
CORPORATE INEGRITY AGREEMENT
BETWEEN THE

OFFICE OF INSPECTOR GENERA
OF THE

DEPARTMENT OF HEALTH AND HUMAN SERVICES

AND

ZIMMER, INC.

I. PREAMBLE

Zimer, Inc. and Zimmer Holding, Inc (collectively Zimmer) hereby enter into
ths CIA with the Offce of Inspector General (010) of the United States Deparent of
Health and Human Services (HS) to promote compliance by its offcers, directors,
employees, contractors, and agents with the statutes, regulations, and written directives of
Medicae, Medicaid, and all other Federal health care programs (as defined in 42 U.S.C. §
1320a-7b(f)) (Federal health cae progrm requirements). Contemporaneously with ths
CIA, Zimmer is entering into a Settlement Agreement and Deferred Prosecution
Agreement (DPA) with the United States. Ths CIA shall apply only to U.S. operations of
Zimmer that are subject to U.S. Federal health care program requirements.

Zimmer represented to the OIG that, prior to the effective date of ths CIA,
Zimer established a voluntar compliance program, which includes a corporate
compliance officer, a corporate compliance committee, a Code of Business Conduct for
all employees, written policies and procedures, educational and training initiatives, review
and disciplinar procedures, a confidential disclosure program, an ineligible persons

screening program, internal audit and review procedures, an anual needs assessment, a
process to pre-approve consultat servces, an arangements database, and a fair market
value analysis by an independent expert in valuation. Zimmer agrees to continue the
operation of its compliance program in accordance with the terms set forth below for the
tenn of this CIA.

II. TERM AND SCOPE OF THE CIA

A. The period of the compliance obligations assumed by Zimmer under this CIA
shall be 5 years from the effective date of this CIA, unless otherwise specified. The
effective date shall be the date on which the final signatory of this CIA executes this CIA
(Effective Date). Each one-year period, beginning with the one-year period following the

Effective Date, shall be referred to as the "Reporting Period."



B. Sections VII, VIII, IX X, and XL shall expire no later than 120 days after
OIO's receipt of: (1) Zimmer's fial annual report; or (2) any additional materials
submitt by Zimmer pursuat to OIO's request, whichever is later.

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

1. "Arrgements" shall mean every argement or transaction entered
into by Zimer that (a) involves, directly or indirectly, the offer,
payment, solicitation, or receipt of anyting of value; and (b) is between
Zimmer and any actual or potential source of health care business or
referals of health care business to Zimmer or any actual or potential
recipient of health cae business or referrals from Zimmer. The term
"source" shall include any physician, contractor, vendor, or agent; and
the tenn "health care business or referrals" shall be read to include
referring, recommending, or aranging for, ordering, leasing or
purchasing of any good, facilty, item, or service for which payment may
be made in whole or in par by a Federal health care program.

a. "Contractual Arangements" shall mean every Argement that
is contrctul in natue and shall include all Arangements related to

the provision of services to Zimmer, including but not limited to,
training, education, consulting, research, clinical studies, focus
groups, physician advisory boards as well as intellectual propert,
grants, and chartable contributions.

b. "Non-Contrctual Arangements" shall mean all Arrangements
that are not Contractual Arngements.

2. "Covered Persons" includes:

a. all officers, directors and employees of Zimmer, including but not
limited to, Zimmer's CEO and President and all members of
Zimmer's respective management inclusive of senior vice presidents,
vice presidents, directors, and managers;
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b. all contractors, subcontractors, agents, and other persons who, on
behalf of Zimmer, perform functions related to the sale or marketing
of items or services reimbursable by Federal health care programs;
and

c. all individuals that sell or market on behalf of Zimer items or
service for which reimbursement may be made by the Federal health
care program.

Notwithstading the above, ths term does not include par-time or per diem
employees, contractors, subcontractors, agents, and other persons who are
not reaonably expected to work more than 160 hours per year, except that
any such individuals shall become "Covered Persons" at the point when
they work more than 160 hours during the calendar yea.

