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FIRST AMENDMENT TO THE
CORPORATE INTEGRITY AGREEMENT

BETWEEN THE
OFFICE OF THE INSPECTOR GENERAL

OF THE
DEPARTMENT OF HEALTH AND HUMAN SERVICES

AND

LINCARE HOLDINGS INC. AND LINCARE INC.

Lincare Holdings Inc. and Lincare Inc. (Lincare), hereby enter 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 for the CIA
that was executed by and between Lincare and OIG and that became effective May 15,
2006.

Lincare 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. IRO Certifcates of Medical Necessity (CMN) Review. Section III.F of the
CIA shall be amended to include the following provision:

3. IRO CMN Review. The IRO shall conduct quarterly reviews of
Lincare's CMNs to ensure that the CMNs are in compliance with
applicable Federal laws. Each quarer, the IRO shall randomly
select (using RATS~STATS) and review 30 CMNs pursuant to
which Lincare submitted claims to Federal health care programs. At
a minimum, the IRO shall, for each CMN reviewed, (1) verify that
Liricare has a valid CMN in its fies; (2) verify that the valid CMN
matches exactly the electronic CMN submitted to the DMERC or
DME MAC, if the CMN was submitted electronically; and (3)
contact the prescribing physician or health care professional to verify

(a) that the signature on the CMN is authentic; (b) that the
prescribing physician or health care professional did in fact
determine that the DME prescribed was medically necessary; (c) that
Section B was completed exclusively by the prescribing physician's
or health care professional's offce; and (d) that the completed CMN
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was faxed to Lincare's CMN Collection Center by the staff of the
prescribing physician or health care professionaL. As part of the
CMN Review, the IRO shall also verify, for any randomly selected
CMNs pertaining to oxygen, that no Lincare employee performed or
participated in the performance of the qualifying oximetry test.

During each quarterly review, the IRO shall prepare a CMN Review
Report based on its findings, including, but not limited to, whether
any reviewed CMNs contained errors or were otherwise
inappropriately altered by Lincare to support its submission of
claims for reimbursement from a Federal health care program.
Pursuant to Section V.B.12 of the CIA, the IRO's quarterly CMN
Review Reports shall be submitted to the OIG as part of Lincare's
Annual Reports for each Reporting Period.

b. Annual RelJorting. Section V.B. 12 of the CIA shall be amended to include
the following subsection:

a. A complete copy of the reports and findings prepared by the IRO
pursuant to section III.F, as amended;

c. IndelJendent Review Orf!anization. The CIA shall be amended to include

the enclosed Appendix A.
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ON BEHALF OF LINCARE

t /1'6/08

Lincare representa ive DATE
USA- Lùe~r -æ,"ivGi6""~\ ~_\
Li'...n::-e.rL rl-C-' ~ L,"" c.,.~ \.\J:l..'!s -~.

BARRY ALEXANDER
Counsel for Lil1care

DATE

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

GREGORY E. DEMSKE
Assistant Inspector General for Legal Affairs
Offce of Counsel to the Inspector General
Offce ofInspector General
U. S. Department of Health and I-Iuman Services

DATE
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ON BEHALF OF LINCARE

Lincare representative
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BARRY LEXANDER
Counsel for Lincare

DATE
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ON BEHALF OF THE OFFICE OF INSPECTOR GENERAL
OF THE DEPARTMENT OF HEALTH AND HUMAN SERVICES
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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 i
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APPENDIX A

INDEPENDENT REVIEW ORGANIZATION

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

A. IRa Engagement.

Pursuant to Section III.E, Lincare has already engaged an IRO for its Non-
Contractual Arrangement Review.

Pursuant to Section III.F, Lincare must engage an IRO for its CMN Review. This
IRO must possess the qualifications set forth in Paragraph B, below, to perfonn the
responsibilities in Paragraph C, below. The IRO shall conduct the review in a
professionally independent and objective fashion, as set forth in Paragraph D. Within 30
days after OIG receives written notice of the identity of the selected IRO, OIG wil notify
Lincare if the IRO is unacceptable. Absent notification from OIG that the IRO is
unacceptable, Lincare may continue to engage the IRO.

If Lincare engages a new IRO during the term 9f the CIA, Lincare must notify
OIG in writing. This IRO shall also meet the requirements of this Appendix.

B. IRa Oualifications.

The IRO shall:

1. assign individuals to conduct the CMN Review who have expertise in the
applicable laws and regulations relating to CMNs and the submission of claims to Federal
health care programs based on CMNs;

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

3. have suffcient staff and resources to conduct the reviews required by the CIA

on a timely basis.

C. IRO Responsibilties.

The IRO shall:

1. perfonn each CMN Review in accordance with the specific requirements of the
CIA;
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2. follow all applicable rules and reimbursement guidelines in making
assessments in the CMN Review;

3. if in doubt of the application of a particular policy or regulation, request
clarification from,the appropriate authority;

4. respond to all OIG inquires in a prompt, obje-ctive, and factual manner; and

D. IRO Independence and Objectivity.

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

E. IRO Removal/Termination.

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

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

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