SETTLEMENT AGREEMENT AND RELEASE
I. PARTIES

This Séttlement Agreementr(“Agreement”) is entered by and
among:

A. The United States of Amerlca, acting through its
Department of Justice and the United States Attorney s Office for
the District of Massachusetts, and on behalf of the United States
Dspartmént of Health and Human Services ("HHS”) through its
office of Inspector General ("HHS-0IG") (coliéctively the “United
States”); and |

'3.' ﬁational Medical Care, Inc. ("NMC”), a Delaware
corpofétion and a wholly owned subsidiary of Fresenius Medical
Ca;e Holdings, Inc. including its Dialysis Sefvices Division
("DSD”) ; Clinical Diagnostic Systems, Iﬁc. f“CDS"}, a Florida
corporation and wholly owned subsidiary of NMC; NMC Diagnostic
Services, Inc. (“DSI”), a Delaware co;poration and wholly owned
.sgbsidiary of NMC; Bio—Msdical Applications Management Company,
{né. (“BﬂAMé"); NMC’s and BMAMC’s subsidiary entities that
provide dialysis servicés (“Dialysis Facilities”) including those
llsted on the attached Exhlblt E 'and Fresenlus Medlcal Care
':Holdlngs, Inc (“FMCH")(d/b/a Frssenlus Med1ca1 Care North
*Amerlca}.

_ Collectlvely, all of the above wlll be referred to as “the

Partles"



II. EREAMBLE
A. WHEREAS, at all relevant times, NMC primarily’ Qas in the
'bu51ness of prov1d1ng d1a1y51s and related services to patients
with End-Stage Renal Dlsease {*ESRD”) throughout the United
States. ) |

B. WHEREAS, NMC, CBS, DSI, DSD and the;Dialysis Facilities
submitted or caused to be sﬁbmitted ESRD claims fof.payment to
the Medicare program, Title XVIII of the Social Security Act, 42
U.S.C. §§ 1395-1395ddd (1997), which is administered by HHS;

C. WHEREAS, the United States contends that it has certain
civil claims against NMC, CDS DSI, DSD and the Dlaly51s
Facilities, and against FMCH as parent,  for violations of the
federal statutes and/or commﬁn law doctrings_specified in
Paragraph 8 of the Terms and Conditions.below, in connection with

the following conduct (“tﬁe Covered Conduct”}:

1. Doppler Flow Test Clinical StudvA
a. Beginning in 1991,-NMC, through DSD, planned andr
carried out a clinical céhort and intervention study involving
color flow doppler ultrasound-examination {“Dopﬁler Flow Tests” -

-or "DFTs") of hemod1a1y51s access. sztes of various patlents at

'fthe D1a1y51s Fac111tles f The purpose of the DFT cllnlcal study‘.:"”

“included determlnlng 1f basellne DFTs could be a predictor of
access failure, assessing the interrelationshipsAand effects

which hematoecrit and EPO dose haveé on the probability of access



failure given a specified DFT profile, and determining the
. correlation of vascular access disease progression. The results
of this study were published in 1998 in the American Journal Of
;_Nephrology in an article entitled, Predicting Hemodialysis Access
Failure with Color Flow Doppler Ultrasound. The DFTs involved in
this study.were performéd during the period approximately Julf
1991 to April 1954. |

b. NMC, DSI, CDS, BMAMC, and the.Dialysis Facilities
- submitted or caused to be submitted claims to the Medicare
'Prégram seeking reimbursement for the technical component of ;he
DfTs'performed in the DFT clinical study. Suqh claiﬁs/billiﬁgs-
were improper because the tests were. conducted for :esearéh
‘ﬁurﬁoses, and/or were not otherwisé-reasonéble and medically
neceSsary’for the diagnosis or treatment of illness or injury or
—to improve the functioning of a malformed body member for the
patlent(s) for whom the claim was submltted and the service
billed. In additiecn, NMC, DSI, CDSs, DSD, and the Dialysis
AFaCiiities caused individual physicians to sﬁbmit claims to Pafg

B of the Medicare Program seeking reimbursement for the

‘_ _ profe581onal or 1nterpretatzon component of the DFTs performed 1n“3{ A_

' the DFT cllnlcal study Such clalms/bllllng were 1mproper
‘because the underlying technlcal components were not

reinbursa,ble ]



2. Biocelectrical Imgedance-Analzsis Test Clinical Study
a. ‘From approximately January 1, 1995 thrcugh June 30,
1395, NMC through DSD, carried out Phase II of a clinical study
involving biocelectrical impedénce analysis (“*BIA”) tests. This
‘ bhase‘involﬁéd providing one or more BIA tests.té various |
-patients at the Dialys;s Pacilities. The purpose of this BIA
¢clinical study was to aséess if BIA test results predict
mortality and to assess correlations with other nutritional
measufements. | |
b. NMC, DSI, CDS, BMAMC, and the Dialysis Facilities
submitted ér caused to be éubmittéd,claims to the Medicare
?rbgram seeking‘reimbursemant for thé technical éomponent for the
BIA tests peffdrmed as part of the BIA Clinical Study. Such
_ciaims/billings were improéer because the. tests were conducted
for ?eseaxch purposes, and/or were nét-otherwise_reasonable and
medically necessary for the diagnosis or treatment of illness or’
injury or to improve the functioning of a malformed body member
for the patient for who& ﬁhe claim was submi;ted and the.service’
billed. |
| HBQJQ;Mé&itai,birédécr COmgéhSation; o
'-Thélﬁnitéd States also contends that it has éertain
civil claimé against NMC for vidlations_of thé fedefal statutes

and/or common law doctrines enumerated in Paragraph 9 of



the Terms and Conditions below, for compeﬁsatiqn paid ér_offered
to physicians for serving aé the medical directors of BMA
dialysis facilities, to the eitent that this compensation
reflected services renderea for years through 1994, under
contracts entered into prior to Dec6mber'31,.19§4.

