as of 1he date payment became due.
31.  Subject to the provjsions of Section XI1 of thls Consent Decree (Effect of
Settlemenb’Reservatmn of Rights), the st1puiated penaltles provxded for in thls Cons*ent Decree
“shall be'i in addition to any other nghts remedies, or sanctions avaﬂable to Plam‘affs for |
| Defendant’s violation of this Consent Decree or applicabie law.-

X. FORCE MAJEURE

32. A “forceﬁnajeure_ event” is any event,beyond the control of Defendant, its
contractors, or any entity controlled by any Defendant that delays the performance of any’
obligation under this Consent Decree despite Defendant’s best efforts to fulfill the obligation.

“Rest efforts” includes anticipating any potential force majeure event and addressing the effects
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of any such event (a) as it is occurring and (b) after it has occurred, to prevent or minimize any
resulting delay ln:o the greatest extent possible. “Force Majeure” does not include Defendant’s
financial inability to perform any obligation under this Consent Decree.

33.  Defendant shall provide written notice to Plaintiffs as p;'ovidéd in Section XV
(Notices) as soon as practicable, but not later than three (3) business days after the time Defendant

first knew of, or by the exercise of due diligence, should have known of, a claimed force majeure

event. The notice shall state the anticipatedlduraﬁon éf. ény delay, its cauéé(s); Defendant’s past
and proposed actions to prevent or minimize any delay; a schedule for carryiig out those actiohs; :
and Defendant’s rationale for attﬁbuting any delay io a force majeure event. If Defendan’; fails to
comply with the notice reqﬁirements herein, the United States may void Defendant’s claim for
fotce majenre as 1o the specific event for which Defendant has failed fo comply with such notice
requirement.

34.  Ifthe United States agrees that a force majeure event has occurred, the United
States may agree to extend the time for Defendant to perform the affected requirements for the
time necessary to corﬁpiate those obligations. An extension of time to perfomi the obligatipns
affe&;ed. by a__f_(_)_rpg maj eure event shall not, by itself, e#tend the time to perform any other
obligaﬁon. Where the United States agrees to aﬁ extension of time, the appropfiate modification
shall be made pursuant to Section XVIII of this Consent Decree (Modification) and is not a
material change under that Section.

35.  If the United States does not agree that-a force majeure event has occurred, or does
not agree to the e;xfension of tinle sought by Defendant, the United Si'ates} position shaﬂ be

' binding, unless Defendant in_vokes Dispute Resoiiation under Section X1 of this Clonsent Decree.

In any such disputg, Defendant bears the burden of proving; by a preponderance of the evidence,

17
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that each claimed force majeure event is a force majeure event, that Defendant gave the notice -
required by Paragraph 33, that the force majéuré event caused any delay Defendant claims was
attributable to that event, and that Defendant exefcised its best efforts to prevent or minimize any
delay caused by the event.

XI. DISPUTE RESOLUTION

36.  Unless otherwise expressly provided for in this Consent Decree, the dispute

resoiuﬁon procedures of this Section shall be the exclusive method available to resolve d1sputes h
arising under or with respect to this Consent Decreé. However, such procedures shall not apply to
actions by Plaintiff(s) to enforce obligafions. of Defendant under this Cousent Decree that.ﬁaﬁe
not been disputed in accordance with this Section.
37.  Any dispute subjéct to dispute resolution iméer this Consent D'ecreé sﬁéll ﬁzlfst be

the subject of informéi negotiations between the United Sta‘tes,vwhi;:h‘will act as designated
representative ,éf Plaintiffs in dispute résoiution, and Defendant. The dispute shall be considered -
to have ‘arisenrwhan Defendant sends a written notice of dispute, as provided in Section XV of

 this Decree (Notices). Such notice of dis;pute shall state clearly the matter m dispute. The périod
of informal- négotiations shall not exceed thirty (3 0) days from the date the dispute arises, unless
that period is m{)diﬁed by written agreément between the Defendant and Plaintiffs, If _ifﬁéﬁgél -
ncgotiati_ons are unsuccessful, tﬂen the United States’ p_osition shall control unless Defendant ﬁies |
with the Court a pétii‘ion to resolve the dispute within thirty (30) 'days after the conclusion of the -
iﬁfo.rmai ne’goﬁaﬁon period. Inany aiSPute unde;’ this Péragfaph, Defendaﬁt shal} bear the burden
of demonstrating that its position complies with this C(;nsen.t Decree and the CAA,; and that

Defendant is entitled to relief under applicable law.
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38.  The invocation of dispute resolution procedures under this Section shall not- |
extend, postpone, or affect in any way any obligation of Defendant under this Consent Decree,
not directly in diSput‘e; Stipulated penalties with reépect to the disputed matter shall continue to
accrue from the first day of noncompliance, but payment shall be stayed pending resolution of .the
dispute as provided herein. If Defen&ant does not prevail on the disputed issue, stipulated

pénalties shall be assessed and paid as provided in Section IX (Stipulated Penalties).

