
CORPORATE INTEGRITY AGREEMENT 
 
BETWEEN THE 
 

OFFICE OF INSPECTOR GENERAL 
 
OF THE 
 

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
 
AND 
 

COLUMBUS REGIONAL HEALTHCARE SYSTEM , INC., THE MEDICAL 
 
CENTER, INC. (INCLUDING JOHN B. AMOS CANCER CENTER) AND 
 
COLUMBUS AMBULATORY HEALTHCARE SERVICES, INC. (D/B/A 
 

COLUMBUS REGIONAL PHYSICIANS GROUP) 
 

I. PREAMBLE 

Columbus Regional Hea lthcare System, Inc. , The Medical Center, Inc. (inc luding 
John B. Amos Cancer Center) and Co lumbus Ambulatory Healthcare Serv ices. Inc. (d/b/a 
Columbus Regiona l Phys ic ians Group) (collectively referred to here in as "CRHS") 
hereby enter into this Corporate Integri ty Agreement (CIA) w ith the Office of Ins pector 
Genera l (OIG) of the U nited States Department of Hea lth and Human Services (HHS) to 
promote compliance with the statutes, regulations, and written d irectives of Medicare, 
Medica id , and a ll other Federal hea lth care programs (as defined in 42 U.S .C. § 1320a­
7b(f)) (Federal health care program requirements). Contem poraneously w ith this CIA, 
CRHS is entering into a Settl ement Agreement with the United States. 

CRHS represents that, prior to this CIA, CRHS voluntarily established a 
Compliance Program w hich prov ides fo r a Compliance Officer, various compliance 
committees, a compliance training and education program, a confide ntia l d isclosure 
reporting hotline, auditing and monitoring activ ities, and various po li cies and procedures 
a imed at ensuring that CRHS 's partic ipation in the federal health care programs confo rms 
to a ll applicable federal and state laws and Federal health care program requi reme nts. 
CRHS sha ll continue its Compliance Program throughout the term of thi s C IA and sha ll 
do so in accordance w ith the terms set forth below. CRHS may mod ify its Compliance 
Program, as appropriate, but at a minimum, CRHS sha ll ensure that duri ng the term of 
this CIA, it sha ll comply with the obligations set forth herein. 

II. TERM AND SCOPE OF THE CIA 

A . The period of the compliance obli gations assumed by CRHS under this 
CIA sha ll be five years from the effective date of thi s CIA. The "Effective Date" sha ll be 
the date on which the fin a l signatory of thi s CIA executes thi s CIA. Eac h one-year 
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period, beginning with the one-year period following the Effective Date, shall be referred 
to as a ..Reporting Peri od." 

B. Sections VII, X , and XI shall expire no later than 120 days after OIG 's 
receipt of: (1) CRHS's final annual report; or (2) any add itional materials submitted by 
CRHS pursuant to OIG's request, whichever is later. 

C. 	 The scope of this CIA shall be governed by the following definitio ns : 

I . 	 " Arrangements'· shall mean every arrangement or transaction that: 

a. 	 involves, directly or indirectly, the offer, payment, 
so licitation, or receipt of anything of va lue: and is between 
CRHS and any actual o r potential source of health care 
bus iness or referrals to C RHS or any actual o r potential 
recipient of health care bus iness or referrals from C RHS. The 
term "source of health care bus iness o r refetTals' ' sha ll mean 
any individual or entity that refers, recommends, arranges for, 
o rders, leases, or purchases any good, facility, item, or serv ice 
for which payment may be made in whole or in part by a 
Federal health care prog ram and the tern1 ''rec ipi ent of hea lth 
care business or referral s" shall mean any indiv idua l o r enti ty 
(I) to whom CRHS re fers an indi vidual for the furni shing o r 
arrang ing for the furni shing of any item or service, or (2) 
from who m C RHS purchases. leases or orders or arranges for 
or recommends the purchasing, leasing, or ordering of any 
good, facility. item, o r serv ice for w hich payment may be 
made in whole or in part by a Federal health care prog ram ; o r 

b. 	 is between C RHS and a physic ian (o r a phys ician ' s 
immediate family member (as de fined at 42 C .F.R. § 
411.351)) who makes a referra l (as defined at 42 U.S.C. § 
1395nn(h)(5)) to CRHS fo r desig nated health services (as 
defined at 42 U.S .C. § 1395nn(h)(6)). 

2. "Focus Arrangements .. means every Arrangement that: 

a. 	 is between CRHS and any actual so urce of hea lth care 
bus iness or refetTa ls to CRHS and in vo lves, directly or 
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indirectly, the offer, payment, or provision of anything of 
va lue: or 

b. 	 is between CRHS and any physician (or a physician 's 
immediate family member) (as defined at 42 C.F.R. § 
411.351 )) who makes a referral (as defined at 42 U.S.C. § 
l395nn(h)(5)) to CRHS for designated health services (as 
defined at 42 U.S.C. §1395nn(h))(6)). 

Notwithstanding the foregoing provisions of Section II.C.2 , any A rrangement that 
satisfies the requirements of 42 C.F.R. § 411.356 (ownership or investment interests), 42 
C.F.R. § 411.357(g) (remuneration unrelated to the provision of designated health 
serv ices); 42 C.F.R. § 411.357(i) (payments by a phys ician for items and services); 42 
C.F.R. § 411.357(k) (non-moneta ry compensation); 42 C.F.R. § 411.357(m) (medical 
staff incidental benefits), 42 C.F.R. § 411.357(o) (compliance train ing), 42 C.F.R. § 
411.357(q) (referral services), 42 C.F.R. § 41l.357(s) (professional courtesy), 42 C.F.R. 
§ 357(u) (community-wide health information systems), or any exception to the 
prohibitions of 42 U.S.C. § 1395nn enacted fo llowing the Effective Date that does not 
require a w ritten agreement shall not be considered a Focus Arrangement for purposes of 
this CIA. 

3. 	 '·Covered Persons" includes: 

a. 	 all owners, officers, d irectors, and employees of CRHS: and 

b. 	 all contractors, subcontractors, agents, and other persons who 
furnis h patient care items or services or who perform billing 
or cod ing functions on behalf of CRHS excluding vendors 
whose so le connection with CRHS is selling or otherwise 
providing medical supplies or equipment to CRHS; and 

c. 	 a ll physicians and other non-physician practitioners who are 
members ofCRHS's acti ve medical staff. 

Notwithstanding the above, this term does not include part-time or per diem 
employees, contractors, subcontractors, agents, and other persons who are not reaso nably 
expected to work more than 160 hours during a Reporting Period, except that any such 
individuals sha ll become "Covered Perso ns .. at the point when they work more than 160 
hours during a Re porting Period. 
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4. "Arrangements Covered Persons'· includes each Covered Pe rson 
w ho is invo lved with the development, approva l, management, or rev iew ofCRHS' s 
A rrangements. 

III. 	 CORPORATE INTEGRITY OBLIGATIONS 

CRHS sha ll ma inta in a Compliance Program that inc ludes the fo llowing e le ments: 

A. 	 Compliance Officer and Committee 

I . Compliance Officer. Within 90 days after the Effecti ve D ate, CRHS 
sha ll appoint an e mployee to serve as its Complia nce Officer and sha ll mai ntain a 
Compliance Officer for the term of the CIA. T he Compliance Officer sha ll be a member 
of seni or management of CRHS. shall report directly to the Chief Executive Officer of 
CRHS, and sha ll not be or be subordinate to the Genera l Counsel or Chief Financ ia l 
Officer or have any respons ibilities that invo lve acting in any capac ity as legal counsel or 
superv is ing legal counsel functions for CRHS. The Compliance Officer sha ll be 
res pons ible fo r. w ithout limitation: 

a. 	 deve loping and implementing po lic ies, procedures, and 
practices designed to ensure compliance w ith the 
requirements set fo rth in this CIA and with Federa l health 
care program requirements; 

b. 	 making pe riodic (at least quarterly) reports regard ing 
compliance matters directly to the Board of Directo rs of 
CRHS (or a committee of the B oard), and sha ll be a utho rized 
to report on such matters to the Board of Directo rs at any 
time. Written documentation ofthe Compliance Officer·s 
reports to the Board of Di rectors sha ll be made avai la ble to 
OIG upon request; a nd 

c. 	 monitoring the day-to-day compl iance ac tivities e ngaged in 
by CRHS as well as fo r any reporting obligations created 
under this CIA. 

Any noncompliance job respons ibilities of the Compliance O fficer sha ll be limited 
and must not interfere with the Compliance Officer' s ability to pe rform the duti es 
outlined in thi s CIA. 
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CRHS shall report to OIG, in writing, any changes in the identity or position 
description of the Compliance Officer, or any actions or changes that would affect the 
Compliance Officer's abi lity to perform the duties necessary to meet the obligations in 
this CIA, within five days after such a change. 

2. Co mpliance Commillee. Within 90 days after the Effective Date, 
CRHS shall appoi nt a Compliance Com mittee. The Compliance Committee shall, at a 
minimum , include the Compliance Officer and other members of senior management 
necessary to meet the requirements of this CIA (e.g. , senior executives of relevant 
departments, such as billing, c linical, human resources, audit, and operations). The 
Compliance Officer shall cha ir the Compliance Committee and the Committee shall 
support the Compliance Officer in fulfilling his/her responsibilities(~, shall ass ist in 
the analys is of CRHS's risk areas and shall oversee monitoring of internal and external 
audits and investigations). The Compliance Committee shall meet at least quarterly. The 
minutes of the Compliance Committee meetings shall be made avai lable to OIG upon 
request. 

CRHS shall report to OIG, in writing, any changes in the composition of the 
Compliance Committee. or any actions or changes that would affect the Compliance 
Committee's ability to perform the duties necessary to meet the obligations in this CIA, 
w ithin 15 days after such a change. 

3. Board ofDirectors Co mpliance Obligations. The Board of 
Directors (or a committee of the Board) of CRHS (Board) shall be responsible for the 
review and oversight of matters related to compliance with Federal hea lth care program 
requirements and the obl igations of this CIA. The Board must include independent (i.e. , 
non-executive) members. 

