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CORPORATE INTEGRITY AGREEMIENT 
BEIWEK!N THE 

Ommz OF INSPECTOR GENXBUL 
. 

OFTFIE 

GAMBRO HlXUEICARE bBORATO=S ~RWCES, WC. 

I. PREAMBLE 

GAMBRO Healthcare, Inc. (“G4MBXY) and GAMBRO Healthcare Laboratory 
Services, Inc. (“Gasp’) hereby enter into this Corporate Integrity Agreement (‘*CIA”) 
~6th the Office of Inspector General (“OK”) of the United States Department ofHe& 
and Human Services (“HIIS”} to promote compliance by their officers, directors, 
employees, contractors and agents of GHLSI and all third parties engaged to bill/submit 
tehnbt.lrsetn& daims for ESRD laboratory services, and all O~XT individuals respon&le 
for the provision, marketing or such documentation as the laboratory is required to 
generate and/or maintain regarding ESRD laboratory items or services reimburxabk by 
Federal health care programs, or in the preparation of claims, reports or other requests for 
reimbursement for such itans or services (“Covered Pcrsous”) with the statutes, 
regulations and writ&en directives of Medicare, Medicaid and all other Federal health cafe 
programs (as defined in 42 U.S.C. 5 1320a-7b(f))(HFedera1 health care program 
requirements”). Contentpo~~~eously with dis CIA, GAMBRO and GIILSI are entering 
into a Settlement Agreement with the United States, and this CIA is incorporated by 
reference into the Settlement Agreement. 

The requirements of this CIA shall apply to any and all ESECD laboratories owned 
or operated by GAhJBRO &ring the term of this CIA. Currehtly, GAMBRO’s ESRD 
Iaboratory scivices are performed exclusively by its subsidiary, GHL+SI. Accordingly, the 
requirements of this CXA are written in direct refcrcncc to GHLSI. However, should 
GAMBRO own or operate any ESRD laboratory outside of GHLSI, GAMBRO agrees 
&at the requirtrncnts of this CIA shall apply to any such laboratory. GAMBRO shall 
notify the OIG witbin fifteen (15) days of initiating the ownership OT operation of any 
ESRD laboratory outside of GHLSI. 
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II. OF TEE CIA 

The period of the compI.iancc obligz&ions assumed by G-R0 and GHLSI 
umi~r this CIA shall be five (5) years from the effkctivc date of this CL4 (unless 
otherwise specified). The effective date of this CIA shall be the date on which the final 
signatory of this CIA executes this CIA. 

Sections VII, VIII, IX, X and XI sball remain in effect until GHLSI submits all 
information required by OIG as part of the find Annual Report. 

m. CORPORATE Iwr~<;rum OBLIGATIONS 

GKLSI has instituted a volmxtary compliance progrsm known as the Laboratory 
Continuous Compliance Understanding Plan. To the extent that the compliance 
obligations under this CIA conflict with the requirements of the Laboratory Continuous 
Compliance UndcrstdJnding Plan, GHLSI hereby agrtts that the te~r~ents of the CL4 
shall control and GHLSI shall amend the Laboratory Continuous Compliance 
Understanding Plan to conform to the requkem~ts of this CIA. These requirements are 
as follows: 

I. Compliance Oficer. GHLSI has appointed an individual to serve as its 
Compliance officer. For ar least the duration of this CIA, GHLSI shall ooz.&ue to 
employ an individrral to seme as Complie Officer, who shall be responsible for 
developing and implementing policies, procedures, and practices designed to fllsurc 
compliance with the requirements set firth in this CIA and with Federal health care 
program requirements. The Compliance OfEcer shall be a momber of senior management 
of GHLSI, shall make ptiodk (ar least quarterly) reports regarding ~~mpl.iancc matters 
directly to the President and/or to the Board of Directors of GHLSI, and shall be 
authorized to report on such matters to the Board of Directors of GHLSI and of 
GAIWRO at any time. The Compliance Officer shall be responsible for monitoring the 
day-today compliance activities engaged in by GHLSI as well as for any reporting 
obligations created under this ClA. 

_I 

Any changes in the identity or position description of the Compliance Officer, or 
any actions or changes that would affect the Compliance Officer’s ability to perform the 
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duties necessary to meet the obligations in this CIA., must be reported to OIG, in writing, 
widriu fifteeu (15) days of such a change. 

2. Gm&atace Committee. GHLSI has appointed a Compliance 
Committee known as the Laboratory Cdmpliance Group. For at Ieast the duration ofti 
CI& GIESI shall continue b niubtah a Compliance Committee that shall, at a 
minimum, include the Compliance Officer and any other members of senior management 
necessary to meet the requircmcrtts of this CIA && senior executives of each major 
departmcnq such i3s billing, clinical, human resoufces. audit. markering, and operations). 
The C0mplianc.c Offictx shall chair the Compliance Committee and the Committee shall 
~~0l-I the coIrlpliaucc officer in &Ifilling hidherrcspousx~ilitics & shall assist in 
the analysis of the organizaticm’s risk areas and shall oversee monitoring of internal and 
external audits and investigations). 

Any changes in the composition of the Compliance Committee, or any actions or 
changes that would affect the Compliance Comrnittcc’s ability to perform the duties 
necessary to mcer the obligations in this CIA, must be rcportcd to OIG, in writing, within 
fifteen (15) days of such 8 change. 

B. Written Standards. 

1. Codr @M&. GAMBRO has established a written code of business 
ethics applicable to all employees, including those of GHLSI. Within 90 days of the 
effective date of this CIA, GHLSI shall review its Code of Ethics and, ifneccssary to 
comply with the requircxucnts of this CIA, will amend that Code. The revised Code of 
Ethics shall bc distributed to all Covered Persons within 90 days of the cffcoti~c date of 
this CIA. GXLSI shall m&e tbc promotion of, and adhcrcnce to, the revised Code of 
Ethics an clement in evaluating the perf’orrnance of alI employece. The revised Code of 
Ethics shall, at a minimum, .set forth: 

a. GHLSI’s commitment to ftll compliance with all Federal health 
care program requirements, including its commitment to prepare and 
submit accurate claims consistent with such rcquircrnents; 

b. GHLSl’s rcguiremeut that all of its Covered Persons shall be 
cxpcctcd to compfy with aII Feded health care program 
requirements and with GHLSI’s own Policies and Procedures as 

GHLSI 
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implemented pursuan t to seaion IILB (including the l-equiremal~ of 
Ihis CIA); 

c. the rcqukcnnent that all of GHLSI’s Covered,Persom sbaU be 
expected to report to the Compliance Officer or other individual 
designated by GHLSI suspected violatious of any Federal health care 
Program rcqu ircmcuts or of GHLSl’s own Pqlki~ and Procedures; 

d. the possi’ble conscqucnccs to both GHLSI and Covered PCMIU of 
Gilure to comply with all Federa health care program requirements 
and with GHLSI’s own PoIicies and Procedures or of failure to 
report such non-compliance; and 

e. the right of all individuals to use the ConfidentiaI Disclosure 
Program described in section IILE, and GHLSI’s commitment to 
maintain confidentiality, as appropriak, and non-retaliation with 
rcspcct to dis&surcs. 

