
CORPORATE INTEGRITY AGREEMENT 
BETWEEN THE 

OFFICE OF INSPECTOR GENERA 
OF THE 

DEPARTM,ENT OF HEALTH AN IlUMAN SERVICES
 

AND 

MITON S. HERSHEY MEDICAL CENTER
 

I. PRAMBLE
 

Milton S. Hershey Medical Center (MHMC) hereby 
 enters into ths Corporate 
Integrty Agreement (CIA) with the Office ofInspectorGeneral (010) of the Unìted 
States Deparent of Health and Himan Servìces (HHS) to promote complìance with the
 

statutes, regulations, and written dìrectives ofMedìcare, Medicaid, and all other Federal 
health care program (as defied ìn 42 U.S.C. § 1320a-7b(t)) (Federal health care
 

program requìrements). Contemporaneously with ths CIA, MHMC is entering ìnto a 
Settement Agreement with the Unìted States, and ths CIA is ìncorporated by reference 
ìnto the Settlement Agreement. 

Prior to the execution ofths CIA, MHMC voluntaly establìshed a Corporate 
Complìance Program (CCP). The CCP, among other thgs, ìncludes a Code of Conduct, 
a mechasm for ìndividuals to report ìncìdents of non-complìance, and a Corporate 
Complìance Officer. MHMC and aio agree that MHMC may utilìze and adapt any 
components of the CCP existìng at the tìme of the execution of ths CIA as necessar to 
be in complìance with the ìntegrity obHgations created by ths CIA. To the extent that
 

MHMC's existìg CCP cannot be modified or maìntained to meet corporate ìntegrty 
obHgations created by ths CIA, MHMC shall adopt new components to its CCP or create 
a new compliance program, so that MHMC shall meet the corporate ìntegrty obHgations 
created by ths CIA. 

II. TERM AND SCOPE OF THE CIA
 

A. The period of the compHance obligations assumed by MHMC under ths CIA 
shall be five years from the effective date of ths CIA, uness otherwise specìfied. The 
effective date shall be the date on which the fmal signatory ofths CIA executes this CIA 
(Effective Date). Each one-year period, beging with the one-year period followingthe 
Effective Date, shall be referred to as a "Reporting Period." 

Corporate Integrty Agreement 
Milton S. Hersey Medical Center i 



B. Sections VII, VIII, ix, X, and Xi shall expìre no later than 120 days after
 

OIO's receipt of: 0) MHMC's fmal anual report; or (2) any additional materials 
submitted by MHMC pursuant to oro's request, whichever is later. 

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

I. "Covered Persons" ìncliides: 

a. all officers, directors, and employees ofMHMC; 

b. all contractors, subcontractors, agents, and other persons who 
provide patient care items or services or who perfonn biling or 
codìg fuctiQls on behalf of MHMC; and 

c. all non-employee physicìans who have staff and/or admssions 
privileges atMHMC. 

Notwithstadìng the above, ths term does not ìnclude par-tìme or per diem 
employees, contractors, subcontractors, agents, and other persons who are 
not reasonably expected to work more than 160 hours per year, except that 
any such ìndividuals shall become "Covered Persons" at the point when 
they work more than 160 hours -d~g the calendar year. 

2. "Relevant Covered Persons" ìncludes persons ìnvolved in the delivery of 
patient care items or services and/or iii the preparation or submission of 
claims for reìmbursement from any Federal health care program. 

III. CORPORATE INTEGRIY OBLIGATIONS
 

MHMC shall continue to maintain, and modify as necessar, a Compliance 
Program that includes the following elements: 

A. Compliance Offcer and Comnttee. 

1. Compliance Offcer. MHMC shall contìue to have an ìndividual to 
serve as its Compliance Officer and shall maintain a Compliance Officer for the term of 
the CIA. The Compliance Officer shall be responsible for developing and implementìng 
polìcies, procedures, and practices designed to ensure compliance with the requìrements 
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set fort in this CIA 
 and with Federal health care program requirements. The Compliance 
Officer shall be a member of senìor management of MHMC, shall make periodic (at least 
quarerly) reports regardìg compliance matters dìrectly to the Audit and Compliance 
Commttee of the Board of 
 Dìrectors ofMHMC, and shall be authorized to report on such 
matters to the Board of Dìrectors at any tìme. The Compliance Officer shall not be or be 
subordinate to the Oeneral Counselor Chief 
 Financìal Officer. The Compliance Officer 
shall be responsible for monitorig the day-to-day compliance activities engaged in by 
MHMC as well as for any reporting obligations created under ths CIA. 

MHMC shall report to 010, in writing, 
 any changes ìn the identity or position 
description of 
 the Compliance Officer, or any actions or changes tht would affect the 
. Complìance Officer's abilty to perform the duties necessar to meet the obligations in 
ths CIA, with i 5 days after such ,a change. ­

2. Compliance Committee. MHMC shall coritìue to have a Compliance 
Commttee. The Complìance Commttee shall, at a mium, include the Compliance 
Officer and other members of senior management necessar to meet the requìrements of 
ths CIA (~, senìor executives of relevant deparents, such as biling, cHnìcal, human
 

resources, audit, and operations). The Compliance Officer shall chaìr the CompHance 
Commttee and the Commttee shall support the CompHance Officer in fulfilling his/her 
responsibilties (e.g., shall assist in the analysis of the organìzation's risk areas and shall
 

oversee monìtoring of internal and external audi,ts-and investigations).
 

MHMC shall report to OIG, in writing, any changes in the composition of the 
Compliance Commttee, or any actions or changes that would affect the Complìance 
Commttee's abilty to pedorm the duties necessar to meet the obligations in ths CIA, 
with 15 days after such a change. 

B. Written Standards.
 

i. Code of Conduct. MHMC shall continue to maintain, revise as 
necessar, and with 120 days after the Effective Date, distrbute the written Code of 
Conduct to all Covered Persons. MHMC shall make the promotion of, and adherence to, 
the Code of Conduct an element in evaluating the performance of all employees. The 
Code of Conduct shall, at a minimum, set fort: 
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a. MHMC'scommtment to full compliance with all Federal health 
care program requirements, including its commtment to prepare and 
submit accurate claim consistent with such requìrements;
 

b. MHMC's requirement that all of its Covered Persons shall be 
expected to comply 
 with all Federal health care program 
requìements and with MHMC's own Policies and Procedures as 
implemented pursuant to ths Section III.B (includìg the 
requìrements of 
 ths CIA); 

c. the requirement that all ofMHMC's Covered Persons shall be 
expected to. report to the Compliance Officer or other appropriate 
individual designated by MHMC sùspected violations of any Federal 
health care program requirements or of MHMC' s own Policies andProcedures; , 
d. the possible consequences to both MHMC and Covered Persons 
of failure to comply with Federal health care program requìrements 
. and with MHMC's own Policies and Procedures and the failure to 
report such noncompliance; and 

e. the right of all individuals.to use the Disclosure Progr 
described in Section III.E, and MHMC's commtment to 
nometaiation and to mata, as appropriate, confidentiality and 
anonymity with respect to such disclosures. 

With 120 days after the Effective Date, each Covered Person sJ:all certify, in 
writing, that he or she has received, read, understood, and shall abide by MHMC,s Code 
of Conduct. New Covered Persons shall receive the Code of Conduct and shall complete 
the required certification withn 30 days after becomig a Covered Person or with 120 
days after the Effective Date, whichever is later. 

MHMCshall periodically review the Code of Conduct to determne if revisions are 
appropriate and shall make any necessar revisions based on such review. Any revised 
Code of Conduct shall be distrbuted withn 30 days after any revisions are fmalized. 
Each Covered Person shall certify, in writing, that he or she has received, read, 
understood, and shall abide by the revised Code of Conduct with 30 days after the 
distrbution of the revised Code of Conduct. 
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2. Policies and Procedures. Within 90 days after the Effective Date, 
MHMC shall implement wrtten Policies and Procedures regarding the operation of 
MHMC's compliance program and its compliance with Federal health care program 
requirements. At a mium, the Policies and Procedures shall address: 

a. the subjects relating to the Code of Conduct identified in Section 
III.B. I; and 

b. the proper and accurate recordìg of services provided; and 

c. the obligation to accurately assign the proper code to assure the
 

accuracy of claìms submitted.
 

With 120 days after the Effective Date, the relevant portions of the Policies and 
Procedures shall be distrbuted to all individuals whose job/fuctions relate to those 
Policies and Procedures. Appropriate and knowledgeable staff shall be available to 
explai the Policìes and Procedures.
 