The Board (or a committee of the Board) shall, at a minimum, be respons ible for 
the following: 

a. 	 meeting at least quarterly to review and oversee CRHS 's 
compliance program, includ ing but not limited to the 
performance of the Compliance Officer and Compliance 
Committee; 

b. 	 submitting to the OIG a description of the documents and 
other materials it rev iewed, as well as any add itional steps 
taken, such as the engagement of an independent advisor or 
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other third pmty resources, in its overs ight of the complia nce 
program and in support of making th e reso lution bel ow 
during each Reporting Period; and 

c. 	 for each Reporting Period of the C IA, adopting a resolution, 
signed by each member of the Board summariz ing its rev iew 
and oversight of CRHS's compliance w ith Federal health care 
program requirements and the obligations of this C IA. 

At minimum, the resolution sha ll inc lude the fo llowing language: 

"The Board of D irectors (or a committee of the Board) has made a 
reasonable inquiry into the operations o f CRHS's Compliance Program 
inc luding the perform ance of the Compliance Officer a nd the Compliance 
Committee. Based on its inqui ry and review, the Board has conc luded that, 
to the best o f its knowledge, CRHS has implemented an effective 
Compliance Program to meet Federa l health care program require ments and 
the obliga tions of the C IA.,. 

If th e Board is unable to provide such a conc lus ion in the reso lution, the Board 
sha ll inc lude in the reso lution a written explanation ofthe reasons w hy it is unable to 
provide the conclusion and the steps it is ta king to implement an effective Comp liance 
Program at CRI-IS. 

CRHS sha ll report to O IG , in writing, any changes in the composition of the 
Board, or any actions or changes that would affec t the Board 's ability to perform the 
duti es necessary to meet the obligations in this CIA , within 15 days after such a change. 

4. Manage ment Ce rt (fications. In addition to the responsibilities set 
fo rth in thi s C IA fo r all Covered Persons, certain CRHS employees (Certi fy ing 
E mployees) are specifically expected to monitor and oversee activities w ithin the ir areas 
of authori ty a nd shall annua lly certify that the applicable CRHS department is in 
compliance w ith applicable Federa l health care program requirements and w ith the 
obl igations of this CIA. T hese Certify ing Employees sha ll inc lude, at a minimum , the 
fo llowing: (1 ) for Columbus Regional Healthcare System - President and Chi ef Executive 
Officer, Executive V ice President and Chief Financ ia l Officer, Senior Vice Pres ident of 
Qua li ty a nd Regulatory Compliance, Senior V ice President of Human Resources and 
Vice Pres ident and Chief Info rmation Officer; (2) fo r T he Medical Center - President, 
V ice Pres ident and Chief N ursing Officer, Vice President of Operations. and Chief 
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Medical Officer; and (3) for Jo hn B. Amos Cancer Center - Executive Director; and (4) 
for the Columbus Reg iona l Medical Group - President, and Chief Medical Officer. For 
each Reporting Period, each Certify ing E mployee shall s ign a certification that states : 

" I have been trained on and understand the compliance requirements and 
responsibi lities as they relate to [insert name of department] , an area under 
my supervisio n. My job responsibilities include e nsuring compliance with 
regard to the [insert name of department] with all app licable Federal health 
care prog ram requirements, ob ligations of the Corporate Integrity 
Agreement and CRHS policies, and I have taken steps to promote such 
compliance. To the best ofmy knowledge, the [insert name of department] 
of CRHS is in compliance w ith a ll applicable Federal hea lth care program 
requirements and the obligatio ns of the Corporate Integrity Ag reement. I 
understand that this certification is being provided to and relied upon by the 
United States." 

If any Certify ing E mployee is unable to provide such a certification, the Certifying 
Employee sha ll provide a written explanation of the reasons why he or she is unable to 
provide the certification o utlined above. 

B. 	 Written Standards 

1. Code ofConduct. Within 120 days after the Effective Date , CRHS 
shall develop, implement, and di stribute a written Code of Conduct to a ll Covered 
Persons. CRHS sha ll make the performance ofjob respons ibilities in a manner consistent 
w ith the Code of Conduct an element in eval uating the performance of a ll employees. 
The Code of Conduct shall, at a minimum , set fort h: 

a. 	 CRHS" s commitment to fu ll compliance with all Federa l 
health care program requirements: 

b. 	 CRHS 's requirement that a ll of its Covered Persons shall be 
expected to comply with all Federa l health care program 
requirements and w ith CRHS" s own po licies and procedures; 

c. 	 the requirement that a ll ofCRHS's Covered Persons s hall be 
expected to report to the Compliance Officer, or other 
appro priate indi v idual designated by CRHS, suspected 
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violations of any Federa l health care program requirements or 
ofCRHS's own Policies and Procedures; and 

d . 	 the right of all indi vidua ls to use the Disclos ure Program 
described in Section III.F, and CRHS's commitment to 
nonretaliation and to maintai n, as appropriate, confidenti ality 
and anonymity with respect to suc h disclosures. 

Within 120 days after the Effective Date. CRHS sha ll distribute the Code of 
Conduct to a ll Covered Persons. CRHS sha ll review the Code of Conduct at least 
annua lly to determine if revisions are appropriate and shall make any necessary revis ions 
based on such rev iew. T he Code of Conduct shall be distributed at least a nnua lly to all 
Covered Persons. 

2 . Policies and Procedures. Within 120 days after the Effective Date, 
CRHS shall develop and implement written po lic ies and procedures regard ing the 
operation of its compliance program , inc luding the compliance program requirements 
outlined in this CIA and CRHS' s compliance w ith Federal health care program 
requirements (Po licies and Procedures). T he Polic ies and Procedures also sha ll address: 

a. 	 42 U.S.C. § 132 0a-7b(b) (Anti-Kickback Statute) and 42 
U.S. C. § 1395nn (Stark Law). and the regulations and other 
guidance documents re lated to these statutes, and bus iness or 
fin anc ial arrangements or contracts that generate unlawful 
Federa l health care program business in v io lati on of the A nti ­
Kickback Statute or the Stark Law; and 

b. 	 the requirements se t forth in Section lli.D (Compliance with 
the Anti-Kickback Statute and Stark Law). 

Within 120 days after the Effecti ve Date, the Polic ies and Procedures sha H be 
distributed to a ll Covered Persons. Appropriate and knowledgeable staff sha ll be 
available to explain the Po lic ies and Procedures. T hrougho ut the term of this C IA, CRHS 
shall enfo rce and comply w ith its Po licies and Procedures and sha H make such 
compliance an element of evaluating the performance o f all employees. 

A t least annually (and more frequently, if appropriate), CRHS sha11 assess and 
update, as necessary, the Po licies and Procedures. Within 45 days afte r the effective date 
of any revisions or addition of new Po lic ies and Procedures, a descriptio n of the revisions 
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shall be communicated to all affected Covered Persons and any revised or new Policies 
and Procedures shall be made available to all Covered Pe rsons. 

C. Training and Education 

1. Training Plan. Within 120 days after the Effective Date, CRHS 
shall develop a written plan (Training P lan) that outlines the steps CRHS will take to 
ensure that: (a) a ll Covered Persons receive adequate training regarding CRHS 's CIA 
requirements and Compliance Program. including the Code of Conduct (General 
Train ing) and (b) all Arrangements Covered Persons receive adequate training regarding : 
(i) AITangements that potentially implicate the Anti-Kickback Statute or the Stark Law, 
as well as the regulations and other guidance documents re lated to these statutes; (ii) 
CRHS ' s policies, procedures, and other requirements relating to Arrangements and Focus 
Arrangements, including but not limited to the Focus Arrangements Tracking System, the 
internal review and approval process, and the tracking of remuneration to and from 
sources of health care business or referrals required by Section III.D of the C IA; (iii) the 
personal o bligation of each indi vidual invo lved in the development, approval, 
management, or review ofCRHS's Arrangements to know the applicable legal 
requirements and the CRHS ' s policies and procedures; (iv) the lega l sanctions under the 
Anti-Kickback Statute and the Stark Law; and (v) examples ofvio lations of the Anti­
Kickback Statute and the Stark Law. 

The Training Plan shall include information regarding the tra ining topics, the 
identification of Covered Persons and Arrangements Covered Persons required to attend 
each tra ining session, the length of the training, the schedule for training, and the format 
of the training. Within 30 days of the OIG's receipt ofCRHS's Training Plan, OIG w ill 
notify CRHS of any comments or objections to the Training Plan. Absent notification by 
the OIG that the Training Plan is unacceptable, CRHS may implement its Training Plan. 
CRHS shall furnish training to its Covered Persons and Arrangements Covered Persons 
pursuant to the Training Plan during each Reporting Period . 

2. Board Member Tra ining . Within 120 days after the Effective Date, 
CRHS sha ll provide at least two hours of training to each member of the Board of 
Directors. This trai ning shall address the CRHS's CIA requirements and Compliance 
Program (including the Code of Conduct), the corporate governance responsibil ities of 
board members, and the responsibilities of board members with res pect to rev iew and 
oversight of the Complia nce Program. Spec ifically, the training sha ll address the unique 
responsibilities of health care Board members, including the risks, overs ight areas, and 
strategic approaches to conducting oversight of a health care entity. This training may be 
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conducted by an o utside compliance expert hired by the Board and s hould include a 
discuss ion of the OIG "s guidance on Board member responsibil ities. 

New members of the Board of Directors shall receive the Board Member T raining 
described above w ithin 30 days after beco ming a member or within 120 days after the 
Effective Date, w hichever is later. 

3 . Certification. Each ind ividua l w ho is required to attend tra ining 
sha ll certify, in writing or in e lectronic form, that he or she has received the required 
training. The certificatio n sha ll specify the type of tra in ing received and the date 
rece ived. T he Compliance Offi cer (or designee) shall retain the cert ificatio ns, along w ith 
all co urse materia ls. 

4 . Qualifications ofTrainer. Persons providing the tra ining shall be 
knowledgeable about the subject area. 

5. Update ofTraining Plan. CRHS shall review the T ra ining Plan 
annually, and, w he re appropriate, update the Tra ining Plan to refl ect c hanges in Federa l 
health care program requirements, any issues discovered during interna l aud its or the 
Arrangements Review, and any other re levant inform ation. Any updates to the T ra ining 
P lan must be reviewed and approved by the OIG prior to the implementatio n of the 
rev ised T ra ining Plan. Within 30 days of o ra ·s receipt of any updates or revisio ns to 
C RHS's T ra ini ng P lan, OIG w ill noti fy CRHS of any comments o r o bjectio ns to the 
rev ised T raining Plan. A bsent notification from the OIG that the revised T ra ining Plan is 
unacceptable, CRHS may implement the rev ised Tra ining Plan. 