Within ninety (PO) days of the effecrive date of the C&L each Covcrcd Person 
shall certifjl, in writing, that be or she has received, read, understood, and will abide by 
GHLSI’s revised Code of Ethics. New Covered Persona shall receive the revised Code of 
Ethics and shall complcfc the req& ctztification witin two weeks aficr becoming a 
Covcrcd Person or within ninety (90) days of the efftcrivt date of the CIA, whichever is 
Iater. 

GHLSI shall axundy review the revised Code of Ethics to determine if fkth& 
revisions are appropriate and shall make any necessary revisions based on such a review. 
Any such rc-revised Code of Ethics shall be distributed within thirty (30) days of 
fIndking such changes. Covcrcd Persons shall catifj that they have received, read, 
understood and will abide bi the re-revised Code of Ethics within thirty (30) days of the 
finaliuttion of such revisions. 

~~~~~~es. within ninety (90) days of the effective date 
of &is CLA, GHlX$shalI i@Y&BZ%=~YoIicics and Rocedures regarding the+ 

GHLS 
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the subjects rciating to the nvieed CodeofE&ics i&&&d in 

sectian III.B.1; 

the proper coding~logy for laboratory scwiccs; 
the billing reqLtimlcxlts fix routine ESRD Iabcuatuty tests 
(e.g., tests that-art included in the composite rate), induding 
the poficy against billing separately.for tests that are akady 
reirnbuxsed through the corn@ te rate; 

the hilling requirem~ f&r nonautb ESRD laboraTory 
tests (kg, tests that are bined separately &om the composite 
rate); 

thepoIi~against&emisnstofstandingordersandthc 
procedures to fbster individualized creation and use of 
physician laboratory orders; 

the policy to promote a&ar#less of HCFA’s SO/JO rule; and 

dbt* against rc!c&@ kidcbacks (e.g.. swapping 
discou.nts’ on routine =RD lsboratcxy tests in exchange for 
non-routine ESRD laboratug business). 

The Policies and Procedures shall be available to OX, upon request 

Within ninety (90) days of the effective date of the CIA, the relevant portions of 
the Policies and Pr~~edtxres &al1 be distributed to all ixtditidaxtls whose job fuoctions are 
related to those Policies and Procedures. Appropriate and knowledgeable staff should be 
available to explain the PoJicics and Procedures. 

At least annually (and more &quentiy if appropriate), GHLSl shall assess and 
updae as necessary the Policies and Procedures. Within thirty (30) days of the ef&tivc 
date of any revisions, the r&want portious of any such revised Policies and Procedures 
shall lx distributed to alI individuals whose job functions are rclatcd to tbost Policies and - 
P&X% 

’ E.g., a discotmt tb8t is not commercially reasonable in the absence of othcx, 
non-discounted busins. See. OIG Advisory Opinion 99-13. OIG Advisory Opinion 99-2. 

GnLsl 
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1. General ZYnz%&g. Within ninety (90) days of the efkth date of this 
CLA, GHLSl shall provide at least two (2) hours of general kairkng to each Covered 
person. This uzdning shall explain GHLSI’s: 

a. CIA requirements; and 

b. Compliance Program (inchtding the rcvistd Code of Ethics and 
the Policies and Procedures as they pertakt ro genera1 compliance 
issues). 

All training materials shall be made available to OIG, upon request. 

New Covered Persons shall receive the general training described above within 
thirty (30) days of becoming a Covered Person or within ninety (90) days afkr the 
cffcctivc date of this CIA, whichever is later. After receiving the initial training ciescri%ed 
above, each Covered Person shall receive at least one (1) hour of general training 
amludIy. 

2. $ecjfic Z@qiag. JVithin ninety (90) days of the effective date of this 
CIA, each Covered Person who is involved in the preparation or submission of clajms for 
reimbursement l%xn any Federal health care prow (hereinafter rcfmed to as “Relevanr 
Covered Persons”) shall receive at least six (6) hours of specific training.in addition to the 
general training required above. This specific training shall include a discussion of: 

applicable to the 

GHLS 
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et. the legal sanctions for improper billings; and 

f. exampIes of proper and improper billing practices. 

AI1 naining materials shall be made available to OIG, upon request Persons pmvidhg 

the training must be howledgeable about the subject area. 

Relevant Covmd Persons shall receive this training within thirry (30) days of the 
beginning of their employment or becoming Relevant Covered Persons or within ninety 
(90) days of the &‘ve date of this CIA, whichever is later. A GHLSI employee who 
has completed the specific training shall review a new Relevant Covered Person’s work, 
to the extent that the work relates to tht preparation or submission of claims for 
reimbursement from any Federal health care program, until such time as the new Relevant 
Covered Person compfetes applicable training. 

Afk receiving the initial training described in this section, every Rc~evant 
Covered Person shall receive at least four (4) hours of specific training annually. 

3. Ck@fhtio~. Eachincftiti who is rquimd to attend king shall 
certify, in writing, that he or she has received the reqiretf training. The certification shall 
specie the type of tr&ing received an4 the date received. The Compliance Officer (or 
his or her designee) shall retain the certifications, along with all COUIX materials. Thcsc 
shall be made available to OIG, upon request 

\\\ 

\\\ 

\\\ 
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GHLSI &II retain an entity, such as an accountig, auditing, codamng firm or 
other indcpcndcnt consuItants (hcxinaftcr ‘IrpdcpcndcntRevit3w orgidationT* to 
perform review proctdures to assist GHLR in assessing the adequacy of its billing and 
compliance practices purswmt to this CIA. This shall bc an annual requirement and shall 
cover a twelve (12) month pCX’iOd. The hdCp~ndeW Review 0rganization must have 
expertise in the biUing, coding, reporting and other rapkments of the Federal health 
care programs fkom which GHLSl seeks r&x& u~scmtnt The Independent Review 
Organization must be retained to conduct the audit of the first year within one-hundred 
and twenty (120) days of the tffcctivc date of this CIA. 