At least anually (and more frequently, if appropriate), MHMC shall assess and 
update as necessar the Policies and Procedures. With 30 days after the effective date 
of any revisions, the relevant portions of any such revised Policies and Procedures shall 
be distrbuted to all individuals whose job futions relate to those Policies andProcedures. ' 

C. Traig an Education.
 

l. General Training. Withn 120 days after the Effective Date, MHMC 
shall provide at least one hour of Oeneral Trainìng to each Covered Person. This trainng, 
at a mium, shall explain MHMC's:
 

a. CIA requirements; and
 

b. MHMC's Compliance Program (including the Code of 
 Conduct 
and the Policies and Procedures as they pertain to general 
compliance issues). 

New Covered Persons shall receive the Oeneral Trainìng described above with 
30 days after becoming a Covered Person or withn 120 days after the Effective Date, 
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whichever is later. After receiving the intial Oeneral Trainìng described above, each 
Covered Person shall receive at least one hour of Oeneral Trainng anually. 

2. Specifc Training. With 120 days after the Effective Date, each 
Relevant Covered Person shall receive at least two hours of 
 Specific Trainng in addition. 
to the Oeneral Training requìred above. This Specific Trainìng shall include a discussion 
of: 

a. the Federal health care program requìrements regarding the 
accurate coding and subrrssion of claims; 

b. policies, procedures, and other requìrements applicable to the 
documentation of medical records;" 

c. the personal obligation of each individual involved in the claìms
 

submission process to ensure that such clais are accurate;
 

d. applicable reìmbursement statutes, regulations, and program 
requirements and dìectives; 

e. the legal sanctions for violations of 
 the Federal health care 
program requìrements; and, " 

f. examples of proper and ìmproper claim submission 
 practices. 

Relevant Covered Persons shall receive ths trainng with 30 days after the
 

beginng of theìr employment or becoming Relevant Covered Persons, or with 120 
days after the Effective Date, whichever is later. A MHMC employee who has completed 
the Specìfic Trainìng 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 health care 
program, until such time as the new Relevant Covered Person completes his or her 
Specific Traing. 

After receiving the initial Specific Traing described in ths Section, each 
Relevant Covered Person shall receive at least one hour of Specific Trainìng anually. 
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3. Certifcation. Each individual who is requìred to attend traig shall
 

certify, in writing, or in electronìc form, if applicable, that he or she has received the 
required trainìg. The certification shall specify the tye of trainìng received aId the date 
received. The Compliance Officer ( or designee) shall retain the certfications, along with 
all course materials. These sliall be made available to 010, upon request. 

4. Qualifcations of Trainer. Persons providing the traing shal be
 

knowledgeable about the subject area of the proper maner to char, code, and bil claim.
 

5. Update of 
 Training. MHMCshaU anually review the traing, and, 
where appropriate, update-the training to reflect changes in Federal health care program 
requìrements, any issues discovered durg internal audits or the IRO Claìms Review, and 
any other review, if applicable, and; any other relevant information. 

6. Computer-based Training. -MHMC may provide the traig requìed
 

under ths CIA though appropriate computer-based traing approaches. IfMHMC 
chooses to provide computer-based trainìg, it shall make available appropriately 
qualified and knowledgeable staff or trainers to answer questions or provide additional 
information to the individuals receiving such trainìng. ­

D. Review Procedures. 

i. General Description.
 

a. Engagement of Independent Review Organization. With 90 
days after the Effective Date, MHMC shall engage an entity (or 
entities), -such as an accounting, auditing, or consulting firm 
(hereinafter "Independent Review Organzation" or "IRO"), to 
pedorm reviews to assist MHMC in assessing and evaluating its 
biling and coding practices and certin other obligations puruant to 
ths Agreement and the Settement Agreement. The applicable ­
requìrements relating to the IRO are outlined in Appendix A to ths 
Agreement, which is incorporated by reference. 

Each IRO engaged by MHMC shall have expertise in the biling, 
coding, reporting, and other requirements of hospital industr and in
 

the general requirements of 
 the Federal health care program(s) from 
which MHMC seeks reimbursement. Each IRO shall assess, along 
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with MHMC; whether it can perform the IRO review in a 
professionally independent and/or objective fashion, as appropriate 
to the natue of the engagement, takng into account any other 
business relationships or other engagements that may exist. 

The IRO(s) review shall evaluate and anlyze MHMC's coding, 
biling, and claims submission to the Federal health care programs 
and the reìmbursementreceived (Claims Review), and shall analyze 
whether MHMC sought payment for certain unallowable costs 
(Unallowable Cost Review). 

b. Frequency of Claims Review. The Clai Review shall be
 

performed anually and shall covet each of the Reporting Periods. 
The IRO(s) shall perform all components of each anual ClaimReview. ' 
c. Frequency of Unallowable Cost Review. rf applicable, the rRO 
shall perform the Unallowable Cost Review for the first Reporting 
Period. 

d. Retention of 
 Records. The IRO and MHMC shall retain and 
. make available to 010, upan-request, all work papers, supporting 

documentation, correspondence, and draft reports (those exchanged 
between the IRO and MHMC) related to the reviews. 

2. Claìms Review. The Claims Review shall include two Discovery Samples and, 
if necessar, Full Samples. The applicable definìtions, procedures, and reporting 
requìrements are outlined in Appendix B to ths Agreement, which is incorporated by 
reference. 

a. Discovery Sample(s). The IRO shall randomly select and review two 
samples of 50 Paid Claìms submitted by or on behalf of MHMC (Discovery 
Sample). 

The first Discovery Sample shall include 50 Paid Claims of insion
 

therapy claims (Q008l-Q0085). The second sample shall be selected 
from Paid Claìms for other services. 
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- The Paid Claim shall be reviewed based on the supportng 
documentation available at MHMC's or under MHMC's control and 
applicable biling and coding regulations and guidance to determe 
whether the claim was correctly coded, submitted, and reimbured. 

i. If 
 the Error Rate (as defined in Appendix B) for a 
Discovery Sample is less than 5%, no additional sampling is 
requìred, nor is the Systems Review requìred. (Note: The 

guidelines listed above do not ìmply that ths is an acceptable 
error rate. Accordingly, MHMC should, as appropriate, 
fuer analyze any 
 errors identified in a Discovery Sample. 
MHMC recognzes that 010 or other HHS component, in its 
discretion and as authorized- by statute, regulation, or other 
appropriate authority may also analyze or review Paid Claim 
included, or errors identified, in a Discovery Sample or any 
other segment of 
 the unverse.) 

ii. If a Discovery Sample indicates that the Error Rate is 5% 
or greater, the IRO shall perform a Full Sample and a Systems 
Review, as described below. 

b. Full Sample. If necessry, as determned by procedures set fort
 

in Section III.F.2.a, the IRO shall perform an additional sample of 
Paid Claims using commonly 
 accepted sampling methods and in 
accordace with Appendix B. The Full Sample shall be designed to: 
(i) estiate the actual Overpayment in the population with a 90% 
confdence level and with a maximum relative precìsion of 25% of 
the point estìmate; and (ii) conform with the Centers for Medicare 
and Medicaid Services' statistical sampling for overpayment 
estimation guidelines. The Paid Claims shall be reviewed based on 
supportng documentation available at MHMC's office or under 
MHMC's control and applicable biling and coding regulations and 

gudance to determne whether the claim was correctly coded, 
submitted, and reimbursed. For puroses of calculating the size of 
the Full Sample, a Discovery Sample may serve as the probe sample, 
ìf statistically appropriate. Additionally, MHMC may use the Items 
sampled as par of a Discovery Sample, and the corresponding 
findìgs for those 50 Items, as par of its Full Sample, if: (i) 
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statistically appropriate and (ii) MHMC selects the 
 Full Sample 
Items using the seed number generated by a Discovery Sample. 
010, in its sole discretion, may refer the findings of 
 the Full Sample 
(and any related workpapers) received from MHMC to the 
appropriate Federal health care program payor, including the 
Medicare contractor (e;¡i., carrer, fiscal intennediary, or DMERC), 
for appropriate follow-up by that payor. 

c. Systems Review. IfMHMC's Discovery Sample identifies an 
Error Rate of 5% or greater, MHMC's IRO shall also 
 conduct a 
Systems Review. Specifically, for each clai in a Discovery Sample 
and Full Sample that resulted in an Overpayment, the IRO shall 
perform a "walk though" of the syStem(s) and process(es), that
 

generated the claim to identify any problems or weakesses that may 
have resulted in the identified Overpayments. The IRO shall provide 
its observations and recommendations on suggestedìmprovements to 
the system(s) and the process(es) that generated the'claìm. . 

d. Repayment of Identifed Overpayments. In accordance with 
Section 111.1.1 ofths Agreement, MHMC shall repay with 30 days 
any Overpayment(s) identified in a Discovery Sample or the Full 
Sample (if applicable), regardless of the Error Rate, to the 
appropriate payor and in ac'cordance with payor refud policies.
 