D. WHEREAS, the United States also contends that it has’
certain administrative claims against CDS, DSI, NMC, DéD, the
- Dialysis Facilities, and.against FMCH, as parent, under the
provisionsrfor pexrmissive exclusion frém the Mgdicare; Medicaid :
and otherrféderal health care programs, 42 U.S.C. 571329af7(b),
and the provisions for,civil'mbnetary penalties, 42 Q,S;C. 8§
1320a-7a, for the Cove;ed Conduct.

E. WHEREAS, NMC, CDS, DSI, DSD, the Dialysis Facilities,
and FMCH épecifically deny and affirmatively contest the
conténtions of theAﬁnitea States as set forth in Preamble
Paragraph C,_abéve, and specifically deny any wrongdqing in
connection with those.claiﬁs; and further contend that theif
" practices descrlbed in the Covered Conduct ‘were approprlate and

-lawful and did not result in any- v1olatlons of federal 1aw, state-
- law, or common law doctrlnes, and dc not glve rlse to- any 01v1i?;
. or admlnlstratlve cause of actlon, and | | |
F. -WHEREAS, in order to av01d the delay, uncertalnty; .
inconvenience and expense of protracted litigation of these 7

'clalms, the Partles reach a full and final compromlse of clalms '



that the United States has against NMC, CDS, DSI, DSD and the
Dialysis Facilities and FMCH as parent, for the Covered Conduct,
pursuant to the Térms and Conditions set forth below.
III. TERMS AND CONDITIONS
NOW, TﬁEREFORE, in reliance on the representations contained
_ herein and in“consideration of the mutual promises, covenénts,
and obligations in this Agreement, and for good and §a1uable

consideration, receipt of which is hereby acknowledged, the

1
Parties agree as follows-

_1;_ NMC and FMCH, collectlvely, shall pay to the Unlted -
A States the sum of two million eight hgndred thirty five thousand
.thirty two dollars ($2,835;032) {~the Séttlement Amount”}, ahd
this sum shall constitute a debt immediately due and owing.to thé
United States Qﬁ the “First Payment Date”, which is the later of
the dates on which (a) the f§ur civil Settlement Agreements are
fully e;ecuted by the Parties, (b) all notices of dismissal
described in the civil Settlement Agreements are docketed by-tha
Court, or (c):thé Court accepts LIFECHEM, INC.'s, NMC Medical
Products, Inc.*s, and NMC Hdmecare, Inc.’s guilty pleas and

1mposes the sentences set forth in their respectlve Plea o

-Agreements. NMC and FMCH collectlvely, shall pay the Settlementf'

Amount to the Unlted States accordlng to the schedule, terms and
1nstructlons,cantalned in the Promissory Note executed

'con;empbraneously with this Agreement, attached as Exhibit A, and_“'



-incorporated herein by reference.

2. As an express condition of the Settlement Agreement, to
secure NMC's and FMCH's payment .obligations under'?aragraph 1 of
this Agreement (and the other civil Seﬁtlément Agreements aﬁd
criminéljplea Agreements being executed at the same time); NMC
and FMCH shall: ”

(a) procure from the Bank of Nova Scotia and deliver or
cause to be delivered ﬁo the United States Attorney's Office for
the District of Massachusetts, on or before January 19, 2000,3an
amendmen; te the unconditicnal, irrevocable‘Letter of Credit No.
$020/43695/96 issued to the United Stategtoﬁ,Americé on September
27, 1996 (the “Letter of Credit*) to increase the amount of the
ietter of Credit to $189,634,446.00. Such amendment shall be in
the form attached as ﬁxhibit“B.' Within 10 days of-feceipt by the
G.S. Attorney’s Office of written confirmation from the
transferring bank that a quarterly payment or prepayment of such
quarﬁerly payments, has beén made to thé Unite@ States, the
United States shall provide written permiésién to the Bank of
Nova Scatia to reduce the amoﬁnt availaﬁle for drawing under
Letter of Credit No. 5029/43695296 by the %moﬁnt of'the;principal
ﬁéyﬁént'rééeiﬁéa};in ihéJéQQﬁﬁﬂéﬁaEfﬁheiéntireaéﬁtéténdiﬁé
'Payment bbligaﬁion'secu:ed byvthe Letter of Credittis prepaid,
then the Uhited States shall provide written permission to reduce

~ the: amount available for drawing to zexo. The United States


http:$189,634.,446.00

shall return éhis Letter of Credit for cancellation-wheﬁ all
obligaﬁions are paid in full or it is determined, by the United
States, or pursuant to a final and non-appealable order of a
court of éqmpetent jurisdiction, that NMC and FMCH have fulfilled
all payment obligations pursuant to this Agreemeht.