6. Computer-based Training. CRHS may provide the tra ining required 
under this C IA thro ugh appropriate computer-based training approaches. If C RHS 
chooses to provide computer-based training, it sha ll make avai lable appropriate ly 
quali fied and knowledgeable staff o r trainers to answer questions or provide add itiona l 
information to the indi viduals receiving such training. 

D . Compliance w ith the A nti-Kickback Statute and Stark Law 

1. Focus Arrangements Procedures. Within 120 days after the 
Effective Date, CRHS sha ll create procedures reasonably designed to ensure that each 
existing and new o r renewed Focus A rrangement does not v io late the A nti-Kickback 
Statute and/o r the Stark Law o r the regulations, d irecti ves, and gu idance related to these 
statutes (Focus A rrangements Procedures). These procedures shall inc lude the fo llowing: 
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a. 	 creating and maintaining a centra lized tracking system for a ll 
existing and new or renewed Focus Arrangements (Focus 
Arrangements Tracking System); 

b. 	 tracking remuneration to and from all parties to Focus 
Arrangements; 

c. 	 tracking service and activity logs to ensure that parties to the 
Focus Arrangement are performing the serv ices required 
under the appl ic able Focus Arrangement(s) (if applicable); 

d. 	 monitoring the use of leased space, medical supplies, medical 
devices, equipment, or other patient care items to ensure that 
such use is consistent with the terms of the applicab le Focus 
Arrange ment(s) ( if applicab le): 

e. 	 establishing and implementing a written review and approva l 
process for all Focus Arrangements, the purpose of which is 
to ensure that all new and existing or renewed Focus 
An·angements do not violate the Anti-Kickback Statute and 
Stark Law, and that includes at least the following: (i) a legal 
review of all Focus Arrangements by counsel w ith expertise 
in the Anti-Kickback Statute and Stark Law, (i i) a process for 
specifying the business need or bus iness rationale for a ll 
Focus Arrangements, and (i ii) a process fo r determining and 
documenting the fair market va lue of the re muneration 
specified in the Focus Arrangem ent; 

f. 	 requiring the Compliance Officer to review the Focus 
Arrangements Tracking System, internal review and approval 
process, and other Focus Arrangements Procedures on at least 
an ann ual bas is and to provide a report on the results of such 
rev iew to the Compl iance Committee; and 

g. 	 implementing effective responses when suspected v io lations 
of the Anti-Kickback Statute and Stark Law are discovered, 
including disclos ing Reportable Events and quantify ing and 
repay ing Overpayments pursuant to Sections III.I and III.J 
when appropriate. 
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2. New or Renewed Focus Arrangements. Prior to entering into new 
Focus A rrangements or renewing ex isting Focus Arrangeme nts, in add itio n to compl y ing 
w ith the Focus Arrangements P roced ures set forth above, CRHS sha ll com ply w ith the 
fo llowing requirements (Focus Arrangements Requirements): 

a. 	 E nsure that each Focus Arrangement is set forth in writing 
and s igned by CRHS and the othe r parties to the Focus 
Arrangement; 

b. 	 Inc lude in the written agreement a require ment that each party 
to a Focus Arrangement who meets the defi ni tion of a 
Covered Person sha ll complete at least one hour of tra ining 
regarding the A nti-K ickback Statute and the Stark Law and 
examples of arrangements that potentia lly implicate the Anti­
Kickback Statute or the Stark Law. Additiona lly, CRHS sha ll 
provide each party to the Focus Arrangement w ith a copy of 
its Code of Conduct and Stark Law and A nti-Ki ckback 
Statute Policies and Procedures; 

c. 	 Inc lude in the written agreement a certifica tion by the parties 
to the Focus Arrangement that the parties sha ll not vio late the 
Anti -Kickback Statute and the Stark Law with respect to the 
performance of the Arrangement. 

3. Recordr; Retention and Access. CRHS sha ll reta in and make 
avai lable to OIG, upon request, the Focus Arrange ments T racking System and a ll 
supporting documentation of the Focus Arrangements subj ect to thi s Section and, to the 
extent available, a ll non-priv ileged communications related to the Focus A rrangements 
and the actua l performance of the duties under the Focus Arrangements. 

E. 	 Review Procedures 

1. 	 General Descrip tion . 

a. 	 Engagement ofIndependent Review Organization. Within 
120 days after the Effective Date, CRHS shall engage an 
entity (or entities), such as an accounting, a udi ting, law, or 
consulting fi rm (hereinafter " Independent Review 
Organization .. or ··IRQ'"), to perform the reviews listed in this 
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Section III. E. The applicable requirements relating to the 
IRQ are outl ined in Appendix A to this C IA, which is 
incorporated by reference. 

b. 	 Retention ofRecords. The IRQ and CRHS shall retain and 
make available to OIG, upon request, all work papers. 
supporting documentation, correspondence. and draft reports 
(those exchanged between the IRQ and CRHS) related to the 
revtews. 

c. 	 Responsibilities and Liabilities. Nothing in thi s Section III .E 
affects CRl-IS's responsibilities or liab ili ties under any 
criminal, civil, or administrative laws or regulations 
app licable to any Federal health care program including, but 
not limited to, the Anti-Kickback Statute and/or the Stark 
Law. 

2. Arrangements Review. The IRO shall perform an Arrangements 
Review and prepare an Arrangements Review Report as outlined in Append ix B to this 
CIA, which is incorporated by reference. 

3. Validation Review. In the event QIG has reason to believe that: (a) 
any Arrangements Review fails to conform to the requirements of this C IA; or (b) the 
IRQ's findings or Arrangements Review results are inaccurate, Q IG may. at its sole 
discretion, conduct its own review to determine whether the Arrangements Rev iew 
complied with the requirements of the CIA and/or the findings or Arrangements Review 
results are inaccurate (Validation Review). CRHS shall pay for the reasonable cost of 
any such review performed by QIG or any of its des ignated agents. Any Val idation 
Rev iew of an Arrangements Review submitted as part of CRHS ' s final Annual Report 
shall be initiated no later than one year after CRHS' s final submi ss ion (as described in 
Section II) is received by QIG. 

Prior to initiating a Validation Rev iew, OIG shall notify CRHS in writing of its 
intent to do so and provide an explanation ofthe reasons OIG has determined a 
Validation Review is necessary. CRHS shall have 30 days following the date of the 
OIG's written notice to submit a written response to OIG that includes any add iti ona l or 
relevant information to c larify the results of the Arrangements Review or to correct the 
inaccuracy of the Arrangements Review and/or propose alternatives to the proposed 

CRHS Corporate Integrity Agreement 

13 



Validation Review. The final determination as to whether or not to proceed with a 
Val idation Review shall be made at the sole discretion o fOIG . 

4. Independence and Objectivity Cert[fication. The IRQ shall inc lude 
in its report(s) to CRHS a certification that the IRQ has (a) evaluated its profess ional 
independence and objectivity with respect to the reviews required under this Section III. E 
and (b) concluded that it is, in fact, independent and objective, in accordance w ith the 
requirements specified in Appendix A to this CIA . 

F. Risk Assessment and Internal Review Process 

Within 120 days after the Effective Date, CRHS shall develop and impleme nt a 
centralized mmual risk assessment and internal review process to identify and address 
risks associated with Arrangements (as defined in Section II. C.1 above). The risk 
assessment and internal review process shou ld require compliance, legal and department 
leaders, at least annually, to: (1) identify and prioritize risks, (2) deve lop internal audit 
work plans related to the identified risk areas, (3) implement the interna l audit work 
plans, ( 4) develop corrective action plans in response to the results of any internal audits 
performed, and (5) track the imple mentation of the corrective action plans in order to 
assess the effectiveness of such plans. CRHS shall maintain the risk assessment and 
internal review process for the term of the CIA . 

G. Di sc losure Program 

Within 90 days after the Effective Date, CRHS shall establi sh a Disclosure 
Program that includes a mechanism(~, a toll-free compliance telephone line) to enable 
individuals to disclose, to the Compliance Officer or some other person who is not in the 
disc los ing individual ' s chain of command, any identified issues or questions associated 
with CRHS' s policies, conduct, practices, or procedures with respect to a Federal health 
care program believed by the individua l to be a potentia l vio lation of criminal, civiL or 
administrative law. CRHS shall appropriately publicize the existence of the disc losure 
mechanism(~, via periodic e-mails to employees or by posting the information in 
prominent common areas). 

The Disclosure Program shall emphasi ze a nonretribution, nonretaliation policy, 
and shall include a reporting mechanism for anonymous communications for which 
appropriate confidentiality shall be maintained. Upon receipt of a disclosure, the 
Compliance Officer (or designee) shall gather all releva nt information from the 
disclosing individual. The Compliance Officer (or des ignee) shall make a preliminary. 
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good fa ith inquiry into the a llegations set forth in every disclosure to ensure that he or she 
has obtained all of the information necessary to determine whether a further review 
should be conducted. For any disclosure that is suffic ie ntly specific so that it reasonably: 
(1) permits a determination of the appropriateness of the alleged improper practice; and 
(2) provides an opportunity for taking corrective action, CRHS sha ll conduct an internal 
review of the a llegations set forth in the disclosure and ensure that proper fo llow-up is 
conducted. 

The Compliance Officer (or designee) shall maintain a disclosure log a nd sha ll 
record each disclosure in the disclosure log within two business days of rece ipt of the 
disclosure. The di sclosure log shall include a summary of each disclosure received 
(whether anonymous or not) , the status of the respective internal rev iews, and any 
corrective action taken in response to the internal reviews. 

H. 	 Ine ligible Persons 

I. 	 Definitions. For purposes of this CIA: 

a. 	 an " Ine ligible Person'· shall include an individual or en.tity 
who: 

1. 	 is currently exc luded, debarred , suspended, or 
otherwise ine ligible to participate in the Federa l health 
care programs or in Federa l procurement or 
nonprocurement programs; or 

11. 	 has been convicted of a crimina l offense that fall s 
w ithin the scope of 42 U.S.C. § 1320a-7(a), but has not 
yet been excluded, debarred, suspended, or otherwise 
declared ine ligible. 

b. 	 "Exclusion Lists" inc lude: 

1. 	 the HHS/OIG List of Exc luded Individua ls/Entities 
(LEIE) (available through the Internet at 
http://www.oig.hhs.gov) ; and 
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11. 	 the General Services Administration 's System for 
Award Management (SA M) (available through the 
Internet at http://www.sam .gov). 