The Independent Review &gakation will conduct two separate engagements. 
* One wilI be an analysis of GHLSI’s bifling to the Federal health care programs to assist 

GHLSI and OIG in dete rmining compIiancc with all applicahlc statutes, regulations, and 
dircctiv~~/guida~~cc (“billing cngagcmcnt”). The second cngagcmcnt wiil dctcrminc 
whether GHLSI is in compliance with this CIA (“&xnpIiance engagement”). 

1. &lling E’tzgagemenr. The billing en 
a statistically valid sample of bencfi&ies that m bs 

, consist of a review of 
population of 

claims for the relevant pexid The sampfe *size shall be de&m&d through the use of a 
probe sample. At a minimum, tlxe fhll sample must be within a nineQ~ (90) percent 
confidence level and a precision of twcn~five (25) pcrccnt. The probe sample must 
contain at least thirty (30) sample units and cannot be used as m of the fhlI sample. 
Both the probe sample and the sample must be s&ctcd through random numbers. GHLSI 
dud1 USC OIG’s Office of Audit Services Statisticai Sampling Software, also Imown as 
6RAT-STATS,” which is availabk through the Internet at 
%ww.hhs.gov/progorg/oas~tiW. 

Each4;luPm9t.h au&@sk:kbkI%cIude the foIlowing components 
in its methodology: 

a. Billing &ngagement objtctiw: AaJatement stating clearly the 
objective intended to be achieved by the billing engagement 1 
and the procedure or combination of procedures that will be 
applied to achieve the objecdve. 

b. BiUkg bgagaat Papalatioa: Identify the population, 

GIUSI 
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which is the group about which information is needed. 
Explain the methodology used to develop the population and 
provide tbc basis for this cieterminatian, 

C. Sources of Data: Provide a full description of the source of 
the information upon which the bilfing engagement 
conclusions will be based, including the legal or other 
standards appIi& documents relied upon, payment data, 
and/or any contractual obligations. 

d Sampling Unit: Define the sampling unir, which is any of the 
designated elements that comprise the population of interest. 
Under this CIA, the sampling unit will be defined by 
beneficiary patient quarter, i.e., claim grouped by beneficiary 
for each quarter. 

e. Sampling Frame: Id&i@ the sampling frame, which is rhe 
totality of the sampling units fkom which the sample will be 
selected 

The billing engagement shall provide: 

GHW 
Iuly3,2000 

iv. findings regarding whcthcr GHLSI is submitting accurate 
&has for routine ESRD laboratory tests (e.g., not bB&g 
separately for tests tbat are already reimbursed through the 
composite fate); 
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vii. 
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Inn. 

ix. 
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findings regarding whether GHLSI is submitting accurate 
claims for non-mutinc ESRD h&oratory t&s (e.g., accurate 
biUing for ttsts reimbursed scpamtc~y &om the composite 
rate); 

finmngs Egdbg whcthcr GHLSI's USC of standing orders is 
proper and whether it employs procedures to fostn the 
individualized creation and use of physician laboratory 
orders; 

findings regard& whetbcrGMs1 is submitting accurate 
claims for automated blood chemistry tests; 

findings rcgxding GELSI compliance with the Anti- 
Kickback Statute, 42 U.S.C. $1320a-7b(b); and 

findings regardingthe steps GHLSI is tad&g to bring its 
operations into complianct or to correct problems identified 
by the audit 

2. CompZicu~co Engagement. An Indepeudcnt Rcvicw Organization shall 
also conduct a complian~c engagement, that shall provide findings regarding whether 
GHLSl’s program, policies, procedures, and operations comply with the tcrxns of this 
CIA. This engagernmt shalI incIude section by sectim tidings regarding the 
l+rements of this CIA. 

A compIete copy of the Independent Review Organi&o~‘s billing and 
coxppliance engagcmazt reports to GHLSI and/or beinchzdedimcachof 
GHLS’s Annual Reports to OIG. 

3:: . Q tht eyeat that the OIG detcxmins that it is 
necessary to conduct an indcpcndent review to determiac whether or the extent to which 
GE%31 is complying with its obligations under this CIA, GHLSI agrees to pay for the 
msonable cost of any such review ot engagement by the OIG or auy of izs designated 3 
agents. 

w ~Nr+pn 
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GAMBRO maintains a toll free hotline number for its employees to report 
misconduct. Within 90 &ys af’ker the effective dare of tbis CIA, GBLSI shall establish a 
Confidcutial Disclosure Program, which must include a me&a&m h a t&&ee 
compliance telephone line) to enable individuals to disclose, to the Compliance off?cer or 
some other persou who is not in the disclosing individual’s chain of command, my 
identified issues or questiofts associated with GHLSl’s policies, pmxices or procedures 
with nspcct to a Federal health care program, believed by the individual to be a p~tmid 

violation of criminaI, civil or administrative law. GHLSl shall publicize the existence of 
the co&dentiai disclosure mechanism (e,n. via ptiodic o-mails to employees or by 
posting the informarion in prominent cxxxhnon areas). 

aI Disclosure Pmgram shall etnphib a xum..~&on, non- 
shall inciude a reporting mechsnism fh anonymous, confidential 

ww. Upon receipt of a discIosur6, the CompIiance Officer (or designee) 
shall gather’all relevant information from the disclosing individual. The Compliance 
Officer (or designee) shah make a preliminary, good Wh inquiry into the allegations set 
f& in every disdosux to ensure that he or she has obtained all of the information 
necessary to de&mine whether a fimhex review should be conducted. For any disclosure 
that ia suf&icntly specific so that it reasonably: (I) permits a determination of the 
appropriateness of rhe alleged improper practice; aad (2) provides an oppormniv for 
talc& corrective action, GHXSX shall conduct an internal review of the allegations set 
forth in such a disclm and ensure that proper follow-up is conducted. 

The CompIiance Officer (or his or her designee) shall maintain a confidential 
disclosure log, which shall include a record and summary of each disclosure received, the 
status of the reqcctive internal reviews, and any corrective action talc= in response to the 