XIL INFORMAf ION COLLECTION AN’D RETENTION

39.  The Plaintiffs and their represex_ita’tiVes, including attorneys, contractors, and
consultants, shall have the right of entry info aﬁy of the Facilities coveied by this Consent Decree,
at all reasonéb}e times, upon presentation of credentials, to: -monitor the progress of activities
required under this Consent Decree; verify'any data or information submitied to a Plaintiff in
accordance with the terms of this Consent Decrée; obtain samples and, upon request, splits of any

~ samples taken by Defendant or its ‘representatives, contractors, or consultants; obtain documentary
: evidence; including photggraphs and similar data; and assess Defendant's compliance with this
- Consent Decree.

40,  Until at least three yéars after the termination rof this Consent Decree, Defendant
shall retain, and shall instruct its conﬁactoré and agents to preserve, ali non-identical cépies of all
document’s, records, or other inforrnaﬁon (including documents, records, or other information in
eiecﬁmnia form) in its or its contractors’ or agents’ posse.ss.i,on or control, or that come into its or
its contractors’ or agents’ possession or control, and that relatés in any manner to Defendant's
performan& of its obligations under this Consent D'ecree.r This information-retention requirement

shall apply regardless of any contrary corporate or institutional policies or procedures. At any
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time during this information-retention period, the United States or a Plaintiff may request copies
of any documents, records, or other information' required to be maintained under this Paragraph.
41. At the conclusion of the information retention period specified in the preceding
paragraph, Defendant shall ’notify the Plaéntiffs at least 90 days prior to destroying any
document(s), recorcl.(s), or other information subject.to the requirements of the preceding

paragraph and, upon request by a Piauntitf Defendam shail deliver any such document(s)

record(s), or other information to the requesting Plaintiff or Plaintiffs. Defendant may assert that |
certain documents, records, or other information are pﬁvil;ﬁged under the attorney-client priviiege
of any other privilege recognized by federal law. If Defendént asserts such a privilege, it shall
provide the following: (1) the title of the document, fec'ord, or information; (2) the date of thé
document, record, or information; .(3) the name and title of each author of the document, record,
or informétion; (4) the pame and title of Iea.ch addressee and recipient; (5) a desctiption of the
subject of the document, record, or information; and {(6) the privilggé asserted by Defendanﬁ .
However, no documents, méords, 'dé.ta, or other information created or genérated pursuant to the
requirements of this Consent Decree sliaﬁ be withheld on grounds of ?ﬁvilege.
42. Defcndam may also assert that mfmmat;on requzred o be pr0v1ded under th1s
: Sectlon is protecied as Confidential Business Information (“CBI”) under 40 C.F.R. Part 2. As t§
" any information that Defendant seeks to protect as CBI, Defendant shall follow the procedures set
forth in 40 CER. Part2. | |
43, The information retention requirements of Paragraphs 38 and 39 shall survive
termination of this Consent Decrée and shall be enforceable by this Court even after such
termination. This Consent Decree in no way limits or -a_ffects any right of entry and inSpecﬁon, or

any right to obtain information, held by the Plaintiffs pursuant to applicable federal or state laws, '

20



Case: 8:09-cv-00194-LES-TDT Document #: 2-2  Date Filed: 06/16/2009 Page 21 of 37

regtﬂations, or permits, nor does it limit or affect any duty or obligation of Defendant to maintain
" documents, records, or other information imposed by applicable federal or state laws, regulations,
OF permits.

XIII EFFECT OF SETTLEMENT/RESERVATION OF RIGHTS

44, This Consent Decree resolves the civil claims of the United States and Omafﬁa for

the violations alleged in the Complaint filed in'this action.