MHMC shall make available to oro any 
 and all documentation and 
the associated documentation that reflects the refud of the ­

Overpayment(s) to the payor. 

3. Claims Review Report. The IRO shall prepare a report based upon the Claim 
Review performed (Claims Review Report). Information to be included in the Claìms 
Review Report is described in Appendix B. 

4. Unallowable 
 Cost Review. The IRO shall conduct a review ofMHMC's 
compliance with the unallowable cost provisions of the Settlement Agreement. The IRO 
shall determe whether MHMC has complied with its obligations not to charge to, or 
otherwise seek payment from, Federal or State'payors for unallowable costs (as defined in 
the Settement Agreement) and its obligation to identify to applicable Federal or State 
payors any unallowable costs included in payments previously sought from the Unìted 
States, or any State Medicaid program. This unallowable cost analysis shall include, but 
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not be lìmted to, payments sought in any cost reports, cost statements, information 
report, or payment requests already submitted by MHMC or any affliates. To the extent 
that such cost reports, cost statements, information reports, or payment requests, even if 
already settled, have been adjusted to account for the effect of the inclusion of the 
unallowable costs, the IRO shal determe if such adjustments were proper. In makig 
ths determnation, the IRO may need to review cost report and/or fmancìal statements 
from the year in which the Settlement Agreement was executed, as well as from previous 
years. 

5. Unallowable Cost Review Report The IRO shall prepare a report based upon 
the Unallowable Cost Review pedonned. The Unallowable Cost Review Report shall 
include the IRO's fidings and supporting rationale regarding the Unallowable Costs 
Review and whether MHMC has complied with its obligation not to charge to, or 
otherwise seek payment from, Fed~ral or State payors for unllowable costs (as defied in
 

the Settlement Agreement) and its obligation to identify to àpplicable Federal or State 
payors any unallowable costs included in payfents previously sought 
 from such payor. 

6. Validation Review. In the event 010 has reason to believe that: (a) MHMC's 
Claims Review or Unallowable Cost Review fails to conform to the requirements of 
 ths 

,Agreement; or (b) the IRO's fmdìgs or Claìms Review results or Unallowable Cost 
Review results are inaccurate, 010 may, at its sole discretion, conduct its own review to 
determne whether the Claim Review or Unallowable Cost Review complied with the 
requìrements of 
 the Agreement and/or the fmdirigs or Claims Review results or
 
Unallowable Cost Review results are inaccurate (Validation Review). MHMC shall pay
 
for the reasonable cost of any such review performed by 010 or any of its designated
 
'agents. Any Validation Review of 
 Reports submitted as par ofMHMC's final Anual
 
Report must be Intiated no later than one year after MHMC's fmal submission (as
 
described in Section II) is received by DIG.
 

Prior to Intiating a Validation Review, 010 shall notify MHMC ofits intent to do 
so and provide a written explanation of 
 why DIG believes such a review is necessary. To 
resolve any concerns raised by OIG, MHMC may request a meetig with 010 to: (a) 
discuss the results of any Claim Review or Unallowable Cost Review submissions or 
findings; (b) present any additional information to clarify the results of the Claims 
Review or Unallowable Cost Review or to correct the inaccuracy of the Claìms Review or 
Unallowable Cost Review; and/or (c) propose alternatives to the proposed Validation 
Review. MHMC agrees to provide any 
 additional information as may be requested by 
oro under ths Section in an expedited maer. 010 wil attempt in good faith to resolve 
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any Claims Review or Unallowable Cost Review issues with MHMC prior to conducting 
a Valìdation Review. However, the fmal detemuation as to whether or not to proceed, 
with a Validation Review shall be made at the sole discretion of 
 010. 

7. rndependence/Objectivity Certification. The IRO shall include in its report(s) 
to MHMC a certification or sworn affidavit that it has evaluated its professional 
independence and/or objectivity, as appropriate to the natue of 
 the engagement, with 
regard to the Claims Review or Unallowable Cost Review and that it has concluded that it 
is, in fact, independent and/or objective. 

E. Disclosure Program.
 

MHMC shall maintain a Disclosure Program thai includes a mechansm (~, a 
toll-free compliance telephone line) to enable individuals ta disclose, to the Compliance 
Officer or some other person who is not in the disclosing irdividual' s chai of commd, 
any identified issues or questions associated with MHMC's policìes, conduct, practices, 
or procedures with respect to a Federal health care program believed by the individual to 
be a potential violation of crial, civil, or admstrative law. MHMC shall 
appropriately publicize the existence of the disclosure mechansm (~, via periodic e-
mails to employees or by posting the information in promient common areas). 

The Disclosure Program shall emphasize,a -nonretrbution, nonretaliation policy, 
and shall include a reportg mechansm for anonymous communcations for which 
appropriate confidentiaHty shall be maintained. Upon receipt of a disclosure, the 
Compliance Officer (or designee) shall gather all relevant information from the disclosing 
individuaL. The Compliance Officer (or designee) shall make a preliminary, good faith 
inquìr into the allegations set fort in every disclosure to ensure that he or she has
 

obtained all of the information necessary to determine whether a fuher review should be 
conducted. For aiy disclosure that is sufficìently specific so that it reasonably: 

the appropriateness of 
 the alleged ìmproperpractice; and(1) permts a determation of 


(2) provides an opportty for takig corrective action, MHMC shall conduct an internal
 

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

conducted. 

The Compliance Offcer (or designee) shall maintain a disclosure log, which shall 
include a record and sumary of each disclosure received (whether anonymous or not), 
the status of the respective internal reviews, and any corrective action taken in response to 
the internal reviews. The disclosure log shall be made available to 010 upon request. 
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F. Ineligible Persons.
 

1. Definitions. For puroses of 
 ths CIA: 

a. an "Iiwligible Person" shall include an individual or entity who: 

i. is curently excluded, debared, suspended, or otherwise 
ineligible t~ particìpate in the Federal health care program or 
in Federal procurement or nonprocurement programs; or 

ii. has been convicted of a crial offense that falls withn
 

the ambit of 42 U.S.C. § 1320a-7(a), but has not yet been 
excluded, debared, suspended, or otherwise declared
 

ineligible. 

b. "Exclusion Lists" include: 

i. the HHS/OIO List of Excluded IndividualslEntities 
(available though the Internet at htt://oig.hhs.gov); and 

ii. the Oeneral Services Admstration's List of 
 Pares 
Excluded from Federal Programs (avaiable though the
 

Internet at htt://epls.amet.gov). 

c. "Screened Persons" include prospective and curent owners, 
officers, directors, employees, contractors, and agents of MHMC. 

2. Screening Requirements. MHMC shall ensure that all Screened Persons. 
are not Ineligible Persons, by implementing the following screening requiements. 

a. MHMC shall screen all Screened Persons against the Exclusion 
Lists prior to engaging their services and, as par of the hìng or 
contracting process, shall requìre such persons to disclose whether 

they are an Ineligible Person. 

b. MHMC shall screen all Screened Persons against the Exclusion 
Lists with 90 days after the Effective Date and on an annual basis
 

thereafter. 
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c. MHMC sliall implement a policy requirng all Screened Persons 
to disclose imediately any debarent, exclusion, suspension, or
 

other event that makes that person an Ineligible Person. 

Nothg in this Section affects the responsibilty of (or liabilty for) MHMC to refrain 
from biling Federal health care programs for items or services furnshed, ordered, or
 
prescribed by an Ineligible Person.
 

3. Removal Requirement. If¥HMC has actual notice that a Screened
 
Person has become an rneligible Person, MHMC shall remove such person from
 
responsibilty for, or involvement with, MHMC'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 person are paid in whole or part, dìectly or indìectly, ~y Federal,health care 
programs or otherwise with Federal fuds at least until such tie as the person is 
reinstated into parcipation in the Federal health care programs. 

4. Pending Charges and Proposed Exclusions. IfMHMC has actual notice 
that a Screened Person is charged with a crial offense that falls with the ambit of 42
 

U.S.C. §§ 1320a-7(a), 1320a-7(b)(l)-(3), or is proposed for exclusion durg his or her
 

employment or contract term or, in the case ofa physician, durng the term of the 
physician's medical staff 
 privileges, MHMC shan-take all appropriate actions to ensure
 
that the responsibilities of that person have not and shall not adversely affect the quality
 
of care rendered to any beneficiar, patient, or resident, or the accuracy of any clai
 

, submitted to any Federal health care program. 