iuterd reviews. The confi$ential disclosure log shall be available to OIG, upon request 

1.. d9#@&ih &r purpes of this CIA, an “Ineligible Person” shall be any 
individual or e&G who: (a) ia currently excluded, debarred or oth&w@~i@igible to - 
participate iu the Fedd health care progfams or ia Federal mmnt or non- 
pnx;uffment programs; OT (b) has hem oomictcd of a crimiml offense Elated to the 
provision of he&b care kns or services or patient abuse or neglect, bur baa not yet been 
excluded, dehamed or oti&eswise declared k&$bk 

GHISI 
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2. Screening Rquironrenb. GHLSI shall not hire or engage as c0ntractol-n 
any Ineligible Person. To pvsnt hking or eontraoting with any Ineligible Person, 
GHLSI shall ween all pmspxtive rmplayas apd pmqmtive (xnlmmrspriotu, 
engaging their service by: (a) eg, M to disckse w?@k tbeym IatUgiile 
Persons; and(h) T&&B&#@!C%EV&&S A~&&u&IVS List of Par&s 
Excluded 5om Federal Programs (available &mu& the Internee at http://epfs.arne~gov) 
andthe “,OIG List of Excluded Indivi&ais/Entities (available through the I&met at 
htzp://w kgov/oig) (these lists will hereinafk be r&&red to as the ‘6Exclusi~n 
Lists’). 

3. Review and Removal Reqadrement. Within ninety (90) days of the 
effective date of his CIA, GHLSI shall review its list of current employees and 
contractors against the Exchzsion Lists. Thereafter, GHLSI shall nzview the list annually. 
In addition, GI-ILSI shall require employees and contractors to disclose immediately any 
debarment, exclusion or other event that makes the employee an Ineligible Person. 

IfGHLg1has pesna.@&&.& _, 

Gm q$aSnm dated tii the Federal health ~~trt programs and shall 
remove such person &cm any position for which the person’s salary or the items or 
scrviccs rendered, or&d, or prescribed by the person are paid in whole or part, directly 
or indirectly, by Federal heahh care programs or otherwise with Fcdcrd funds at least 
until such time as the person is rzinstated into participation in the Federal health care 
proP=S. 

an 

employee or conlractor hi& not and shall not adversely afIi?ct the quaIiv of care 
rendered to any beneficiary, patient or resident, or the acctxacy of any claims submitted 
to any Federal health care program. 

G. * Notification of Government Investigation OT Legal Proceedin=. -2 

on 
Or SIhasc0mmittedacrimeorbasengagedir.i 
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&audnlent activities. This notification shall include a description of the allegation, the 
i&&y of the inxstigating orpsc~uting agency, and the status of such investigation or 
legal proceeding. GHLSI shall also provide written notice to OIG within thirty (30) days 
of the moWion aft& matter, and shall provide OIG with a description of the findings 
amlJordts oftbeprocadings, ifmy. 

H. Rcwrtinn, 

a. Deflnitin of Overpaymenztr. For purposes of this CIA, an 
yov~aymcn~ shall mean the amount of money CHLSI has 
received in excess of the amount due and payable under any Federal 
health care program requircmcnts. GHLSI may not subtract any 
undexpayments for purposes of determining tie amount of relevant 
uoverpayment9.” 

b. Reporting of Overpayments. If, at any time, GHLSI identifies or 
leans of any ovexpaynwnts, GEILSI shall notify the payor b 
Medicare fiscal intermediary of carrier) and repay any identified 
overpayments within thirty (30) days of discovery and t&e remedial 
steps within sixty (60) days of discovery (or such additional time as 
may be agreed to by the payor) to correct the problem, iucluding 
preventing the underlying problem and the overpayments from 
recuning. Notification and repayment to tie contractor should be 
done in accordance with the contractor policies, and for Medicare 
contractors, must include the information contained on the 
Overpayment Refund Form, provided as Attachment A to this CL% 

2. Material De&iencies. 
. . 

rr, 
‘*” ..:j’ &$i%ithn of Material Dejh’enq. For purposes of this CL& a 

“Material De&iency” means anything that involves: 
3 

(i) a substantial overpaymenq or 

(ii) a matter that a reasonable person would consider a 
potential violation of kninal, civil, or administrative laws 

JuIy3,2ooO 13 
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applicab~c to any Federal health care pro- for which 
palawcs or exchlsion may he authorized 

A Material Deficiency may be the result of an isolated event of a 
series of occuTenfxz 

b. Reporting of Ma;erialDe~iedes. IfGHLS1 dctcmhes that 
there is a Material Defieieney, GHLSI slinlf not@ OIG, in writing, 
within thirty (30) days of making the determination that the Material 
Deficiency exists. ti qon to the OIG shall include the following 
infc Ttixlatioll: 

(i) If the Material Deficiency results in an overpayment the 
report to the OIG shAI be made at the same time as the 
notification to the payor rquircd in section IILR. 1, and shall 
include all of the info-tion on the Overpayment Refund 
Form, as well as: 

(A) the payor’s name, address, and contact person to 

whom the overpayment was sent; and 

(B) the date of the check and identification number (or 
electronic transdon number) on which the 
overpaymun was repaid/rcfbn* 

(ii) a complete description of the Material Deficiency, 
inchiing the relevant l%cts, persons involved, and legal and 
Federal heaIth care program authorities implicated; 

(iii) a description of GHLSl’s action taken to co- the 
Material Deficiency; and 

(iv) any fbrther steps GHLSI plans to take to address the 
Material Deficiency and prevent it from recurring. 

GH.LSI 
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Iv. ~EW~SINESuNITSORbi2C~ 

In the event thst, after the effkctive date of &his CIA, GHLSI changes t0~ati0n~ 0f 
purchases or establishes new business uniti Elated to the fhishing of &ems or services 
that may be Wbursed by Federal health care prom GIlLSI shall notify OIG of this 
fkt as soon as possible, but no later than withiu thirty (30) days of the date of change of 
lowtion, purchase or establishment. This notifkation shall include the location of the 
new operation(s), phone number, fax number, Medicare provider number(s) (if any), and 
the comzsponding contractor’s name and address that has issued each Medicare provider 
~I,uzI$J~~. ,Ul Covered Pcxsons at such locations shall be subject to the applicable 