2. Screening Req uirements. CRHS sha ll ensure that a ll prospective and 
current Covered Persons are not Ine ligible Persons, by implementing th e fo llowing 
screening requirements. 

a. 	 CRHS sha ll screen a ll prospecti ve Covered Persons against 
the Exclusion Lists prior to engaging the ir services and, as 
pa11 of the hiring or contracting process, sha ll require suc h 
Covered Persons to disclose whether they are Ine lig ible 
Persons. 

b. 	 CRHS sha ll screen a ll current Covered Persons against the 
Exc lus ion Lists w ithin 120 days after the Effective Date and 
therea fter sha ll screen against the LEIE on a monthly bas is 
and screen against SAM on an annua l basis. 

c. 	 CRHS sha ll implement a policy requiring a ll Covered Persons 
to di sclose immediate ly any debarment, exc lusion, 
suspension, or other event that makes that person an 
Ineligible Person. 

Nothing in thi s Section III.H affects CRHS ' s respons ibility to refra in f rom (and 
liabili ty fo r) billing Federal health care programs for items or serv ices f urnished, ordered , 
or prescribed by an exc luded person . CRHS understands that items or serv ices furnished, 
ordered, or prescribed by exc luded persons are not payable by Federal hea lth care 
programs and that CRHS may be liable for overpay ments and/or crimina l, c iv il , and 
administrati ve sanctions for employing or contracting w ith an excluded person regardless 
of w hethe r CRHS meets the requirements of Section Ill.H. 

3. Removal Requirement. If CRHS has actua l notice that a Covered 
Person has become an Ine ligible Person, CRHS sha ll remove such Covered Person from 
respons ibility fo r, or invo lvement w ith, CRHS' s business operations re lated to the 
Federa l health care programs and sha ll remove such Covered Person from any position 
for which the Covered Person ' s compensati on or the items or serv ices furni shed, ordered, 
or prescribed by the Covered Person are pa id in who le or part, directly or indirectly, by 
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Federal health care programs or otherw ise w ith Federal fund s at least until such time as 
the Covered Person is reinstated into partic ipation in the Federal health care programs. 

4. Pending Charges and Proposed Exclusions. If CRHS has actual 
notice that a Covered Person is charged w ith a crimi na l offense that fa ll s within the scope 
of 42 U.S.C. §§ 132 0a-7(a), 1320a-7(b)(l)-(3), or is proposed for exc lusion during the 
Covered Person's employment or contract term or during the term of a physician's or 
other practitioner 's med ical staff privileges, CRHS sha ll take all appropriate actions to 
ensure that the responsibilities of that Covered Person have not and shall not adversely 
affect the quality of care rendered to any beneficiary or the accuracy of any claims 
submitted to any Federal health care program. 

I. 	 Notificati on of Government Investigation or Legal Proceeding 

Within 30 days after discovery, CRHS sha ll notify OIG, in writing, of any ongoing 
investigation or legal proceeding known to ClU-IS conducted or brought by a 
governmenta l entity or its agents involving an a llegation that CRHS has committed a 
crime or has engaged in fraudul ent activities. This notification sha ll include a description 
of the a llegation, the identi ty of the investigating or prosecuting agency, and the status of 
such investigation or legal proceeding. CRHS shall also prov ide written notice to OIG 
w ithin 30 days after the resolution of the matter, and sha ll provide OIG w ith a description 
ofthe fi ndings and/or results of the investigation or proceeding, if any. 

1. 	 Overpayments 

1. Definition ofOverpayments. For purposes of this C IA, an 
"Overpayment'" shall mean the amount of money CRHS has received in excess of the 
amount due and payable under any Federa l hea lth care program requirements. 

2. Overpayment Policies and Procedures. Within 90 days after the 
Effective Date, CRHS sha ll develop and implement written po licies and procedures 
regarding the identification, quantification and repayment of Overpayments received 
from any Federal hea lth care program. 

3. 	 Repayment ofOverpayments. 

a. 	 If, at any time, CRHS identifies any Overpayment, CRHS 
shall repay the Overpayment to the appropriate payor (e.g., 
Medicare contractor) w ithin 60 days afte r identification of the 
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Overpayment and take remedial steps within 90 days after 
identification (or such additio nal time as may be agreed to by 
the payo r) to correct the problem, including preventing the 
underlying problem and the Overpayment from recurring. If 
not yet quantified, w ithin 60 days after identification, CRHS 
shall notify the payor of its efforts to qua nt ify the 
Overpayment amount along with a schedule of w hen such 
work is expected to be completed. Notification and 
repayment to the payor sha ll be done in accordance w ith the 
payor's po licies. 

b. 	 Notwithstanding the above, notification and repayment of any 
Overpayment amount that routine ly is reconciled or adjusted 
pursuant to polic ies and procedures established by the payor 
should be handled in accordance w ith such po licies and 
procedures. 

K. 	 Reportable Events 

1. Definition ofReportable Event. For purposes of this CIA, a 
" Reportable Event" means anything that involves: 

a. 	 a substantial Overpayment; 

b. 	 a matter that a reasonable person would consider a probable 
violation of criminal, civil, or adm inistrative laws applicable 
to any Federal health care program for which pena lties or 
exc lusion may be authorized; 

c. 	 the employment of or contracting with a Covered Person who 
is an Ineligible Pe rson as defined by Section III.H.1.a; or 

d. 	 the fi ling of a bankruptcy petition by CRHS. 

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

2. Reporting ofReportable Events. If CRHS dete rmines (after a 
reasonable opportunity to conduct an approp riate review or investigat ion of the 
a llegations) through any means that there is a Reportable Event, CRHS shall noti fy OIG , 
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in w riting, w ithin 30 days after making the dete rminatio n tha t the Reportabl e Event 
exists. 

3. Reportable Events under Section lfl.K.l.a. Fo r Re portabl e Events 
unde r Section III.K.l .a, the re po rt to OIG sha ll be made w ithin 30 days afte r making the 
de te nninatio n that a substantia l Overpayment exists and sha ll include: 

a. 	 a comple te descriptio n of a ll deta ils relevant to the Re portabl e 
Event, inc luding, at a minimu m, the types of c laim s, 
transactio ns. o r other conduct giving rise to the Re portable 
Event: the pe riod during w hich the cond uct occ urred: and the 
na mes of e ntities a nd indi v iduals believed to be implicated , 
inc luding an expl a nation of their roles in the Re po rtable 
Event; 

b. 	 the Federal hea lth ca re progra ms affected by the R e po rta ble 
Event: 

c. 	 a descriptio n o f the steps take n by CRHS to ide nti fy a nd 
quantify the Overpayment: and 

d . 	 a description of C RHS's actio ns ta ke n to correct the 
Repo rtabl e Event and preve nt it from recurring . 

W ithin 6 0 days of identificatio n of the Overpayme nt, C RHS sha ll prov id e O IG 
with a copy of the notificatio n and re payme nt (if quantifi ed) to the payo r required in 
Secti o n Ili.J .3 . 

4. Reportable Eve nts under Section lll.K.l.b. For Reportabl e Events 
unde r Secti on III.K. l .b, the report to O IG shall include : 

a. 	 a complete descriptio n of all deta ils relevant to the Re po rtable 
Event, inc luding, at a minimum, the types of claims, 
tra nsactions or othe r conduct giv ing rise to the Re po rtable 
Event: the period during w hich the conduct occurred; and the 
names of e ntities and indiv iduals be lieved to be implicated, 
inc luding an explanatio n of their roles in the R e po rta ble 
Event: 
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b. 	 a statement of the Federal crimina l, c ivil or admini strative 
laws that are probably violated by the R eportable Event: 

c. 	 the Federal health care programs affected by the Reportable 
Event; 

d. 	 a description ofCRHS's actions taken to correct the 
Reportab le Event and prevent it from recurring; a nd 

e. 	 if the Reportable Event has resulted in an Overpayment, a 
description ofthe steps taken by CRI-IS to identify and 
quantify the Overpayment. 

5. Reportable Events under Section III. K.l.c. For Reportable Events 
under Section Ili.K.l .c, the report to 0 10 shall include: 

a. 	 the identi ty of the Ine lig ible Person and the job duties 
performed by that individual; 

b. 	 the dates of the Ine lig ible Person· s employment or contractual 
re lationship; 

c. 	 a description of the Exclusion Lists sc reen ing that CRHS 
completed before and/or during the Ineligible Person' s 
employment or contract and any flaw or breakdown in the 
Ineligible Persons screening process that led to the hiring o r 
contracting w ith the Ineligible Person; 

d. 	 a description of how the Reportable Event was di scovered ; 
and 

e. 	 a descri ption of any corrective action implemented to prevent 
future employment or contracting with an Inel igible Person. 

6. Reportable Events under Section JJI.K.l.d. For Reportable Events 
under Section fii .K.l.d, the report to the 0 10 sha ll include documentation of the 
bankruptcy filing and a description of any Federa l health care program authorities 
implicated . 
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7. Reportable Events Involving the Stark Law. Notwithstanding the 
reporting requirements outlined above, any Reportable Event that involves solely a 
probable violation of section 1877 of the Social Security Act, 42 U.S.C. §1395nn (the 
Stark Law) should be submitted by CRHS to the Centers for Medicare & Medicaid 
Serv ices (CMS) through the self-referral disc losure protocol (S RDP) , with a copy to the 
OIG. The requirements of Section III.J .3 that require repayment to the payor of any 
identified Overpayment w ithin 60 days shall not apply to any Overpayment that may 
result from a probable violation of solely the Stark Law that is disclosed to CMS pursuant 
to the SRDP. If CRHS identifies a probable v iolation of the Stark Law and repays the 
appl icable Overpayment directly to the CMS contractor, then CRHS is not required by 
this Section III.J to submit the Reportable Event to CMS through the SRDP. 