45, Pla.ilitiffs lres.,éfv.e all legal and equitable remedies avaﬂable t.o"e';t.)fofcé the

* provisions of this Consent Decree. This Consent Decree shall not be conétifued to prevent or limit
the rights of the United States and/or Omaha to obtain,penalties, damages, response cdsts or

. injunctive retief under the CAA and/or under other federal ot state laws, regulations, or permit

R conditions,' except as expressly specified herein.

46,  In any subsequent admiﬁistrative or judicial proceeding reserved herein and
initiated by the United States and/or Omaha for injunctive relief or ¢ivil penalties reiatingl &0.'
Defendant’s violations at the facilities covered by the Consent.DecTee, Defendant shall not assert,
and may not maintain, any defenée or claim based upori the prinéiples of waivgar, res judigéta,

. collateral estoﬁpel_, issue preclﬁsion, claim-splitting, or 6ther defc‘-:nses based upon any ccnlt.ention
that the claims i‘aised by the United States int the subsedquent proceeding were or should have been -
brought in the instant case; provided, however, that néthing in this Paragraph is intended to, or
shall, affect the vaiidity of Paragraph 36 of this Consent f)ecree.

47. . This Consent Decree is not a permit, or a modification of any permit, m1der‘any _
federal, state, or local laws or regulations. Defendant is- responsible for achieving and
nxain’éaining cémple’ce compliance with all applicable federal, state, and Jocal laws, reguiations,
and pefmits; and Defendant’s compliance with this ansent- Decree shall be no defénse to any
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éction cbﬁn’neﬁced piirsuant to said laws, regulations, or p‘eﬁniisﬁ Plaintiffs do not, by their
consent to the entry of this Decree, warrant or aver in any manner that Defendant’s compliance
with any aspect of this (Ionseﬁt Decree will resﬁ]gt in compliance with provisions of the CAA, or
with any other provisions bf federal, state, or local laws, regulations, or permits.

48.  This Consent Decree does not limit or affect the rights of Defendant, the United

States or Omaha against any third parties not party to this Consent Decree, nor does it limit the

rights o&“ third parties not party to this Consent Decree, against Defendant, except as otherwise
provided by law.

49.  This Consent Decree shall not be cons’sfued to create fights in, or- prant any canse
of action to, any third party not p_ar‘ty to this Consent Decree, -

50. Defendém hereby covenants not to sue the Plaintiffs and agrees.nbt to assert any
claims against the Plaintiffs related to the claims set forth in the Corhp!aint.

51.  This Consent Decree is without prejudice to the rights of the Plaintiffs against
Defendant with respect to all matters other thanr'those expressly specified in Pa_ragraph 36, above,

including, but not limited to, the following;

a. - claims based on a failure of Defendant to méet a requirement of this Consent
Decree; |

b. aﬁy and ail‘ criminal Hability; and

c. past, present, or future {fiolations of the CAA other than the .violations described in
the Complaint. | |

XIV. COSTS

52, The Parties shall bear their own costs of this action, including attorneys’ fees.
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XvV. NOTICES
53.  Unless otherwise specified herein, Whenevef notifications, submissions, reports or
communications are required by this Consent Decree, they shall be made in writing'aéd addressed
to all parties as follows:

As to the United States:

As to the U.S. Depamnent of Justice:

Section Chief

. . Environmental Enforcement Section
Environment and Natural Resources Division
U.S. Department of Justice
P.O. Box 7611
Washington, D.C. 20044-7611

Re: DOJ Number 90-5-1-2:08313
Asto EPA Region 7
Angela Catalano
U.S. Environmental Protection Agency, Region 7
AWMD/APCO
901 North 5% Street
Kansas City, Kansas 66101

Phone: (913) 551-7411
Fax:  (913)551-7925

As to the United States Attorney, District of Nebraska:
To.provide verbal notification as required by this Decree: (913) 551-7411

As 1o the City of Omaha:

Chester Black, Air Quality Control Manager
City of Omaha :
Public Works Department
Air Quality Control Division

5600 South 10th Street
Omaha, Nebraska 68107

Phone: (402) 444-6015
- 23
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Fax: (402) 444-6016

As to Defendant:

Kenny Soejoto

Chief Operating Officer
Amezican Laboratories Inc.
4410 South 102" Street
Omaha, Nebraska 68127

Phone: (402) 339-2494
Fax:  {402).339-0801

and

Mr. Douglas Curran, Esq. and
Ms. Stacy Stotts, Esq. ,
Stinson Morrison Hecker LLP
1201 Walnut, Suite 2900 '
Kansas City, Missouri 64106

Phone: (816) 842-8600
Fax: (816)691-3945

| 54 | Any Party may, by written notice to the other Parties, change:l its designated no;ice
recipient or notice address provided_ above. '
55.  Notices submitted bursuant o tﬁis Section shall be deemed submitted upon
maiki_ng, uniess otheiﬁise provided in this Consent becree or by mutual _agreement of the Parties
in writing.