nqu&ments in this CIA h completing certifications aud undergoing training). 

V. LEMEYTATION~ANNUALREP~RTS 

A. F Within one hundred and fifIy (150) days after the 
efktivc &te ofSsC3& CBI&SI dsdi submit a written report to OIG summarizing the 
status of its implementation of the requimncx~~ of this CIA- This Implementation Report 
shaU include: 

1.. &e name, address, phme number and position descxiptien of the 
Compliance OfTic= required by section XIU; 

2. the names and positions of the members of the Compliance Corn&tee 
rc~bysccfiap~ 

3. a copy of GHLSI’s rtvised Code of Ethics required by section lII.B. I; 

4 the 9uru1.1~ of the Policies and R~~edurcs required by section III.B.2; 

5. a descriptkn of the training required by. s~&tin IXC, inch~ding a 
de&f#b&t tatgatred au-, hgth of sessions, which sessions 
were mw and Warborn, percentage of arfendance, and a schedule of 
when the &king sessions were held; 

6. a -cation by the Compliance Officer that: 

Gl3.M 
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a. the Policies ad ProceW rquired by se&on IILB have been 
devel& are being impiementcd, and have been distributed to all 
appropriate Covered Persons; 

b. all Covered Persons have completed the revised Code of Ethics 
cer&ationrequiredbysectionIIIJ3.1;and 

c. ail Covered Persons have completed the applicable training and 
executed the certification(s) rquircd by sation IEC.; 

The documentation supporting this certification shail be available to OIG, 
apa request 

7. a dcscziption of?k Confidential DiscIosure Program required by se&on 
m-E; 

8. the identity of the Independent R.eview oBgaprizstion(s) and the proposed 
start and compictioa dsWsofthe iifst anmud review; 

9. a summary of personnel actions taken pumant to sctxioxi IIXF.; 

10. a Iist of ail of bHL&s loCati0nS (including lo&ions and mailma 
z&ddmes), the colTesponding name uaim which each location is doing 
businw, the corresponding phone numbers and k numbers, each 
location’s Medicare provider identification number(s) and the contractor’s 
name and address that issued each provider identication number; and 

11. Tothe eactentnotalre&dy or if modified, a description 
fication of any parent and 
e lines of business. 

B. e. GHLSI shall submit to OIG Anmaal Reports with respect to 
the status of and findings regarding of GHLSl’s compliance activities for each of the five 
one-year periods beginning on the effective date of the CIA. (The one-year period l 

covered by each Annual Report shall be refired u) as %e Reporting Period’). 

Each Annual Report shall in&de: 

GHLSI 
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1. any change ia the identity or position description of the Compiitince 
Officer and/or members of the Cornptiance Committee described in section 
m.A; 

2. a certification by the Compliance Officer that: 

a. all Covered Persons have completed the annual revised Code of 
Ethics certification required by section 1lI.B. 1; 

b. ail Covered Persons have completed tie applicable training and 
exccutxxi the certification(s) required by section IILC; 

. c. GHLSI has complied with its obligations under the Settlement 
Agreement: (i) not to resubmit to any Federal health care program 
payers any previously denied daims related to the Covered Conduct 
ad- in the Scttlcmcnt Agreanent, and not to appeal any such 
denids of claims; and (ii) not to charge to or otherwise seek payment 
from Federal or state payers for unallowable costs (as defined in the 
Settlement Agreement) and to identify and adjust any past charges or 
claims for unallowable costs; 

The documentation supporting this certification shalt be available to OIG, 
ppon=P= 

3. a summary of any significant changes or amendments to the Polities and 
Proc~~ by section IEB and the reasons for such changes u 
change in conlractor policy); 

4. a description of the training required by section D3.C conducted during 
the Reporting Period, including a description of the targeted audiences, 
length of sessions, which sessions were mandatory and for whom, 
percentage of attendance, and a schedule of when the aaining sessions were 
held; , 

5. a con$ete copy of ail reports prqaxd pursuant to the Independent 
Review Organization’s billing and compliance extgagcmcnts, including a 
copy of the methodology used, along with a copy of the Lndependent 
Review Organization’s engagement letlw 
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6. GHLSI’S respotlse and corrective action plan(s) related to any issues 
tied by the Independent Review Orggon(s); 

7. a sumnary of Material Deficiencies (as &fined in lKH) identified 
during the Reporting Period and the status of any cozr&vt and 
prevent&w action relating to all such Material Deficiencies; 

8. a report of the aggregate overpayments that have been rcturncd to tbt 
Fedexal health care prom. Overpayment amounts should be broken 
down intc *he following categories: iupatient Medicaucc, outpatient 
Medicare, LMedicaid (report each applicable state s~mtely) and other 
Federal health care programs; 

9. a summary of the disclosures in the con&kntial disciosurc log required 
by section IILE that: (a) relate to Federal health care programs; or (b) 
allege abuse or neglect of patients; 

10. a description of any personnel actions (other than hiring) takm by 
GHLSI as a result of the obligations in section lUF, and the name, title, and 
responsibilities of any penon tha! fkUs witbin the mbit of section III.F.4, 
and the actions taken in response to the obligations set forth in that section; 

11. a summary dcscriiing any ongoing investigation or legal proceeding 
required to have been reported p ursuant to section ULG. The summary 
shall in~ludc a description of the allegation, the identity of the investigatiug 
or prosecuting agency, and the status of such investigation or legal 
proceeding; and 

12. a description of all chauges to the most receutly provided Iist (as 
updated) of GHLSI’s Iocatious (including Iooations and maiIing addresses) 
as required by section VA.10, the corresponding name under which each 
location is doing business, the corresponding phone numbers and fax 
numbers, each Iocation’s Federal h&h care program provider 
identification number(s), and the contractor name and address that issued _I 
each provider identification nmbet. 