(b) On January 19, 2000, NMC and FMCH shall estabii‘_siz
an escrow account in an initial amouﬁt of $236,401,919¢00 to.be!
held by an lndependent thlrd party agreeable to the United
States, and NMC and FMCH shall increase the escrow amount each
day in an amount of $48,546.00 (through accrued interest an&/orl
deposits), beginmning on January 20, 2000 and chtinuing-through
April 13, 2000; wheﬁ NMC and FMCH shall increase—;he escrow
amountrby an additional amount each day of $f,271.00 (through
acérued‘intereét and/or erosits), ﬁo£ each quarterly ?ayment due
before the first paymehf is due on the First Payment Date. On
the First Payment Date, all funds in_ﬁhe-esqrow-accounp shall be
paid to the United States to satisfy the payment obligation in -
Paragraph 1. .The terms- and conditions of this escrow account
shall inrno way limit NMC’s and FMCH's payment-obliggtions to the
_Unlted States secured by the Letter of Credlt.

 }{'3; NME and FMCH are in- default of thls Agreement on..
the date of occurrence of any of the follow1ng events ("Events of'“
Default")' |

a. NMC’'s aﬁd:FMCH's'failﬁre.to'procuré} deliver or



maintain the Letter of Credit:

b. Failure by NMC‘’s and FMCH’s failure to pay any
amount prov1ded for in the Promissory Note attached as Exhlblt A
w;thln 2 days of when such payment is due and payable;

c. If.priorftb making the full payment of the amount
' dué under the Promissory Note or Paragraph 1 abové,(i}'NMC and/br_
FMCH commences any case, proceeding, or cother action (A} uﬁder
any law relating tovbankruptcy; insolvency, reorganization or
relief of debtors, éeéking to have any order for relief of |
debtors, or seeklng to adjudzcate NMC and/or FMCH as bankrupt or
1nsolvent or (B} seeklng app01ntment of a recelver, trustee,
custodian or other similar official for NMC and/or FMCH or . for
all or any sﬁbstaﬂtialxpart of NMC’'s and/or FMCH's assets; or
{ii) there shall be commenced against NMC and/or FMCH an?_such‘
case,‘proceeding or. other action referred to in clause (i) which
results in the entry of an order for relief and any'such order
remains‘undismiséed,gor undischérged or unbonded for a period of
thirty (30) days; or (iii) NMC and/or FMCH take$ any action
authorizing, or in furtherance of, or indicating its consent td,f
approval of, or acqulescence in, any of the acts set f9rt§-abcvé7_
 f‘1n this sub- Paragraph 3 c.,i. | e
| d. - NMC‘S and FMCH' s failure to establish, maintain 6r‘ 
make the.requiréa'payments to the escrow account deséribed in

‘Paragraph 2b.



4. If payments due under Paragraphni are received late,
but within the two-day grace period p;ovided-in Parag;aph 5.B. of
the Promissory Note, interest inéurred'during such grace period
will be assessed at two timeS'the.daily.amount in effect on the
date the payment was due. | h |

5. NMC and FMCH shall.provide the United States written -
notiée di an Event of Default within two (2} businéss days of
such event by overnight mail, or facsimile fgllcwed by overnigh:
delivery, to the United States A;térngyfs Office, District of
Massachusetts, One Couxthouse Way, Suite 9200, Boston, MA 02210,
Attention: Suzanme E. Durrell, Aséisﬁant U.S. Attorney (or to the
attention bﬁ such other person as may be designated in writing by
the United States Attorney’s Offi@e).

&. -Immediately uponithe occgﬁrénce‘cf an Evént of Default,
withoup further notice or presentment and demand by the United
States:

a. The Settlement Amount plus accrued interest through
the end of the applicable quartar as sat-fo?th in Paragraph 1 of
the Promlssory Note (mznus any payments to date of principle and
accrued 1nterest} shall become 1mmed1ate1y due and payable' .
 (“Sett1ement-Default Amount”)f  Interest shall be calculated on.
‘the Settlement Default Amount at the Prime Rate as‘published in
the Wall~8t£eet Journal on the Effective Déte of this Agreement

plus 5% from the date of the Event Qf.Default.

