
CORPORATE INTEGRIY AGREEMENT
 
BETWEEN TH
 

OFFICE OF INSPECTOR GENERA
 
OF THE
 

DEPARTMENT OF HEAI.TH AND HUMA SERVICES 
AND 

SAIT ELIZABETHS HOSPITAl
 

i. PREAMBLE
 

Sait Elizabeths Hospital (Sait Elizabeths) hereby 
 enter into this Corporate 
Integrty Agreement (CIA) with the Offce of Inspector General (DIG) of 
 the United 
States Deparent of Health and Human Services (HHS) to promote compliance with the
 

statutes, regulations, and wrtt directives of 
 Medicare, Medicaid, and all other Federal 
health cae progrs (as defied in 42 D.S.C. § 1320a-7b(f)) (Federal health car 
progr requirements)¡ Contemporaeously with this CIA, Saint Elizabeths is entering 
into a Settlement Agreement with the United States. 

II. TERM AND SCOPE OF THE CIA
 

A. The period of the compliance obligations assumed by Saint Elizabeths under 
ths CIA shall be five yeas from the effective date of 
 this CIA, unless otherwse 
specified. The effective date shall be the date on which the final signatory of 
 ths CIA 
executes ths CIA (Effective Date). Each one-yea period, beging with the one-year 
period followig the Effective Date, shall be referred to as a "Reporting Period." 

B. Sections VII, IX, and Xl shal expire no later than 120 days after OIO=s receipt 
of: (1) Sait Elizabeths's final anual report; or (2) any additional materals submitted by 
Sait Eliabeths puruant to OIG=s request, whichever is late. 

C. The scope of 
 ths CIA shall be governed by the following definitions: 

1. "Covered Perons" includes: 

a. all offcers, directors, and employees of Saint Elizabeths; and 
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b. all contrtors, subcontrtors, agents, and other perons who
 

provide patient care items or services or who pedorm biling or 
coding fuctions on behaf of Saint Elizabeths; 

Notwithstadig the above, this term does not include par-time or per diem 
employees, contractors, subcontractors, agents, and other perons who are 
not reasonably expected to work more than 160 hours per yea, except that 
any such individuas shal become "Covered Persons" at the point when 
they work more than 160 hours during the calendar 
 yea. 

2. "Biling and Reimbursement Covered Persons" includes all Covered
 

Persons involved diectly, or in a supersory role, in the preparation 
or submission of clais for reimburement from, or cost report to, 
any Federal health care progr. 

III. CORPORATE INTEGRIY OBLIGATIONS
 

Saint Elizabets shall establish and mainta a Compliance Progr tht includes 
the following elements: 

A. Compliance Officer and Committee. 

L Compliance Offcer. Within 90 days after the Effective Date, Saint 
Elizabeths shall appoint an individual to serve as its Compliance Offcer and shall 
maitain a Compliance Offce for the te of the CIA. The Compliance Offcer shall be
 

responsible for developing and implementing policies, procedures, and practices designed 
to ensure compliance with the requirements set fort in this CIA and with Federal health 
care program requiements. The Compliance Offcer shall be a member of senior 
mangement of Sait Elizabeth, shall make periodic (at least quarerly) reports regarding 
compliance matt dirctly to the Director of the Deparent of Menta Health of Saint 
Elizabeths, and shal be authorized to report on such mattrs to the Director of tlie 
Deparent of 
 Menta Health at any time. The Compliance Offcer shall not be or be 
subordinat to the Gener Counselor Chief 
 Fincial Offcer. The Compliance Offcer
 

shall be responsible for monitoring the day-to-day compliance activities engaged in by 
Saint Elizabeth as well as for any reportng obligations created under this CIA. 
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Saint Elizabeths shall report to OIG, in writig, any changes in the identity or 
position description of the Compliance Offcer, or any actions or changes that would 
affect the Compliance Offcer's abilty to perform the duties necessar to meet the 
obligations in ths CIA, with 15 days af sticha change. 

2. Internl Audit and Review Functions. To the extent not already established,
 

Sait Elizabet shall, with 180 days af the Effectve Date, crate a program for
 

performing internal financial biling audits and reviews. 'The internal audits and reviews
 

shall: 

a make fidings of 
 whether the reortg obligations are 
complied with in accordance with this CIA; 

b. . make findigs of whether there is adequate dociuentation to
 

support the claims submittd to Federal health care progrs; 

c. make fidings of whether the clais submittd by Saint
 

Elizabeths for reimbursement from the Federal health care 
program are supported by docwnentation; and 

d. make findings of whether correctve action plans are tiely 
created, implemented and enforced. 

B. Writt Stadards.
 

1. Code of 
 Conduct. Within 120 days afer the Effective Date, Saint 
Elizabeth shall develop, implement, and distrbute a wrtten Code of Conduct to all 
Covered Persons. Saint Elizabeth shall make the promotion of, and adherence to, the 
Code of Conduct an element in evaluating the pedormance of all employees. The Code 
of Conduct shall, at a minimum, set fort: 

a. Saint Elizabets's commitment to ful compliance with all Feder 
health care program requirements, including its commitment to 
prepare and submit accurate claims consistet with such
 

requirements; 
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b. Saint Elizabeth's requirement that all of its Covered Perons 
shall be expected to comply with all Federa health care program 
requiements and 
 with Saint Elizabeths's own Policies and 
Procedures as implemented pursuant to this Section III.B (including 
the reuirements. of ths CIA); 

c. the requirement that an of Sait Elizabet's Covered Perons 
shal be expected to report to the Compliance Offcer or other 
appropriate individual designated by Saint Elizabeths suspected 
violations of any Federal health car progr requirements or of 
Saint Elizabeths's own Policies and Procedurs; 

d. the possible consequences to both SâInt Elizabeths and Covered 
Persons offailure to comply with Federal health care progra 
requirments and with Saint Elizabeths's own Policies and 
Procedurs and the faiure to report such noncompliance; and 

e. the right of all individuals to use the Disclosure Progr 
described in Seètion liLE, and Saint Elizabeths's commitment to 
nonretaiation and to maintain, as appropriate, confdentiality and 
anonymity with respect to such disclosures. 

Within 180 days aftr the Effective Date, each Covered Person shall cerifY, in 
writig, that he or she has received, read, understood, and shall abide by Saint
 

Elizabeths's Code of Conduct. New Covered Persons shall receive the Code of 
 Conduct 
and shal complete the requid cerfication within 30 days afer becoming a Covered
 

Person or within 180 days after the Effective Date, whichever is later. 

Saint Elizabeth shall perodicaly review the Code of Conduct to detine if
 

revisions are appropriate and shall make any necssar revisions based on such review. 
Any revised Code of Conduct shall be distrbuted within 30 days afer any revisions are 
finalized. Each Covered Person shall cerifY, in wrtig, tht he or she ha received, read,
 

understood, and shal abide by the revised Code of Conduct with 30 days afer the 
distrbution of the revised Code of Conduct. 

2. Policies and Procedures. Witl 120 days after the Effective Date, Saint 
Elizabeth shall implement wrtten Policies and Procedures regardig the operation of 
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Saint Elizabeths's compliance progr and its compliance with Federal health care 
program requients. At a minum, the Policies and Procedures shall address: 

a. Ensuring the proper and accurte preparation and submission
 

of clais to the Federal health cae progrs; 

b. Ensurng the proper and accurate documentation of medical
 

records; 

c. Ensurng the proper and accurte submission of cost report
 

submitted to the Federa health care programs; 
. 

d. Conducting periodic biling and coding reviews and audits at
 

Saint EIizabeths; and 

e. Reportng and reayment of all identified overpayments to 
Federal health cae programs and other payors. 

Within 180 days afer tle Effective Date, the relevant portons of the Policies and 
Procedures shall be distributed to all individuas whose job fuctions relate to those 
Policies and Procedurs. Appropriate and knowledgeable stà shall be available to 
explain the Policies and Procedures. 

At least anualy (and more frequently, if appropriate), Sait Elizabeths snal 
assess and update as necessar the Policies and Procedures. Within 30 days afer the 
effective date of any revisions, the relevant portons of any such revised Policies and 
Procedurs shall be distributed to all individuas whose job fuctions relate to those 
Policies and Procedures. 

C. Traing and Education.
 

1. General Training. Within 120 days after the Effective Date, Saint 
Elizabeth shall provide at least two hours of Gener Training to each Covered Person. 
Ths traiing, at a minimum, shall explai Sait Elizabeths's:
 

a. CIA requiements; and
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b. Saint Elizbeths's Compliance Program (including the Code of 
Conduct and the Policies and Proceures as they perin to general
 

compliance issues). 

New Covered Perons shall receive the General Training descrbed above within 
30 days afer becoming a Covered Person or within 120 days af the Effective Date,
 

whichever is later. After receivig the initial General Trainig described above, 
 each 
Covered Person shall receive at least one hour of General Traning anually. 