The Srst Amud Report &ill be received by the OIG no latet than one year and 
sixty (60) days after the cud of the !kst kporting Period. Subsequent Annual Reports 
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shall be received by OIG no later than the aunivmary date of the due date of the mst 
AnnualReporL 

C. QQ&&QS. The Tmplanentation Report aad Anna Reports shall include a 
certification by the Compliance Officer that: (1) except as otkrwisc described in the 
applicable repor& GHLSI is in compliance with all of the rcquiresncnts of this CIA, to the 
bet of his or her knowledge; and (2) the Comprianct Officer has reviewed the Report and 
has made reasonable inquiry regarding its content and believes that the tiormation is 
murateandt~~thful. 

D. Q&&Q&Tnfmtiog: GHLSI shall clearly identify any portions of its 
submissions that it believes are trade secrets, or idomarion that is cormncrcid or 
financial and privileged or coIlfjdenti& and therefore exeftlpt from disclosm’e under the 
Freedom of kfkmation Act (‘TOW”), 5 U.S.C. 0 552. GELSI shall retin %om 
identifjkg any Xorxnation a~ exempt from ~~SC~OSWC ifthat idomtion does not meet 
the criteria for exemption from disclosure under FOLk 

VI, ws AND SrrsMlsSION OF -PO=S 

uzlIess othelwise stated in writing after the cective date of&is cl& all 
notifications and reports required under this Cl4 shall be submitted to the following 
entities: 

QIG: 
Civil Recoveries Branch - Compliance Unit 
OfScc of Counsel tu the lnspcctor General 
OfIke of Inspector General 
U.S. Dcpamncnt of Health and Human Services 
Coheq Building, Room 5527 
330 Independence Avenue, SW 
Washington, DC 20201 
Phone 202.619.2078 
Fax 202205.0604 

mLss 
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Judith A. Waltz 
FoIey & Larclner 
One Maritime Plaza, Sixth Floor 
San Francisco, CA 9411 l-3404 
Tel. 415/438-6412 
Fax 4151434-4507 
htemetjwcdk@fb&2w.com 

Unless otherwise specified, all notifications and reports rcquircd by this CIA may be 
made by certified mail, overnight mail, hand delivery or other means, provided that there 
is proof that such not&&ion was received For purposes of this requirement, internal 
ficsinrile con&nation sheets do not constirute proof of receipt. 

Vn. 01G bBt’WTXON. AUDIT AM) B 

In addition to any other rights OIG may have by statute, regulation, or contract, 
OIG or its duly authorized rcprcsentativc(s) may cxamint or request copies of GHLSI’s 
books, records, and other docume nts and SUppOrtbg xnatdlS andvor conduct on-site 
reviews of any of GHI,SI’s locations for tbc purpose of ycrifying and evaluating: (a) 
GHLSX’s compliance with the terms of this CIA; and (b) GHLSl’s compliance with the 
requirements of the Federal health care programs in which it participates. The 
documentation dcscriicd above shall be made available by GHLSI to OIG or its duly 
authorized rapr~tative(s) at all reasonable times for inspection, audit or reproduction. 
Furthermore, for purposes of this provision, OIG or its duly authorized representative(s) 
may interview any of GHLSI’s tmployees, CO~~LBC~OIS, or agents who consent to be 
intcrviewed at the individual’s piacc of busincsa during normal business hours or at such 
other place and time. as may,be mutually agreed upon tieen the individual and OIG. 
GHLSI agrees to assist OIG or its duly au&r&d repnscntative@) in contacting and 
arranging intcwicws with such individuals upon OK’s rcquc& GHLSI’s cmployee~ may 
elect to be interviewed with or without a representative of GHLSI present. 

GH.LSJ shall maintsin for inspection all clwaunents and records relating to 
reimbursement fhxn the Federal health cam programs, or to compliance with this CIA, 
for five (S) years (or longer if otherwise requhd by law). 
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Consisrart with Hfl:s’s FOIA proctchnts, set forth in 45 C.F.R. Part 5, the OIG 
shall make a rcasonahfe effort to notify GHLSI prior to any release by OIG of 
i&ormation sub&ted by GHLSI pursmt to its obligations under this CIA and identikd 
upon submission by GHLSI as lrade secrets, or infhrmation that is commercial or 
tic&l and privileged or confidential, under the FOL4 rules. Wi& respect to such 
releases, GHLSX shall have the rights set f& at 45 C.F.R Q 5.65(d). GHLSI shall 
r&ain f&n ident@iIlg any information as exempt ftoar rekase if that information does 
not meet the cziteria for exemption 50x11 disclosure under FOX 

x BR&KH AND DEFAULT PROVETONS 

GAMBRO and GHLSX are expected to fiAly and timely corn@@@ with all of their 
CL4 obligations. 

tiulated 
. . . . 

A* s Pe for Fa&zre to Comply -t.h Certam Obl igatiou. As a 
contractual remedy, GAh4BR0, GHLSl and OIG hereby agree that f&urc to comply with 
ceztain obligatitihs set forth in this CIA may lead to the imposition of the following 
monttrtry penalties (hereinafter referred to as “Stipulated Penalties”) in accordance with 
the folIowing provisions. 

1. A Stipulated Penalty of $2,500 (which shall begin to accrue on the day 
after the date the obligation became due) for each day GHLSI fairs to have in place any of 
the following: 

a. a Compliance Officer as described by section IILAJ; 

b. a Compliance Committee as described by section III.A.2; 

c. a written Code of Tics as dcscriicd by section III.B. 1; 

d. written Policies and Rocedures as dcscriicd by section III.B.2; = 

t. a nquircmcnt that Coved Persons be trained as described in 
section II1.C; and 

GEUS 
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5 a Confldcntial Disclosure Program as described in section IKE. 

2. A Stipulated Penalty of $2,500 (which shaU begin to aocruc on the day 
after the date the obligdion became due) for each day GHLSI fkiIs to xvztain an 
Independent Review 0rganizaticm, as required in seetiun IlID. 

3. A Stipulated Penalty of 52,500 (which shail begin to accrue on the day 
after the date the obligation became due) for each day GHLSI fails to meet any of the 
deadlines for the submission of the Implementation Report or the Annual Reports to OIG. 

4. A Stipulated Penalty of $2,000 (which shall hegin to accrue on the date 
the failure to comply begau) for each day GHL.SI exnpioys or cotltracts with an Ineligiile 
Person and that person: (i) has responsibility for, or involvement with, GHLSI’s business 