3. "Arangements Covered Persons" includes Covered Persons involved in
the development, approval, management, implementation, use, or review of
any of Zimmer's Arrangements.

ll CORPORATE INTGRITY OBLIGATIONS

Zimmer shall implement or maintain a compliance program that includes the
following elements during the term of the CIA:

A. Compliance Officer and Committee.

1. Compliance Offcer. Zimmer represented to the 010 that, prior to
the Effective Date of this CIA, Zimmer appointed a Compliance Offcer who is
responsible for developing and implementing policies, procedures, and practices .
designed to ensure compliance with Federal health cae program requirements.
Zimmer shall maintain a Compliance Offcer for the term of the CIA and the
Compliance Officer shall be responsible for developing and implementing
policies, procedures, and practices designed to ensure compliance with the
requirements set fort in this CIA. The Zimer Compliance Offcer shall be a
member of senior management, shall make periodic (at least quarerly) reports
regarding compliance matters directly to Zimmer's Board of Directors and shall
be authorized to report on compliance matters to Zimer's Board of Directors at
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any time. The Compliance Offcer shall not be or be subordinate to Zimmer's
General Counelor Chief Financial Officer. The Compliance Offcer shall be
responsible for monitoring the day-to-day compliance activities engaged in by
Zimmer as well as for any reporting obligations imposed upon Zimmer under ths
CIA.

Zimmer shall report to OIG, in wnting, any changes in the identity or position
description of the Compliance Offcer, or any actions or changes that would affect the
Compliance Officer's abilty to perfonn the duties necssar to meet the obligations in
this CIA, within i 5 days after such a change.

2. Compliance Committee. Within 90 days after the Effective Date, Zimmer
shall appoint a Compliance Committee. The Compliance Commttee shall, at a
minimum, include the Compliance Offcer and other members of senior management
necessar to meet the requirements of this CIA (e.g., senior executives of relevant
deparments, such as finance, human resource, legal, sales, and operations). The
Compliance Officer shall chair the Compliance Committee and the Compliance
Committee shall support the Compliance Offcer in fulfillng his or her responsibilties
(e.g., assist in the analysis ofZimrer's risk area and oversee monitorig of internal and
external audits and investigations).

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

B. Written Standards.

1. Code of Conduct. Zimmer represented to the OIG that, prior to the
Effective Date of this CIA, Zimmer developed a Code of Business Conduct ("the Code
of Conduct"). Zimer shall make the promotion of, and adherence to, the Code of
Business Conduct ("Code of Conduct") an element in evaluating the performance of all
employees. To the extent not already addressed in the Code of Conduct, within 90 days
of the Effective Date, the Code of Conduct shall be revised to include, at a minimum,
the following elements:
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a. Zimmer's commitment to full compliance with aU federal, state and
local laws and regulations (which includes Federal health cae progr
requiements);

b. Zimmer's requirement that all Covered Persons shall be expected to
comply with all Federal health care program requirements and with
Zimmer's own Policies and Procdures as implemented puruant to this
Section IIT.B (including the requirements of this CIA);

c. the requirement that all Covered Persons shall be expected to report to
their Compliance Offcer, or other appropriate individuals designated by
Zimmer, suspected violations of any Federal health care program
requirements or of Zimmer's own Policies and Procedures;

d. the possible consequences to Zimmer and Covered Persons of failure to
comply with all Federal health care program requirements and with
Zimmer's Policies and Procedures and the failure to report such non-
compliance; and

e. the right of all individuas to use the Disclosure Program described in
Section III.F, and Zimmer's commitment to nonretaiation and to
maintain, as appropriate, confidentiality and anonymity with respect to
such disclosures.

Within 90 days after the Effective Date, Zimer shall distribute the Code of
Conduct (revised as necessar to include the elements set forth above) to each Covered
Person and each Covered Person wil certfy, in writing or electronically, tht he or she
has received, read, understood and shall abide by Zimmer's Code of Conduct. Zimer
may distribute the Code of Conduct and the required certification to each Covered
Person either electronically or in hard-copy form. New Covered Persons shall receive
the Code of Conduct and shall complete the required certfication within 30 days after
becoming a Covered Person or within 90 days after the Effective Date, whichever is
later.

Zimmer shall periodically review the Code of Conduct to determine if revisions
are appropriate and shall make any necessar revisions based on such review. Any
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revised Code of Conduct shall be distributed within 30 days afer any revisions are
finalized. Each Covered Person shall certify, in writing or electronically, that he or she
has received read, understood, and shall abide by the revised Code of Conduct within 30
days after the distrbution of the revised Code of Conduct.