2. Specifc Training. With 180 days after the Effective Date, Saint 
EJizabeth shall intiate specific traig of each Biling and Reimbursement Covered 
Peron. Such Biling and Reimburement Covered Persons shall receive at least eight 
hour of Specific Traiing in addition to the Gener Training requid above. This 
traiing, which shall be completed within one yea afer the Effective Date of the CIA and 
conducted at least anually therafer, shall include a discussion of the policies and 
procedurs set fort in Section II., including, but not limited to: 

a. policies, procedures, and other requiements applicable to the
 

documentation of medical records; 

b. the Federal health car program requirements regarding the
 

accurate coding, preparation and submission of clais and cost
 

report; 

c. applicable reimburement statutes, regulations, and program
 

requireents and directives; 

d. the personal obligation of each individua involved in the claims
 

submission process and/or preparation of cost reort to ensure
 

that such claims and cost reports are accurte; 

e. the legal sanctions for violations of 
 the Feder health care 
programs; 

f. exaples of proper and improper claims submission and cost
 

reportng pratices;
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g. policies and procedures for the reportg and repayment of
 

Oveiayrents to Federal health care programs and other payors; 
and 

h. policies and procedures on setting or modifYng charges on
 

hospital chagemaste, includig the reuirement that the charges 
reaonably reflect costs. 

New Relevant Covered Persons shall receive this training within 30 days after the 
beginning of their employment or becoming Relevant Covered Perons, or with 180
 

days afer the Effective Date, whichever is later. A S1. Elizabeth employee who has 
completed the Specific Traig shall review a new Relevant Covered Person's work to
 

the extent that the work relates to the delivery of patient care items or services and/or the 
preparation or submission of claims for reimbursement from any Federal heath care 
progr, until such tie as the new Relevant Covered Person completes his or her
 

Specific Training.
 

Aftr receiving the intial Specific Traiingdescribed in this Section, each 
Relevant Coverd Person shal receive at least four hour of Specific Traig in each 
subsequent Reportg Period. 

3. Certifcation. Each Covered, 
 Person shal cer, in writing, that he or 
she has attended the requied traing. The certficaton shall specify the tye of trining
 

received and the date received. The Compliance Offce shall reta the cerfications,
 

along with specific coure materals. These shal be made available to OIG upon request.
 

4. Qualifcations of 
 Trainer. Persons providing the training shall be 
knowledgeable about the subject area. 

5. Update of Training. Saint Elizabets shall anualy review the traig,
 

and, where appropriate, update the trg to reflect changes in Federal health care 
program requiments, any issues discovered durng inteal audits or the IRO Claims 
Review, unlowable costs review, and any other relevant inormation. 

6. Computer-based Training. Sait Elizabeth may provide the traiing 
required under this CIA though appropriate computer-based traing approaches. If 
Saint Elizabet chooses to provide computer-based traig, it shall make available 
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appropriately quaified and knowledgeable sta or triners to answer questions or 
provide additional information to the individuas receivig such training. 

.D. Claims Review Procedures. 

1. General Description.
 

a. Engagement of Independent Review Organization. Within 90 
days af the Effective Date, Sait Elizabeths shal engage an entity 

(or entities), such as an accountig, auditig, or consulting fin 
(hereinafer "Independent Review Organzation~' or "IRO"), to 
perorm reviews to assist Saint Elizabeths in assessing and 
evaluating its biling and codig pratices and cern other 
obligations pursuat to this 
 Agreement and the Settlement 
Agreement. The applicable requirents relating to the IRO are 
outlined in Appendi A to ths Agrment, which is incorporated by 
reference. 

Each IRO engaged by Saint Elizabeths shall have experse in the 
biling, coding, reporting, and other requirements of Inpatient and
 

Outpatient Psychiatrc cae and in the general requirements of the 
Federal health care progr(s) from which Sait Elizabeths seeks 
reimburement. Each IRO shall assess, along with Saint Elizabeth, 
whether it can pedorm the IRO review in a professionally 
independent and/or objecive fasWon, as appropriate to the natue of 
the engagement tag into account any other business relationships 
or other engagements that may exist. 

The IRO(s) review shall evaluate and anyze Sait Elizabets's
 

coding, biling, and clais submission to the Federl health care
 

programs and the reimbursement received (Claims Review), and 
shall analyze whether Saint Elizabeths sought payment for cert
 

unaIlowable costs (Unallowable Cost Review). 

b. Frequency of 
 Claims Review. The Clais Review shall be 
perormed anually and shall cover each of the Reportg Perods. 
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The IRO(s) shal pedorm all components of each anua Clais 
Review. 

c. Frequenc of 
 Unallowable Cost Review. If applicable, the IRO 
shall pedonn the Unallowable Cost Review for the fist Reportg 
Penod. 

d. Retention of Records. The IRO and Saint Elizabeths shl retan
 

and make available to 010, upon request, all work papers, 
supporting documentation, corrspondence, and draft report (those 
exchanged between the IRO and Saint Elizabeths) related to the 
reviews. 

2. Claims Review. The Clais Review shal include a Discover Sample
 

and, ¡fnecessar, a Full Sample. The applicable definitions, procedures, and reporting 
requirements are outlined in Appendix B to this Agreement, which is incorporated 
 by
refernce. 

a. Discovery Sample. The IRO shal randomly select and review a 
sample of 50 Paid Claims submitted by or on behalf of Sait
 

Elizbeths's Hospita ("Discover Sample").
 

The Paid Clais shall be rtviewed based on the supportg 
documentation available at Saint Elizabeths's offce or under Saint 
Elizabeth's control and appHcable biling and coding reguations
 

and gudance to deteine whether the claim was correctly coded, 
submitted, and reimbured. 

i. If the Error Rate (as defined in Appendix B) for the 
Discovery Sample is less than 5%, no additional sampling is 
required, nor is the Systems Review requid. (Note: The 
gudelines listed above do not imply that ths is an acceptable 
eror rate. Accordigly, Sait Elizabet should, as
 

appropriate, fuer analyze any errors identified in the 
Discovery Sample. Sait EIizabeth recognizes tht OIG or
 

other HHS component, in its discretion and as authorized by 
statute, regulation, or other appropriate authonty may also 
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analyze or review Paid Claims included, or errors identified, 
in the Discoveiy Sample or any other segment of the 
universe.) 

ii. If 
 the Discovery Sample indicates that the Error Rate is 5% 
or grater, the IRO sha penonn a Full Sample and a Systems 
Review, as descrbed below. 

b. Full Sample. If necessar, as determined by procedurs set fort
 

in Section I1I.F.2.a, the IRO shall pedorm an additiona sample 
of Paid Claims using commonly accepted sampling methods and 
in accordance with Appendix B. The Full Sample shall be 
designed to: (i) estimate the actual Overpayment in the 
population with a 90% confidence level and with a maximum 
relative precision of25% of 
 the point estiate; and (ii) confonn 
with the Center for Medicar and Medicaid Services' statistical 
sampling for overayment estiation guidelines. The Paid
 

Clais shall be reviewed based on supporting documentation
 

available at Saint Elizabeths's offce or under Sait Elizabeths's 
control and applicable billng and coding regulations and 
guidace to detnnine whether the claim was correctly coded, 
submitted, and reimbured. For puroses of calculating the size 
of the Full Sample, the Discovery Sample may serve as the probe 
sample, if statisticaly appropriate. Additionaly, Saint Elizabeths 
may use the Items sampled as par of 
 the Discover Sample, and
 

the corrspondig findigs for those 50 Items, as par of its Fili 
Sample, if: (i) statistically approprate and (ii) Sait Elizabeths 
selects the Full Sample Items using the seed number generted by 
the Discovery Sample. 010, in its sole discretion, may refer the 
findings of 
 the Full Sample (and any related workpapers) 
received from Saint Elizabeths to the appropriate Federal health 
care progr payor, includig the Medcar contrctor ~ 
carier, fisca interediary, or DMERC), for appropriate follow-
up by that payor. 

c. Systems Review. If 
 Saint Elizabeth's Discovery Sample 
identifies an Error Rate of5% or greater, Saint Elizabeths's IRO 
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shall also conduct a Systes Review. Specifically, for each 
claim in the Discovery Sample and Full Sample tht resulted in 
an Overayment, the IRO shall perform a ''wal though" of the 
system( s) and process( es), that generated the clai to identity any
 

problems or wealesses that rnayhave resulted in the identified 
Overpayments. The IRO shall provide its observations and 
recommendations on suggested improvements to the system(s) 
and the process(es) that generted the claim. 

d. Repayment of Identifed Overpayments. In accordace with 
Section II.!. 
 i of ths Agrement, Saint Elizbets shall repay 
within 30 days any Overpayment(s) identified in the Discovery 
Sample or the Full Sample (if applicable), regardless of 
 the Error 
Rate, to the appropriate payor and in accordace with payor 
refud policies. Sait Elizabeths shall make available to GIG any
 

and all documentaon and the associated documentation that 
reflects the refud Dfthe Overpayment(s) to the payor. 

3. Claims Review Report. The IRO shall prepar a report based upon the 
Claims Review perormed (Clai Review Report). Inormation to be included in the 
Claims Review Report is described in Appendix B. 