operations related to the Federal health care programs; or (ii) is in a position for which the 
person’s salary or the items or services rendered, ordered, or prescribed by the person are 
paid in whole or part, directly or indirectly, by Fcdcral health oare programs or otherwise 
with Federal funds (the Stipulated Penalty descrikd in this paragraph shall not be 
demanded for any time period during which GHLSI can demonstrate that it did not 
discover the person’s exclusion or o&r ineligiiility a&r malting a reasonahlc inquiry (as 
described in section III-F) as to the status of the person). 

5. A Stipulated Penalty of 61,500 for each day GHLSI f& to grant access 
to the information or documentation as required in section VII ofthis CIA. (‘This 
Stipulated Penalty shall begin to accrue OR the dats CHLSI fkils to grant access.) 

6. A Stipulated Penalty of $1,000 fix each day GAMBRO or GHLSI fails 
to compiy firlly and adequately with any obligation of this CIA not already covered in 
paragraphs l-5. In its notice to GAMBRO or GHLSI, OIG shall state the specific 
grounds for its de teanination that GAMBRO or GHLsl has failed to comply My and 
adequately with the CIA ohligation at issue and steps GAMBRO or GHLSI must take 
to comply with the CIA. (This Stipulated Pcnalv shall begin to accrue t= (10) days afkr 
the date that OIG provides notice to GAMBRO or GHLSI of the fhih~e to comply.) 

. 
B. @ . GAMBRO or CEILS1 may, in - 

advance of the due date, submit a timely written request for aLI extension of time to 
perform any act or file any notification or rcpoti mquired by this CIA. Notwithatandiug 
any otherprovision in this section, if OIG mts the timely written request with rapcct to 
an act, notification, or report, Stipulated Penalties for thilure to perform the act or tile the 

GHLSI 
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notification or report shall no1 begin to aceme untii one day after GAMBRO or GI-ILSl 
fails to meet the revised deadline set by OIG. Notwithstanding any other provision ia this 
section, if OXG denies such a timely written mquest, Stipulated Penalties for failure to 

perform the act or file the notification or report shall not b&u to accrue until two 
business days after GAMBRO or GHLSI receives OIG’s written denial of such request or 
the or&id due date, whichever is larer. A “timdy W&CR request” is defined as a 
request in writing received by OIG at least five (5) business days prior to the date by 
which my aa js due to be performed or any notification or report is due to be filed. 

C. PaMnent of Stiuulated Penalties. 

1. Demnnd Lerter Upon a finding that GAMBRO or GHLSI has fZled to 
comply with any of the obligations described in section XA and after dekrxnning that 
Stipulated Perdies are appropriate, OIG shall noti@ GAMBRO or GHLSI of: (a) 
GAMBRO or GHLSI’s fkilurc to comply; and @) the OIG’s &c of its contract& 
right to demand payment of the Stipulated Penalties (this notification is hereinafter 
refkrred to as the “Demand Lette?‘). 

2. Response to Demmrd Letter Within ten (10) days of the receipt of the 
Demand Letter, GAMBRO or GHLSI shall either: (a) cure the breach to OIG’s 
satisfaction and pay the applicahlc Stipulated Penalties; or (b) request a hearing before an 
HHS administrative law judge (“Aw”) to dispute OIG’s determination of noncompliance, 
pursuant to the agreed upon provisions set forth below in section X.E. In the event 
GAMBRO or GHLSl elects to request an ALJ hearing, the Stipulated Penalties shall 
continue to accrue until GAMBRO or GHLSI cures, to OIG’s satisfktion, the alleged 
breach in dispute. If the ALJ overturns the OIG’s imposition of Stipulated Penalties, then 
any amounts collected in payment of Stipulated Pcn&ies shall be rctumcd to GAMBRO 
or GHLSI. Failure to respond to the Demand Letter in one of these Wo rmnmm within 
the allowed time period shall be considered a material breach of this CIA and shall be 
grounds for exctusion undk section X.D. 

3. Form cfPuymmr. Payment of the Stipulated Penalties shall be made by 
certified or a&k’s check, payabit to: ySecmary of the Department of Health and 
Human Services,” and submitted to OIG at the addnss set for& in section VI. * 

4. Indepdence from hidedaf Bach Derenninanbn. Except as set forth 
in section X.D. 1 .c, these provisions for payment of Stipulated Penalties shall not afkct or 
othenvist set a standard for OIG’s decision that GAMBRO or GHLSI has materiaIly 
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breached tis CLA, which de&i- shall be ma& at OIG’s discretion and shall be 
govcr& by the pravisians in section X-D, below. 

1. DejZnition of Material Breach. A materid breach of this CIA means: 

a. a fdure by GHLSI to report a material deficiency, tie corrective 
action and make the apprqxiatc rcfmds, as required in section IILH; 

b. a rcpcatcd or flagrant tiolatio~ 9th~ obligations under this CIA, 
inchding, but not limited to, the obligations addressed in se&m 
XA 

c, a fZlure to respond to a Demand Letter concerning the.paymcnt of 
Stipulated Penalties in accordance with section X-C; or 

d a failure to retain and use an Independent Review Organization in 
accordance with section IILD. 

2. Notice of Matenid Breach ad Intent to Exciu&. The parties agree that 

a material breach of this CIA by GAMBRO or GHLSI canstitutcs an independent basis 
for exclusion of the party in breach Erom participation in the Federal health care 
programs. Upon a determination by OIG that GAMBRO or GHLSI has materially 
breach& &is CIA and that mchasion should be imposed, OIG shall noti@ GAMBRO or 
GHLSI ofl. (a) GAMBRO’s or GHLSl’s marerial brcack, and (b> OIG’s intent to exercise 
its contractud right to impose exclusicm (this notifxcation is hereinafter rcfcmd to as the 
“Notice of Material Breach and Intent to Excludc~. 

3. Oppodudy to Cure. GAMBRO or GHLSI shall have thirty (30) days 
from the date of receipt of the Notice of Material Breach and Intent to ExcSude to 
demonstrate to OIG’s s&f&on thatz 

a GAMBRO or GHLSI is in fialI compliance with this CIA, t 

b. the allcgtd material breach has been cured; or 

GHISI 
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c. the alleged material breach cannot be cured within the thirty (30) 
day p&xi, but that: (i) GAMBRO or GHLSI hasbegun to take 
action to cure the mate&I breach; (ii) GAMBRO or GHLSI is 
