


















































































FIRST AMENDMENT TO THE
CORPORATE INTEGRITY AGREEMENT

BETWEEN THE

OFFICE OF THE INSPECTOR GENERA
OF THE

DEP ARTMENT OF HEALTH AND HUMAN SERVICES
AND

OMNICARE, INC.

Omnicare, Inc. (Omnicare), hereby enters into this First Amendment (Amendment) to the
Corporate Integrity Agreement (CIA) with the Office of the Inspector General (OIG) of
the Department of Health and Human Services to amend the CIA that was executed by
and between Omnicare and OIG and that became effective November 9, 2006.

Omnicare and OIG agree as follows:

1. The Effective Date of this Amendment shall be the date the final signatory signs
this Amendment (Amendment Effective Date).

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

a. Bilinf! Covered Persons. Section ILC of the CIA shall be amended to
include the following:

3. "Billing Covered Persons" includes aU Covered Persons who are
involved in preparing or submitting claims for prescription
medication to Federal health care programs for Federal health care
program beneficiaries in hospice.

b. Policies and Procedures. Section IILB.2 of the CIA shall be amended to
include the following subsections:

d. the proper procedures for the accurate preparation and submission
of claims in accordance with Federal health care program
requirements, including but not limited to claims to Federal health
care programs for beneficiaries in hospice; and

e. procedures to be used by TCPI Acquisition Corp., d/b/a

Specialized Pharmacy Services-West; Specialized Pharmacy
Services, Inc.; Specialized Pharmacy Services North, Inc.; and,



excellRx, Inc., d/b/a Hospice Pharmacia (collectively, the "Michigan
Pharmacies"), subsidiaries of Omnicare, to accurately determine
whether a Federal health care program should be billed for hospice
drugs. This Section IILB.2.e is applicable only to the Michigan

Pharmacies, and shall be distributed only to Biling Covered Persons
who may submit claims for the Michigan Pharmacies.

The Policies and Procedures required by this Amendment shall be
implemented within 120 days of the Amendment Effective Date.

c. Traininf! and Education. Section IILC of the CIA shall be amended to
include the following subsection. Subsections 3,4, and 5 of Section IILC

of the CIA shall be renumbered as subsections 4,5, and 6 of Section IILC
of the CIA.

3. Biling Training. Within 120 days of the Amendment Effective
Date each Billing Covered Person shall receive at least one hour of
Billing Training. Billing Training shall include, at a minimum:

a. Federal health care program billing requirements regarding

the accurate preparation and submission of claims for
prescription drugs provided to hospice patients;

b. The personal obligation of each individual involved in the

claims submission process to ensure that such claims are
accurate;

c. The legal sanctions for violations of Federal health care
program requirements, including applicable legal sanctions
and consequences of violations of the CIA;

d. Examples of proper and improper claims submission

practices; and

e. Policies and procedures for the reporting and repayment of

Overpayments to Federal health care programs and other
payors.

2
First Amendment to the CIA
between Omnicare, Inc. and OIG



After receiving the initial Billing Training described above, each
Biling Covered Person shall receive at least one hour of Billing
Training in each subsequent Reporting Period.

d. IRO Review. Section lILE of the CIA shall be amended to include the
following subsections. Subsections 4,5, and 6 of Section lILE of the CIA
shall be renumbered as subsections 6, 7, and 8 of Section lILE of the CIA.

4. Hospice Billing Review.

a. The IRO shall review whether the Michigan Pharmacies
are in compliance with Federal health care program laws with
respect to their preparation and submission of claims for
prescription drugs for beneficiaries in hospice. Specifically, the

IRQ shall:

i. review whether the Michigan Pharmacies have
developed effective policies and procedures to determine
whether Medicaid should be billed for hospice drugs,
including but not limited to a form to be received by the
Michigan Pharmacies from the nursing home with respect to
each drug for which a claim may be submitted to a Federal
health care program designating whether the prescribed drug

is therapeutic or palliative, and from which the Michigan
Pharmacies can determine whether the drug is reimbursable
by a Federal health care program (the "Hospice Drug Form");

ii. review whether the Michigan Pharmacies
consistently and approprÜitely provide the Hospice Drug
Form to nursing homes and encourage the use of the Hospice

Drug Form by nursing homes; and

iii. randomly select and review 50 Paid Claims (the
Discovery Sample) submitted by or on behalf of the Michigan
Pharmacies, to determine whether such Paid Claims for
prescription drugs were submitted in accordance with Federal
health care program requirements, including but not limited to
Michigan Medicaid rules governing reimbursement of
therapeutic and palliative drugs.
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The Paid Claims shall be reviewed based on the supporting documentation
available at the locations of the Michigan Pharmacies or otherwise under
Omnicare's control, including but not limited to copies of the Hospice Drug Form,

and applicable billing and coding regulations and guidance to determine whether
the claim submitted was correctly coded, submitted, and reimbursed.