4. Unallowable Cost Review. The IRa shall conduct a review of 
 Saint 
Elizabeths's compliance with the unallowable cost provisions of 
 the Settement 
Agreement. The IRO shall deterine whether 
 Saint Elizabeth has complied with its 
obligations not to charge to, or otherise seek payment from, Federal or State payors for 
wiallowable costs (as defined in the Settement Agreement) and its obligation to identity 
to applicable Federal or State payors any unlowable costs included in payments 
previously sought from the United States, or any State Medicaid program. Ths 
unallowable cost analysis shall include, but not be limited to, payments sought in any cost 
report, cost statements, information report, or payment requests alady submitted by 
Saint Elizabeth or any affliates. To the extt that such cost reports, cost statements,
 

information report, or payment requests, even if already settled, have been adjusted to 
account for the effect of 
 the inclusion of 
 the unallowable costs, the IRO shall deteimIne if 
such adjustments were proper. In makng this determintion, the IRO may need to review 
cost report and/or financial stateents from the yea in wruch the Settlement Agreement 
was executed, as well as from previous year.
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5. Unallowable Cost Review Report The IRO shall prepar a reort based 
upon the Unallowable Cost Review performed. The Unallowable Cost Review Report 
shall include the fRO's findings and supporting rationae regarding the Unallowable 
Costs Review and whether Saint Elizbeth has complied with its obligation not to charge 
to, or otherwise seek payment from, Feder or State payors for unallowable costs (as 
defied in the Settement Agrement) and its obligation to identify to applicable Federal 
or State payors any unallowable costs included in payments previously sought from such 
payor. 

-6. Validation Review. In the event OIG ha reason to believe that: (a) 
Saint Elizabet's Claims Review or Unallowable Cost Review fails to conform to the 
requirements of 
 this Agrement; or (b) the IRO's fidings or Claims Review results or 
Unallowable Cost Review results are inaccurate, OIG may, at its sole discretion, conduct 
its own review to determine whether the Clais Review or Unallowable Cost Review 
complied with the requiments of 
 the Agreement and/or the findings or Claims Review 
results or Unallowable Cost Review results are inaccurte (Validation Review). Saint 
Elizabeths shall pay for the reasonable cost of any such review performed by oro or any 
of its designated agents. Any Valdation Review of 

Reports submitted as par of 
 Saint 
Elizabeths's fmal Annual Reprt must be initiated no later than one year afer Saint 
Elizabeth's final submission (as 
 described in Section II) is received 
 by DIG. 

Prior to initiating a Validation Review, 010 shall notify Saint Elizabeths of 
its intent to do so and provide a wntten explanation of 
 why OIG believes such a review is 
necessar. To resolve any concers raised by OIG, Saint Elizabeth may request a 
meetig with OIG to; (a) discuss the results of 
 any Clai Review or Unallowable Cost
 
Review submissions or rindigs; (b) prsent any additional information to clarfy the 
results of the Claims Review or Unallowable Cost Review or to correct the inaccuracy of 
the Clais Review or Unallowable Cost Review; and/or (c) propose alteratives to the 
proposed Validation Reve,w. Saint Elizabeths agrees to provide any 
 additional 
infonnation as may be requested by OIG under this Secton in an expedited maner. OIG 
wil attempt in good faith to resolve any Clais Review or Unalowable Cost Review 
issues with Saint Elizabeths prior to conducting a Validation Review. However, the final 
deterination as to whether or not to proce with a Validation Review shall be made at
 

the sole discretion of 
 010. 
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7. Independence/Objectivity Certification. The IRO shall include in its 
reports) to Såit Elizabeth a cerification or sworn afdavit that it has evaluated its 
professional independence and objectivity, as appropriate to the natue of the 
engagement, with regard to the Claims Review or Unalowable Cost Review and that it 
has concluded that it is, in fact, independent and objective. 

E. Disclosure Progr. 

With 90 days afer the Effective Date, Saint Elizaeths shall establish a
 
Disc10surè Program that includes a mechanism ~, a toll-free compliance telephone
 
line) to enable individuas to disclose, to the Compliance Offcer orsome other peron 
who is not in the disclosing individuaPs chai of command, any identified issues or 
questions associated with Saint Elizabets's policies, conduct, practices, or proceures 
with respect to a Federal health car program believed by the individual to be a potential 
violation of criinl, civil, or administrtive law. Saint Elizabeths shall appropriately
 

publicize the existece of the disclosure mechaism ~ via periodic e-mails to 
employees or by posting the information in prominent common areas). 

The Disclosure Program shal emphasize a nometrbution, nometaliation policy, 
and shall include a reportg mechanism for anonymous communications for which 
appropriate confidentiality shal be maintaned. Upon receipt of a disclosure, the 
Compliance Offcer (or designee) shal gather all relevant inormation frm the disclosing 
individuaL. The Compliance Offcer (or designee) shall make a preliminar, good faith 
inquiry into the allegations set fort in ever disclosure to ensure that he or she has
 

obtaed all of the information necessar to deterine whether a fuer review should be 
conducted. For any disclosur that is sufciently specific so that it reasonably: 
(1) perits a detenination of the appropriateness of 
 the alleged improper practice; and 
(2) provides an opportty for tag corrective action, Saint EIizabeths shal conduct an
 

interal review of the allegations set fort in the disclosure and ensure that proper follow-


up is conducted. 

The Compliance Offcer (or designee) shall maita a disclosure log, which shall 
include a record and sumar of each disclosure received (wheter anonymous or not), 
the status of the respective inteal reviews, and any corrctive action taen in response to
 

the interal reviews. The disclosur log shall be made available to OIG upon request.
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F. Ineligible Persons.
 

1. Definitions. For puroses of 
 this CIA: 

a. an "Ineligible Peron" shall include an individual or entity who:
 

i. is curently excluded, debared, suspended, or otherwise 
ineligible to parcipate in the Federal health care progrs or 
in Federl procurment or nonprocurement programs; or
 

ii. ha been convicted of a criina offense that falls within 
the ambit of 42 D.S.C. § 1320a-7(a), but has not yet been 
excluded debard, suspended, or otherwise declared 
ineligible. 

b. "Exclusion Lists" include: 

i. thè HHSIOIG List of 
 Excluded IndividualsÆntities 
(available though the Internet at htt://oi?:.hhs.gov); and 

ii. the Genera Serices Administration's List of 
 Pares 
Excluded from Federl Progrs (available though the 
Interet at htt://epls.aret.gov). 

c. "Screened Perons" include prospective and curent owners, 
offCers, dictors, employees, contrctors, and agents of Sait
 

Elizabeths. 

2. Screening Requirements. Saint Elizabeth shall ensure that all Screened 
Persons are not Ineligible Perons, by implementig the following screening 
requients. 

a. Sait Elizabeths shall screen all Screened Persons agaist the
 

Exclusion Lists prior to engaging their serices and, as par of 
 the 
hiring or contractg process, shall requi such persons to disclose
 

whether they are an Ineligible Peron. 
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b. Saint Elizabeths shall screen all Screened Persons agaist the 
Exclusion Lists within 90 days after the Effective Date and on an 
anual basÎs thereafter. 

c. Sait Elizabeth shal implement a policy requirng all Screened
 

Persons to disclose immediately any debarent, exclusion, 
suspension, or other event that makes that peron an Ineligible 
Person. 

Nothing in this Section affects the responsibilty of (or liabilty for) Saint 
Elizabet to refrain from biling Federal heath care progrs for items or services 
fuished, ordered, or prescribed by an Ineligible Peron. Saint Elizabeths undertads 
that items or services fushed by excluded persons ar not payable by F ederal health 
car progrs and that Saint Elizabeth may be liable for overpayments and/or crinal,
 

civil, and admistrtive sanctions for employing or contrcting with an excluded peron 
regardless of whether Saint Elizabeths meet the requirements of 
 Section III.F. 

3. Removal Requirement. If Saint Elizabeths has actual notice that a 
Screened Peron has become an Ineligible Peron, Saint Elizabeth shal reove such
 

peron from responsibility for, or involvement with, Sait Elizabeths's business 
operations related to the Federal health care programs and shall remove such person from 
any position for which the person's compensation or the items or services fushed, 
ordered, or prescribed by the peron ar paid in whole or par diectly or indirectly, by
 

Feder health care progrs or othense with Federa fuds at least 
 until such time as 
the person is reinstated into parcipation in the Federal heath care programs. 

4. Pending Charges and Proposed Exclusions. If Saint Elizabeths has 
actu notice that a Screened Person is charged with a criminal offense that falls within 
the ambit of 42 V.S.C. §§ 1~20a-7(a), 1320a-7(b)(1)-(3), or is proposed for exclusion 
durng his or her employment or contract term or, in the case of a physician during the 
ten of the physician's medical staff 
 privileges, Saint Elìzabeths shall tae all appropriate
 

actions to ensure that the responsibilties of 
 tht person have not and shall not adverely
affect the quaity of care rendered to any beneficiar, patient, or resident, or the accuracy 
of any clais submitted to any Federl health care progr. 