XVL EFFECTIVE DATE

56.  The Effective Date of this Consent Decree shall be the date upon which this

Consent Decree is entered by the Court.

XVIL. RETENTION OF JU_RISDICTEON

57.  The Couirt shall re_tainjuri_sdiction' over this case until termination of this Consent
Decree, for the purpose of resolving disputes arising under this Decree or entering orders
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modify_ing this Decree, pursuant to Sections XI (Dispute Resolution) and XVIHI (Modification), or
effectuating or enforcing compliance with the terms of this Decree. |

XV MODIFICATION

58.  The terms of this Consent Decree may be modified only by a subsequent written
agreement signed by all the Parties. Where the modification constitutes a material change to any

. {eim of this Decree, it shal] be effectwe only upon appmval by the Court.

XIX LT ERMINATION

59.  Three (3) years after Defendant has completed the performance of its obligations
_ requ:red by this Decme umludmg payments under Section I'V of this Decree and any accrued
Stzpu}ated Penaitres under Sectlon IX as well as the items required under Section. V{(C ompilame
Scheduie and Reqmrements) and Section VI (Permits), Defendant may subm;t to Plamtsz@
written request for termmatlon, stating that Defendant has sat1sﬁed the requirements of the _
Consent Decreé, together Witﬁ all documentatibn ne'cesséry to support Defendant’s claim and
request for termination.
| 60.  If the Plaintiffs agree that the Decrée may Be terminated, the United States shall

file a motion qf a joint stipulation for termination of the Deci‘ee.

61. | If the Plaintiffs do not égree thét'the Decree may be terminated, the Defeﬁdant may
invo'ke Dispute Resolution under Section XI of this Decree. However, VDefendant shall not seek
Dispute Resolution of any disp{ute, under Se&ion X1, unﬁl ninety (90} days after s‘erviée o.f its

Request for Termination.

XX. PUBLIC PARTICIPATION
62, This Consent Decree shall be lodged with the Court for a period of not less than
 thirty (30) days for public _noticé and comment, consistent with the procedures set forth in 28
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CF.R. § 50.7. The United States reserves the right to withdraw or withhold its consent if the

7‘ comments regarding the Consent Decree disclose facts or considerations indicating that the
Consent Decree is inappropriate, improper, or inadequate. Defendant agrees not to oppose extry
of this Consent Decree by the Court or to challenge any provisio’{n of the Decree, unless the
United States has notified Defendant in wri‘iing that it no longer supports entry of the Decree.

' I)efendant consents to emry of this Consent Decree without further notice.

XXI SIGNATORIES / SERVICF

63.  The Assisfaﬁt Attorney General for the Envirbnﬁl_em and Naturél Resources
Division of the bepartment of Justice, on behalf of the Unitéd States, and 'eacﬁ undersigned
represéntative of Defendant,' certifies that he or she is fulijr auihorize;’d to enter iht'o the terms and
. con‘ditiops of this Consent Decree and to execute and legally bind the Party he or she represents to -
the ?elms of rthis Decree.
64, = This Consent Decree may %)e signed in coamlerpart‘s, and such ceuﬁtexﬁa&*t
- signature pages .shgli be give;x full force and effect.
65.  Defendant égrees to écéept'service of process By mai] with respect to all matters
arising under or relating to this Consent Decree and to waive the formal service reqmrements set
| forth in Rule 4 of the Pedera} Rules of Civil Procedure and any apphcab]e Local Rules of thig
Court including, but not Hmited to, service of a summons.

- XXIL INTEGRATION -

66.  This Consent Decree constitutes the final, complete and exclusive agreement ahd |
understandmg among the Parties with reSpect to the settlement embodled in the Decree and
supersedes all prior agreements and understandmgs whether verbal or Wrxtten No othex
documernt, nor any 'representati(_m, inducement, agreement, understanding, or pi‘omise, constiiutes
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any part of this Decree or the settlement it represents, nor shall it be used'in construing the terms

- of this Decree,

XX FINAL JUDGMENT
67.  Upon approval and entry of this Consent Decree by the Court, this Consent Decree
~ shall constitute a final judgmenf between the United States and Defendant.

