CORPORATE INTEGRITY AGREEMENT
BETWEEN THE
- OFFICE OF INSPECTOR GENERAL
OF THE
DEPARTMENT OF HEALTH AND HUMAN SERVICES
AND
PURDUE PHARMA L.P.

1. PREAMBLE

Purdue Pharma L.P. (Purdue) hereby enters into this Corporate Integrity
Agreement (CIA) with the Office of Inspector General (OIG) of the United States
- Department of Health and Human Services (HHS) to promote compliance with the
statutes, regulations, and written directives of Medicare, Medicaid, and all other Federal
health care programs (as defined in 42 U.S.C. § 1320a-7b(f)) (Federal health care
program requirements) and with the statutes, regulations, and written directives of the
Food and Drug Administration (FDA requirements). Contemporaneously with this CIA,
Purdue is entering into a Settlement Agreement with the United States.

Prior to the Effective Date (as defined below), Purdue established a voluntary compliance
program (Corporate Compliance Program), which includes a corporate Compliance
Officer and Corporate Compliance Council, a Code of Business Conduct for all
employees, written policies and procedures, educational and training initiatives, review
and disciplinary procedures, a confidential disclosure program, and internal review
procedures designed, as represented by Purdue, to promote compliance with applicable
laws and the promotion of high ethical standards.

1I1. TERM AND SCOPE OF THE CIA

A. The period of the compliance obligations assumed by Purdue under this CIA
shall be five years from the effective date of this CIA, unless otherwise specified. The
effective date shall be the date on which Purdue becomes obligated to make payment to
the United States of the Settlement Amount established pursuant to the Settlement
Agreement between the United States and Purdue, signed on or about the date of
signature of this CIA (Effective Date). Each one-year period, beginning with the one-
year period following the Effective Date, shall be referred to as a “Reporting Period.”
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B. Sections VII, IX, X, and XI‘shall expire no later than 120 days after OIG’s
receipt of: (1) Purdue’s final Annual Report; or (2) any additional materials submitted by
Purdue pursuant to OIG’s request, whichever is later.

C. The scope of this CIA shall be governed by the following definitions:
1. “Covered Persons” includes:

a. all owners, officers, directors, and employees of Purdue.
Notwithstanding the prior sentence, the term Covered Persons shall
not include those owners who: (i) are not involved in the business
operations of Purdue Pharma L.P.; and (ii) are owners merely by
virtue of their status as beneficiaries of a trust; and

b. all contractors, subcontractors, agents, and other persons who
perform sales, marketing, promotional, pricing, government contract,
or regulatory functions, or research and development activities
(except preclinical researchers, clinical investigators, and clinical
research organizations) on behalf of Purdue.

Notwithstanding the above, this term does not include part-time or per diem
employees, contractors, subcontractors, agents, and other persons who are
not reasonably expected to work more than 160 hours per year, except that
any such individuals shall become “Covered Persons” at the point when
they work more than 160 hours during the calendar year.

2. “Relevant Covered Persons” includes all Covered Persons whose job
responsibilities relate to the dissemination of promotional or
medical/scientific information about Purdue’s products, the provision of
services relating to Purdue’s products, the development of Materials (as
defined below), sales, marketing, pricing, or promotion of Purdue’s
products, research and development (except preclinical researchers,
clinical investigators, and clinical research organizations), or to any
government contract or regulatory functions (hereafter collectively
referred to as “Product Services Related Functions.”) To the extent not
specified above, Relevant Covered Persons also includes those members
of the Office of General Counsel who support Relevant Covered Persons
and those individuals from Regulatory Affairs, Corporate Compliance,
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Medical Services, Medical Research, Human Resources, Sales
Operatlons and Training Departments who support Relevant Covered
Persons.'