2. Policies and Procedures. Within 90 days after the Effective Date, Zimer
shall implement written Policies and Procedures regarding the operation of Zimmer's
compliance program and its compliance with Federal health cae program requirements.
At a minimum, the Policies and Proceures shall address:

a. the subjects relating to the Code of Conduct identified in
Section III.B.1;

b. the expectation that all Covered Persons shall comply with the
Code of Conduct, the Policies and Procedures required under this
Section, and ths CIA;

c. 42 V.S.C. § 1320a-7b(b) (Anti-Kickback Statute) and the
regulations and other gudace documents related to this statute, and
business or financial arangements or contrcts that may violate the
Anti-Kickback Statute, and the applicabilty of the Anti-Kickback
Statute to Arangements as that term is defined in Section II.C.1; and

d. the requirements set fort in Section II.D (Compliance with the
Anti-Kickback Statute), including but not limited to the
Argements Database, the internal review and approval process,
and the trackig of remuneration to and from sources of health cae

business or referrals.

Within 90 days after the Effective Date, the relevant portions of the Policies and
Procedure shall be distributed to all individuals whose job functions relate to those
Policies and Procedures. Distribution may include publishing such Policies and
Procedures on Zimmerts intranet or other internal web sites available to all employees. If
Zimmer uses such an electronic method of distribution, it must notify the individuals
receiving the Policies and Procedures that the Policies and Procedures wil be distributed
in such a manner, and it must adopt tracking procedures designed to track the distribution
and reasonably ensure that all appropriate individuals received the Policies and
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Procedures. Appropriate and knowledgeable staff shall be available to explain the
Policies and Procedures.

At least anually (and more frequently, if appropriate), Zimer shall assess and
update, as necessar, the Policies and Procedures. Within 30 days after the effective date
of any revisions, the relevant portions of any such revised Policies and Procedures shall
be distributed to all Covered Persons whose job fuctions relate to those Policies and
Proceures .

C. Training and Education.

i. General Training. Within 90 days after the Effective Date, Zimer shall
provide at least two hours of Genera Training to each Covered Person. Ths trinig, at a

minimum, shall explain Zimmer's:

a. CIA requirements; and

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

New Covered Persons shall recive the General Traing described above within
30 days after becoming a Covered Person or within 90 days after the Effective Date,
whichever is later. After receiving the initial Gener Trainng described above, each
Covered Person shall receive at least one hour of General Traing in each subsequent
Reportng Period.

2. Arrangements Training. Within 90 days after the Effective Date, each
Arangements Covered Person shall recive at least thee hours of Arrgements
Training, in addition to the General Training required above. The Arngements Training
shall include a discussion of:

a. Arangements that potentially implicate the Anti-Kickback
Statute, as well as the regulations and other guidance documents
related to this statute;

b. Zimmer's policies, procedures, and other requirements relating to
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Arrangements, including but not limited to the Arangements
Database, the internal review and approval proces, and the trcking

of remuneration to and from sources of health care business or
referrals required by Section III.D of the CIA;

c. the personal obligation of each individual involved in the

development, approval, management, implementation, use, or review
of Zimmer's Arrangements to know the applicable legal
requirements and Zimmer's policies and procedures;

d. the legal sanctions under the Anti-Kickback Statute; and

e. examples of violations of the Anti-Kickback Statute.

New Arrangements Covered Persons shall receive this training with 30 days after
the beginning of their employment or becoming Arrangements Covered Persons, or
within 90 days aftr the Effective Date, whichever is later. A Zimmer employee who has
completed the Arangements Trainig shall review a new Arangements Covered
Person's work until such time as the new Arrangements Covered Person completes his or
her Argements Training.

After receiving the intial Arangements Training described in ths Section, eah
Arangements Covered Person shall receive at least two hours of Arangements Training
in each subsequent Reporting Period.

3. Certifcation. Each individual who is required to attend training pursuant
to this Section III.C shall, upon completion of the trining, certify, in writing or in
electronic form, that he or she has received the required traiing. The certification shall
specify the type of training received and the date received. The Compliance Offcer (or
designee) shall retain the certifications, along with all course materials. These shall be
made available to OIG, upon request.

4. Qualifcations of Trainer. Persons providing the training required by this
Section III.C shall be knowledgeable about the subject area.

5. Update of Training. At least annually, Zimmer shall review the traiing
program developed to satisfy the requirements of this Section III.C, and, where
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appropriate, update the training to reflect changes in Federal health care progr
requirements, any issues discovered during internal audits or the Argements Review,
and any other relevant information.

6. Training Methods. Zimer may provide the training required under this
CIA through videotape, DVD, appropriate computer-based trainig approaches, or other
comparable methods not involving in-person training. If Zimmer chooses to provide
training puruant to any such method, they shall also make available at reaonable times
appropriately qualified and knowledgeable staff or trainers to answer questions or provide
additional information to the individuals receiving such training.