10



-~

b. In addition, NMC and FMCH will pay.tﬁe United
States all reasonable costs of collection and enforcement of this
Agreement, inéluding attorney's fees and expenses, plus'iﬁterest
deseribed in Paragraph 6.a. above. The Settlemeﬁt Default
Amount, plus interest, described in Paragraph 6é.a. above,
together with the costs of collection and enfofcement-descxibed
in this sub-paragraph, will be referred to as the "Default
Obligation”.

| 7. Upén the occurrence of an Event,ef'néiault, the United

States may exercise, at its sole option, one or moré of the
féllowing rights: »
a. The United States may draw the full amount
' kavailable_for drawing under the Letter of Credit énd retain ali
?Iocaeds_thereof.‘ | | |

b. The United States wmay enforce . the terms of the
Guarantee Agreement between the Unitéd States of America,
Fresénius-Medicgl Care GMBH, a German corporation and the
predeéessor of Fresenius Medical Care AG, W.R. Grace & Co., a New
York corporatién, and National Medical Care, Inc., dated Juiy Bi,_
1996, attached as.Eﬁhibit é; , |
| ‘1.5: -—THe-United Stateé rétains-éhfféﬁ&-;ii;oéhérfiights:il
and'rémédi§s it‘has or may haVe;undér law and-§qﬁi£y.

d. . No failure or -delay on theApart_of the United

States tc‘exefcise any right or remedy shall opéréte‘as afwaivgr'

1



ofrthe Uﬁited States' righ£s. ﬁo single or partial exercise by
the United States of any right or remedy shall operate as a
waiver of the United States’' rights.

8. In an_EVgnt'of Default under Paragraph 3.c. above
(Commencement CEKBahkruptcy_oi Reordganization Proceeding) :

a. . ,NMé and FMCH agree not to contest or'opp099'any‘--
motion filed by the United States seéking relief from or
modification of the automatic stay of 11 U.S.C. § 362 (a); nét-t§
séek relief.under 11 U.S.C.'§ 105 to enjoin or restrain the
United_State; from recovering_monies owed by NMC and FMCH arising.
out of this Agréeﬁent or the attéched Prd&issory Note, or from
recovering monies through presentment against the Letter of
- Credit. NMC and FQQHArecognize thgt this express waiver is in
éoﬁsideration for the settlement of claims by the United Stétes
dEScribed in Paragraph C ébove, under the terms and conditions
contained in this Settlement Agreement.

b. By exbxessly waiving the automatic stay'provision,
NMC and FMCH agree not to oppose or interfere with any motion
made in federal court (including bankruptcy courts) by the Uﬁited

iStates to suspend payments to NMC and DSD from the Title XVIII

2-_(Med1care), Tltle XIX (Medlcald) programs, and other federal

Vhealth care programs,
c. Thls Agreement shall be v01dab1e at the sole

;thlon of the Unlted States,

12



d. If any term(s) of this Agreemént are set aside for
any reason, including as a resgult of a préference action brought
pursuant to 11 U.S.C. §'547, the United: States, ét its sole
option and in its discretion, may rescind»all terms of this
Agreemeﬁt andiseek recove:y of the full amount of claims and
.allggationé identified herein and in ﬁhéfCivil Aétiqns{ or, in
the alternative, enforce the remaining terms éf_this Agreement.

In the event of rescission of this Agreement, all PartieS‘reseiﬁe
all rights, claims, and defenses that are available under law and
equity as of the Effective Date of this Agréement; and

e, Iﬁ-addiﬁiQn'tc the iights-enumérated inxParagraph
8.a. thrdﬁéh 8.d. above, the United States and ail other Parties
shall retain all rights_and;claims they have oxr may have under
law and'equity;.

9. Subject to the exceptions and'limita;ions,in Paragraph
; 10 below, in consideration of the obligaﬁiohs.of NMC énd FMCH set
forth in thisg Agfeeﬂent; conditioned'upon payment in fgll of the
Settlement Amount, subjéct to Paragraph'2§ {concerning bankruptcy
_ proceedings commenced within Si days of any payment uﬁder this |
'Agréement}, he Unlted States, on: behalf of mtselﬁ and 1ts
fioffiCers agents, agenc1es, and departments, Wlll release and e
‘will Be deemed to have released FMCH BMAMC, NMC, DSI CDS, the
Dialysis Fac111t1es and their parents, and the affiliates and

subsidiaries listed onrﬁhe“attached'ﬁXhibit

13



D (collectively, the parties described in Preamble Peragraph'B
and the corporate entities listed on Exhibit D constitute the NMC.
Companies within the meaning of-this‘Agreement), and the current
directors, officers, employees, and agents of the NMC Companles
who were not employed by or in any way afflllated with DSD; NMC,
or NMC'S parents, subsidiaries, divisions, or affiliates,et any
time prior to September 30, 1996, from any civil or
-:administrative monetary claim (including recoupment claims) that
the United States has or may have under the False Claims Act, 31
UV.S.C." §§ 3729-3733; the Program Fraud Civil Remedies Act, 31”
_U.S.C. §§ 3801-3812; the Civil Monetary Penalties Law, 42 U.S.C.
§ 1320a 7a; or common law claims for fraud, payment by mlstake of
fact breach of contract or unjust enrichment for. the conduct
descrlbed in Preamble Paragraph_c above with respect tO'Medicare}
10. Notw1thstand1ng any term of this Agreement the United
,States spec1f1cally does not release the NMC Companles, oc any
individual from any and all of_the follow1ng: {a) any potentlal'
~eriminal, civil or admlnlstratlve clalms arlslng under Tltle 26