b. If the Error Rate (as defined in Attachment 1 to this
Amendment) for the Discovery Sample is less than 5%, no
additional sampling is required, nor is the Systems Review
required. (Note: The guidelines listed above do not imply

that this is an acceptable error rate. Accordingly,Omnicare
should, as appropriate, further analyze any errors identified in
the Discovery Sample. Omnicare recognizes that OIG or

other HHS component, in its discretion and as authorized by
statute, regulation, or other appropriate authority may also
analyze or review Paid Claims included, or errors identified,

in the Discovery Sample or any other segment of the
universe.)

c. If the 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.

i. Full Sample. If necessary, as determined by
procedures set forth in Section IlI.E.4.a.iii, the IRO shall
perform an additional sample of Paid Claims using commonly
accepted sampling methods and in accordance with
Attachment i. The Full Sample shall be designed to: (A)
estimate the actual Overpayment in the population with a
90% confidence level and with a maximum relative precision

of25% of the point estimate; and (B) conform with the
Centers for Medicare and Medicaid Services' statistical

sampling for overpayment estimation guidelines. The Paid
Claims shall be reviewed based on supporting documentation
available at the Michigan Pharmacies' locations or under
Omnicare's control, including but not limited to copies of the
Hospice Drug Form, and applicable billing and coding
regulations and guidance to determine whether the claim

submitted was correctly coded, submitted, and reimbursed.
For purposes of calculating the size of the Full Sample, the
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Discovery Sample may serve as the probe sample, if
statistically appropriate. Additionally, Omnicare may use the
Items sampled as part ofthe Discovery Sample, and the
corresponding findings for those 50 Items, as part of its Full
Sample, if: (A) statistically appropriate and (B) Omnicare
selects the Full Sample Items using the seed number
generated by the Discovery Sample. OIG, in Its sole
discretion, may refer the findings of the Full Sample (and any
related workpapers) received from Omnicare to the
appropriate Federal health care program payor, including the
Medicare contractor~, carrier, fiscal intermediary, DME
MAC, or DMERC), for appropriate follow-up by that payor.

d. Systems Review. If the Discovery Sample identifies an Error Rate
of 5% or greater, the IRO shall also conduct a Systems Review.
Specifically, for each claim in the Discovery Sample that resulted in
an Overpayment, the IRO shall perform a "walk through" of the
system(s) and process(es) that generated the claim to identify any
problems or weaknesses that may have resulted in the identified
Overpayments. The IRO shall provide its observations and
recommendations on suggested improvements to the system( s) and
the process( es) that generated the claim.

e. Repayment of Identified Overpayments. In accordance with

Section III.H.1 of the CIA, the Michigan Pharmacies shall repay
within 30 days any Overpayment(s) identified in the Discovery
Sample or the Full Sample (if applicable), regardless of the Error
Rate, to the appropriate payor and in accordance with payor refund
policies. The Michigan Pharmacies shall make available to OIG
any and all documentation and the associated documentation that
reflects the refund of the Overpayment(s) to the payor.

The applicable definitions, procedures, and reporting requirements for the Hospice
Billing Review are outlined in Attachment 1 to this Amendment, which is incorporated
by reference.

/ 5. Hospice Billing Review Report. The IRO shall prepare a report
based upon the Hospice Billing Review performed (Hospice Billing Review
Report). Information to be included in the Hospice Billing Review Report is

described in Attachment 1 to this Amendment.
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e. Amendment ImlJlementation RelJort. Within 150 days after the Amendment
Effective Date, Omnicare shall submit a written report to OIG summarizing the status of
its implementation of the requirements of this Amendment (Amendment Implementation
Report). The Amendment Implementation Report shall, at a minimum, include:

i. a copy of all Policies and Procedures required by section 2.b of this
Amendment;

2. the name and qualifications of the IRO(s), a summary/description of all

engagements between Omnicare and the IRO, including, but not limited to, any outside
financial audits, compliance program engagements, or reimbursement consulting, and the
proposed start and completion dates of the first annual Hospice Biling Review;

3. a copy of the IRO's engagement letter, including the length of the
engagement;

4. a certification from the IRO regarding its professional independence and
objectivity with respect to Omnicare;

5. the following information regarding the training required by section 2.c
of this Amendment:

a. a description of such training, including a summary of the topics
covered, the length of sessions and a schedule of training sessions;

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

A copy of all training materials and the documentation supporting this information shall
be available to OIG, upon request; and

6. the certifications required by section V.c. of the CIA with respect to the
requirements of this Amendment.

3. The Annual Reports required by section V.B of the CIA shall include the
information relevant to Omnicare's compliance with the terms of this Amendment, as
described in section V.B of the CIA.
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4. The undersigned Omnicare signatories represent and warrant that they are
authorized to execute this Amendment. the uiidei-sÎgnedOrGsignatory represents that
he is signing this Amendment in his official capacity and that he is authorized to execute
this Amendment.

5. This Amendment may be executed in counterparts, each of which constitutes an
original and all of which constitute one and the same Amendment. Facsimiles of
signatures shall constitute acceptable, binding signatures for purposes of this
Amendment.
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ON BEHA.LF OF OMN1CA.RE, INC.