3. “Materials” shall mean all branded or non-branded, new or revised,
non-individualized communications, whether printed or electronic, that
are intended for, or have the potential for, external distribution to or
consumption by HCPs or consumers. The term Materials shall also
mean all new or revised internal training materials whether printed or
electronic, concerning Purdue’s products or disease states treated by
Purdue’s products, intended for Relevant Covered Persons 1nvolved n
sales and marketing of Purdue’s products.

4. “Health Care Professionals” (“HCPs”) shall mean physicians, nurses,
pharmacists, dentists, physician assistants, nurse practitioners, physical
therapists, managed care organization representatives, social workers,
and students in training programs relating to the above-referenced
professions.

5. “Informational Activity” shall mean any program, meeting, or event,
including, but not limited to, sponsorship of booths or activities at
medical conferences or symposia that involves the promotion of a
Purdue product.

6. A “Non-Promotional Educational Activity” shall mean any accredited or
non-accredited educational event for HCPs that is financially supported
by Purdue, but otherwise independent from the promotional influence of
Purdue, and that is not specific to a branded product, such as continuing
medical education (CME), medical education, or disease awareness.

7. For the first Reporting Period, the term “Covered Product” as used in
Section IILJ and Section III of Appendix B (relating to Transactions
Reviews), shall mean OxyContin. At least 90 days prior to the start of

~ the second Reporting Period and each subsequent Reporting Period,
Purdue shall provide the OIG with a list of products that it currently

1 If there are future changes in the organizational structure of Purdue relating to the groups and functions
enumerated in the preceding sentence, individuals from other groups or functions who provide support to Relevant
Covered Persons shall also be considered Relevant Covered Persons.

Corporate Integrity Agreement
Purdue Pharma L.P.



sells and plans to sell in the upcoming applicable Reporting Period.
Purdue shall also provide to the OIG a description of each product and
its FDA-approved uses, an explanation of whether the product is or will
be actively promoted, and information about the expected relative
revenue from the sale of the product. After consulting with Purdue
about this information, and prior to the second and each subsequent
Reporting Period, the OIG shall, in its discretion identify which and as
many Purdue products as it believes appropriate to be “Covered
Product(s)” for purposes of Section IIL.J and Section III of Appendix B
for each of the next applicable Reporting Periods, and the OIG shall so
notify Purdue. '

III. CORPORATE INTEGRITY OBLIGATIONS

Purdue shall establish and maintain a Corporate Compliance Program that includes
the following elements:

A. Compliance Officer and Committee.

1. Compliance Officer. Prior to the Effective Date, Purdue appointed an
individual to serve as its Compliance Officer, and Purdue shall maintain a Compliance
Officer for the term of the CIA. The Compliance Officer shall be responsible for
developing and implementing policies, procedures, and practices designed to ensure
compliance with the requirements set forth in this CIA and with Federal health care
program and FDA requirements. The Compliance Officer shall be a member of senior
management of Purdue, shall make periodic (at least quarterly) reports regarding
compliance matters directly to the Board of Directors of Purdue, and shall be authorized
to report on such matters to the Board of Directors at any time. The Compliance Officer
shall not be or be subordinate to the General Counsel or Chief Financial Officer. The
Compliance Officer shall be responsible for monitoring the day-to-day compliance

activities engaged in by Purdue as well as for any reporting obligations created under this
CIA.

Purdue 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 ability to perform the duties necessary to meet the obligations in
this CIA, within 15 days after such a change.
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. 2. Compliance Committee. Prior to the Effective Date, Purdue established |
a Compliance Committee, called the Corporate Compliance Council. Consistent with the
requirements of this Section III.A.2, Purdue shall maintain the Corporate Compliance
Council throughout the term of this CIA. The Corporate Compliance Council shall, at a
minimum, include the Compliance Officer and other members of senior management
necessary to meet the requirements of this CIA (e.g., Office of General Counsel, Human
Resources, Corporate Quality, Field Operations, Risk Management and Health Policy,
Medical Research, and Regulatory Affairs). The Compliance Officer shall chair the
Corporate Compliance Council and the Corporate Compliance Council shall support the
Compliance Officer in fulfilling his/her responsibilities (e.g., shall assist in the analysis of
the organization’s risk areas and shall oversee monitoring of internal and external audits
and investigations). '

Purdue shall report to OIG, in writing, any changes in the composition of the
Corporate Compliance Council, or any actions or changes that would affect the Corporate
Compliance Council’s ability to perform the duties necessary to meet the obligations in
this CIA, within 15 days after such a change.