IV. 	 SUCCESSOR LIABILITY; CHANGES TO BUSINESS UNITS OR 
LOCATIONS 

A. 	 Sale of Business. Business Unit or Location. 

In the event that, after the Effective Date, CRHS proposes to se ll any or all of its 
bus iness, bus iness units or locations (whether through a sale of assets, sale of stock, or 
other type of transaction) that are subject to this CIA, C RHS shall notify OIG ofthe 
proposed sale at least 30 days prior to the sale of its business, bus iness uni t or location. 
This notification shall include a description of the business, busi ness unit or location to 
be sold, a brief description of the terms of the sale, and the name and contact information 
of the prospective purchaser. This CIA sha ll be binding on the purchaser ofthe business, 
business unit or location. unless otherw ise determined and agreed to in writing by the 
OIG. 

B. 	 C hange or C losure of Business. Business Unit or Location 

In the event that, after the Effective Date, CRHS changes locations or closes a 
bus iness, business unit or location re lated to the furnish ing of items or services that may 
be re imbursed by Federal health care programs, CRHS shall notify OIG of this fact as 
soon as possible. but no later than 30 days after the date of change or closure of the 
business, business unit or location. 

C. 	 Purchase or Establishment of New Business. Busi ness Unit or Location 

In the event that, after the Effective Date, CRHS purchases or establis hes a new 
business, business unit o r location related to the furn ish ing of items or services that may 
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be reimbursed by Federa l health care prog rams, CRHS shall no ti fy OIG at least 30 days 
prio r to such purchase o r the o peratio n of the new bus iness, bus iness unit o r locatio n. 
This no tificatio n shall include the address of the new bus iness. business unit or locati o n, 
pho ne number, fax number, the locatio n's Medicare and state Medicaid program provider 
number and/or supplier number(s) and the name and add ress of each Medicare and state 
Medica id prog ram contracto r to which CRHS currently submits c la ims. Each new 
bus iness, bus iness unit or location and a ll Covered Persons at each new business, 
bus iness unit or locatio n sha ll be subj ect to the applicable requirements of this CIA, 
unless o therwise agreed to determined and in writing by the O IG. 

V. IMPLEMENTATION AND ANNUAL REPORTS 

A. Implementation Report 

Within 150 days after the Effective Date, CRHS sha ll submit a written report to 
OIG summari z ing the status of its implementati on of the requireme nts of this CIA 
(Implementation Report). The Implemen tatio n Report sha ll , at a minimum, include: 

I. the name, address, phone number, and pos ition descriptio n of the 
Compliance Officer required by Secti on III. A, and a summary of other noncompliance 
job responsibilities the Compliance Officer may have: 

2. the names and positio ns of the members of the Compliance 
Committee required by Section liLA: 

3. the names of the Board members who are respo nsible for sati sfy ing 
the Board of Directors compliance obligatio ns described in Section III.A.3 ; 

4. the names and positions of the Certify ing Employees req uired by 
Section III. A.4 ; 

5. a copy of CRHS's Code of Conduct required by Section III.B. l : 

6. a summary of a ll Po licies and Procedures required by Section III.B 
(copies of the Policies and Procedures sha ll be made ava ilable to OIG upon request); 

7. the Training Plan required by Section III. C. ! and a description of the 
Board of Directors tra ining required by Secti on III. C.2 (including a summary of the 
topics covered, the length of the tra ining, and w hen the training was provid ed); 
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8. a description of (a) the Focus Arrangements Tracking System 
required by Secti on Ill.D.l.a, (b) the internal review and approval process required by 
Section III.D . l.e; and (c) the tracking and monitoring procedures and other Focus 
A rrangements Procedures required by Section lll.D.I ; 

9. the fo llowing inform ation regarding the IRO(s): (a) identi ty, 
address, and phone number; (b) a copy of the engagement letter: (c) information to 
demonstrate that the IRO has the qua lifications outlined in Appendix A to this CIA: (d) a 
summary and description of any a nd a ll curTent and prior engagements and agreements 
between CRHS and the IRO: and (e) a certification fro m the IRO regarding its 
profess iona l independence and objectiv ity w ith respect to C RHS; 

10. a description of the risk assessment and interna l rev iew process 
requ ired by Section III.F; 

11. a description of the Disclosure Program required by Section III .G: 

12. a certification that CRHS has implemented the screening 
requirements described in Section III.H regard ing Ineligible Pe rsons, or a description of 
why CRHS cannot provide such a certification: 

13. a copy ofCRHS's po lic ies and procedures regarding the 
identification, quantification and repayment of Overpayments req uired by Section III.J : 

14. a list of all ofCRHS's locations (i ncluding locations a nd mailing 
addresses), the corresponding name under wh ich each location is doing business, the 
corresponding phone numbers and fax numbers, each location· s Medicare and sta te 
Medicaid program prov ider number(s) and/or supplier number(s). and the name and 
address of each Medicare and state Medicaid program contractor to which CRHS 
currently submits claims; 

15 . a description of CRHS 's corporate structure, including identification 
of any parent and s ister companies, subsidiaries, and the ir respective lines of business: 
owners; and 

16. the certifications required by Section Y.C . 

B. Annual Reports 
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CRHS sha ll submit to OlG annua lly a report wi th respect to the status of. and 
fi ndings regarding, CRHS's compliance ac ti vities for each of the fi ve Reporting Periods 
(A nnua l Report). Each Annual Report sha ll include, at a m inimum: 

l. any change in the identity, position descri ption, or other 
noncompliance j ob responsibilities of the Compliance Officer; any change in the 
membe rship of the Compliance Committee described in Section IIJ. A, a ny change in the 
Board members w ho are responsible for satisfying the Board of D irectors compliance 
obl igations described in Section III .A.3, and any change in the group of Certify ing 
Employees described in Section Ill.A.4: 

2. the dates of each report made by the Compliance Officer to the 
Board (written documentation o f such reports sha ll be made ava ilable to O IG upon 
request); 

3. the Board reso lution required by Sect ion III.A.3 and a desc ription of 
the documents and other materia ls reviewed by the Board, as well as any additiona l steps 
taken, in its overs ight of the compliance program and in support of making the resoluti on; 

4. a summary of any changes or amendments to CRHS's Code o f 
Conduct or the Po lic ies and Procedures required by Section Ill.B and the reasons fo r suc h 
c h a n ges~' change in contractor po licy): 

5. a copy of C RHS's T raining Plan developed under Section III.C and 
the fo llowing info rmation regarding each type o f training required by th e T raining Plan: 
a descripti on of the tra ining, incl ud ing a summary of the topics covered; the length of 
sessions. a schedule of training sess ions, a genera l description of the categories of 
individua ls req uired to complete the tra ining, and the process by which CRHS ensures 
that a ll des ignated employees receive appropriate tra ining. A copy of a ll tra ining 
mate ria ls and the documentation to support thi s info rm ation sha ll be made available to 
Ol G upon request. 

6. a description of (a) any changes to the Focus A rrangements T racking 
System required by Section III.D .I. a; (b) any changes to the interna l rev iew and approval 
process required by Section III.D.l .e; a nd (c) any changes to the track ing and monitoring 
procedures and other Arrangements Procedures required by Section lll.D. l : 

7. a com plete copy of a ll reports prepared pursuant to Section III.E, 
along w ith a copy of the IRO's engagement letter and CRHS's response to the reports, 
a long w ith corrective action p lan(s) re lated to any issues raised by the reports: 
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8. a summary and description of any and all current and prior 
engagements and agreements between CRI-IS and the IRO (if different from what was 
submitted as part ofthe Implementation Report) and a certification from the IRO 
regarding its professional independence and objectivity w ith respect to CRI-IS; 

9. a description of the ri sk assessment and in ternal review process 
required by Section Ill. F., a summary of any changes to the process and a description of 
the reasons for such changes; 

l 0. a summary of a ll internal aud its performed pursuant to Section lii.F 
during the Reporting Period and any con·ective action plans developed in response to 
those internal aud its. Copies of the internal aud it reports and corrective actions plans 
shall be made available to OIG upon request: 

11. a summary of the disclosures in the disclosure log required by 
Section III. G that: (a) relate to Federal health care programs; or (b) invo lve allegations of 
conduct that may involve illega l remuneration or inappropriate referrals in vio lation of 
the A nti -Kickback Statute or Stark law (the complete disclosure log shall be made 
available to OIG upon request) ; 

12. a certification that CRHS has completed the screening required by 
Section 111.1-1 regarding Ineligible Persons ; 

13. a summary describing any ongoing investigation or legal proceed ing 
required to have been reported pursuant to Section 111.1. The summary shall include a 
description of the a llegation, the identity ofthe investigating or prosecuting agency, and 
the status of such investigation o r legal proceed ing; 

14. a description of any changes to the Overpayment pol icies and 
procedures required by Section lll.K, including the reasons for such changes; 

15. a report of the aggregate Overpayments that have been returned to 
the Federal health care programs. Overpayment amounts shall be broken down into the 
following categories: inpatient Medicare. outpatient Medicare, Medicaid (report each 
app licable state separately, if app licable), and other Federal hea lth care programs. 
Overpayment amounts that are routinely reconciled or adjusted pursuant to po licies and 
procedures establ ished by the payor do not need to be included in this aggregate 
Overpayment report; 
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16. a summary of Reportable Events (as defined in Section lll .K) 
identified during the Reporting Period and the status of any corrective action re lating to 
a ll such Reportable Events; 

17. a description of a ll changes to the most recently provided list of 
CRHS's locations (including addresses) as required by Section V.A. l4: and 

18. 	 the certifications required by Section V.C. 

The first Annual Report shall be received by OIG no later than 60 days after the 
end of the first Reporting Period. Subsequent Annual Reports shall be rece ived by OIG 
no later than the a nni versary date of the due date of the first Annual Report. 

C. 	 Certifications 

1. CertifYing Employees. In each Annual Report, CRHS sha ll inc lude 
the certifications of Certifying E mployees as required by Section III.A.4; 

2. Comp liance Officer and ChiefExecutive Officer. The 
Implementation Report and each Annual Report sha ll include a cet1ification by the 
Compliance Officer and C hief Executive Officer that: 

a. 	 to the best of hi s or her knowledge, except as otherwise 
described in the report. CRHS is in compliance with al l of the 
requirements of this C IA ; 

b. 	 to the best of his or her knowledge, CRHS has impl emented 
procedures reasonably designed to ensure that a ll Focus 
Arrangements do not v iolate the Anti-Kickback Statute and 
Stark Law, inc luding the Focus A rrangements Procedures 
required in Section Ill.D of the C IA; 

c. 	 to the best of his or her knowledge, CRHS has fulfilled the 
requirements for New and Renewed Focus Arrangements 
under Section III.D .2 of the CIA; and 
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d. 	 he or she has rev iewed the report and has made reasonable 
inquiry regarding its content and be lieves that the information 
in the report is accurate and truthful. 