Omnicare, Inc. repres ta

/Clçt9, /
DATE

SANFORD TEPL(TZKY

Counel for Omnicare
DATE

ON BEHALF OF THE OFf'ICE 01' INS,,ECTOR GENERAL.
OF mE DElARTMENT OF HEALTH AND lIUMAN SERVICES

GREGORY E. DEMSKE
Assistant Inspector General fOT Legal Affairs

Offce of Counsel to the Inpector General
Offce of Inspector General
U. S. Deparent of Health and Hwnan Service

DATE
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ON BEHALF OF OMNICARE, INC.

Omnicare, Inc, representative DATE

la/.2l- /KJ 7

DATE

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

GREGORY E, DEMSKE
Assistat Inspector General for Legal Affairs

Offce of Counsel to the Inspector General
Offce of Inspector General
U. S, Departent of Health and Human Services

DATE
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ON BEHALF OF OMNICARE, INC.

Omnicare, Inc. representative DATE

SANFORD TEPLITZKY

Counsel for Omnicare
DATE

ON BEHALF OF THE OFFICE OF INSPECTOR GENERA
OF THE DEPARTMENT OF HEALTH AND HUMA SERVICES

~
GREGORY E. DEMSKE

Assistant Inspector General for Legal Affairs
Office of Counsel to the Inspector General
Office of Inspector General
U. S. Department of Health and Human Services
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ATTACHMENT 1
HOSPICE BILLING REVIEW

A. Hospice Billing Review,

1. Definitions. For the purposes of the Hospice Billing Review, the following
definitions shall be used:

a. Ovemavrnent: The amount of money the Michigan Pharmacies have

received in excess of the amount due and payable under any Federal health

care program requirements.

b. Item: Any discrete unit that can be sampled ~, code, line item,

beneficiary, patient encounter, etc.).

c. Paid Claim: A code or line item submitted by the Michigan Pharmacies for
drugs provided to patients in hospice and for which the Michigan Pharmacies
have received reimbursement from the Medicaid program.

d. Population: For the first Reporting Period, the Population shall be defined
as all Items for which a code or line item has been submitted by or on behalf of
the Michigan Pharmacies and for which the Michigan Pharmacies have
received reimbursement from Medicaid (i.e., Paid Claim) during the 12-month
period covered by the first Hospice Billing Review,

For the remaining Reporting Periods, the Population shall be defined as all
Items for which the Michigan Pharmacies have received reimbursement from
Medicaid (i.e., Paid Claim) during the l2-monthperiod covered by the Hospice
Billing Review.

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

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

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

a, Paid Claims Without Supporting Documentation. For the purpose of

appraising Items included in the Hospice Billing Review, any Paid Claim
for which the Michigan Pharmacies cannot produce documentation within
their control sufficient to support the Paid Claim shall be considered an
error and the total reimbursement received by the Michigan Pharacies for
such Paid Claim shall be deemed an Overpayment. Replacement sampling
for Paid Claims with missing documentation is not permitted.

b, Replacement Sampling, Considering the Population shall consist only

of Paid Claims and that Items with missing documentation cannot be
replaced, there is no need to utilize alternate or replacement sampling units.

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

B. Hospice Billing Review Report, The following information shall be included in

the Hospice Review Report for the sample.

1. Hospice Billng Review Methodology.

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

b. Hospice Billing Review Population. A description of the Population
subject to the Hospice Billing Review.

c, Hospice Billing Review Objective. A clear statement of the objective
intended to be achieved by the Hospice Billing Review.

d. Sampling Frame. A description of the sampling frame, which is the
totality of Items from which the sample has been selected and an
explanation ofthe methodology used to identify the sampling frame. In
most circumstances, the sampling frame will be identical to the Population,

e. Source of Data. A description of the specific documentation relied upon
by the IRO when performing the Hospice Billing Review ~, medical
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records, physician orders, certificates of medical necessity, requisition
-torms, Tocafmedical review polides (inCluding title and policy number),
CMS program memoranda (including title and issuance number), Medicare
carrier or intermediary manual or bulletins (including issue and date), other
policies, regulations, or directives).

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

2. Statistical Sampling Documentation,

a. The number of Items appraised in the sample.

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

3. Hospice Billing Review Findings.

a. Narrative Results,

i. A description of the Michigan Pharmacies's billing and coding
system(s) for hospice, including the identification, by position
description, of the personnel involved in coding and billing for
hospice.

ii. A narrative explanation of the IRO's findings and supporting
rationale (including reasons for errors, patterns noted, etc,) regarding
the Hospice Billing Review.

b. Quantitative Results.

i. Total number and percentage of instances in which the IRO
determined that the Paid Claim submitted by the Michigan Pharmacies
(Claim Submitted) differed from what should have been the correct
claim (Correct Claim), regardless of the effect on the payment.

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

iii. Total dollar amount of all Overpayments in the sample.
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Hospice Biling Review Results

Bene Date of Procedure Procedure Allowed Correct Correct Dollar Difference
HIC# Service Code Code Amount Procedure Allowed Amt between Amt

Submitted Reimbursed Reimbursed Code (IRO Reimbursed Reimbursed and

determined) (IRO Correct Allowed
determed) Amt
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