5. Physicians with Staff Privileges. Pror to granting staff privileges to a 
physician afer the Effective Date, Saint Elizabeths shal screen in the maner described 
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in Section IILF.2 above to detennine if the physician is an Ineligible Person. 
Furermore, Saint Elizabeth shall review its list of physicians with sta privileges 
agait the Exclusion Lists within 90 days after the Effective Date and at least anualy 
thereaf. If a physician with staff 
 privileges is an Ineligible 
 Person, Saint Elizabeth 
shall ensur that the physician does not fuish, order, or prescribe any items or services
 

payable in whole or in par by any Federal health cae progr. In addition to any other
 

appropriate measurs, Sait Elizabeths shall ensur that any physician who is an
 
Ineligible Person is not "on can" at Saint Elizabets.
 

G. Notification of Govenuent Investigation or Legal Proceedigs. 

Withn 30 days after dicover, Sait Elizabeth shall notify 010, in wrting, of 
any ongoing investigation or legal proceeg known to Sait Elizabets conducted or
 
brought by a governental entity or its agents involving an allegation that Saint
 
Elizabeths has committd a crie or has engaged in fraudulent activities. Ths 
notification shall include a descrption of the allegation, the identity of the investigating 
or prosecuting agency, and the status of such investigation or legal proceedig. Saint 
Elizabetlis shall also provide wrtten notice to 010 within 30 days after the resolution of 
the matter, and shal provide OrG with a description of 


the fidigs and/or results of 
 the
investigation or proceedings, if any. 

H. Reporting.
 

i. Overpayments.
 

a. Definition ofOverpavments. For puioses of 
 ths CIA, an
 
"Overpayment" shall mean the amount of money Saint Elizabeth 
has received in excess of 
 the amount due and payable under any 
Federal health car program requirements. 

b. Reportng ofOverayments. If, at any time, Saint Elizbeth 
identifies or lears of any Overpayment, Sait Elizabeth shall notiry 
the payor ~ Medicare fiscal intermedar or carer) within 30 
days afer identification of the Overayment and tae remedial steps 
within 60 days afr identification (or such additiona tie as may be 
agreed to by the payor) to correct the problem, includig preventing 
the underlying problem and the Overayment from recurng. Also, 
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within 30 days afr identification of the Overayment, Saint 
Elizabeth shal repay the Overpayment to the appropriate payor to 
the extet such Overpayment has been quantified. ifnot yet 
quatified with 30 days af identification, Saint Elìzabeths shall 
notif the payor of its effort to quatify the Overayment amount 
along with a schedule of when such work is expected to be 
completed. Notication and reayment to the payor shall be done in 
accordance with the payor's policies, and, for Medicare contractors, 
shaH include the infonnation contaed on the Overpayment Refud 
Form, provided as Appendix C to this CIA. Notwthstadig the 
above, notification and repayment of any Overpayment amount that 
routinely is reconciled or adjusted pursuant to policies and 
procedures established by the payor should be hadled in accordance 
with such policies and procedures. 

2. Reportable Events.
 

a. Definition of Reportable Event. For puroses of 
 ths CIA, a

"Reportble Event" mean anytg that involves: 

i. a substatial Overayment; or 

ii. a mattr that a reasonable person would consider a 
probable violation of crimin, civil, or adinstrative laws 
applicable to any Feder health cae program for which 
penalties or exclusion may be authorized; or 

A Reportble Event may be the result of an isolated event or a series 
of occurnces. 

b. Reportng of 
 Reportble Events. If Saint Elizabeth deterines 
(afer a reasonable opportity to conduct an appropriate review or
 

investigation of the allegations) though any means that there is a 
Reportble Event, Saint Elizabeths shall notifY oro, in wrtig,
 

within 30 days afer makng the deteination that the Reportable 
Event exists. The report to 010 shall include the following 
information: 
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ì. If the Reportble Event results in an Overpayment the 
report to 010 shall be made at the same tie as the
 

notification to the payor requid in Section lILH.!, and shal 
include all of the information on the Overpayment Refud 
Form, as well as: 

(A) the payor's name, address, and contat person to 
whom tle Overpayment was sent; and 

date of 
 the check and identification number (or(B) the 


electronic trsaction number) by which the 
Overayment was repaid/refuded; 

ii. a complete description of the Reportable Event, includig 
the relevant facts, persons involved, and legal and Federal 
health care progr authorities implicated; 

iii. a description of Saint Elizabetls's actions taen to corrct 
the Reportble Event; and 

Iv. any fuer steps Sait Elizabeths plan to tae to address
 

the Reportable Event and prevent it from recurng. 

IV. NEW BUSINESS UNITS OR LoCATIONS
 

In the event that afer theEffectve Date, Sait Elizaheths changes locations or
 

sells, closes, purchases. or establishes a new business unt or location related to the 
fushig ofitems or servces that may be reimbured by Federal health care programs,
 

Saint Eliabeth shall notifY 010 of this fact as soon as possible, but no later than within 
30 days af the date of chage of location, sale, closure, purhase, or establishment. 
This notification shall include the address of 
 the new business unit or location, phone 
number, fax number, Medica Sait Elizabeths number, Saint Elizabet identification 
number and/or supplier number, and the corresponding contrtor's name and address
 

that has issued each Medicare number. Each new business unit or location shall be 
subject to all the requirents of 
 ths CIA. 
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V. IMP LE MENTA nON AND ANNUAL REpORTS 

A. Implementation Report. Within 180 days afer the Effective Date, Sait 
Elizabeths shal submit a written reort to OIG sumarzing the status or 
 its 
implementation of the requirements of 
 this CIA (Implementation Report). The 
Implementation Report shall, at a minum, include; 

1. the name, addrss, phone number, and position description of the 
Compliance Offcer required by Section UI.A, and a summar or other noncompliance job 
responsibilities the Compliance Offcer may have; 

2. a copy of Sait Elizbeths' s Code of Conduct requird by Secton
 
II.B.1;
 

3. a copy of all Policies and Procedures required by Section III.B.2; 

4. the number of individuals required to complete the Code of Conduct 
cefication required by Secton II.B.I, the percentage of individuals who have
 

completed such cerfication, and an explantion of any exceptions (the documentation
 

supporting ths information shall be available to OIG, upon request); 

5. the following inormation regardig each tye of traig required by
 

Section IILC:
 

a. a description of such traiing, including a sumar of the topics 
covered, the lengt of sessions and a schedule of trining sessions;
 

b. the number of individuas required to be trned, percentage of 
individuals actually traied, and an explanation of any exceptions.
 

A copy of all training materials and the documentation supportng ths inormation shall 
be available to OIG, upon request. 

6. a description of the Disclosur Program required by Section III.E; 

7. the following information regarding the IRO(s): (a) identity, address. and 
phone number; (b) a copy of the engagement lett; ( c) a sumar and description of an
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and all curent and prior engagements and agrements beteen Sait Elizabeths and the 
IRO; and (d) the proposed sta and completion dates of the Clais Review; 

8. a certification from the IRO regarding its professional independence and 
objectivity with 
 respect to Saint Elizabeth; 

9. a description of the process by which Sait Elizabeths fufills the
 

requirements of Section III.F regarding Ineligible Persons; 

10. the name, title, and responsibilties of any peron who is detenined to 
be an Ineligible Person under Section IILF; the actions taen in response to the screning 
and removal obligations set fort in Secton III.F; and the actions taen to identify, 
quatify, and repay any overayments to Federal health car program relating to items or 
services furnished, ordered or prescrbed by an Ineligible Person; 

1 L a list of all of Saint Elizabeth' s locations (including locations and 
mailng addresses); the corresponding name under which each location is doing business; 
the correspondig phone numbers and fax numbers; each location's Medicare Saint 
EHzabeths numbers), Saint Elizabeths identification nwnber(s), and/or supplier 
nwnber(s); and the name and address of each Medica contractor to which Saint 
Elizabeths curently submits claims;
 

12. a description of Saint Elizabeths's corporate strctue, including
 
identification of any parent and sister companes, subsidiares, and their respective lines
 
of business; and
 

13. the certifications required by Secton V.C. 

B. l\ua Reports. Saint Elizabeth shall submit to OIG anualy a report with
 

respect to the status of, and fidigs regarding, Saint E.lizabeth's compliance activities 
for each of 
 the five Reporting Perods (Aiiua Report). 

Each Anua Report shall include, at a minimum: 

1. any change in the identity, position description, or other noncompliance 
job responsibilties of the Compliance Offcer; 
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2. a sumar of any sigificant changes or amendments to the Policies and
 

Procedures requied by Section II.B and the reasons for such changes ~ change in 
contrctor policy) and copies of any compliance-related Policies and Procedurs; 

3. the number of individuas requird to complete the Code of 
 Conduct
 
certfication required by Section III.B. i, the percentage of individual who have
 
completed such certification, and an explantion of any exceptions (the documentation
 
supportng this information shall be available to DIG, upon request);
 

4. the following infomiation regarding each type of 
 trg required by

Section iii.c: 

a. a descrption. of such traig, including a sumar of the topics 
covered, the lengt of sessions and a schedule of training sessions;
 

b. the number of individuals required to be traied, percentage of 
individuals actally traied, and an explanation of 
 any exceptions. 