pursuing such action with due diligencq and (iii) GAh4BRO or 
GHLSI has gnwided to OIG a reasonable timetable for curing the 
material breach. . 

4. Exclusion Letter. If at the conclusion of the thirty (30) day period, 
GAMBRO or GmI f&ils to satisfy rhc rcquircments of section XD.3, OIG may cx&dc 
the party in breach f&n participation in the PedcraI he&b care programs. OIG ,wilI 
notify GAMBRO M GHLSI in writing of its dctcrmination to cxciudc GAMBRO or 
GHLSI (this letter &all be refmed to hereinafter as the “Exclusion Later”). Subject to 
tie Dispute Resolution provisions in section X.E, b&w, the exclusion shaII go into effect 
thirty (30) days aftcr the date of the Exclusion Letter. The exclusion shall have national 
effect and shall also apply to all other Federal procurement and non-procurement . 
programs. Reinstatement to program participation is not automatic. Ifat the end of the 
period of exclusion, GAMBRO or GELS1 wishes to apply for ninstatcmenq GAMBRO 
or GHLSI must submit a tixten request fix reinstatement in accordance with the 
provisions at 42 C.F.R. $5 1001.3001-.3004. 

E. &ptc Resolutioa 

1. Review Rights. Upon OIG’s delivery to GAMBRO or GHXSI of its 
Demand Letter or of its Exclusion Lcttcr, and as an agreed-upon contractual remedy for 
the resolution of disputes arising under this CIA, GAMBRO or GJ5LSI shall be af%rded 
certain review rights comparable ro the ones that arc provided in 42 USC. 5 1320a-7(f) 
and 42 C.F.R. Part 1005 as if they applied to de StipuIated Penalties or exclusion sought 
pursuant to this CL &k&ally, OIG’s detemination to demand payment of Stipulated 
Penaltics or to seek exclusion &all be subject to review by an ALJ and, in the event of an 
appeal, the Departmental Appeals Board (-DAB”), in a mauner consistent with the 
provisions in 42 C.FR. @ 1005.2-1005.21. Notwithstanding the language in 42 C.F.R $ 
1005.2(c), the request fbr a hearing involving Stipulated Penalties shall be made within 
ten (10) days of the receipt of the Demand Letter and the request for a hearing involving 
exclusion shall be made within twenty five (25) days of receipt of tbc Exclusion Lcttcr. 

2. Sti&ated Penalties Review. Notwithstanding any provision of Title 42 
of the United States Code or Chapter 42 of the Code of Federal Regulations, the only 
issues in a proceeding for Stipulated Penalties under this CIA shall be: (a) whether 

GHLSI 
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G4MBRO or GHLSI was in fidl and &cly compliance with the obligations of this CIA 
for which tk OIG demands payment; and 0) the period of mmcompliance. GAMBRO 
or GHLSI shall hue the burden of proving its WI and timely compliance and the steps 
taken to cure the noncomp~iancc, ifany. If rbe ALJ agrees wi& OIG wirh regard to a 
hding of a bmzh of &is CIA and ~&IS GAMBRO or GHLSI to pay StipuIated 
Pcn&ks, such Stipulated Pcnaltics shall become due and payable twenty (20) days after 
the Au issues such a decision unkss GAMBRO or GHLSI requests TC+W of the &J 
decision by the DAB. If the ALJ decision is -1~ appealed to the DAB and the DAB 
uph01~ the tide&n&on of OIG, the Stipulated Penalties shall become due and payable 
twenty (20) days after the DAB issues its decision. 

3. E~chsion Review. Notdh~tanding any pm&ion of Title 42 of the 
United States Code or Chapter 42 of the Code ofkkal Regulations, the only issues in a 
proceeding for exclusion based on a material breach of &is CIA shall be: 

a, whether GAMBRO or G-1 was in material breach of this CIA, 

b. whether such breach was continuing on the date of the Exclusion 
L&et, and 

c. whether the allogod material breach could not have been cured 
tithin the thirty (30) day period, but that 

(i) GAMBRO or GHLSI hadbegun to take action to cure the 
material breach within that period, 

(ii) GAMBRO or GHLSl has pursued and is pursuing such 
action with due diligence; and 

(iii) GAMBRO or GHLSI provikci to OIG within that period 
a reaaonablc timetile foa curing the material breach and 
GAMBRO or GHLSI has followed the timetable. 

For purposes of the exclusion herein, exclusion shall take effkt only afk an ALJ 
decision favorable to OIG, or, if the ALJ rules fa GHLSI, only afk a DAB decision iu 3 

fiwor of OIG. GAMBRO or GHLSI’s election of its contracmal right to appeal to the 
DAB shall not abrogate the OfG’s authoriv to exclude GYRO or GHLSI upon the 
issuance of an ALJ’s decision in favor of the OIG. If the AW sustains the determination 

GHLSI 
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of the OIG and detemks that a~clnsion is authorized, such exclusion shall take effect 
twenty (20) days afk tk AU issues such a decision, nokthstaading,that GAMBRO or 
GfILSI may request review of the ALJ decision by the DAB. xf the DAB finds in favor 
of OIG after an ALJ decision adverse to OIG, the exclusion shall take effect twenty (20) 
days after the DAB &&ion. 

Consistent with the provisions in tht: Settlement Agreement pursuant to which this 
CIA is entered, and into ~h.ich this CIA is incorporated, GAMBRO, GHLSI and OIG 
a&roe as follows: 

A. l-his CIA shall be binding on the !succemrs, assigns, and transferees of 
GAMBRO and GHLSI; 

B. This CIA shall become Enal and binding on the date the final signature is 
obtained on the CIA; 

C. Any modibtions to this CL+ shall be made with the pxior written conseof of 
the parties to this CLA; and 

D. The undersigmd GAMBRO aud GHLSI signatories repesent and warrant that 
they arc authorized to execute this CM. .The undcxsigned OIG signatory repmem that 
he is signing this CIA in his official capacity and that he is authorized to exeoute this 
CIA. 

On Behalf of GAMBRO Healthcare, Inc. 

BRADN-ulTER 
Chief ExtcJtivc 05cer 
GAMBRO Healthcare, Inc. 

DATE 

July 3.2000 27 



SIPIP00 07:04m From-ms 
. 

t 7-m P.2W20 F-031 _ -r 

. 

On Behalf of GAMBRO Healthcare Laboratory Services, Inc. 

NANCY F. DANVERS DATE 

Prcsidellt 
GAMBRO Hcalthcax Laboratory Services, Inc. 

Counsel for GAMBRO and GHLSI 

JUDIIXA. WALTZ 
Foley & Ldncr, P.A. 
Counsel for DcfhdantS 

DATE 

ON BEHALF OF THE OFFICE OF bBPECTOR GENERAL 
OFTHEDEFARTMENTOFHEAL,~AND~~~~~ES 

ktant Xnspcctor Gaxral fix Legal AfBirs 
Office of Inspector General 
U. S. Dcpirtmcnt of H&h and Human Services 
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