" U.S. €ode (Internel Revenue Code) (b) any crlmlnal llablllty,

”Ef{c) any potentlal llablllty to the Unlted States (or any agencxes5 |

‘thereof) for any conduct other than- that 1dent1f1ed in Preamble

-‘Paragraph C above; (d) any entities not specifically included on

14



the list of NMC entities set forth in Exhibit D; {e) any cleims
based upon such obligations as are created by this Agreement; (f)
except as explicitly stated in this*Agreement, any administrativef
- liability, including mandatory exclusion from Federal health care
programs; (g) any expréss or implied warraﬁty claims or other
claims for defective or deficient products and services prOV1ded
by DsD, DSI CDS, or the Dialysis Facilities including quallty of
-testlng or product claims; (h) any claims for personal lnjury or
-
_property damage or for other consequential damages arising from
the conduct descrlbed 1n Paragraph C above, (i} any claims’ based
upon failure to deliver items or services; (i) any civil Qr
adminiStfetive elaims against any individual whd\wae an officer,
di;ector, trustee, agent, employee, or was iﬁ any way affiliated
with CDS, DSi, DSD, NMC, or NMC's peren;s, subsidiaries,
divisions, or affilia;es at any time prior to September 30, 1996;
or (k) any civil or edministrative'claims agaiﬁst any individﬁal
including current directors, officers, employees and agents who
recelves written notlflcatlon that he or she is a taxget of the
criminal 1nvest1gatlon,-who is crlmlnally 1ndlcted or convzcted
of -an offense, or who enters a crlmlnal plea related to- the |
".conduct alleged 1n Preamble Paragraph C above - 7 |
-_Ilf EMCH, onzbehalf:of'itself and its parents, éffiiiatee;"

subsidiaries, and divisions, including but not limited to NMC, |

has entered into a Corporate Integrity Agreement with HHS-OIG,

15



nichoie incorporated by referencé into this Agreemeﬁt. FMCH
rmmediately upon execution of thlS Agreement implement its
savions under the Corporate Integrity Agreement.
In consideration of the obligations of NMC and FMCH set

roroh in this Agreement, cbhditioned upon payment in full of-the

.ement Amount, subject to Paragraph 23 below (concerning

wptcy proceedings commenced within 91 days of any payment

this Agreement), and conditioned upon FMCH’s enteriﬁg into

rporate Integrity Agreement, the OIG-HHS agrees to release
wfrain from instituting, directing, or maintaining any

itrative claim or any action seeking exclusion from the

zra, Medicaid or other Federal héalth care programs_(as
ned o in 42 U.8.C. § 1320a-7b{f)) against the NMC Companies and

rient directors, officers,'employees; and agents of the NMC

DSD, the Dialysis Facilities, NMC, or any of NMC’S

G e, bubs1d1ar1es, divisions, or affiliates at any time prlor

~amber 30, 1996 -under 42 U.8.C. § 1320aw7a (Civil Monetary

|

Law) or 42 U. S C § 1320a 7(b). {perm1551ve exclu51on)

ne conduct descrzbed 1n Preamble Paragraph C, except as =

The LICG-HHS expressly reserves all rlghts to comply with any

Iy ob11gatlons to exclude the NMC Companles from the

Medicaid, or other Federal health care’ prcgrams under

16 .

wad An Daragraph 10 above and as. reserved 1n thls Paragraph ”gif



42 U.8.C. § 13£Oa—7(a)(méndatory exclusion}. Nothing in this
Paragraph precludes the OIG-HHS from taking action against
'entities qr'individuals for conduct aﬁd practices for which civil
¢laims have been reserved in paragraph 10 above. |
13. The NMC Ccmpanies waive and will not.asseft any

"Gdefenses thése entities may have to any criminal;prosecution or
ddministrative action relating to the conduct described in
Preamble Paragraph C, which defenses may be based in whole or;
in part on a contention that, under'the Double Jeopardyfciause gf,
__the Fifth Amendment of the Constitution or Excessive Fiﬁés-Clause
oi the Eighth Amendment of the Constitutibn,.this Sattlement 
' Agreehent bars a remedy sought in such céiminal prosecution or
'administrative action. The NMC Companies further agree that
noﬁhiné‘in this Agreement is punitive in purpose or effect.

~14. The NMC Companies covenant to coopera;e fully and
trﬁthﬁully with the United States’ civilAinvéstigation of
indi&iduéls and entities not specifically ?eleased in this
Agreaﬁeﬁﬁ. Upon réasonable notice, the NMC Companies will make
:easqnable‘éfforts.to facilitate ‘access to, and encourage the
- céope:ation_ofL its directb;s,‘officers, ané'gmplofges fgr

" interviews and testimony, consistent with the rights and"

privileges of such individuals, and will furnish to the United =

States,-uponvréasonable'réquest, 311 non-privileged documents and

‘records in its possession, custody or control. -

177



15. On the effective date of this Agreement, the NMC
Companies release and will be deemed to have released the United
States, its agencies, employees, servants, and agents from aﬁy
claims (including attorneys,fees, costs, and expenses of every
kind and hewerer denominated),which the NMC Compaﬁies have or may
have against the United Statee, its agengies; eeployees,
servants, and agents, reiated to or arising from the United
States! civil;-criminaliandradministrative investigation and
prosecution of DSﬁ, DSI, CDS, the.Dialysis ?acilities NMC and
FMCH involving the conduct specrfled in Paragraph C of the
.Preamble A |