A copy of all traig mateals and the documentation supportg ths information shall
 

be aváilable to GIG, upon request. 

5. a complet copy of all report preard puruat to Section III.D, along 
with a copy of 
 the IRO's engagement letter (if applicable); 

6. Saint Elizabeth's response and corrective action plan(s) related to any 
issues raised by the reorts prepared puruant to Section III.D; , 

7. sumar and description of any and all curent and prior engagements 
and agrements between Saint Elizabet and the IRO, if different frm what was 
submitted as par of 
 the Implementation Rèport; 

8. a cerification from the IRO regarding its professional independence 
and/or objectivity with respect to Saint Elizabet; 

9. a summar of Reportable Events (as defined in Section III.H) 
 identified 
during the Reportg Period and the status of any correctve and preventative action 
relating to all such Reportble Events; 
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10. the findings of any internal audit or review; 

1 i. a report of the aggregate Overpayments that have been retued to the 
Federal health care programs. Overpayment amounts shall be broken down into the 
followig categories: inpatient Medicare, outpatient Medicare, Medicaid (report each
 

applicable state separately, if applicable), and other Federal health cae progrs. 
Overayment amounts that are routiely reconciled or adjusted pursuat to policies and 
proceures established by the payor do not need to be included in tls aggegate 
Overpayment report; 

12. a sumar of 
 the disclosures in the disclosure log required by Section 
III.E that relate to Federal health care programs; 

13. any chages to the process by which Sait Elizabeths fulfills the 
requirments of Section rn.F regardig Ineligible Perons; 

14. the nae, title, and responsibilties of any person who is determined to 
be an Ineligible Person wider Section TII.F; the actons taen by Saint Elizabeths in 
response to the screening and reoval obligations set fort in Section nIF; and the
 

actions taen to identifY, quatify, and reay any overayments to Federal heath care 
programs relating to items or services relatig to items or services fuished, ordered or 
prescribed by an Ineligible Peron; 

15. a swnmai describing any ongoing investigation or legal proceeding 
required to have been reportd puruant to Section IILG. The sumar shall include a 
description of 
 the allegation, the identity of 
 the investigating or prosecutig agency, and 
the statu of such investigation or legal proceeding;
 

16. a description of all changes to the most recently provided list of Sait 
Elizabeths's locations (includig addresses) as required by Section V.A.l I; the
 

corresponding name under which each location is doing business; the corresponding 
phone number and fax numbers; each location's Medicare Sait Elizabeth number(s), 
Sait Elizabeth identification number(s), and/or supplier numbers); and the nae and 
addrss of each Medicare contractor to which Sait Elizabet curently submits claims;
 

and 
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17. the cerfications required by Section V.C.
 

The first Annual Report shall be recived by OIG no late than 60 days after the 
end of the fist Reportg Perod. Subsequent Annual Reports shall be received by 010
 

no later th the aniverar date of the due date of the fist Anual Report.
 

C. Certfications. The Implementation Report and Anual Report shal include a
 

certfication by the Compliance Offcer that: 

1. to the best of his or her knowledge, except 
 as otherwise described in the 
applicable report Saint Elizabeths is in compliance with all of the requirements of thsCIA' ., 

2. he or she has reviewed the Report and has made reasonable inquiry 
regarding its content and believes that the inormation in the Report is accurate and 
trthful; and
 

3. Saint Elizabeth has complied with its obligations under the Settlement 
Agreement: (a) not to resubmit to any Federal health care program payors any previously 
denied claims related to the Covered Conduct addressed in the Settement Agrement, and 
not to appeal any such denials of clai; (b) not to charge to or otherse seek payment 
from Federal or State payors for unallowable costs (as defined in the Settlement 
Agreement); and ( c) to identify and adjust any past charges or clais for unallowable 
costs; 

D. Designation of 
 Information. Saint Elizabeth shall clearly identify any portions 
of its submissions tht it believes are trade secrets, or information that is commercial or 
financial and privileged or confdential, and therefore potentially exempt from disclosure 
under the Freedom of Information Act (FOIA), 5 U.S.C. § 552. Saint Elizbet shall
 

refrn from identifyg any inormation as exempt from disclosure if that information 
does not meet the criteria for exemption from disclosure under FOIA. 

VI. NOTIICATIONS AND SUBMISSION OF REPORTS
 

Unless otherse stated in wrting afer the Effective Date, all notifications and 
reports required under this CIA shall be submitted to the followig entities: 
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OIG: 
Admnistrative and Civil Remedies Branch 
Offce of Counel to the Inspector Gener 
Offce of 
 Inspector Oener 
U.S. Deparent of Health and Human Servces
 

Cohen Buildig, Room 5527 
330 Independence Avenue, S.W. 
Washington, DC 20201 
Telephone: 202.6 i 9.2078 
Facsimle: 202.205.0604
 

Sait Elizabet: 

Mr. Jimmy Moye 
Saint Elizabeth Hospita 
2700 Mar Luther Kig, Jr. Avenue SE 
Washigtn, DC 20032
 

Unless otherise specified, all notifications and report required by this CIA may be 
mae by cerfied mail, overnight mal. hand delivery, or other meas, provided that there 
is proof that such notificaion was received. For puroses of ths requirement, inter 
fasimile confination sheets do not constitute proof of 
 receipt. 

Vl. OIG INSPECTION, AUDIT. AN REVIW RIGHTS
 

In addition to any other rights 010 may have by statute, regulation, or contrct 
OrG or its duly authoried reresentative(s) may examine or request copies of 
 Saint 
Elizbets's books, records, and other documents and supporting materials and/or
 

conduct on-site reviews of any of 
 Saint Elizaheth's locations for the purose ofverif)ing 
and evaluatig: (a) Saint Elizaheths's compliance with the temi ofthís CIA; and (b)
 

Sait Elizabeths's compliance with the requiements of 
 the Federa health car program 
in which it parcipates. The documentation described above shall he made available by
 

Saint Elizabeth to oro or its duly authorized representative(s) at all reasonabletIes for 
inpecon, audit or reproduction. Fmterore, for puroses of this provision, OIG or its 
duly authorized representaive(s) may interview any of Sait Elizabet's employees, 
contrctors. or agents who consent to be interiewed at the individual's place of business 
durg noral business hour or at such other place and tIe as may be mutually ageed
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upon between the individual and orG. Sait Elizabeth shal assist GIG or its duly 
authoried representative(s) in contactig and aranging interviews with such individuals 
upon oro's request Sait Elizabeths's employees may elect to be inteewed with or 
without a representative of Saint Elizeths present. 

VII. DOCUMENT AND RECORD RETENTION
 

Sait Elizabeth shall mainta for inpection aU documents and record relating to
 

reimbursement from the Federal health car programs, or to compliance with this CIA, for 
six year (or longer if otherwise required by law).
 

IX. DISCLOSURES
 

Consistent with FlS's ForA procedures, set fort in 45 e.F.R. Par 5, OIG shall 
make a reasonable effort to notify Saint Elizabeths prior to any release by OIG of 
infomiation submitted by Sait Elizabeths puruat to its obligations under ths CIA and 
identified upon submission by Sait Elizabeths as trade secrets, or information tht is 
commercial or financial and privileged or confdential, under the FOIA rules. With 
respect to such releases, Sait Elizabeth shall have the rights set fort at 45 C.F.R. § 
5.65(d). 

X. BREACH AND DEFAULT PROVIIONS
 

Saint Elizabeth is expected to fuly and tiely comply with all of its CIA
 

obligations. 

A. Stipulated Penalties for Failure to Comply with Certin Obligations. As a 
contrctual remedy, Saint Elizabeth and OIG hereby agree tht failure to comply with 
cert obligations as set fort in this CIA may lead to the imposition of the following
 

moneta penalties (hereiner referred to as "Stipulated Penalties") in accordace with 
the following provisions. 

1. A Stipulated Penalty of $2,500 (which shall begin to accrue on the day 
afer the date the obligation became due) for each day Saint Elizabeths fails to establish 
and implement any of the following obligations as descrbed in Section il:
 

a. a Compliance Offcer; 
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b. a wrttn Code of Conduct;
 

d. written Policies and Procedures; 

e. the trning of Covered Persons;
 

f. a Disclosure Program; 

g. Ineligible Perons screenig and removal requirements; 

h. a program for performing internal quaity audits and 
reviews; 

i. notification of Govenuent investigations or legal proceedigs; 
and 

j. failure to report a Reportable Event. 

2. A Stipulated Penaty of$2,500 (which shall begin to accre on the day 
af the date the obligation becae due) for each day Sait Elizabeths fails to engage an
 

IRO, as required in Section III.D and Appendix A. 