O. Notification of 
 Govemment Investigation or Legal Proceedings. 

With 30 days after discovery, MHMC shall notify DIG, in writing, of any
 
ongoing investigation or legal proceedìg known to MHMC conducted or brought by a
 
governental entity or its agents involving an allegation that MHMC has commtted a 
crime or has engaged in fraudulent activities. This notification shall include a description 
of the allegation, the identity of the investigating or prosecuting agency, and the status of 
such investigation or legal proceeding.MHMC shall also provide wrtten notice to 010 
with 30 days after the resolution of the matter, and shall provide 010 with a description 
of the findìgs and/or results of the ~vestigation or proceedings, if any. 
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H. Reporting.
 

I. Overpayments.
 

a. Definition of Overpayments. F or puroses of ths CIA, an 
"Overpayment" shall mean the amount of money MHMC has 
received in excess of the amount due and payable under any Federal 
health care program requirements. 

b. Reporting of Overpayments. If, at any tìme, MHMC identifies or 
lear of any Overpayment, MHMC shall notify the payor (~, 
Medicare fiscal intermediar or carrer) with 30 days after 
identification of the Overpayment and tae remediaI steps with 60 
days after identification, 
 (or such additional tìe às may,be agreed to 
by the payor) to correct the problem, including preventing the 
underlyig problem and the Overpayment from recurg. Also,
 

with 30 days after identification of the Overpayment, MHMC shall 
repay the Overpayment to the appropriate payor to the extent such 
Overpayment has been quantified. If not yet quantified, with 30 
days after identification, MHMC shall notify the payor of its efforts 
to quantify the Overpayment amount along with a schedule of when 
such work is expected to-be completed. Notification and repayment 
to the payor shall be done in accordace with the payor's policies, 
and, for Medicare contractors, shall include the information 
contained on the Overpayment Refud Form, provided as Appendix 
C to ths CIA. Notwithtanding the above, notification RId 
repayment of any Overpayment amount that routiely is reconciled 
or adjusted pursuant to policies and procedures established by the 
payor should be handled in accordance with such policìes and 
procedures. 

2. Reportable Events.
 

a. Definìtion ofReportable Eyent. For puroses of ths CIA, a
 

"Reportable Event" means anytng that involves: 

i. a substatial Overpayment; or 
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, ii. a matter that a reasonable person would consider a 
probable violation of crial, civil, or admstrative laws
 

applicable to any Federal health care program for which 
penalties or exclusion may be authorized. 

A Reportable Event may be the result of an isolated event or a series 
of occurences. 

b. Reporting of 
 Reportable Events. IfMHMC determes (after a 
reasonable opportnìty to conduct an appropriate review or 
investigation of the allegations) though any means tht there is a 
Reportable Event, MHMC shall notify 010, inwriting, withn 30 
days after makg the determtion that the Reportble Event exists. 
The report to 010 shall include the following information: 

i. If the Reportable Event results in an Overpayment, the 
report to 010 shall be made at the same tie as the
 

notification to 
 the payor requìred in Section III.H.l, and shall 
include all of the information on the Overpayment Refud 
Form, as well as: 

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

the check and identification number (or 
electronic transaction number) by which the 
(B) the date of 


Overpayment was repaid/refuded;
 

ii. a complete description of the Reportable Event, including 
the relevant facts, persons involved, and legal and Federal 
health care program authorities ìmplicated; 

iii. a description ofMHMC's actions taken to correct the 
Reportable Event; and 

iv. any furter steps MHMC plans to take to address the 
Reportable Event and prevent it from recurng.' 
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iv. NEW BUSINESS UNIS OR LOCATIONS
 

In the event that, after the Effective Date, MHMC changes locations or sells, 
c1oses"purchases, or establishes a new business Unt or location related to the fushing 
of items or servìces that may be reìmbursed by Federal health care program~ MHMC 
shall notify oro of ths fact as soon as possible, but no later than withi 30 days after the 
date of change of location, sale, closure, purchase, or establishment. This notification 
shall include the address of the new bus'iness Unt or location, phone number, fax number, 
Medicare Provider number, provider identìfcation number and/or supplier number, and 
the corresponding contractor's name and address that has issued each Medicare number. 
Each new business Unt or 10catìon shall be subject to all the requirements ofths CIA. 

v. IMPLEMENTATION AND ANNUAL REpORTS
 

A. Implementation Report. With 150 days after tle Effective Date, MHMC 
shall submit a written report to 010 sumarizing the status of its ìmplementation of the 
requìrements of 
 ths CIA (rmplementation Report). The Implementation Report shall, at a 
minìum, include: '
 

1. the name, address, phone number, and position description of the 
Compliance Officer required by Sectìon lILA, and a sumar of other noncompliance job 
responsibHitìes the Compliance Officer may liàve; 

2~ the names and positions of the members of 
 the Compliance Commttee 
requìred by Section lILA;
 

3. a copy ofMHMC's Code of Conduct requìred by Section iir.B.l; 

4. a copy of all Policìes and Procedures required by Section iiLB.2; 

5. the number of indìviduals required to complete the Code of Conduct 
certification requìred by Section IILB.1, the percentage of individuals who have 
completed such certìfication, and an explanation of any exceptions (the documentation 
supporting ths information shall be available to 010, upon request); 

6. the following information regardìg each tye of trainigrequìred by 
Section IILC:
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a. a description of such traing, including a sumar of the topics 
covered, the length of sessions and a schedule of traing sessions;
 

b. number of individuals requìred to be trained, percentage of 
individuals actually trained, and an explanation of any exceptions. 

A copy of all trainng materials and the documentation supportìng ths information shall 
be available to 010, upon request. 

7. a description of the Disclosure Program requìred by Section III.E; 

8. the following irormation regardìg the IRO(s): (a) identity, address, and 
phone number; (b) a copy of the engagement letter; (c) a sumary and description of any 
and all curent and prior engagements 
 and agreements between MHMC and the IRO; and 
(d) the proposed start and completion dates of the Claims Review and Unallowable Cost 
Review; 

9. a certification from the IRO regarding its professional independence 
and/or objectivity with respect to MHMC; 

10. a description of 
 the process by which MHMC fulfills the requìrements 
of Section iii.F regardig Ineligible Persons; -', .
 

11. the name, title, and responsibilties of any person who is determned to 
be an Ineligible Person under Section iii.F; the actions taken in response to the screenig 
and removal obligations set fort in Section III.F; and the actions taken to identify, 
quantify, and repay any overpayments to Federal health care programs relatìg to items or 
services fushed, ordered or prescribed by an Ineligible Person; 

l2. a list of all ofMHMC's locations (including locations and mailing 
addresses); the correspondig name under which each location is doing business; the 
corresponding phone numbers and fax numbers; each location's Medicare Provider 
number(s), provider identification number(s), and/or supplier number(s); and the name 
and address of each Medicare contractor to which MHMC cUrently submits claìms; 

13. a description ofMHMC's corporate strctue, including identification 
of any parent and sister companes, subsidiares, and theìr respective lines of 
 business; 
and . 
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14. the certfications requìred by Section V.C.
 

B. Annual Reports. MHMC shall submit to OIG aiually a report with respect to 
the status of, and findigs regarding, MHMC,s compliance activities for each of 
 the five
 

Reporting Periods (Annual Report).
 

Each Anual Report shall include, at a mium:
 

i. any change in the identity, position description, or other noncompliance 
job responsibilties of the Compliance Officer and any change in the membership of the 
Compliance Commttee described in Section III.A; 

2. a sumar of any signficant changes ôr amendments to the Policies and
 

Procedures requìred by Section III.B and the reasons for such changes (~, change in 
contractor policy) and copies of any compliance-related Policies and Procedures; 

3. the number of individuals requìred to complete the Code of Conduct 
certification required by Section III.B.L, the percentage of individuals who have 
completed such certification, and an explanation of 
 any exceptions (the documentation 
supportng ths information shall be available to 010, upon request); 

4. the following information regarding each tye oftrainng requìred by 
Section III.C: 

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

b. number of individuals required to be trained, percentage of 
individuals actually trained, and an explanation 
 of any exceptions. 

A copy of all trainìng materials ànd the documentation supporting ths information shall 
be available to OIG, upon request. 