B. Written Standards.

1. Code of Conduct. Prior to the Effective Date, Purdue established a
Code of Conduct (known as its “Code of Business Ethics”). To the extent not already
accomplished, within 120 days after the Effective Date, Purdue shall distribute the Code
of Conduct to all Covered Persons. Purdue shall make the protmotion of, and adherence
to, the Code of Conduct an element in evaluating the performance of all employees. The
Code of Conduct shall, at a minimum, set forth:

a. Purdue’s commitment to full compliance with all Federal health
care program and FDA requirements, including its commitment to
market, sell, promote, research, develop, and advertise its products in
accordance with such requirements;

b. Purdue’s requirement that all of its Covered Persons shall be
expected to comply with all Federal health care program and FDA
requirements and with Purdue’s own Policies and Procedures as

implemented pursuant to Section IIL.B (including the requirements of
this CIA); _ .
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c. the requirement that all of Purdue’s Covered Persons shall be
expected to report to the Compliance Officer, or other appropriate
individual designated by Purdue, suspected violations of any Federal
health care program or FDA requirements or of Purdue’s own
Policies and Procedures as implemented pursuant to Section I11.B.2:

d. the possible consequences to both Purdue and Covered Persons of
failure to comply with Federal health care program or FDA
requirements and with Purdue’s own Policies and Procedures as
implemented pursuant to Section III.B.2 and the failure to report
such noncompliance; and

e. the right of all individuals to use the Disclosure Program described
in Section IIL.E, and Purdue’s commitment to nonretaliation and to
maintain, as appropriate, confidentiality and anonymity with respect
to such disclosures.

To the extent not already accomplished, within 120 days after the Effective Date,
each Covered Person shall certify, in writing or electronically, that he or she has received,
read, understood, and shall abide by Purdue’s Code of Conduct. New Covered Persons
shall receive the Code of Conduct and shall complete the required certification within 30
days after becoming a Covered Person or within 120 days after the Effective Date,
whichever is later.

Purdue shall periodically review the Code of Conduct to determine if revisions are
appropriate and shall make any necessary revisions based on such review. Any revised
Code of Conduct shall be distributed within 30 days after 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 distribution of the revised Code of Conduct.

2. Policies and Procedures. To the extent not already accomplished,
within 120 days after the Effective Date, Purdue shall implement written Policies and
Procedures regarding the operation of Purdue’s compliance program and its compliance
with Federal health care program and FDA requirements. At a minimum, the Policies and
Procedures shall address:
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a. the subjects relating to the Code of Conduct identified in Section
IIL.B.1;

b. selling, marketing, and promoting Purdue products in compliance
with all applicable Federal health care program requirements,
including, but not limited to, the Federal anti-kickback statute,
codified at 42 U.S.C. § 1320a-7b(b);

c. selling, marketing, promoting, advertising, and disseminating
Materials or information about Purdue’s products in compliance with
all applicable FDA requirements, including requirements relating to
the dissemination of information that is fair and accurate?, and
procedures governing the response to requests for information about
non-FDA approved uses (e.g., off-label uses) or about FDA
approved product label information including, but not limited to,
information concerning the withdrawal, drug tolerance, drug
addiction or drug abuse of Purdue’s products;

d. compensation (including salaries and bonuses) for Relevant
Covered Persons engaged in promoting and selling Purdue products
that are designed to ensure that financial incentives do not
inappropriately motivate such individuals to engage in the improper
promotion or sales of Purdue’s products;

e. the process by which and standards according to which Medical
Services and Medical Liaisons provide information about Purdue’s
products concerning any off-label uses of the products or other
product-related information, including, but not limited to,
information concerning withdrawal, drug tolerance, drug addiction,
or drug abuse of Purdue’s products. These Policies and Procedures
shall address the following items:

(1) the form and content of information and, if
applicable, Materials disseminated by Medical
Services and Medical Liaisons; and

2 For purposes of this CIA, to the extent that any information or Materials contain statements about the medical or
scientific nature of Purdue’s products, the term “fair and accurate” shall also mean that such statements are approved -
or permitted for use in the labeling or supported by substantial evidence or substantial clinical experience.
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(ii) the internal review process by Medical Services for
information disseminated by Medical Services and
Medical Liaisons.

These Policies and Procedures shall also include a requirement that
Purdue track and maintain records of what, if any, information or
Materials are provided to HCPs by Medical Services or Medical
Liaisons.

The Policies and Procedures shall also include a requirement that
Purdue develop a database (the Product Inquiries Database) that
includes the following items of information for each i inquiry received
for information about Purdue’s products by Medical Services
(Inquiry): 1) date of Inquiry; 2) form of Inquiry (e.g., fax, phone,
Request for Medical Information Card efc.); 3) name of requesting
HCP or other person; 4) nature and topic of Inquiry (including exact
language of the Inquiry if made in writing); 5) a determination of the
Category and Topic of the Inquiry regarding the product; 6)
nature/form of the response from Purdue (including a record of the
Materials and/or information, as applicable, provided to the HCP or
other person in response to the Inquiry); and 7) if referred by a
Purdue sales representative, or if otherwise known, the name or a
unique identifier of the Purdue sales representative who called on, or
interacted with, the HCP or other person;

f. the process by which and standards according to which Purdue’s
sales representatives handle and refer requests from HCPs for
information about any off-label uses of Purdue’s products;

g. the process by which and standards according to which Purdue
sales representatives provide Materials® or respond to requests from
HCPs for information about Purdue’s products, including
information concerning withdrawal, drug tolerance, drug addiction,

3 Purdue has represented that all of the electronic or printed communications disseminated by its sales
representatives meet the definition of Materials set forth in Section I1.C.3 above and are therefore subject to the:
Materials review process described in Section III.B.2.m.
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or drug abuse of Purdue’s products. These Policies and Procedures
shall address the following items:

(i)  the form and content of Materials disseminated by
sales representatives; and

(i)  the internal review process for the Materials and
information disseminated by sales representatives.

h. fee-for-service and all other contractual arrangements (including
speaker programs, advisory board programs, focus group programs,
research contractual arrangements, and all consultant arrangements)
with HCPs. These Policies and Procedures shall be designed to
ensure that the arrangements and any associated events are used for

legitimate and lawful purposes in accordance with applicable Federal

health care program and FDA requirements. The Policies and
Procedures shall include requirements about the uses, content and
circumstances of such arrangements and events;

i. funding or sponsorship of Non-Promotional Educational Activities
as defined in Section II.C.6 above. These Policies and Procedures
shall be designed to ensure that Purdue’s funding and/or sponsorship
of Non-Promotional Educational Activities satisfies all applicable
Federal health care program and FDA requirements.

The Policies and Procedures shall require that the Non-Promotional
Educational Activity: 1) include the disclosure of Purdue’s financial
support of the Activity and any financial relationships with faculty,
speakers, or organizers at such Activity; 2) have an educational
focus; 3) be independent; and 4) be non-promotional in tone/nature;

j. funding or sponsorship of Informational Activities as defined in
Section II.C.5 above. These Policies and Procedures shall be
designed to ensure that Purdue’s funding or sponsorship of such
programs satisfies all applicable Federal health care program and
FDA requirements;
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