3. ChiefFinancial Officer. The first Annual Report shall include a 
certification by the Chief Financial Officer that, to the best of his or her knowledge, 
CRHS has complied w ith its obligations under the Settlement Agreement: (a) not to 
resubmit to any Federal health care program payo rs any previously denied cla ims re lated 
to the Covered Conduct addressed in the Settlement Agreement, and not to appea l any 
such denials of c la ims; (b) not to charge to or otherwise seek payment fro m federa l or 
state payors for unallowable costs (as defined in the Settlement Agreement); and (c) to 
identify and adjust any past charges or c laims for una llowable costs. 

D. 	 Designation oflnformation 

CRHS shall clearly identi fy any portions of its subm issions that it be lieves are 
trade secrets, or inf01mation that is commercia l or financi a l and privileged or 
confidential. and therefore potentially exempt from disclosure unde r the Freedom of 
Information Act (FOIA), 5 U.S.C. § 552. CRHS sha ll refrain fro m identifyi ng any 
information as exempt from disclosure if that information does not meet the crite ria for 
exemption fro m disclosure under FOIA. 

VI. 	 NOTIFICATIONS AND SUBMISSION OF REPORTS 

Unless otherwise stated in writing after the Effective Date, all notifications and 
reports required under this CIA sha ll be submitted to the following entities: 

O IG: 

Admini strative and C iv il Re medies Branch 
Office of Counsel to the Inspector Genera l 
Office of Inspector General 
U.S. Department of Hea lth and Human Services 
Cohen Building, Room 5527 
33 0 Independence Avenue, S.W. 
Washington, DC 20201 
Te lephone: (202) 619-2078 
Facsimile: (202) 205-0604 
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CRHS: 

Renee Archer, R.N .. MSA. CHC, CPHRM 
Chief Ethics & Compliance Officer 
Columbus Regional Health, Inc. 
707 Center Street 
Suite B 
Columbus. Georgia 31901 
Office: (706) 660-645 5 
Fax: (706) 660-6207 

Unless otherwise spec ifi ed, all notifications and reports required by this CIA may 
be made by certified mail, overnight mail, hand de livery, or other means, prov ided that 
there is proof that such notification was received. For purposes of this requirement, 
internal facsimile confirmation sheets do not constitute proof of receipt. Upon request by 
OIG, CRHS may be required to provide OIG w ith an electronic copy of each notification 
or report required by this CIA in searchable portable document format (pdf), in addition 
to a paper copy. 

VII. OIG INSPECTION, AUDIT, AND REVIEW RIGHTS 

In addition to any other rights OIG may have by statute, regulation, or contract, 
OIG or its duly authorized representati ve(s) may examine and/or request copies of 
CRHS's books, records, and other documents and supporting material s and/or conduct 
on-site reviews of any of CRHS 's locations for the purpose of verifying and eva luating: 
(a) CRHS' s compliance with the terms of this CIA: and (b) CRHS ' s compliance with the 
requirements of the Federal health care programs. The documentation described above 
shall be made available by CRHS to OIG or its duly authorized representative(s) at all 
reasonable times for inspection, audit, and/or reproduction. Furthem1ore, for purposes of 
this provision, OIG or its duly authorized representative(s) may interview any of C RHS 's 
Covered Persons who consent to be interv iewed at the individual 's place of business 
during normal business hours or at such other place and time as may be mutually agreed 
upon between the individual and OIG. CRHS shall assist OIG or its duly authorized 
representative(s) in contacting and arranging interv iews with such individuals upon 
OIG's request. CRHS 's Covered Persons may elect to be interv iewed with or without a 
representative of CRHS present. 

VIII. DOCUMENT AND RECORD RETENTION 
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CRHS shall maintain for inspection all documents and records relating to 
reimbursement from the Federal health care programs and to compliance with this CIA 
for six years (or longer if otherwise required by law) from the Effective Date. 

IX. DISCLOSURES 

Consistent with 1-U-IS"s FOlA procedures, set fort h in 45 C.F.R. Part 5, OIG sha ll 
make a reasonable effort to notify CRHS prior to any re lease by OIG of info1mation 
submitted by CRHS pursuant to its obligations under this CIA and identified upon 
submission by CRHS as trade secrets, or information that is commercia l or financial and 
privileged or confidential, under the FOIA rules. With respect to such releases, C RHS 
shall have the rights set forth at 45 C.F.R. § 5.65(d) . 

X. BREACH AND DEFAULT PROVISIONS 

CRHS is expected to fu lly and timely comply with all of its C IA obligations. 

A . Stipulated Penalties for Failure to Comply with Certain Obligations 

As a contractual remedy, C RHS and O IG hereby agree that fa ilure to compl y with 
ce11ain obligations as set forth in thi s CIA may lead to the imposition o f the following 
monetary penalties (hereinafter referred to as ..Stipulated Penalties") in accordance with 
the fo llowing provisions. 

1. A Stipulated Penalty of $2,500 (wh ich shall begin to accrue on the 
day after the date the obligation became due) fo r each day CRHS fa ils to establish and 
implement any of the following obligations as described in Sections III and IV: 

a. a Compliance Officer; 

b. a Compliance Committee; 

c. the Board of Directors compliance obligations; 

d. the management certification obligations; 

e. a written Code of Conduct; 

f. written Policies and Procedures; 
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g . 	 the developme nt and/o r implementation of a T ra ining P lan for 
the training of Covered Persons, Arrangements Covered 
Persons, and Board Mem bers; 

h. 	 the Focus Arrangements Procedures and/or Focus 
Arrangements Requ irements described in Sections Ill.D. l and 
III.D.2; 

1. 	 a ri sk assessme nt and interna l review process as required by 
Section III.F; 

J· 	 a Disclosure Program; 

k. 	 Ineligible Persons screen ing and re moval req uirements; 

I. 	 notification of Gove rnment investigations or legal 
proceedings; 

m. 	 policies and procedures regardi ng the repayme nt of 
Overpayments; 

n. 	 the repay ment of Overpayments as required by Section 111.1 
and Appendi x B: 

o. 	 reporti ng of Reportable Events: and 

p. 	 disclosure of changes to business units or locations. 

2. A Stipulated Pena lty of $2,500 (which shall begin to accrue on the 
day after the date the obligation became due) fo r each day CRHS fai ls to engage and use 
an IRO , as required by Section III. E, Appendix A , or A ppend ix B . 

3. A Sti pulated Pena lty of $2 ,500 (which sha ll begin to accrue on the 
day after the date the obligation became due) fo r each day CRHS fa ils to submit the 
Implementation Report or any Annual Reports to OIG in acco rda nce w ith the 
requi rements of Section V by the deadlines fo r submission. 

4. A Sti pulated Pena lty of$2,500 (which sha ll begin to accrue on the 
day after the date the obligation became due) for each day CRHS fai ls to subm it any 
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Arrangements Review Report in accordance with the requirements of Section Ili.E and 
Appendix B . 

5. A Stipulated Penalty of$ 1,500 for each day CRHS fa ils to grant 
access as required in Section VII. (This Stipulated Penalty sha ll begin to accrue on the 
date CRI-IS fa ils to grant access.) 

6. A Stipulated Penalty of $5 0,000 for each fa lse certification 
submitted by or on behalf of CRHS as part of its Implementation Report, any Annua l 
Report, additional documentation to a report (as requested by the O IG), or otherwise 
required by this CIA . 

7. A Stipulated Penalty of$ 1,000 for each day CRHS fails to comply 
fully and adequately with any obligation of this CIA. OIG sha ll prov ide notice to CRHS 
stating the specific grounds for its determination that C RHS has fa iled to comply full y 
and adequately with the CIA ob ligation(s) at issue and steps CRI-IS sha ll take to comply 
w ith the CIA. (This Stipulated Penalty sha ll beg in to accrue I 0 days a fter the date CRHS 
receives this notice from OIG of the fai lure to comply.) A Stipu lated Penalty as 
described in this Subsection shall not be demanded for any vio lation for which OIG has 
sought a Stipulated Penalty under Subsections 1-6 ofthis Section. 

B. T imely Written Requests for Extensions 

CRHS may, in adva nce of the due date, submit a time ly written request fo r an 
extension of time to perform any act or file any notification or report required by this 
C IA . Notwithstanding any other prov ision in this Section, if O IG grants the timely 
written request with res pect to an act, notification, or report. Stipulated Pena lties for 
failure to perform the act or fi le the notification or rep01t sha ll not beg in to accrue until 
one day after CRHS fa ils to meet the revised deadl ine set by OIG. Notwithstanding any 
other provision in this Section, if OIG denies such a timely written request, Stipulated 
Penalties for failure to perform the act or file the notification or report shall not begin to 
accrue until three days after CRHS receives OIG 's written denial of such request or the 
original due date, whichever is later. A " time ly written request" is defined as a request in 
writing received by OIG at least fi ve days prior to the date by which any act is due to be 
performed or any notification or report is due to be fil ed. 

C. Payment of Stipulated Penalties 
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I. Demand Lefler. Upon a finding that CRHS has failed to comply 
with any of the ob ligations described in Section X.A and after determining that Stipulated 
Penalties are appropriate, OIG shall notify CRHS of: (a) CRHS 's failure to comply: and 
(b) OIG's exercise of its contractual right to demand payment ofthe Stipulated Penalties. 
(This notification shall be referred to as the ·'Demand Letter. '") 

2. Response to Demand Lefler. Within I 0 days after the receipt of the 
Demand Letter, CRHS shall either: (a) cure the breach to OIG's satisfaction and pay the 
app licable Stipulated Penalties or (b) request a hearing before an HHS administrative law 
judge (ALJ) to dispute OIG's determination of noncompliance, pursuant to the agreed 
upon provis ions set forth below in Section X.E. In the event CRJ-IS e lects to request an 
ALJ hearing, the Stipulated Penalties shall continue to accrue until CRJ-IS cures, to OIG's 
satisfaction, the alleged breach in dispute. Failure to respond to the Demand Letter in 
one of these two manners w ithin the allowed time period shall be cons idered a material 
breach of this CIA and shall be grounds for exclusion under Section X.D. 