5. a complete copy of all reports prepared pursuant to Section III.D, along 
with a copy of 
 the IRO's engagement letter (if applicable); 

6. MHMC's response and corrective action planes) related to any issues 
raised by the reports prepared pursuant to Section III.D; 
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7. sumar and description of any and all curent and prior engagements 
and agreements between MHMC and the IRO, if different from what was submitted as 
part of the Implementation Report; 

8. a certfication from the IRO regardìg its professional indepenqence 
and/or objectivity with respect to MHMC; 

9. a sumar of 
 Reportble Events (as defined in Section III.H) identified 
durng the Reporting Period and the status of any corrective and preventative action 
relatig to all such Reportble Events; 

10. a report of the aggregate Overpayments that have 
 been retued to the 
Federal health care program. Overpayment amounts sliall be broken down into the 
following categories: inpatient Medicare, outpatient Medic~e, Medicaid (report each 
applicable state separately, if applicable), and other Federal health care program. 
Overpayment amounts that are routinely reconciled or adjusted pursuant to policies and 
procedures established by the payor do not need to be included in ths' aggregate 
Overpayment report; 

11. a complete or appropriately redacted disclosure log requìed by Section 
III.E that: (a) relate to Federal health care programs; or (b) allege abuse or neglect of 
patients; 

12. any changes to the process by which MHMC fulfills the requìrements 
of Section III.F regarding Ineligible Persons;, . ' 

13. the name, title; and responsibilties of any person who is determed to 
be an Ineligible Person under Section III.F; the actions taken by MHMC in response to 
the screenig and removal obligations set fort in Section III.F; and the actions taken to 
identify, quantify, and repay any overpayments to Federal health care programs relatig to 
items or services relating to items or services fushed, ordered or prescribed by an 
Ineligible Person; 

l4. a sumary describing any ongoing investigation or legal proceeding 

requìred to have been reported pursuant to Section 111.0. The summary shall include a 
description of the allegation, the identity of the investigating or prosecutìg agency, and 
the status of such investigation or legal proceeding; 
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15. a description of all changes to the most recently provided list of 
MHC's locations (including addresses) as required by Section V.A.ll; the 
corresponding name under which each location is doing business; the corresponding 
phone numbers and fax numbers; each location's Medicare Provider number(s), provider 

each 
Medicare contractor to which MHMC currently submits claìms; and 
identification number(s), and/òr supplier number(s); ard the name and address of 


16. the certifications reqûired by Section V.C. 

The first Anual Report shall be received by 010 no later than 60 days after the 
end of the first Reportng Period. Subsequent Anual Report shall be received by 010 

the first Anual.Report.no later than the annversar date of the due date of 


C. Certifications. The Implementation Report andP,ual Reports shall include a 
certfication by the Compliance Officer that: 

1. to the best of his or her knowledge, except as otherwise described in the 
applicable report, MHMC is in compliance with all of the requìrements of ths CIA; 

2. he or she has reviewed the Report and has made reasonable inquìr 
regardìg its content and believes that the information in the Report is accurate andtrthfu; and -', 

3. MHMC has complied with its obligations under the SeUlement 
Agreement: (a) not to resubmit to any Federal health care program payors any previously 
denìed claims related to the Covered Conduct addressed in the Settlement Agreement, and 
not to appeal any such denìals of claims; (b) not to charge to or otherwise seek payment 
from Federal or State payors for unallowable costs (as defmed in the Settement 

unallowable 
costs; 
Agreement); and (c) to identify and adjust any past charges or claìms for 


D. Designation of Information. MHMC shall clearly identify any portions of its 
submissions that it believes are trade secrets, or information that is commercial or 
financial and privileged or confidential, and therefore potentially exempt from disclosure 
under the Freedom ofInformation Act (FOIA), 5 U.S.C. § 552. MHMC shall refrain 
from identifyg any infonntion as exempt from disclosure if that information does not 
meet the criteria for exemption from disclosure under FOIA. 
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VI. NOTIFICATIONS AND SUBMISSION OF REpORTS
 

Unless otherwise stated in writing after the Effective Date, all notifications and 
report requìred under ths CIA shall be submitted to the following entities: 

DIG: 
Admnìstrative and Civil Remedies Branch 
Office of Counel. to the Inspector General 
Office of Inspector Oeneral 
U.S. Departent of Health and Human Servces 
Cohen Buildìg, Room 5527 
330 Independence Avenue, S.W. 
Washigton, PC 20201
 

Telephone: 202.619.2078
 

Facsimile: 202.205.0604 

MHMC: 

John E. May, III 
Chief Compliance Officer 
Milton S. Hershey Medical CenterMCHl42 -', 
500 University Drive 
P.O. Box 850 
Hershey, P A 17033-0850 
Telephone: 717.531.1144 
Facsimle: 717.531.0622
 

Unless otherwise specified, all notifications and reports requìred by ths CIA may 
be made by certfied mail, overnght mail, hand delivery, or other mean, provided that 
there is proof that such notification was received. For puroses of ths requìrement,
 

internal facsimle confirmation sheets do not constitute proof of receipt. 

VII. OIG INSPECTION, AUDIT, AN REVIEW RIGHTS
 

In addition to any other rights 010 may have by statute, regulation, or contract, , 
010 or its duly authorized representative(s) may examne or request copies ofMHMC's 
books, records, and other documents and supporting materials and/or conduct on-site 
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reviews of any ofMHMC's locatiòns for the purose of 
 verifyng and evaluating: (a) 
MHMC's compliance with the terms ofths CIA; and (b) MHMC's compliance with the 
requìrements of 
 the Federal health care programs in which it parcìpates. The 
documentation described above shall be made available by MlIMC to 010 or its duly 
authorized representative(s) at 
 all reasonable times for inspection, audit, or reproduction. 
Furermore, for puroses ofths provision, 010 or its duly authorized representative(s) 
may interview any of MHMC's employees, contractors, or agents who consent to be 
interviewed at the individual's place ofbusÌness durng normal business hours or at such 
other place and time as may be mutually agreed upon between the individual and 010. 
MHMC shall assist orG or its duly authoried representative(s) in contacting and 
arranging interviews with such individuals upon OIO's request. MHMC,s employees 
may elect to be interviewed with or without a representative of MHMC present. 

VIII. DOCUMENT AN RECORD RETENTION
 

MHMC shall maintain for inpection all documents and records relating to 
reimbursement from the Federal health care programs, or to compliance with ths CIA, for 
five years (or longer if otherwise required by law). 

IX. DISCLOSURES
 

Consistent with HHS's FOIA procedures, set fort in 45 C.F.R. Par 5, 010 shall 
make a reasonable effort to notify MHMC prior to any release by 010 of information 
submitted by MHMC pursuant to its obligations under ths CIA and identified upon 
submission by MHMC as trade secrets, or information tht is commercìal or financial and 
privileged or confidential, under the FOIA rules. With respect to such releases, MHMC 
shall have the rights set fort at 45 C.F.R. § 5.65(d). 

x. BREACH AND DEFAULT PROVISIONS
 

MHMC is expected to fully and tiely comply with all of its CIA obligations. 

A. Stipulated Penalties for Failure to Comply with Certain Obligations. As a 
contractual remedy, MHMC and 010 hereby agree that failure to comply with certaìn 
obligations as set forth in ths CIA may lead to the imposition of the following monetar 
penalties (hereinafter referred to as "Stipulated Penalties") in accordance with the 
following provisions. 
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1. A Stipulated Penalty of 
 begin to accrue on the day 
after the date the obligation became due) for each day MHMC fails to establish and 
ìmplement any of the following obligations as described in Section III: 

$2,500 (which shall 


a. a Compliance Officer; 

b. a Compliance Commttee; 

c. a written Code of Conduct; 

d. written Policies and Procedures; 

e. the trainìng'of Covered Persons; 

f. a Disclosure Program; 

g. Ineligible Persons screenìg and removal requìrements; and 

h. Notification of Oovemment investigations or legal proceedings. 

2. A Stipulated Penalty of $2;500 (which shall begin to accrue on the day 
after the date the obligation became due) for eàch -day MHMC fails to engage an IRO, as 
required in Section III.D and Appendix A. 

3. A Stipulated Penalty of 
 $2,500 (which shall begin to accrue on the day 
after the date the obligation became due) for each day MHMC fails to submit the 
Implementation Report or the Anual Report to OIG in accordance with the 
requirements of Section V by the deadlines for submission. 

4. A Stipulated Penalty of $2,500 (which shall begin to accrue on the day 
after the date the obligation became due) for each day MHMC fails to submit the anual 
Claims Review Report and any other required Review in accordance with the 
requirements of Section III.D and Appendix B. 