3. A Stipulated Penalty of $2,500 (which shal begin to accre on the day 
afer the date the obligation became due) for each day Saint Elizabets fails to submit the 
Implementation Report or the Anual Report to OIG in accordance with the 
requirements of Section V by the deadines for submission. 

4. A Stipulated Penalty of$2,500 (which shal begi to accrue on the day 
afr the date the obligation becae due) for each day Sait Elizabeths fails to submit the 
anual Claims Review Report or Unallowable Costs Review in accordance with the 
requirements of Section III.D and Appendix B. 

5. A Stipulated Penalty of$I,500 for each day SaitElizabeth fails to 
the infonnation or documentation as required in Secton VII. (Tis 

Stipulated Penalty shall begin to accre on the date Saint Elizabeths fails to grant access.) 
grt access to 
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6. A Stipulated Penalty of $5,000 for each false cerfication submitted by 
or on behalf of Saint Elizabeth as par of its Implementation Report, Annual Report 
additional documentation to a report (as requested by the OIG), or otherse requird by 
ths CIA.
 

7. A Stipulated Penalty of$l,OOO for each day Saint Elizabeths fails to 
comply fully and adequately with any obligation of 
 this CIA. 010 shall provide notice to
Saint Elizabeths, statig the specific grounds for its deteination that Saint Elizabet 
ha failed to comply fully and adequately with the CIA obligation(s) at issue and steps 
Saint Elizabeths shall tae to comply with the CIA. (Iis Stipulated Penalty shali begi 
to accrue 10 days afr Sait Elizabeth receives ths notice from OIG of the failure to 
comply.) A Stipulated Penalty as described in this Subsection shall not be demanded for 
any violation for which OIG has sought a Stipulated Penalty under Subsections 1-6 of 
 this
Section. 

B. Timely Written Requests for Extensions. Sait Elizabeths may, in advance of 
the due date, submit a timely written request for an extension of time to perform any act 
or fie any notification or report requird by this CIA. Notwithstading any other 
provision in ths Section, if OIG grants the timely wrtten request with respect to an act, 
notification, or reort Stipulated Penaties for failure to pedorm the act or fie the 
notification or report shal not begin to accrue until one day afr SaintElizabeths fails to 
meet the revised deadline set by OIG. Notwithtading any other provision in this 
Section, if OIG denies such a timely wrtten 
 request, Stipulated Penalties for failur to
 

perorm the act or fie the notification or report shall not begi to accre until thee 
business days af Sait Elizabeths receives OIO's wrtten denial of such i:equest or the 
origial due date. whichever is late. A "timely written requesf' is defied as a request in
 

wrtig received by OIG at least five business days prior to the date by which an act is 
due to be pedonned or any notification or report is due to be fied. 

C. Payment of Stipulated Penalties. 

, 1. Demand Letter. Upon a finding that Saint Elizabeth has failed to 
comply with any of the obligations described in Section X.A and after detering that
 

Stipulated Penalties are appropriate, 010 shall notify Sait Elizabeths of: (a) Sait
 

Elizabeths's failure to comply; and (b) OIG's exercise of 

its contrctual right 
 to demand

payment of the Stipulated Penalties (this notification is referrd to as the "Demand 
Letter") . 

Sait Elizaheth Hospital
 27 
Corporate Integrty Agreement 



2. Response to Demand Letter. Within 10 days afr the receipt of the
 
Demand Lettr, Saint Elizabeths shall either: (a) cure the breach to OIG's satisfaction
 
and pay the applicable Stipulated Penalties; or (b) request a hearg before an I-IS
 
administrative law judge (AL1) to dispute OlG's deteration of 
 noncompliance,
puruant to the agreed upon provisions set fort below in Section X.E. In the event Sait 
Elìzabeth elects 
 to request an ALJ hearing, the Stipulated Penalties shall continue to
 
acce until Saint Elizabeths cures, to OIG's satisfacton, the alleged breach in dispute.
 
Failure to respond to the Demand Letter in one of 
 these two maners with the allowed 
time period shall be considered a materal breach of this CIA and shall be grounds for 
exclusion under Section X.D. 

3. Form of Payment. Payment of the Stipulated P~nalties shall be made by 
certfied or cashier's check, payable to: "Secretar of 
 the Deparent ofHeaIth and
Human Serces," and submittd to OIG at the address set fort in Section VI. 

4. Independe1Ue from Material Breach Determination. Except as set fort
 

in Section X.D. i .c, these provisions for payment of Stipulatd Penalties shall not affect or 
otheiise set a stadad for OIG's decision tht Saint Elizabeths has materially breached
 

ths CIA, which decision shall be made at OIG's discretion and shall be governed by the 
provisions in Section X.D, below. 

D. Exclusion for Mateal Breach of 
 this CIA. 

I. Definition of Material Breach. A materal breach of ths CIA means: 

a a failur by Saint Elizabeths to report a Reportble Event, tae 
corrective action, and make the appropriate refuds, as required in 
Section II.H;
 

b. a repeated or flagrt violation of the obligations under this CIA,
 

includig, but not liited to, the obligations addrssed in Section
 

X.A; 

c. a failure to respond to a Demand Letter concering the payment 
of Stipulated Penalties in accordance with Section X.C; or 
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d. a failure to engage and use an IRO in accordace with Section 
llLD. 

2. Notice of Material Breach 
 and Intent to Exclude. The pares agree that 
a mateal breach of ths CIA by Sait Elizbeths constitutes an independent basis for 
Saint Elizabet's exclusion from parcipation in the Federal heath care programs.
 

Upon a determination by 010 that Saint Elizabeths has materially breached this CIA and 
that exclusion is the appropriate remedy, 010 shall noti Sait Elizabeth of: (a) Saint
 

Elizbeth's material breach; and (b) GIG's intent to exercise its contractual right to 
impose exclusion (this notification is hereiner referred to as the "Notice of 
 Mateal 
Breach and Intent to Exclude"). 

3. Opportunity to Cure. Sait Elizabeths shall have 30 days from the date
 

of receipt of the Notice of Material Breach and Intent to Exclude to demonstrate to GIG's 
satisfaction that: 

a. Saint Elizabeth is in compliance with the obligations of the CIA 
cited by OIG as being the basis for the materal breach; 

b. the alleged mateal breach has been curd; or 

c. the alleged material breach canot be cured within the 30-day 
period, but tht: (i) Saint Elizabets has begu to tae action to cure 
the material breach; (ii) Saint Elizabeths is pursuing such action with 
due diligence; and (iii) Saint Elizabet has provided to GIG a 
reasonable timetable for curng the materal breach. 

4. Exclusion Letter. If, at the conclusion of 
 the 30-day perod, Sait

Elizabeth fails to satisfY the requirents of Section X.D.3, OIG may exclude Saint 
Elizbeths from parcipation in the Feder health care programs. 010 shall notify Saint 
Elizabeth in writing ofits determination to exclude Saint Elizabeths (this lettr shall be 
refered to hereinafer as the "Exclusion Letter"), Subject to the Dispute Resolution
 

provisions in Section X,E, below, the exclusion shal go into effect 30 days afer the date 
of Saint Elizabeth's receipt of 
 the Exclusion Lett. The exclusion shall have national
 

effect and shall also apply to all other Federal procurement and nonprocurement 
programs. Reinstatement to progr parcipation is not automatic. Aftr the end of the 
perod of exclusion, Saint Elizabeths may apply for reintatement by submittng a wrtten 
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request for reintatement in accordace with the provisions at 42 C.F.R. §§ 1001.3001­
.3 004. 

E. Dispute Resolution
 

1. Review Rights. Upon OIG's deliver to Sait Elizabeth of its Demand 
Letter or of its Exclusion Lettr, and as an agreed-upon contractual remedy for the 
resolution of disputes arsing under ths CIA, Saint Elizabeth shall be afordéd certain 
review rights comparble to the ones that are provided in 42 D.S.C. § 1320a-7(t) and 42 
C.F.R. Par 1005 as if 
 they applied to the Stipulated Penalties or exclusion sought 
pursuant to ths CIA. SpecificaUy, OIG's deteination to demand payment of Stipulated
 

Penalties or to seek exclusion shall be subject to review by an HHS ALl and, in the event 
of an appeal, the HHS Deparenta Appeals Board (DAB), in a maner consistent with 
the provisions in 42 C.F.R. § 1005.2-1005.21. Notwthtanding the languge in 42 C.RR. 
§ l005.2(c), the request for a hearg involving Stipulated Penalties shal be made within 
10 days afer receipt of the Demand Letter and the request for a heaing ìnvolving 
exclusion shall be made within 25 days afer receipt oftle Exclusion Letter.
 