68, The Court finds that there is no just reason for delay and therefore enters this

judgment as a final judgment.
Upon execution of this document, the original Consent Decree shall be returned to the
‘United States Attorney’s Office and a copy of the Consent Decree shall be maintained in the

Clerk's Office. |
Thisﬂ(jonsent Decree is dated and entered this E),t_rl day of Septemboer »2009.
/sl Lyle E. Strom

UNITED STATES DISTRICT JUDGE
District of Nebraska
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Signature Page to Consent Decree in U.S, v. American Laboratories, Inc,

FOR PLAINTIFF UNITED STATES OF AMERICA:

Qwe 5.2 hig L
baTE ELLEN M. MAHAN
Deputy Section Chief
Environmental Enforcement Section
Environment and Natural Resources Division

Umted States Department of Justice

A 9 2005
DATE

Tnal Attorney

Environmental Enforcement Section:
Environment & Natural Resources Division
United States Department of Justice

P.O. Box 7611

Washington, D.C. 20044-7611
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Signature Page to Consent Decree in U.S. v. American Laboratories, Inc,

FOR PLAINTIFF UNITED STATES OF AMERICA (continued):

5 /f/ﬂ(w

DATE . Yor JOF W.STERCHE
United States Attorniey
District of Nebraska

ofie]0f A KQEO

DATE - LAYRIE A. KELLY -

Assistant United S‘E ttorney, Mass Bar No.
557575 '

District of Nebraska

1620 Dodge Street
-Suite 1400 :

~Omaha, Nebraska 68102-1506
Telephone: (402) 661-3700
Fax: (402) 661-3081
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" Signature Page to Consent Decree in U.S. v. American Laboratories, ine.

FOR PLAINTIFF UNITED STATES OF AMERICA (continued):

7

- DATE T _ Wlﬁl&ﬁﬁ Rice

Acting Regional Admlmstrator
U.S. Environmental Protection Agency, Reglon 7
Kansas City, Kansas 66101

b C

v
K
)

O o

DATE { . Howard C. Bunch, Esq.
- ‘ Sr. Assistant Regional Counsel :
U.S. Environmental Protection Agency, Regmn 7
901 North 5™ Street
Kansas City, Kansas 66101
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Signature Page to Consent Decree in U.S. v. American Laboratories, Inc.

FOR PLAINTIFF, CITY OF OMAHA,
NEBRASKA

/JQ//W%W%/ -

/ROBERT ;;H{MER ATTORNEY

City of Ofpaka,
Deputy City Attorney,
Nebraska Bar Number 11666
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Signature Page to Consent Decree in U.S. v. American Laboratories, Inc.
FOR Defendant

American Laboratories, Inc.

- By: / _ o s

" et fackt Frestion and CEO
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ATTACHMENT I - CIVIL ACTION NO.
SETTLEMENT CONTROL TECHNOLOGY AND WORK PRACTICES

- American Laboratories Ine.
Pancreatin Process — Building 36
East Facility — 5020 South 33" Street
Omazaha, Nebraska

1 Introduction

The Parties have determined that improvements to certain equipment and existing

work practices should result in significant reductions of volatile organic compound
(“VOC”) emissions in the pancreatin process at Building 36 at the East Facility and shall
constitute the Se‘fﬂemen{ Control Technologies and Work Practices for purposes of the
Consent Decree. The current pancreatin ﬁrocess equipment along with the improvements

being implemented for emissions reductions are described herein.

IL. Current Pancreatin Process and Improvements Being Implemented

The area where pancreatin is prodliced is located in a room referred to as the “wet
pfdcessing” area within Building 36. The wet proéessing area contains a fréezer and a
cooler as well as the storage, process tanks anid vessels, two dryers, a distillation column,
ptuﬁps’ and other equiﬁﬁwnt used for the production of pancreatin.. There is also a ‘;ar ge .
exhaust fan iﬁ the north exterior wall of the wet processing area that is monitored from
the control area in room 107. “The fan is a variable speed unit that maintains a negative
two (2) inches water columa vacuum on the room. - When the control senses a drop to
negative 1.é inches, for example, when a door is opened, the fan speed increases. The
response ié nearly immediate. The maximum airflow rate in the -room has been

determined to be approximately 9,000 cfm.