5. A Stipulated Penalty of$I,500 for each day MHMC fails to grant access 
to the information or documentation as required in Section VII. (This Stipulated Penalty 
shall begin to accrue on the date MHMC fails to grant access.) 
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6. A Stipulated Penaity of $5,000 for each false certfication submitted by 
or on behalf of MHMC as part of its Implementation Report, Anual Report, additional 
documentation to a report (as requested by the 010), or otherwise requìred by ths CIA. 

7. A Stipulated.Penaltyof $1 ,000 for each day MHMC fails to comply fully 
and adequately with any obligation of ths CIA. 010 shall provide notice to'MHMC, 
stating the specific grounds for its determnation that MHMC has failed to comply fuly 
and adequately with the CIA obligation(s) at issue and steps MHMC shall take to comply 
with the CIA. (This Stipulated Penalty shall begin to accrue 10 days after MHMC 
receives ths notice from 010 of 
 the failure to comply.) A Stipulated Penalty as described 
in ths Subsection shall not be demanded for any violation for which OIG has sought a 
Stipulated Penalty under Subsections 1-6 of ths Section~
 

B. Tìmely Written Requests for Extensions. MHMC may, in advance of the due 
date, submit a tiely written request for an extension of tìne to pedorm any act or fie 
any notification or report required by ths CIA. Notwithtandìg any other provision in 
ths Section, if OIG grants the tìmely wrtten request with respect to an act, notification, 
or report, Stipulated Penalties for failure to perform the act or fie the notification or 
report shall not begin to accrue until one day after MHMC fails to meet the revised 
deadline set by 010. Notwithstadig any other provision in this Section, if 010 denìes
 

such a tìmely written request, Stipulated Penalties for failure to pedorm the act or file the 
notification or report shall not begin to accrue-uritil three business days after MHMC 
receives OIO's written denìal of such request or the original due date, whichever is later. 
A "timely written request" is defied 
 as a request in writig received by 010 at least five 
business days prior to the date by which any act is due to be performed or any notification 
or report is due to be filed. 

,C. Payment of Stipulated Penalties. 

l. Demand Letter. Upon a fmding that MHMC has failed to comply with 
any of the obligations described in Section X.A and after determnig that Stipulated 
Penalties are appropriate, OIG shall notify MHMC of: (a) MHMC's failure to comply; 
and (b) OIO's exercise of its contractual right to demand payment of 
 the Stipulated 

, Penalties (ths notification is referred to as the "Demand Letter"). 

2. Response to Demand Letter. Withn i 0 days after the receipt of the 
Demand Letter, MHMC shall either: (a) cure the breach to OIO's satisfaction and pay the 
applicable Stipulated Penalties; or (b) request a hèaring before an HHS admstrative law 
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judge (ALl) to dispute OIG's detehnnation of 
 noncompliance, pursuant to the agreed 
upon provisions set fort below in Section X.E. In the event MHMC elects to request an 
ALI hearig, the Stipulated Penalties shall continue to accrue until MHMC cures, to 
OIO's satisfaction, the alleged breach in dispute. Failure to respond to the Demand Letter 
in one of these two maners with the allowed tìme period shall be considered a material 
breach of ths CIA and shall be grounds for exclusion under Section X.D. 

3. Form of Payment. Payment of 
 the Stipulated Penalties shall be made by 
certfied or cashier's check, payable to: "Secretar of the Departent of Health and 
Human Services," and submitted to 010 at the address set fort in Section VI. 

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

in Section X.D. I.e, these provisions for payment of StipUlated Penalties shall not affect or 
otherwise set a standard for oro's decision that MHMC has materially breached ths 
CIA, whic.h decision shall be made at UIO's discretion and 'shall be governed by the 
provisions in Section X.D, below. 

D. Exclusion for Material Breach of 
 this CIA. 

1. Definiton of 
 Material Breach. A material breach ofths CIA mean:' 

a. a failure by MHMC to'r~port a Reportable Event, take corrective 
action, and make'the appropriate refuds, as requìred in Section 
III.H; 

b. a repeated or flagrant violation of the obligations under ths CIA, 
including, but not limted to, the obligations addressed in Section 
X.A; 

c. a failure to respond to a Demand Letter concerng the payment 
of Stipulated Penalties in accordance with Section X.C; or 

d. a failure to engage and use an IROin accordance with Section 
III.D. 

2. Notice of Material Breach and Intentto Exclude. The paries agree that 
a material breach ofths CIA by MHMC constitutes an independent basis for MHMC's 
exclusion from paricipation in the Federal health care programs. Upon a determnation 
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by DIG that MHMC has materially breached ths CIA and that exclusion is the 
appropriate remedy, 010 shall notify MHMC of: (a) MHMC,s material breach; and (b) 
ÖIO's intent to exercise its contractual right to impose exclusion (ths notification is 
hereinafter referred to as the "Notice of Material Breach and Intent to Exclude"). 

3. Opportunity to Cure. MHMC shall have 30 days from the date of 
receipt of the Notice of Material Breach and Intent to Exclude to demonstrate to DIG's 
satisfaction tht: 

a. MHMC is in compliance with the obligations of the CIA cited by 
010 as being the basis for the material breach; 

b. the alleged material breach has 
 been cured; or 

, 

c. the alleged material breach canot be cured with the 30-day 
period, but 
 tht: (i) MHMC has begu to take action to cure the 
material breach; (ii) MHMC is pursuing such action with due 
diligence; and (ii) MHMC has provided to 010 a reasonable 
tìmetable for curg the material breach. 

. 4. Exclusion Letter. If, at the conclusion of the 30-day period, MHMC fails 

to satisfy the requìrements of Section X.D.3, OIG"may exclude MHMC from paricipation 
in the Federal health care programs. OIG shall notify MHMC in wrting of its 
detellation to exclude MHMC (ths letter shall be referred to hereinfter as the 
"Exclusion Letter"). Subject to the Dispute Resolution provisions in Section X.E, below, 

the exclusion shall go into effect 30 days after the date ofMHMC's receipt of the 
Exclusion Letter. The exclusion shall have national effect and shall also apply to all other 
Federal procurement and nonprocurement program. Reinstatement to program 
participation is not automatic. After the end of the period of exclusion, MHMC may 
apply for reinstatement by submitting a wrtten request for reinstatement in accordance 
with the provisions at 42 C.F.R. §§ 1001.3001-.3004. 

E. Dispute Resolution
 

l. Review Rights. Upon 010' s delivery to MHMC of its Demand Letter or 
of its Exclusion Letter, and as an agreed-upon contractual remedy for the resolution of 
disputes arsing under this CIA, MHMC shall be afforded certain review rights 
comparable to the ones that are provided in 42 U.S.C. § 1320a-7(t) and 42 C.F.R. Par 
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1005 as if they applied to the StipUlated Penalties or exclusion sought pursuant to ths 
CIA. Specifically, OIO's determnation to demand payment of Stipulated Penalties or to 
seek exclusion shall be subject to review by an HHS ALJ and, in the event of an appeal,
 

the HHS Deparental Appeals Board (DAB), in a maner consistent with the provisions 
in 42 C.F.R. §§ 1005.2-1005.21. Notwithstandìg the language in 42 C.F.R. § 1005.2~), 
the request for a hearig involving Stipulated Penalties shall be made withn 10 days after 
receipt of the Demand Letter and the request for a hearig 
 involving exclusion shall be 
made with 25 days after receipt of the, Exclusion Letter. 

2. Stipulated Penalties Review. Notwithtanding any provision of Title 42 
of the United States Code or Title 42 of the Code of Federal Regulations, the only issues 
in a proceeding for Stipulated Penalties under ths CIA 
 shall be: (al whether MHMC was 
in full and tìmely compliance with the obligations ofths CIA for which 010 demands 
payment;, and (b) the period of noncompliance. MHMC shall have the burden of proving 
its ful and tìmely compliance and the steps taken to cure the noncompliance, if any. 010 
shall not have the right to appeal to the DAB an adverse ALJ decision related to 
Stipulated Penalties. If the ALJ agrees with 010 with regard to a findìg of a breach of 
ths CIA and orders MHMC to pay Stipulated Penalties, such Stipulated Penalties shall 
become due and payable 20 days after the ALI issues such a decision uness MHMC 
requests review of the ALI decision by the DAB. If the ALI decision is properly 
appealed to the DAB and the DAB upholds the detennation of 010, the Stipulated 
Penalties shall become due and payable 20 days,after the DAB issues its decision. 