16. The Settlement Amount that NMC and FMCH must pay
pursuant- to Paragraph 1 of thlS Agreement wlll not be decreased
as a result of the denial of claims for payment now belng
w1thheld from payment by any Medicare carrier or 1ntermed1ary,
,Rallroad Retirement Medicare carrler, TRICARE Federal Employees
Health Benefits Program (“FEHBP”), or Veteran’s Administration
(“VA”), or any Medicaid payor, related,to,the conduct_describedx
in Preamble-Paragraph C- ané the NMC Companies agree not to

resubmlt to any Medlcare carrler or 1ntermed1ary, Rallroad

Retlrement Medlcare carrler,: TRICARE FEHBP VA or any MedlcaldT o

jpayor any prev1ously denled claimS-related to ‘the éonduct

descrlbed in Preamble Paragraph C, and agree not to appeal any

- “such denlals of clalms.

18



17. The NMC Companies agree that all costs (asrdefineé in
. the Federal Acquisition Regul“ationsr ("FAR"} § 31.205-47 and in
Titles XVIII and XIX of the Social Security Act, 42 U.8.C. §§
1395-1395ddd ('1997)_'and 1396-1396v(1997), and the regulations.
promulgated thereundef)'incurred by or on behaif of the NMC'
Companies, and their divisione sub31d1ar1es and afflllates, and |
their present and fcrmer officers, directors, employees,
shareholders and agents in connection with: (a) the matters
covered by this,Agreement; (b) the Government's_audite;
administrative, civil and.criminai'investigacion'and prosecﬁtion
of €DS, DSI, DSD, the Dlaly51s Fac111t1es, NMC, and FMCH {c)
these corporate entities’ 1nvest1gatlon, defense and correct1§e
actions undertaken in’ response to the Government S
admlnlstratlve, civil and crlmlnal ;nvestigations, and in
connection with the matters CQVereduby this Agreement, arnd
including the obligations undertaken pursuant to the Corporate
‘Integrity'Agieement (including-attorney's fees);'(d) the
negotiation and performance of this Agreement, and theﬂCorporate

Integrlty Agreement, and {e) the payments made to the Unlted

.ﬁStates prov1ded for 1n th15 Agreement, are unallowable coste on . f;lg“'

reGovernment contracts and under Medlcare, Rallroad Retlrement
Medlcare, Medlcald TRICARE FEHBP and the VA programs
(hereafter “unallowable costs“). These unallowable costs w111

be separately estlmated and accounted for by the NMC' Companles
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and these entities will not charge such uﬁallowable costs
directly or indirectly to any contracts with the United States or
any‘Medicaid program, or seek payment for such unallowable costs
through any cost report cost statement, information statement or -
payment request submltted by the NMC Companles or any of

their divisions; subsidia;ies or affiliates to the Medicare,

Railroad Retirement Meéicare, Medicaid, TRICARE, VA or FEHBP

- programs.

The NMC Companies furtherragree that withio'sz'deys of the
effective date of.thts Agreement these entities:wiil identify to -
"“epplicabie Médicare, Railroad Retir&ment'Medicare;-ahd TRICARE
fiscal intermediaries carriers and/or contractors, and Medlcald
VA and FEHBP fiscal agents, any unallowable costsk{as defined ;
above) included in payments previousiy:sought from the United
States, or any Medicaid Progrem, iocluding, but not limited to,
payments sought'in any cost reports, cost statements, information
reports, or payment requests already submitted by the NMC
Companiee or any of their subsidiaries; affiliates;'or divieions

and will:request,'and agree, that such cost reports, cost

‘statements, 1nformatlon reports or payment requests, even 1f T

talready settled be adjusted to account for the effect of the
_1nc1u51on of the unallowable costs. The NMC- Companles agree that'*
the Unlted States w1ll be entltled to recoup from the NMC

“rCompanles any overpayment as a result of the 1nc1uszon of such
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unallowable costs on previeusly—submitted Ccost reports,
information_reports, cost statements or requests for payment.
‘Any payments due after the adjustments have been made ehell be:
. paid tg'the United States pursuent to the direction of the
bepartmént of Justice, and/or the affected agenc1es The'United”“
States reserves its rlghts to dlsagree with- any calculatlons
submitted. by the NMC Companles, or any of their subsidiaries,
afflllates or divisions, on the effect of inclusion of
unallowable costs (as defined above) on the NMC Companies or any
of their'subsidiaries,,affiliaﬁes of divisiqns' cost reports,-
‘cost statements or infofmatien feports.-,Nothiﬁg in this
Agreement shall constitute aewaiver of the rights of the United
_Statéslto examine or reexamine the unallowable costs described’
above. |

18. This Agreemene is intended to be for the benefit of the.
Parties only, and by this instrument the Parties do'net release
any claims against any other;peQSOH or enti#y except as
;specifiCailyeidentified iﬁ-Pafagfaphs 8 and 11, above.

153. The NMC Companles agree that they wmll not seek payment

'”for any of the health care bllllngs covered by thls Agreement

5from any health care benef1c1ar1es Or thelr parents, sponsors,_ i;;15‘“

estates, helrs, Suc¢cessors or ass;gns. The NMC Companlesrwalve

any causes . of action against these beneficiaries or their

parents, sponsors, estates, heirs, successors, or assigns based
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upon the claims for payment covered bylthis Agreement.