2. 'Stipulated Penalties Review. Notwthstanding any provision of 
 Title 42 
of the United States Code or Title 42 of the Code of 
 Feder Regulations, the only issues 
in a proceeding for Stipulated Penalties under this CIA shall be: (a) wheter Saint 
Elizabeth was in ful and timely compliance with the obligations of this CIA for which 
OIG demands payment; and (b) the perod of noncompliance. Sait Elizabeths shall have 
the burden of proving its full and timely compliance and the steps taken to cur the 
noncompliance, if any. OIG shall not have the right to appeal to the DAB an adverse ALl 
decision related to Stipulated Penalties. If 
 the ALl agrees with OIG with regard to a 
findig of a breach of ths CIA and orders Sait Elizabeths to pay Stipulated Penalties, 
such Stipulated Penalties shal become due and payable 20 days af the ALl issues such 
a decision unless Saint Elizabeths requests review of 


the ALl decision by the DAB. If 
 the 
ALl decision is properly appealed to the DAB and the DAB upholds the detennination of 
010, the Stipulated Penalties shall becme due and payable 20 days afer the DAB issues 
its decision. 

3. Exclusion Review. Notwithstadig any 
provision of Title 42 of the 

United States Code or Title 42 of the Code of Feder Regulations, the only issues in a 
proceeding for exclusion based on a materal breach of ths CIA shall be: 
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a. whether Saint Elizabeths was in material breach of ths CIA; 

b. whether such breach was continuig on the date of the Exclusion 
Letter and
 

c. whether the alleged material brech could not have been cured 
with the 30.day period, but that: (i) Sait Elizabeths had begu to 
tae acton to cure the materal breach withn that perod; (ii) Saint 
Elizabeths ha purued and is pursuing such acion with due 
dilgence; and (ii) Saint Elizbeth provided to OIG within that 
period a reasonable timetable for curg the materal breach and 
Sait Elizbeths has followed the tietable.
 

For puroses of 
 the exclusion herein exclusion shall tae effect only after 
an ALJ decision favorable to OIG, or, if the ALl rules for Sait Elizabeths, only aftcra 
DAB decision in favor of OIG. Saint Elizabeths's election of its contractual 
 right to 
appeal to the DAB shall not abrogate OIG's authority to exclude Sait Elizabets upon 
the issuace of an ALl's decision in favor ofOIG. If 
 the ALJ sustains the detennintion 
of OIG and determines that exclusion is authorized, such exclusion shall tae effect 20 
days afer the ALJ issues such a decision, notwithtading that Saint Elizabeths may 
request reiew of 
 the AU decision by the DAB. If 
 the DAB finds in favor ofOIG afer 
an ALl decision adverse to 010, the exclusion shall tae effect 20 days afer the DAB 
decision. Sait Elizabets shall waive its right to any notice of such an exclusion if a 
decision upholdig the exclusion is render by the ALJ or DAB. If 
 the DAB finds in 
favor of Sait Elizabeths, Sait Elizabeths shal be reinstated effective on the date of the 
origial exclusion.
 

4. Finality of Decision. The review by 
 an ALJ or DAB provided for above 
shall not be considered to be an appeal right arsing under any statutes or reguations. 
Consequently, the paries to this CIA agree that the DAB's decision (or the ALl's 
decision if not appealed) shall be considered final for all puroses under ths CIA. 

XI. EFFCTI AND BINDING AGREEMENT
 

Consistent with the provisions in the Setement Agreement pursuant to which ths 
CIA is enteed, and into which this CIA is incorporated, Sait Elizabeths and OIG agree 
as follows: 
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A. This CIA shall be binding on the successors, assign, and trferees of Sait
 

Elizabeths; 

B. This CIA sha become fial and binding on the date the fial signatue isobtaed on the CIA; . 
C. Any modifications to this CIA shall be made with the prior wrtten consent of 

the pares to this CIA; 

. D. OIG may agree to a suspension of Saint Elizbeths's obligations under the CIA 
in the event of 
 Saint Elizabeths's cessation of 
 parcipation in Federal health cae 
progrs. If 
 Sait Elizabeth withdrws from participation in Feder health care 
progrs and is relieved of its CIA obligations by 010, Saint Elizbets shall notify OIG 
at least 30 days in advance of 
 Saint Elizabeths's intent to reapply as a paricipating Sait 
Elizabets or supplier with any Federal health care progr. Upon receipt of such 
notification, 010 shall evaluate whether the CIA should be reactivated or modified. 

E. The underigned Sait Elizabeths signatories represent and wart that they 

are authoried to executé this CIA. The undersigned 010 signatoryrepresents that he is 
signing ths CIA in his offcial capacity and that he is authorized to execute ths CIA. 
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ON BEHAF OF SAINT ELIZBETHS

 OJ IliJ /tJE
(

DATE

DATE

ON BEHAF OF THE DISTRCT OF COLUMBIA
DEPARTMENT OF MENTAL HEAl TH
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?t ~() ~
DATE

/Patrick Canavan/ 

/Stephen T. Baron/ 



ON BEHALF OF THE OFFCE OF INSPECTOR GENERAL
OF THE DEPARTMENT OF HEALTH AND HUMAN SERVICES

7l~t?
i I

Gregory E. Demske
Assistat Inspector Generl for Legal Affai
Offce of Inspector Geeral
U. S. Deparent of Health and Human Serices

DATE
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APPENDIX A 
INDEPENDENT REVIEW ORGANIZATION 

This Appendix contains the requirements relating to the Independent Review 
Organization (IRO) required by Section III.D of 
 the CIA. 

A. IRO Engagement.
 

St. Elizabeths shall engage an IRO that possesses the qualifications set forth in 
Paragraph B, below, to perform the responsibilities in Paragraph C, below. The IRO 
shall conduct the review in a professionally independent and objective fashion, as set 
forth in Paragraph D. Within 30 days after OIG receives written notice of the identity of 
the selected IRO, OIG will notify S1. Elizabeths if the IRO is unacceptable. Absent 
notification from OIG that the IRO is unacceptable, S1. Elizabeths may continue to 
engage the IRO. 

IfSt. Elizabeths engages a new IRO during the term of 
 the CIA, this IRO shall 
also meet the requirements of this Appendix. If a new IRO is engaged, S1. Elizabeths 
shall submit the information identified in Section V.A.8 to OIG within 30 days of 
engagement of the IRO. Within 30 days after OIG receives written notice of the identity 

of the selected IRO, OIG will notify S1. Elizabeths if the IRO is unacceptable. Absent 
notification from OIG that the IRO is unacceptable, S1. Elizabeths may continue to 
engage the IRO. 

B. IRO Qualifications.
 

The IRO shall: 

1. assign individuals to conduct the Claims Review and Unallowable Cost 
Review, engagement who have expertise in the biling, coding, reporting, and other 
requirements of inpatient psychiatric care arid in the general requirements of the Federal 
health care program(s) from which St. Elizabeths seeks reimbursement; 

2. assign individuals to design and select the Claims Review sample who are 
knowledgeable about the appropriate statistical sampling techniques; 

3. assign individuals to conduct the coding review portions of 
 the Claims Review 
who have a nationally recognized coding certification (~, CCA, CCS, CCS-P, cpe, 
RR, etc.) and who have maintained this certification (~, completed applicable 
continuing education requirements); and 

4. have sufficient staff and resources to conduct the reviews required by the CIA 
on a timely basis. 

81. Elizabeths CIA - Appendix A 
~=~::=Rage-,l~-----~-----_n- ­



C. IRO Responsibilities.
 

The IRO shall: 

1. perform each Claim Review and Unallowable Cost Review in accordance with 
the specific requirements of the CIA; 

2. follow all applicable Medicare and Medicaid, rules and reimbursement
 
guidelines in making assessments in the Claims Review;
 

3. if in doubt of 
 the application of a particular Medicare or Medicaid policy or 
regulation, request clarification from the appropriate authority (~, fiscal intermediary or
 

carrier); 

4. respond to all OIG inquires in a prompt, objective, and factual manner; and 

5. prepare timely, clear, well-written reports that include all the information 
required by Appendix B. 

D. IRO Independence and Objectivity. 

The IRO must perform the Claims Review in a professionally independent and objective 
fashion, as appropriate to the nature of the engagement, taking into account any other 
business relationships or engagements that may exist between the IRO and St. Elizabeths. 

E. lRO Removal/Termination.
 

1. Provider. If St. Elizabeths terminates its IRO during the course of 
 the 
engagement, St. Elizabeths must submit a notice explaining its reasons to OIG no later 
than 30 days after termination. St. Elizabeths must engage a new IRO in accordance with 
Paragraph A of this Appendix. 

2. OIG Removal of IRO. In the event OIG has reason to believe that the IRO does 
not possess the qualifications described in Paragraph B, is not independent and/or 
objective as set forth in Paragraph D, or has failed to carry out its responsibilities as 
described in Paragraph C, OIG may, at its sole discretion, require St. Elizabeths to engage 
a new IRO in accordance with Paragraph A of this Appendix. 