3. Exclusion Review. Notwithstadìg any provision of Title 42 of 
 the 
Unìted States Code or Title 42 of the Code of Federal Regulations, 
 the only issues in a 
proceedig for exclusion based on a material breach of ths CIA shall be: 

a. whether MHMC was in material breach of ths CIA; 

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

c. whether the alleged material breach could not have been cured 
withn the 30-day period, but that: (i) MHMC had begu to tae 
action to cure the material breachwithn that period; (ii) MHMC has 
pursued and is pursuing such action with due diligence; and (ii) 
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MHMC provided to DIG withn that period a reasonable timetable 
for curg the material breach and MHMC has followed the 
timetable. 

For puroses of 
 the exclusion herein, exclusion shall take effect only after an ALl 
decision favorable to DIG, or, if the ALl rules for MHMC, only after a DAB decision in 
favor of 010. MHMC's election of its contractual right to appeal to the DAB shall not 
abrogate DIG's authority to exclude MHMC upon the issuance of an ALl's decision in 
favor of 010. If the ALl sustains the determation of 
 010 and determes that exclusion 
is authorized, such exclusion shall take effect 20 days after the ALl issues such a 
decision, notwithstandig that MHMC may request review of the ALl decision by the 
DAB. If 
 the DAB finds in favor ofOrG after an ALl decision adverse to 010, the 
exclusion shall take effect 20 days after the DAB decisiòn. MHMC shall waive its right 
to any notice of such an exchision if a decision upholding tne exclusion is rendered by the 
ALlor DAB. If the DAB finds in favor ofMHMC, MHMC shall be reinstated effective 
on the date of the original exclusion. 

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

-', 

XI. EFFECTIVE AND BINDING AGREMENT
 

Consistent with the provisions in the Settlement Agreement pursuant to which ths 
CIA is entered, and into which ths CIA is incorporated, MHMC and 010 agree as 
follows: 

A. This CIA shall be binding on the successors, assign, and transferees of 
MHMC; 

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

C. Any modifications to this CIA shall be made with the prior written consent of 
, the parties to ths CIA; 

D. 010 
 may agree to a suspension ofMHMC's obligations under the CIA in the 
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event ofMHC's ceation 
 ,of parcipation in Feder heath car progra. IfMHC 
,withdrws fl paieipation in Federa heath care progi and is 
 its CI 
obliatioI by OlG, MHC sha notify OIG at lea 30 days in advace ofMHC's 

'relieved of 


intet to rely as a parcipatig provide or sulier with a,y Feder heath cae
 

progr Upon ret of such notification. OIG sha evaluate wheter th CIA shuld' 
be rectivated or moded ' 

E. The underigned MHC signtoes rqreent and wart tht tley ar
 

autored to ciec th CIA. The underigned 010 signtory repreents tht he is
 

signg th CIA in hi offcial capacity and tht he is authri to exeCe th CIA. 

ON BEHALF oFMITONS. HERSBEYMEDICAL CENTR 

/Darrell G. Kirch/
~~__~_u~_____~_, ''M 
DARLL G. KIÇH, . '-l¡../06DA: r 
Chief Exective Offcer ,
 
Mit~n S. Herhey Medcal C~le . -~\ ­

/David Hefner/
 

,i-: 26.. '~t,
 

DA VI HEFNR. I "" DATE 
Executve Direcor and Chief Opg Offcer 
Miton S. Her Medcal Center
 

/R. Mark Faulkner/ 
, p-clJ'.ci~

R. MA FAULK:~ EšQ. DATE 
McQude, Blako, Flemng & 'Faulkner 
Couel for Mito S. Herey Medical Center
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ON BEHAF OF tHE OFFICE OF INSPECTOR GENERA
 
OF THE DEPARTMENT OF HEALTH AND HUMAN SERVICES
 

ILewis Morrisl 
"-f~rlcc 

LEWIS MORRS DATE' 
Chief Counel to the Inspector Oeneral 
Office of Inspector General 
U. S. Departent of Health and Human Services 

-', 
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APPENDIXC 

OVERPAYMNT REFU 

TO BE COMPLETED BY MEDICAR CONTRACTOR 
ate: 
ontractot DeposIt Contrl #
ontractor Contact Name: 
ontractor Address: 
ontractor Fax: 

enc 
- orrecte ate of Service
 

2 - Duplicate
3 - Corrected CPT Code 
4 - Not Our Patientls)
5 - Modifier AddedlRemoved 
6 - Biled in Error 
7 - Corrected CPT Code 

Date of Deposit: 
Phone # 

AMOUNT OF CHEC 

REFU INORMATION
 

Use one reason per claim) 

MSP/Other Payer Involvement Miscellaneous
08 - MSP Groyp Heãlth Plan Iiurance 13 - Insufhcient Documentation
09 - MSP No Fault Insurance 14 - Patient Enolled in an HMO 
10 - MSP Liabilty Inurance 15 - Services Not Rendered

1 i - MSP, Workers Comp.(Including 16 - Medical NecessityBlack Lung _ . 17 - Other (Please Specify)
12 - Veteran Aèlstration 



APPENDIX A 
INDEPENDENT REVIEW ORGANIZATION 

This Appendix contain the requìrements relating to the Independent Review 
Organzation (IRO) requìred by Section III.D of the CIA. 

A. rRO Engagement.
 

The Milton S. Hershey Medical Center (MHMC) shall engage an IRO that 
possesses the qualifications set fort inlaragraph B, below, to perform the 
responsibilties in Paragraph C, below. The IRO shall conduct the review in a 
professionally independent and/or objective fashion, as set fort in Paragraph D. With 
30 days after 010 receives written notice of the identity of the selected IRO, 010 wil 
notify MHMC if 
 the IRO is unacceptable. Absent notification from 010 that the IRO is 
unacceptable, MHMC may continue to engage the IRO: 

IfMHMC engages a new IRO during the term of 
 the CIA, ths IRO shall also meet 
the requirements ofths Appendix. If a new IRO is engaged, MHMC shall submit the 
information identified in Section V.A.8 to 010 withn 30 days of engagement of the IRO. 
With 30 days after 010 receives written notice of the identity of 
 the selected IRO, DIG 
will' notify MHMC if the IRO is unacceptable. Absent notification from 010 that the 
IRO is unacceptable, MHMC 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, codìg, reporting, and other requìements 
of infusion therapy claìms, hospital claims and in the general requirements of the Federal 
health care program(s) from which MHMC seeks reìmbursement; 

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

3. assign individuals to conduct the coding review portions of the Claims Review 
who have a nationally recognized coding certification (e.g., CCA, CCS, CCS-P, CPC, 
RR, etc.) and who have maintained ths 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. 

Appendix A 
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C. IRO Responsibilties.
 

The IRO shall: 

1. perform each Claìm Review and other reviews required by the CIA in
 
accordance with the specific requìrements of the CIA;
 

. 

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

3. if in doubt of the application of a paricular Medicare poHcy or regulation, 
request clarfication from the appropriate authority~, fiscal intennediar or carer);
 

4. respond to all QIG inquires in a prompt, objective, and factual maner; and 

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

D. IRQ Independence/Objectivity.
 

The IRO must perform the Claim Review in a professionally independent and/or 
'objective fashion, as appropriate to the natue of the engagement, takig into account any
 

other business relationships or engagements that may exist between the fRO and MHMC. 
-', 

E. IRO Removal/Termination.
 

1. Provider. IfMHMC termnates its IRO durig the course of 
 the engagement, 
MHMC must submit a notice explainìng its reasons to DIG no later than 30 days after 
termation. MHMC must engage a new IRO in accordance with Paragraph A of 
 ths
 
Appendix.
 

2. OIG Removal of IRO. rn the event 010 has reason to believe that the IRO does 
not possess the qualifications described in Paragraph B, is not independent and/or 
objective as set fort in Paragraph D, or has failed to car out its responsibilties as
 

described in Paragraph C, 010 may, at its sole discretion, require MHMC to engage a
 
new IRO in accordance with Paragraph A of ths Appendix.
 

Prior to requìrg MHMC to engage a new IRO, 010 shall notifyMHMC of its 
intentto do so and provide a written explanation of 
 why oro belìeves such a step is 
necessary. To resolve any concern raised by 010, MHMC may request a meeting with 
010 to discuss any aspect of the IRO's qualifications, independence or performance of its 
responsibilties and to present additional information regarding these matters. MHMC 
shall provide any additional information as may be requested by OIG under this 

Appendix A 
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Paragraph in an expedited manner. 010 wil attempt in good faith to resolve any 
differences regarding the IRO with MHMC prior to requìng MHMC to termate the 
IRO. However, the final detennation as to whether or not to require MHMC to engage 
a new IRO shall be made at the sole discretion of 
 010. 