20. Nothing in this Agreement constitutes an agraément by
the United States concerning the characterxization of the amounts
pai& hereunder for purposes of any_proééeding.under‘Title 26 of
the Internal Reévenue Code.

21. Except as provided in Paragraph‘é;'each'party.tﬁ-this
Agreement will bear its own'legal_and other costs incurred in
- connection with this matter, including by;way of example only,
ail costs incurred in the-iﬁvéstigation and'deﬁénsé of this
matter, the preparation and perforﬁance of thié Agraement and
‘all correctlv& actlons taken in responsedto the lnvestlgatlon and
regolution of this matter.

22. NMC and FMCH expressly warrant that they'have reviewed
their financial condition and thatTthey:curraﬁtly are solvent on
' a consolidated basis within tﬁe meaning of 11 U.S.C. Séction.
547(b)f3), and expect to remain solvent én a consolidated basis
followiﬁg‘payment to the United States hereuﬁder;‘ Further, the
Parties éxpressly warrant-that; inre#éluatingrwhether to execute

this Agreement, the Parties (a) have inténded that thé mutual

prom;ses, covenants and. obllgatlons set forth hereln constltute a PRI

‘contemporaneous exchange for new value glven to NMC and FMCH
wmthln the meanlng of 11 U.S. c. Section S47(c)(1), and (b) have
qoncluded that these mutual promlses,-covenants, and obligations

do, in fact, constitute such a contemporanecus exchange.
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23. In the event NMC or FMCH commences, or a third éarty
commences, within 91 days of any payment under of this Agreement _ﬁ
any case, proceeding, or other action (i) under any law relating
. to bankruptcy, insolvency, reerganization.or relief of debtors,
seeking to have apy order for relief of NMC and/or FMéHis debte{
or eeeking to adju&ieate NMe and/or FMCH as baﬁkrupt of .
insoivent, or (ii)'seeking appointment of a receiver, trustee;
custodian er other similar official for NMC and/or'FMCﬂ or. for
all or any substantial part of NMC and/or FMCH’s assets, NMC and
FMCH'egree as fOiiOWS‘

a. NMC and FMCH's obligations under thls Agreement
may not be av01ded pursuant to 11 U.s.C. Sectzon 547, and NMC ande
FMCH will not argue or otherw1se take the p051t10n in any such
case, proceedlng or action that' (i) NMC and/or FMCH' s |
obligations under thieiﬁgreement may be avoided under 11 U.S.C.
Section 547; (ii) NMC and FMCH were inselvent on a consclidated
basis at the time this Aéreement was entered into, or became
insolvent on a consolidated basis as a result of the ﬁayment'mede
o the United. States hereunder, or (iii} the mutual oromlses,A

;covenants and oblzgatlons set forth in this Agreement do not

.constltute a. contemporaneous exchange for rew valie glven to N

and/or FMCH.
b. In the event that NMC and/or FMCH's obllgatlons

"hereunder are avo;ded pursuant to 11 U.S:C. Sectlon 547, the
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United,Statea,.at its sole option, may rescind the releases in
this Agreement, and bring any civii and/or administrative claim,
action or proceeding against NMC, CDs, DSI, DSD, the Dialysis
Facilities, and the NMC Companles and/or FMCH for the claims that
would otherwise be covered by the releases prov1ded in Paragraphs
=} and_ll above, If_the United States chooses to do so, cps, DSI,
9SD; thevDialysis Facilities, NMC'and FMCH agree_that {1} anyl
such-claims, actions or proceedings brought-ey the United States
(including any proceedings to exclﬁde-any.oﬁ the NMC Companies
from partieipaticn in Medicare, Medicaid, or other federal health
care érograms) are not subject to an "automatic stay" pursuant. to
11 U.s.C. Section 362(a)-as a result of the action, case or
proceedlng descrlbed in the first clause of thls Paragraph and
'_that CDS, DSI, DSD, the D1a1y51s Fac1lltles NMC and FMCH will
not argue or otherwise contend that the United States’ claims,
actlons or proceedings are subject to an automatic stay; (ii)
that CDS, DSI, DSD, thé Dialysis Facilities, NMC and FMCH will
not plead,rargue or otherwise raise any defenses under the
Vtheorles of statute of limitations, laches, estoppel or 51m11ar
:theorles to. any such c1v1l or admlnlstratlve clalms, actlons or -
'proceedlng whlch are brcught by the Unlted States w1th1n 90
-'calendar days’ of wrltten notlflcatlon to NMC and FMCH that the
: releasee herexn have been rescmnded pursuant to this Paragraph

”'and (iii) the United States has a valld claim agalnst CDS, DSI;
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DSD{ the Dialysis Facilities, NMC and FMéH in the amount of the
Default Obligation and the United States may pursue its claims in
-any case, action, or proceeding.

c. CDbS, DSI, DSD, the Dialysis Facilities, NMC and
FMCH acknowledge that thei# agreements in this Paragraph are
provided in exchange for valuable cbnsiaeratidn;provided in this
Agreement..