Prior to requiring St. Elizabeths to engage a new IRO, OIG shall notify St. 
Elizabeths of its intent to do so and provide a written explanation of why OIG believes 
such a step is necessary. To resolve any concerns raised by OIG,St. Elizabeths may 
request a meeting with 010 to discuss any aspect of 
 the IRQ's qualifications, 
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independence or performance of its responsibilities and to present additional information 
regarding these matters. St. Elizabeths shall provile any additional information as may 
be requested by OIG under this Paragraph in an expedited manner. OIG will attempt in 
good faith to resolve any differences regarding the IRO with St. Elizabeths prior to 
requiring St. Elizabeths to terminate the IRO. However, the final determination as to 
whether or not to require St. Elizabeths to engage a new IRO shall be made at the sole 
discretion of OIG. 
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APPENDIX B
 
CLAIMS REVIEW 

A. Claims Review.
 

I. Definitions. For the purposes of 
 the Claims Review, the following definitions 
shall be used: 

a. Overpayment: The amount of money St. Elizabeths has received in excess 
the amount due and payable under any Federal health care program 

requirements. 
of 

b. Item: Any discrete unit that can be sampled (~, code, line item, 
beneficiary, patient encounter, etc.). 

c. Paid Claim: A code or line item submitted by St. Elizabeths and for which 
St. Elizabeths has received reimbursement from the Medicare program. 

d. Population: For the first Reporting Period, the Population shall be defined 
as all Items for which a code or line item has been submitted by or on behalf of 
St. Elizabeths and for which St. Elizabeths has received reimbursement from 
Medicare, Medicaid or other Federal health care programs, (i.e., Paid Claim) 
during the 12-month period covered by the first Claims Review. 

For the remaining Reporting Periods, the Population shall be defined as all 
Items for which St. Elizabeths has received reimbursement from Medicare and 
Medicaid (i.e., Paid Claim) during the 12-month period covered by the Claims 
Review. 

To be included in the Population, an Item must have resulted in at least one 
Paid Claim. 

e. Error Rate: The Error Rate shall be the percentage of net Overpayments 
identified in the sample. The net Overpayments shall be calculated by 
subtracting all underpayments identified in the sample from 
 all gross
Overpayments identified in the sample. (Note: Any potential cost settlements 
or other supplemental payments should not be included in the net Overpayment 
calculation. Rather, only underpayments identified as part of the Discovery 
Sample shall be included as part of 
 the net Overpayment calculation.) 

The Error Rate is calculated by dividing the net Overpayment identified in the 
sample by the total dollar amount associated with the Items in the sample. 
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2. Other Requirements.
 

a. Paid Claims without Supporting Documentation. For the purpose of 
appraising Items included in the Claims,Review, any Paid Claim for which 
St. Elizabeths cannot produce documentation sufficient to support the Paid 
Claim shall be considered an error and the total reimbursement received by 
St. Elizabeths'for such Paid Claim shall be deemed an Overpayment. 
Replacement sampling for Paid Claims with missing documentation is not 
permitted. 

b. Replacement Sampling. Considering the Population shall consist only 
of Paid Claims and that 
 Items with missing documentation cannot be 
replaced, there is no need to utilize alternate or replacement sampling units. 

c. Use of First Samples Drawn. For the purposes of all samples (Discovery 
Sample(s) and Full Sample(s)) discussed in this Appendix, the Paid Claims 
associated with the Items selected in each first sample (or first sample for 
each strata, if applicable) shall be used (i.e., it is not permissible to generate 
more than one list of random samples and then select one for use with the 
Discovery Sample or Full Sample). 

B. Claims Review Report. The following information shall be included in the 
Claims Review Report for each Discovery Sample and Full Sample (if applicable). 

i. Claims Review Methodology.
 

a. Sampling Unit. A description of the Item as that term is utilized for the 
Claims Review. 

b. Claims Review Population. A description of the Population subject to 
the Claims Review. 

c. Claims Review Objective. A clear statement of the objective intended to 
be achieved by the Claims Review. 

d. Sampling Frame. A description of the sampling frame, which is the 
totality of Items from which the Discovery Sample and, if any, Full Sample 
has been selected and an explanation of the methodology used to identify 
the sampling frame. In most circumstances, the sampling frame will be
 

identical to the Population. 
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e. Source of Data. A description of 
 the specific documentation relied upon 
by the IRQ when performing the Claims Review (~, medical records,
 

physician orders, certificates of medical necessity, requisition forms, local 
medical review policies (including title and policy number), CMS program 
memoranda (including title and issuance number), Medicare carrier or 
intermediary manual or bulletins (including issue and date), other policies, 
regulations, or directives). 

f. Review Protocol. A narrative description of 
 how the Claims Review 
was conducted and what was evaluated. 

2. Statistical Sampling Documentation. 

a. The number of Items appraised in the Discovery Sample and, if 
applicable, in the Full Sample. 

b. A copy of the printout of the random numbers generated by the 
"Random Numbers" function of the statistical sampling software used by 
the IRQ. 

c. A copy òfthe statistical software printout(s) estimating how many Items 
are to be included in the Full Sample, if applicable. 

d. A description or identification of the statistical sampling software 
package used to select the sample and determine the Full 
 Sample size, if 
applicable. 

3. Claims Review Findings.
 

a. Narrative Results.
 

i. A description of St. Elizabeths's biling and coding system(s), 
including the identification, by position description, of the personnel 
involved in coding and billing. 

ii. A narrative explana~ion of 
 the IRQ's findings and supporting 
rationale (including reasons for errors, patterns noted, etc.) regarding 
the Claims Review, including the results of 
 the Discovery Sample, 
and the results of the Full Sample (if any). 

b. Quantitative Results.
 

Model Appendix B: 
Internal Use Only: August 22,2003 
Page 3
 



i. Total number and percentage of instances in which the IRO 
determined that the Paid Claims submitted by St. Elizabeths (Claim 
Submitted) differed from what should have been the correct claim 

regardless of 
 the effect on the payment.(Correct Claim), 


ii. Total number and percentage of instances in which the 
 Claim 
Submitted differed from the Correct Claim and in which such 
difference resulted in an Overpayment to St. Elizabeths. 

iii. Total dollar amount of all Overpayments in the sample. 

iv. Total dollar amount of paid Items included in the sample and the 
net Overpayment associated with the sample. 

v. Error Rate in the sample.
 

vi. A spreadsheet of 
 the Claims Review results that includes the 
following information for each Paid Claim appraised: Federal health 
care program billed, beneficiary health insurance claim number, date 
of service, procedure code submitted, procedure code reimbursed, 
allowed amount reimbursed by payor, correct procedure code (as 
determined by the IRO); correct allowed amount (as determined by the 
IRO), dollar difference between allowed amount reimbursed by payor 
and the correct allowed amount. (See Attachment 1 to this Appendix.) 

4. Systems Review. Observations, findings, and recommendations on possible 
improvements to the system(s) and process(es) that generated the Overpayment(s). 

5. Credentials. The names and credentials of 
 the individuals who: (1) designed 
the statistical sampling procedures and the review methodology utilized for the Claims 
Review; and (2) performed the Claims Review. 
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APPENDIX C ... 

OVERPAYMENT REFUN 

TO BE COMPLETED BY MEDICARE CONTRACTOR 
Date: 
Contractor DeposIt Control # Date of Deposit:

Contractor Contact Name: Phone # 
Contractor Address:
 

Contractor Fax:
 

TO BE COMPLETED BY PROVIDER/PHYSICIAN/SUPPLIER 
Please complete andforward to Medicare Contractor. Thisform, or a similar document containing the 


followinginformation, should accompany every voluntary refund so that receipt of check is properly recorded and applied. 

PROVIDER/PHYSICIAN/SUPPLIERNAME 
ADDRESS 
PROVIDER/PH YSICIAN/SUPPLIER # CHECK NUMBERf 
CONTACT PERSON: 
$ CHECK DATE 

PHONE # AMOUNT OF CHECK 

REFUND INFORM A TION 

For each Claim, provide the following:
 
Patient Name HIC #
 
Medicare Claim Number Claim Amount Refunded $ 
Reason Code for Claim AdJustment:_ (Select reason code from list below. Use one reason per claim) 

(Please list all claim numbers involved. Attach separate sheet, if necessary) 

Note: If Specifc Patient/HIC/Claim #/Claim Amount data not available for all claims due to Statistical
Sampling, please indicate methodology and formula used to determine amount and reason foroverpayment: 

For Institutional Facilties Only: 
Cost Report Year(s)
 

multiple cost report years are involved, provide a breakdown by amount and corresponding cost report year.)
For OIG Reportin2 Requirements: 
Do you have a Corporate Integrity Agreement with OiO? 

(If 

Yes No 
Reason Codes: 
Billing/Clerical Error MSP/Other Payer Involvement Miscellaneous 
01 - Corrected Date of Service 08 - MSP Group Health Plan Insurance 13 - Insufficient Documentation
02 - Duplicate 09 - MSP No Fault Insurance 14 - Patient Enrolled in an HMO
03 - Corrected CPT Code 10 - MSP Liability Insurance 15 - Services Not Rendered
04 - Not Our Patient(s) 11 - MSP, Workers Comp.(Including 16 - Medical Necessity
05 - Modifier Added/Removed Black Lung 17 - Other (Please Specify)
06 - Billed in Error 12 - Veterans Administration 
07 - Corrected CPT Code 

I 