Case: 8:09-cv-00194-LES-TDT Document #: 2-2  Date Filed: 06/16/2009 Page 34 of 37

A, Process Tanks

i. Current Process

Pancreatin production is a batch operation. Process Tanks 301, 302 and 303 are
used in the process and solvent and other materials are contained in these tanks duting the
batch operation. Spent solvent is removed from Tank 302 and Tank 303, and is pumped

to the spent solvent tank (Tank 316).

2. Improvements Being Implemented

Each of the process vessel tanks (Tank 301, 302 and 303) is equipped with a lid
opening on the top and permanently attached piping for the addition of solyent and
product. Solvent resistant gaskets Wili be placed on metal to metal contact points (lids)
on process vessels ﬁhere possible to furthér reduce VOC emissions from enclosed
procéss tanks. The gaskets will be included in the Plant’s preventive maintenance
program. | | |

B. Solids Separation

1. Current Process

. The liquid/solids separator separates solids received from the process tanks. Once
separated, solids exit from the discharge points at the sides of the screener into primarily
unenclosed bag filtering equipment that is stored on -thé proces"s fioor and in the cooler
until ready to dry. During and after the separation process the spent solvent is collected
ar;d pumped to spent solvent Tank 316. After separation, the material is loaded into dryer

pans and placed into a dryer or stored in the cooler until dryer capacity is available.
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2. Improvement Being Implemented

The unenclosed bag filtering equipment will be replaced with covered tanks to
reduce VOC emissions. The tanks will be mobile so they can be moved between the
" fines tank, the cooler, and the spent isopropyl alcohol (“IPA”) recovery tank (Tank 316)
as needed. Each tank will separate the solids (both course and ﬁnesj and IPA/water will

drain to pertable receivers in the oooler The IPAf’water will then be transferred toa

pump system and will be pumped nto Tank 3 1 6 as was plewousiy done with the bag
filter system. Ti}e tanks will be covered as much as possible during the filling process
and completely during storage in the éooler.

Replacement of the dryer pans with larger pans will allow for more efﬁbiém
drying and with other operational changes, will eliminate the need to store the pans in the
coolet uniil they can be placed in the dryer. Asa result, the pans will no longer be stored
in the cooler before drying, thus reducing VOC loss associated with storing dryer pans in
the cooler.

The discharge points off the screener will bé modified. Curre.ntiy, material is
allowed to fall from dxscharge pc}mts on each gide (course and fines) of the screencr. The
coarse material discharge point will be fitted with a flexible rubber boot that wﬁi aﬂow :
the tub to be more effectively covered during the course separation tank filling operation.
The fines dischargc; point will be fitted with another flexible boot that can be clamped to
the screener. The fines collection tank will be covered during the transfer of fines to
Tank 303. To further reduce emissions from the encioéed separator/screener, the -
placement of [PA resistant gaskets will be used on metal to metal contact points (lids) on

process vessels where possible.
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C. ' Dryers
| 1. Current Process
Dryers numbered FD301 and FD3 02 are each equipped with a condenser where
vapors are condensed and spent solvent is recovered. The temperature in both dryers is
‘monitored during the drying process with hand-held bi-metal diailthermometers. The

recovered solvent is pumped into Tank 316. The vacuum pumps from the condensers

exhaust to a pipe that extends along an interior wall across the length of the Plant to the
emission point outside on the south wall.

2 Improvements Being Implemented

None required by this Attachment.
D. Distillation of Recovered Solvent and Solvent Storage

-1 Current Process

Liquid from Tank 316 is subsequently pumped to the ‘distiliation doiumﬂ where it
is distilled and the solvent is recovered. Recovered sélvent is stored in the recové;red
solvent Tank 3 18; The column_, which is entirely enclosed, extends through the Plant’s
roof. The disﬁillation column controls are in'the _c_pint@l area inroom 107. Thetop

- temperature and the bottom femperature is monitored. An audible alarm soun.ds. o
throughout the Plant if the bottom temperature drops below the set point. Tﬁere is; a lével
alarm on the reflux drum, and flow alarms on the feed and steam streams. These alarms
sound at the control panel in room 107 if réadings are either over or under the set poirﬁs.

The virgin, recovered, and spent solvent storage tanks are equipped with

emergency relicf valves and flame arrestors on the stacks that extend through the Plant
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roof. The distillation column has an emergency rupture disk on the portion of the column

. extending through the roof.

2. Improvemenis Being Impleémented

None required by this Attachment,