-', 
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APPENDIXB 
CLAIMS REVIEW 

A. Claims Review. ,
 

1. Definitions. For the. the Claìms Review, the following defitions

puroses of 


shall be used: 

money The Milton S. Hershey Medical 
Center (MHMC) has received in excess of the amount due and payable under 
a. Overpayment: The amouit of 


any Federal health care program requìrements~ 

b. Item: Any discrete unt that can be saipled (~, code, line item, 
beneficiar, patient encounter, etc.). 

c. Paid Claìm: A code or line item submitted bY,MHMC and for which 
MHMC has received reìmbursement from the Mèdicare program. 

d. Population: For the fist 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 
MHMC and for which MHMC has received reimbursement from Medicare 
(i&, Paid Claim) durg the 12-month period covered by the fust Claìms
 

Review. 
-', 

For the remainig Reporting Periods, the Population shall be defied as all 
Items for which MHMC has received reìmbursement from Medicare (i&, Paid 
Claìm) durng the 12-month period covered by the Claìms Review. 

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

e. Error Rate: The Error Rate shall be the percentage of net Overpayments 
identified in the sample. The net Overpayments shall be calculated by 
subtractìg 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 a Discovery 

the net Overpayment calculation.)Sample shall be included as par of 
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The Error Rate is calculated by dividing the net Overpayment identified in the 
sample by the total dollar amount associated with the Items ìn the sample. 

2. Other Requirements.
 

a. Paid Claims without Supporting Documentation. For the purose of 
appraising Items included in the Claìms Review, any Paid Claim for which 
MHMC canot produce documentation sufficient to support the Paid Claìm 
shall be considered an error and the total reìmbursement received by 
MHMC for such Paid Claim shall be deemed an Overpayment. 
Replacement sampling for Paid Claìms with missing documentation is notpermtted. ' 
b. Replacement Sampling. Considerig the Population shall consist only 

of Paid Claìms and that Item with missing documentation cannot be 
replaced, there is no need to utilize alternate or replacement sampling 
unts. 

c. 
c. Use of First Samples Draw. For the puroses of all samples (Discovery 
Sample(s) and Full Sample(s)) discussed in ths Appendix, the Paid Claim 
associated with the Items selected in each fist sample (or firt sample for
 

each strata, if applicable) shall be used (i&, it is not permssible 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). 

l. Claims Review Methodology.
 

a. Sampling Dnìt A description of the Item as that tenn is utilzed for the 
Claim Review.
 

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

the objective intended to 
be achieved by the Claims Review. 
c. Claims Review Objectíve. A clear statement of 
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d. Sampling Frame. A description of the sampling frame, which is the 
totality of Items from which a Discovery Sample and, if any, Full Saiple 
has been selected ard an explanation of the methodology used to identify 
the sampling frame. In most cìrcumstaces, the sampling frame wil be 
identical to the Population. 

e. Source of Dæta. A description of the specific documentation relied upon 
by the IRO when performg the Claims Review (~, medìcal 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 carrer or 
intermediar manual or bulletins' (including issue and date), other policies, 
regulations, or directives). 

f. Review Protocol. l\ narrative descriptiòn of how the Claìms Review was 
conducted and what was evaluated. 

2. Statistical Sampling Documentation. 

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

b. A copy of the pritout of the random numbers generated by the
 

"Random Numbers" fuction ofthe .statistical sampling softare used by 
the IRO. 

c. A copy of 
 the statistical softare printout(s) estitfg how many Items 
are to be included in the Full Sample, if applicable. 

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

3. Claims Review Findings.
 

a. Narrative Results.
 

i. A description ofMHMC's biling and coding system(s), includìg 
the identification, by position description, of the personnel involved 
in codìg and billng. 
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ii. A narrative explanation of 
 the IRO's findings and supporting 
rationale (including reasons for errors, patterns noted, etc.) regarding 
the Claim Review, including the results of a Discovery Sample, and 
the results of 
 the Full Sample (if any). 

b. Quantitative Results.
 

i. Total number and percentage of intances in which the IRO 
determed tht the Paid Claim submitted by MHMC (Clai 
Submitted) differed from what should have been the correct claìm
 

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


ii. Total number and percentage of instances in which the Claim 
Submitted differed from the Correct Claìm and in which such 
difference resulted in an Overpayment tq MHMC. 

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

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


v. Error Rate in the sample.
 
-', 

vi. A spreadsheet of the Claim Review results that includes the 
following information for each Paid Claìm appraised: beneficiar 
health insurance claim number, date of service, procedure code 
submitted, procedure code reìmbursed, allowed amount reìmbursed by 
payor, correct procedure code (as determed by the IRO), correct 
allowed amount (as detenned by the IRO), dollar difference between 
allowed amount reimbursed by payor and the correct allowed amount. 
(See Attachment 1 to ths Appendix.) 

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

the individuals who: (1) designed 
the statistical sampling procedures and the review methodology utilzed for the Claim 

5. Credentials. The names and credentials of 


Review; and (2) performed the Claìms Review. 
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FmST AMNDMENT TO THE
 
CORPORATE INTEGRITY AGREEMENT
 

BETWEEN THE" 

OFFICE OF THE INSPECTOR GENERA 
OF THE . 

DEPARTMENT OF HEALTH AN HUM SERVICES
 

AN
 
MILTON S. HERSHEY MEDICAL CENTER
 

I. PREAMBLE
 

Milton S. Hershey Medical Center (MHC) hereby enters into this First 
Amendment (Amendment) to the Corporate Integrty Agree~ent (CIA) with the Office of 
the Inspector General (OIG) of 
 the Departent of Health and Human Services to amend 
the CIA that was executed by and between MHC and OIG and that became effective 
Febniai 24, 2006.
 

II. TERM AN SCOPE OF THE CIA AN ADDENDUM
 

Unless otherwise specified herein, MHMC shall continue all of 
 the obligations
assumed under the CIA, and the period of the aqditional compliance obligations agreed to 
by MHMC under this Amendment shall be from thè Effective Date of 
 this Amendment 
though the durtion of 
 the MHMC CIA. The Effective Date of 
 this Amendment shall be 
the date on which the final signatory of 
 the Amendment executes this Amendment. 

ILL. CORPORATE INTEGRITY OBLIGATIONS
 

MHMC and OIG agree as follows: 

1. All terms and conditions of the CIA shall be in effect, with the following
 
modifications:
 

a, Policies and Procedures. The terms of 
 Section IILB.2 ofthe CIA remain in 
effect and MHMC shall continue its obligations under Section III.B.2 as 
amended herein through the term of the CIA. MHMC shall amend its 
Policies and Procedures to address the requirements of separating post-
transplant services and costs from pre-transplant/transplant services and 
costs in MHMC's solid organ transplant program. Within 120 days of 
 the 
Effective Date of 
 this Amendment, to the extent not already accomplished, 



MHC shall distrbute the relevant portons of its amended Policies and 
Procedures to all individuals whose job fuctions relate to these Policies 
and Procedures.
 

2. The undersigned MHC signatones represent and warant that they are 
anthorized to execute this Amendment. The undersigned OIG signtory represents 
that he is signing this Amendment in his offcial capacity and that he is authorized 
to execute this Amendment. 

3. Ths Amendment may be executèd in counterpar, each of which constitues an 
original and all of which constitute one and the same Amendment. Facsimles of 
signatues shall constitute acceptable, binding signtues for puroses of 
 this 
Amendment. 
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On Behalf of Milton S. Hershey Medical Center 

/Harold L. Paz/ 
I .. ,. l~,(ÎfT

H.OLD L. PAZ, MD. DATE 
Chief Executive Offcer 
Milton S. Hershey Medical Center 

/Alan L. Brechbill/ 
~ . J)... nJ'

ALAN L. BRECmiILL ' DATE 
Executive Director 
Milton S. Hershey Medical Center 

/R. Mark Faulkner/ 
9 . (". ..o'rf

R. MA FAuiKÑR, EŠQ. DATE 
McQuaide, Blasko, Fleming & Faulker 
Counsel for Milton S. Hershey Medcal Center 

-', 
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On Behalf of the Offce of the Inspector General 
Of the Department of Health and Human Services 

/Gregory E. Demske/' 

t/7/oöGREGORY E. DEMSKE DATE i 
Assistant Inspector General fqr Legal Affairs 
Offce ofInspector General
 

U.S. Department of Health and Human Services 

-', 
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