3. Form ofPayment. Payment of the Stipu lated Penalties shall be 
made by electronic funds transfer to an account specified by OIG in the Demand Lette r. 

4. Independence from MaLerial Breach DeterminaLion. Except as set 
forth in Section X.O.l.c, these provi sions for payment of Stipulated Penalties shall not 
affect or otherwise set a standard for OIG"s decision that CRHS has materially breached 
this CIA , which decis ion shall be made at OIG 's discretion and shall be governed by the 
provisions in Section X.D, bel ow. 

D. 	 Exclus ion for Material Breach of thi s CIA 

1. Definition ofMaterial Breach. A material breach of this CIA 
means: 

a. 	 a fai lure by CRHS to report a Reportabl e Event, take 
corrective action, or make the appropriate refunds, as required 
in Section III.K; 

b. 	 repeated violations or a flagrant violation of any of the 
ob ligations under thi s C IA , including. but not limited to. the 
obligations addressed in Section X.A; 
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c. 	 a failure to respond to a Demand Letter concerning the 
payment of Stipulated Penalties in acco rdance w ith Section 
X.C; or 

d. 	 a fai lure to engage and use an IRO in accordance w ith Section 
III .E, Appendi x A, or Append ix B. 

2. Notice ofMaterial Breach and Intent to Exclude . The part ies agree 
that a materia l breach of this C IA by CRHS constitutes an independent basis for CRHS's 
exclus ion from partic ipation in the Federal hea lth care programs. The length of the 
exclus ion sha ll be in the OIG's di scretion, but not more than five years per material 
breach. Upon a determination by OIG that CRHS has materially breached this C IA and 
that exclusion is the appropriate remedy, OIG sha ll notify CRHS of: (a) CRHS's 
material breach; and (b) OIG ' s intent to exerc ise its contractua l right to impose exc lusion. 
(This notification shall be referred to as the ·'Notice of Material Breach and Intent to 
Exclude.") 

3. Opportunity to Cure. CRHS shall have 30 days from the date of 
receipt of the Notice of Material Breach and Intent to Exclude to demonstrate that: 

a. 	 the a lleged materia l breac h has been cured; or 

b. 	 the a lleged material breach cannot be cured within the 30-day 
period, but that: (i) CRHS has begun to take action to cure the 
materia l breach; (ii) CRHS is pursuing such action with due 
d iligence; and (iii) CRHS has provided to O IG a reasonable 
timetable for curing the material breach. 

4. Exclusion Letter. If, at the conclusion of the 30-day period , CRHS 
fa ils to satisfy the requirements of Section X.D.3 , O IG may exclude CRHS from 
participation in the Federa l health care programs. OIG shall notify CRHS in writing of 
its determination to exclude CRHS. (This letter sha ll be referred to as the --Exclusion 
Letter.") Subject to the Dispute Reso lution provisions in Section X.E, be low, the 
exclus ion shall go into effect 30 days after the date of CRHS 's receipt of the Exclusion 
Letter. The exc lusion shall have national effect. Re instateme nt to program participation 
is not automatic . At the end of the period of exc lusion. CRHS may apply for 
re instatement by submitting a written request for re instatement in accordance with the 
provi sions at 42 C.F.R. §§ I 00 1.3001-.3004. 
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E. 	 Dispute Resolutio n 

1. 	 Review Rights. U pon OIG's de livery to C RHS of its Demand Letter 
o r of its Exclusio n Letter, and as an agreed-upo n contractual remedy fo r the reso lutio n of 
disputes ari sing under this CIA, C RHS sha ll be afforded certai n rev iew rights comparable 
to the ones that are provided in 42 U.S .C. § 1320a-7( f) and 42 C.F. R . Part 1005 as if they 
applied to the Sti pulated Pena lties o r exclusion soug ht pursuant to this CIA. Specifically, 
OIG · s determinatio n to demand payment of Stipulated Pena lties o r to seek exclus io n 
sha ll be subj ect to review by an 1-lliS ALJ and, in the event of an appeal, the HHS 
Departmenta l Appeals Board (DA B), in a manner co nsistent with the provis io ns in 42 
C.F.R. § 1005.2-1005.21. Notwithstanding the lang uage in 42 C.F.R. § 1005.2(c), the 
request for a hearing involving Stipulated Pena lties sha ll be made w ithin I 0 days after 
rece ipt of the Dem and Letter and the request fo r a hearing involv ing exclus io n shall be 
made w ithin 25 days after rece ipt of the Exclusion Letter. The procedures re lating to the 
fi ling of a request fo r a hearing can be found at 
http ://www.hhs.gov/dab/di visio ns/civ il/procedures/d iv isio nprocedures .htm l. 

2 . Stipulated Penalties Review. Notwithstanding a ny prov is io n of T itle 
42 of the U nited States Code o r Title 42 of the Code of Federal R egulatio ns, the o nl y 
issues in a proceeding fo r Stipulated Penalti es under thi s CIA shall be: (a) w hether 
CRHS was in full a nd time ly compliance w ith the obligatio ns of this C IA fo r w hich OIG 
demands payment; and (b) the period of noncompliance. CRHS shall have the burden of 
proving its full and timely compliance and the steps taken to cure the no ncompliance, if 
any. O IG sha ll no t have the rig ht to appeal to the DAB a n adverse A LJ dec is io n re lated 
to Stipulated Pe nalties. If the ALJ agrees with O IG with regard to a finding of a breach 
of this C IA and o rders C RHS to pay Sti pul ated Penalti es, such Stipulated Pena lties shall 
becom e due and payable 20 days after the ALJ issues such a decisio n unless CRHS 
requests review of the A LJ decisio n by the DAB. If the ALJ decis ion is pro perly 
appealed to the D AB and the DAB upho lds the determinatio n ofOIG . the Stipulated 
Pena lties sha ll become d ue and payable 20 days after the DAB issues its dec is ion. 

3. Exclusion Review. Notwithstanding any provis io n ofTitle 42 of the 
U nited States Code o r T itle 42 of the Code of Federal R egulatio ns, the o nl y issues in a 
proceeding fo r exclusio n based o n a materi al breach of this CIA sha ll be w hether CRHS 
was in material breach of this C IA and, if so, whether: 

a. 	 CRHS cured such breach within 30 days of its rece ipt of the 
Notice of Materia l Breach; o r 
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b. 	 the alleged material breach could not have been cured within 
the 30 day period, but that, during the 30 day period 
following CRHS 's receipt of the Notice of Material Breach: 
(i) CRHS had begun to take action to cure the material 
breach; (ii) CRHS pursued such action with due d iligence; 
and (iii ) CRHS provided to OIG a reasonable timeta ble for 
curing the material breach. 

For purposes of the exclusion herein, exclusion sha ll take effect on ly after an ALJ 
decision favorab le to OIG, or, if the ALJ rules for CRl-IS, only after a DAB deci sion in 
favo r ofOIG. CRHS's e lection of its contractual right to appeal to the DAB sha ll not 
abrogate OIG's authority to exclude CRHS upon the issuance of an AU's decis ion in 
favo r of OIG. If the ALJ sustains the determination of OIG and determines that 
exclusion is authorized, such exclusion sha ll take effect 20 days after the ALJ issues such 
a decision, notwithstanding that CRHS may req uest review of the ALJ decision by the 
DAB . If the DAB fi nd s in favo r of OIG after an ALJ deci sion adverse to OIG, the 
exclusion shall take effect 20 days after the DAB decision. CRHS shall waive its right to 
any notice of suc h an exclusion if a decision upho lding the exclusion is rendered by the 
ALJ or DAB. If the DAB finds in favor of CRHS, CRHS sha ll be reinstated effective on 
the date ofthe original exclusion. 

4. Finality ofDecision. The review by an ALJ or DAB provided for 
above sha ll not be considered to be an appeal right arisi ng under any statutes or 
regulations. Consequently. the parties to thi s CIA agree that the DAB 's decision (or the 
ALJ's decision if not appealed) sha ll be considered final for a ll purposes under this CIA. 

XI. 	 EFFECTIVE AND BINDING AGREEMENT 

CRHS and OIG agree as follows: 

A. This CIA shall become final and binding on the date the fina l signature is 
obta ined on the CIA. 

B. This CIA constitutes the complete agreement between the parties and may 
not be amended except by written consent of the parties to this C IA. 

C. OIG may agree to a suspension ofCRHS' s obligations under thi s CIA 
based on a certification by CRHS that it is no longer providing health care item s or 
serv ices that w ill be billed to any Federal health care progra m and it does not have any 
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ownership or control interest, as defined in 42 U.S. C. §1320a-3, in any entity that bi lls 
any Federal health care program . If CRHS is re lieved of its CIA obligati ons, CRHS sha ll 
be required to notify OIG in writing at least 30 days in advance ifCRHS plans to resume 
providing health care items or services that are billed to any Federal hea lth care program 
or to obtain an ownership or control interest in any entity that bills any Federal health 
care program. At such time, OIG shall evaluate whether the CIA w ill be reactivated or 
modified. 

D. All requirements and remedies set forth in this CIA are in addition to and 
do not affect (1) CRHS ' s responsibility to foll ow all applicable Federa l health care 
program requirements or (2) the government's right to impose appropriate remed ies for 
fai lure to follow applicable Federal health care program requirements. 

E. The undersigned CRHS signatories represent and warrant that they are 
authorized to execute this CIA. The undersigned OIG s ignatories represent that they are 
s igning this CIA in their official capacities and that they are authorized to execute this 
CIA. 