"24. (CDS, DSI, bSD, the Dialysis Facilities, NMC and FMCH
represent that this_Agreement is freely and voluntarily entere&
'into without any degree of duress or comﬁuleion'whatsoever.

25. This Aéreement is:governed bf the laws. of the Unitea.

. States, \The Parties agree that ehe exclusive'jﬁfisdiction'and
venue for eny disputes afising between and among the Parties
under this Agreement will be the United States District Court for
the District of Massachusetts,‘except that dlsputes arlslng under
the Corporate Integrity Agreement shall be resolved exclusively
upon the dispute resolution prov151ona set forth in the Cerporate
Integrity Agreement.

26. The undersigned CDs, DSI, DsD, the Dialysis Fac111t1es,

_,NMC ‘and FMCH szgnatorles represent and warrant that they are

"authorlzed by thelr respectlve Board of Dlrectors to execute thlsf'”

Agreement The under31gned Unlted States 51gnatorles represent-
that they are 31gn1ng thls Agreement in thelr respectlve off1c1a1_e

'1capac1t1es and that they are authorlzed to execute thls'
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Agreement.

27. Except for the representations in‘Péragfaph 21
{(regarding solvency), and Qaragraph 23 (concerning bankruptcy
proceedings commenced within 91 days 5f any payments-undér this
' Agreementi, the Parties agree that nothiﬁg iﬁ-thié Agreement
.bohstitutes an admission by any person éf entity ﬁith reépeét.to
any issue of.law or fact.

28. This Agreemént ié effeétive oh the date of signaturé of
the last éignatory to the Agreeﬁent'{the ﬁEffec?iye Date”) .

29. This Agreement shall be binding on all-épcceésors,
transferees, heirs and aséigns.

30. This Agreement, together with~Ex5ibits A through E,
and the Corporate Integrity Agreement, constitute the complete
'égreement among the Parties with regard to the conduct described
in Preamble Paragraph C. This Agreément may not bé amended
except by written comsent of the Parties, except tha; only FMCH .
and OIGwHﬁS must agree in writing to modification_of the
Corporate Integrity Agfeémeht.

31. Th;s Ag:eement mayvbe executed in coun;e;parts,'eaéh of
_which shall comstitute an original-and all of which shall

~ constitute ‘one and the’same Agreement.
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THE UNITED STATES OF AMERICA

By:

Dated: 6)& &wa; { 8’;'25*2?0

Assibtant U.S. Attorney
District of Massachusetts

‘ﬁmw &wﬂ( D;ted s 1f, 20T

PATRICIA M. CONNOLLY
Special Assistant U.S.-Attorney
District of Massachusetts

. BY:

Trial Attornéy
Civil Division -
U.S. Department of Justice
By: — - Dated:

LEWIS MORRIS _ ,
"Assistant Inspector General
. Office of Inspector General
U.S. Department of Health and
' Human Services

27



By

 By: |

LU

PATRICIA ¥, CONNOLLY

e TR+ T4 ]

THE UNITED STATES OF AMERICA

g Dated:

- SUZANNE B. DURRELL

Assistant U.S. Attorney

__Dist;:ict of Massachusehta

Déted H

Speclal Assistant U.sS. Attorney
District of Massachusetts

' - Dated:
MAYA GUERRA .

Trial Attorney
. Qivil Division
U.Ss. Departme.nt: of .}'ust:.ce

4%%’ ' | , Dated:

LEWIS MORRIS

Assistant Inspector General

Office of Inspector General
'U.S. Department of Health and -

-Human Sexrvices

F-558
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CLINICATL DIAGNOSTIC SYSTEMS ine.

NMC DIAGNOSTIC SERVICE’S INC.,
Bio-Mediecal Appllcat::.ons Management Company, Inc
_ NATIONAL MEDICAL CARE, INC.

FRESENIUS MEDICAL CARE HOLDINGS, INC.

%ﬂ /é@”’ : Datgd: .i{/fa/w

Ben J. Lipps
President e
‘ Clmlcal . Diagnostic-Systems, Inc.

A/‘;’f‘ 7 | | Datec';L: 1/1@/u¥

Ben J. Lippd -
President _ ' '
MC Diagnost:ic Services, Inc.

S 25 e

Ben J. Lipps~
President
Bio~Medical Appllcatlons Management Ccmpany, Inc.

I 7 /;W patea: _ [

Ben J. Llpps
Presidene ,
National Med:.cal Care: ‘Inc.

%\%%w | Dated-: | f//ﬁ/""’_

Ben J. Lipps
President ' '
Fresemus Med:z.cal Care Holdlngs Inc.
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Acknowled ed:

By:

'ALAN E. REIDER ~
Counsel to Clinical Dlagnostlc

Pated:

ems, Inc., NMC BMA Management Co.
"Diagnostic: SBervices, Inc.

ational Medical Care, Inc.
Fresenius Medical Care Holdings, Inc.

ue {aé ~ et ///f'/%

Systems, Inc., NMC Dlagncstlc

Services, Inc., NMC BMA Management Co.,
National Medical Care, Inc.

Fresenius Medical Care Holdings, Inc.
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