7. Independent Distrbutors. Where a Covered Persons or Arrgements
Covered Persons is an independent distrbutor, the General Training obligations under
this CIA shall be met so long as the training is provided to a member of management of
the independent distrbutor. Zimmer shall request, and with respect to all new distributor
agreements entered into after the Effective Date, require the independent distributor to
take reasonable steps to apprise its employees and other personnel regarding the content
of the traiing. In addition, Zimmer shall require such entitjes to do the following:

a. agree to abide by the Code of Conduct or adopt its own Code of Conduct
addressing substatially all of the requirements of Section I1I.B.1;

. b. distribute the following materials to its employees and subcontractors
workig on Zimmer matters: (1) Zimer's or its own Code of Conduct; (2)
copies of relevant Zimmer policies and procedures relating to the work of
the independent distributor; and (3) information about Zimmer's Disclosure
Progra (including the hotline number);

c. provide either directly or through Zimmer, Anti-Kickback Traiing (as
described in Section III.C.2) to its employees and subcontractors to the
extent they are involved with the development, approval, management,
implementation, use, or review of any of Zimmer's Argements;

d. certfy to Zimer that all employees and subcontractors working on

Zimmer matters have: (1) been screened to exclude Ineligible Persons in
accordance with the requirements of Section III.G of the CIA; (2) received
a copy of Zimmer's Code of Conduct or its own Code of Conduct,
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information about Zimer's Disclosure Program (including the hotlne
number); and (3) to the extent applicable, received Anti-Kickback trainig.

D. Compliance with the Anti-Kickback Statute.

1. Arrangements Procedures. Within 90 days after the Effective Date,
Zimer shall have procedures reasonably designed to ensure that each existing and new
or renewed Arangement, including Contractual Arangements and Non-Contractual
Arangements, does not violate the Anti-Kickback Statute (taking into accunt the
regulations, directives, and guidance related to this statute) (Argements Procedures).
These procedures shall include the following:

a. creating and maintaining a database of all existing and new or
renewed Arrangements, including Contractual Arangements and
Non-Contractu Arangements, that shall contain the inormation
specified in Appendix A (Arangements Database);

b. trackig remuneration to and from all paries to Argements;

c. trcking service and activity logs to ensure that paries to an

Argement are pedormng the services required under the
applicable Arangement;

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 Arrgement (if applicable);

e. establishing and implementing a written review and prior approval
process for all Contractual Arrangements, including but not limited
to, a legal review by counsel with expertse in the Anti-Kickback
Statute and appropriate documentation of all internal controls, the
purpose of which is to ensure that all existing and new or renewed
Contractul Argements do not violate the Anti-Kickback Statute;

f. establishing and implementing a written review and approval
process for all Non-Contractual Argements, including but not
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limited to, an annual legal review by counsel with expertise in the
Anti-Kickback Statute and appropriate documentation of all internal
controls, the purpose of which is to ensure that all Non-Contractual
Arrgements do not violate the Anti-Kickback Statute;

g. requirg the Compliance Officer to review the Argements
Database, internal review and approval process, and other
Arangements Procedures on at leat a quarerly basis and to provide
a report on the results of such review to the Compliance Commtt;
and

h. implementing effective responses when suspecd violations of
the Anti-Kickback Statute are discovered, including disclosing
Reportble Events puruat to Section 111.1 (Reportg).

2. New or Renewed Arrangements. With the exception of Non-Contractual
Arangements, prior to entering into new Arangements or renewing existing
Argements, in addition to complying with the Argements Proceures set forth
above, Zimmer shall comply with the following requirements (Arangements
Requirements):

a. Ensure that each Arangement is set fort in writing and signed by
Zimmer and the other paries to the Arangement;

b. Include in the wrtten agreement a requirement that all individuals
who meet the definition of Covered Persons shall comply with
Zimmer's Compliance Program, including the training relate to the
Anti-Kickback Statute. Additionally, Zimmer shall provide each
part to the Argement with a copy of its Code of Conduct and

Anti-Kickback Statute Policies and Procedures; and

c. Include in the written agreement a certfication by the pares to
the Arrangement that the paries shall not violate the Anti-Kickback
Statute with respect to the performance of the Arangement.

3. Records Retention and Access. Zimmer shall retan and make available to
OIG, upon request, the Arangements Database and all supporting documentation of the
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