F. This CIA may be executed in counterparts, each of which constitutes an 
orig inal and a ll of which constitute one and the same C IA. Facs imiles of signatures shall 
constitute acceptab le, binding s ignatures for purposes of this CIA . 
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ON BEHALF OF THE OFFICE OF INSPECTOR GENERAL 
 
OF THE DEPARTMENT OF HEALTH AND HUMAN ERVICES 
 

Robat K. DeCont i 
Assistant Inspector Ge neral fo r Legal Affa irs 
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U. S. De pa rtmen t o f Hea lth and Hum an Services 



Senio r Co unse l 
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U .S. Departme nt of Hea lth and Hum an Services 

CRHS Corp orate Integri ty A greeme nt 

38 

/Robert K. DeConti/

/Sandra Jean Sands/



 

 

 

 
 

 
 

 

 
 
 

 

 

 
 
 

 

APPENDIX A 

INDEPENDENT REVIEW ORGANIZATION 


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

A. IRO Engagement 

1. CRHS 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 the information identified in 
Section V.A.9 of the CIA or any additional information submitted by CRHS in response 
to a request by OIG, whichever is later, OIG will notify CRHS if the IRO is 
unacceptable. Absent notification from OIG that the IRO is unacceptable, CRHS may 
continue to engage the IRO.   

2. If CRHS engages a new IRO during the term of the CIA, that IRO must 
also meet the requirements of this Appendix.  If a new IRO is engaged, CRHS shall 
submit the information identified in Section V.A.9 of the CIA to OIG within 30 days of 
engagement of the IRO.  Within 30 days after OIG receives this information or any 
additional information submitted by CRHS at the request of OIG, whichever is later, OIG 
will notify CRHS if the IRO is unacceptable. Absent notification from OIG that the IRO 
is unacceptable, CRHS may continue to engage the IRO.   

B. IRO Qualifications 

The IRO shall: 

1. assign individuals to conduct the Arrangements Review who are 
knowledgeable in the requirements of the Anti-Kickback Statute and the Stark Law and 
the regulations and other guidance documents related to these statutes; and  

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

C. IRO Responsibilities 

The IRO shall: 

1. perform each Arrangements Review in accordance with the specific 
requirements of the CIA; 
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2. respond to all OIG inquires in a prompt, objective, and factual manner; and 

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

D. IRO Independence and Objectivity 

The IRO must perform the Arrangements Review in a professionally independent 
and objective fashion, as defined in the most recent Government Auditing Standards 
issued by the U.S. Government Accountability Office. 

E. IRO Removal/Termination 

1. CRHS and IRO. If CRHS terminates its IRO or if the IRO withdraws from 
the engagement during the term of the CIA, CRHS must submit a notice explaining (a) its 
reasons for termination of the IRO or (b) the IRO’s reasons for its withdrawal to OIG, no 
later than 30 days after termination or withdrawal.  CRHS must engage a new IRO in 
accordance with Paragraph A of this Appendix and within 60 days of termination or 
withdrawal of the IRO. 

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 
objective as set forth in Paragraph D, or has failed to carry out its responsibilities as 
described in Paragraph C, OIG shall notify CRHS in writing regarding OIG’s basis for 
determining that the IRO has not met the requirements of this Appendix.  CRHS shall 
have 30 days from the date of OIG’s written notice to provide information regarding the 
IRO’s qualifications, independence or performance of its responsibilities in order to 
resolve the concerns identified by OIG. If, following OIG’s review of any information 
provided by CRHS regarding the IRO, OIG determines that the IRO has not met the 
requirements of this Appendix, OIG shall notify CRHS in writing that CRHS shall be 
required to engage a new IRO in accordance with Paragraph A of this Appendix.  CRHS 
must engage a new IRO within 60 days of its receipt of OIG’s written notice.  The final 
determination as to whether or not to require CRHS to engage a new IRO shall be made 
at the sole discretion of OIG. 
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APPENDIXB 

ARRANGEMENTS REVIEW 


The Arrangements Review shall consist of two components: a systems review and a 
transactions review. The IRQ shall perform all components of each Arrangements 
Review. If there are no material changes to CRHS's systems, processes, policies, and 
procedures relating to Arrangements, the Arrangements Systems Review shall be 
performed for the first and fourth Reporting Periods. If CRHS materially changes the 
Arrangements systems, processes, policies and procedures, the IRQ shall perform an 
Arrangements Systems Review for the Reporting Period in which such changes were 
made in addition to conducting the systems review for the first and fourth Reporting 
Periods. The Arrangements Transactions Review shall be performed annually and shall 
cover each ofthe five Reporting Periods. 

A. Arrangements Systems Review. The Arrangements Systems Review shall be a 
review ofCRHS's systems, processes, policies, and procedures relating to the initiation, 
review, approval, and tracking ofArrangements. Specifically, the IRQ shall review the 
following: 

1. CRHS' s systems, policies, processes, and procedures with respect to 
creating and maintaining a centralized tracking system for all existing and new and 
renewed Focus Arrangements (Focus Arrangements Tracking System), including a 
detailed description of the information captured in the Focus Arrangements Tracking 
System; 

2. CRHS's systems, policies, processes, and procedures for tracking 
remuneration to and from all parties to Focus Arrangements; 

3. CRHS's systems, policies, processes, and procedures for tracking service 
and activity logs to ensure that parties to the Focus Arrangement are performing the 
services required under the applicable Focus Arrangement(s) (if applicable); 

4. CRHS's systems, policies, processes, and procedures for monitoring the use 
of leased space, medical supplies, medical devices, equipment, or other patient care items 
to ensure that such use is consistent with the terms of the applicable Focus 
Arrangement(s) (if applicable); 

5. CRHS's systems, policies, processes, and procedures for initiating 
Arrangements, including those policies that identify the individuals with authority to 
initiate an Arrangement and that specify the business need or business rationale required 
to initiate an Arrangement; 
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6. CRHS's systems, policies, processes, and procedures for the internal review 
and approval of all Arrangements, including those policies that identify the individuals 
required to approve each type or category ofArrangement entered into by CRHS, the 
internal controls designed to ensure that all required approvals are obtained, and the 
processes for ensuring that all Focus Arrangements are subject to a legal review by 
counsel with expertise in the Anti-Kickback Statute and Stark Law; 

7. the Compliance Officer's annual review of and reporting to the Compliance 
Committee on the Focus Arrangements Tracking System, CRHS's internal review and 
approval process, and other Arrangements systems, process, policies, and procedures; 

8. CRHS's systems, policies, processes, and procedures for implementing 
effective responses when suspected violations of the Anti-Kickback Statute and Stark 
Law are discovered, including disclosing Reportable Events and quantifying and 
repaying Overpayments when appropriate; and 

9. CRHS' s systems, policies, processes, and procedures for ensuring that all 
new and renewed Focus Arrangements comply with the Focus Arrangements 
Requirements set forth in Section III.D.2 of the CIA. 

B. Arrangements Systems Review Report. The IRQ shall prepare a report based 
upon each Arrangements Systems Review performed. The Arrangements Systems 
Review Report shall include the following information: 

1. a description of the documentation (including policies) reviewed and 
personnel interviewed; 

2. a detailed description of CRHS's systems, policies, processes, and 
procedures relating to the items identified in Section A.l-9 above; 

3. findings and supporting rationale regarding weaknesses in CRHS' s 
systems, processes, policies, and procedures relating to Arrangements described in 
Section A.l-9 above; and 

4. recommendations to improve CRHS's systems, policies, processes, or 
procedures relating to Arrangements described in Section A.l-9 above. 

C. Arrangements Transactions Review. The Arrangements Transactions Review 
shall consist of a review by the IRQ of 50 randomly selected Focus Arrangements that 
were entered into or renewed by CRHS during the Reporting Period. The IRQ shall 
assess whether CRHS has complied with the Focus Arrangements Procedures and the 
Focus Arrangements Requirements described in Sections Ill.D.l and lll.D.2 of the CIA, 
with respect to the selected Focus Arrangements. 
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The IRO' s assessment with respect to each Focus Arrangement that is subject to 
review shall include: 

1. verifying that the Focus Arrangement is maintained in CRHS 's centralized 
tracking system in a manner that permits the IRO to identify the parties to the Focus 
Arrangement and the relevant terms of the Focus Arrangement (i.e., the 
items/services/equipment/space to be provided, the amount of compensation, the 
effective date, the expiration date, etc.); 

2. verifying that the Focus Arrangement was subject to the internal review and 
approval process (including both a legal and business review) and obtained the necessary 
approvals and that such review and approval is appropriately documented; 

3. verifying that the remuneration related to the Focus Arrangement is 
properly tracked; 

4. verifying that the service and activity logs are properly completed and 
reviewed (if applicable); 

5. verifying that leased space, medical supplies, medical devices, and 
equipment, and other patient care items are properly monitored (if applicable); and 

6. verifying that the Focus Arrangement satisfies the Focus Arrangements 
Requirements of Section III.D .2 of the CIA. 

D. Arrangements Transaction Review Report. The IRO shall prepare a report based 
on each Arrangements Transactions Review performed. The Arrangements Transaction 
Review Report shall include the following information: 

1. 	 Review Methodology. 

a. 	 Review Protocol. A detailed narrative description of the procedures 
performed and a description ofthe sampling unit and universe 
utilized in performing the procedures for the sample reviewed. 

b. 	 Sources of Data. A full description of the documentation and other 
information, if applicable, relied upon by the IRO in performing the 
Arrangements Transaction Review. 

c. 	 Suuulemental Materials. The IRO shall request all documentation 
and materials required for its review of the Focus Arrangements 
selected as part of the Arrangements Transaction Review and CRHS 
shall furnish such documentation and materials to the IRO prior to 
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the IRO initiating its review of the Focus Arrangements. If the IRO 
accepts any supplemental documentation or materials from CRHS 
after the IRO has completed its initial review of the Focus 
Arrangements (Supplemental Materials), the IRO shall identify in 
the Arrangements Transaction Review Report the Supplemental 
Materials, the date the Supplemental Materials were accepted, and 
the relative weight the IRO gave to the Supplemental Materials in its 
review. In addition, the IRO shall include a narrative in the 
Arrangements Transaction Review Report describing the process by 
which the Supplemental Materials were accepted and the IRO's 
reasons for accepting the Supplemental Materials. 

2. Review Findings. The IRO's findings with respect to whether CRHS has 
complied with the Focus Arrangements Procedures and Focus Arrangements 
Requirements with respect to each of the randomly selected Focus Arrangements 
reviewed by the IRO. In addition, the Arrangements Transactions Review Report shall 
include observations, findings and recommendations on possible improvements to 
CRHS's policies, procedures, and systems in place to ensure that all Focus Arrangements 
comply with the Focus Arrangements Procedures and Focus Arrangements 
Requirements. 
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