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Disclaimer

The views and opinions expressed during this panel are solely 

those of the presenters and do not reflect the official policy, 

position or views of their employers.  Information has been 

gleaned from experiences in various settings as well as from open 

source data; thus, examples that may be discussed during this 

session are only examples and should not be attributed to any of 

their employers and/or clients.   The panel will not discuss or close 

confidential client or company information.  



Topics for Discussion 

• Recent Trends in Pharma and Device CIAs

• New CIA Provisions 
– New or Revised Definitions

– Written Standards

– Board and Management Accountability

– CCO Role / Relationship to Legal Department 

– Financial Recoupment

– Independent Charitable Foundation (ICF) Controls 

– Risk Assessment 

– Arrangements Database

• OIG’s New Risk and Transparency Initiatives

• Toward a More Effective Model CIA



Recent Trends in Pharma and Device CIAs



Analysis of Settlements | 2015-2018 (to date) 

Settlements

Total Criminal Civil

Total 2015 13 3 13

Total 2016 11 3 9

Total 2017 9 3 9

Total 2018 (to date) 4 0 4

Total 2015-18 37 9 35



Analysis of Settlements & CIAs | 2015-2018 (to date)

Type of Case
37 Total 

Settlements

9 New 

CIAs
9 Prior CIAs Exclusion Notes

Criminal Cases

9 3
• Olympus

• B Braun

• Aegerion

2
• J&J (McNeil)

• Genzyme

1 
• Warner-Chilcott 

(parent, Allergan, was 

under prior CIA)

Two criminal cases with no CIA (Baxter and 

Biocompatibles) involved nonpromotional FDCA 

violations)

Civil-only;

$100 million or 

more

6
• Novartis (390)

• Shire (350)

• Celgene (280)

• Wyeth (785)

• Mylan (465)

• UT (210)

2
• Mylan

• UT

3
• Shire (prior CIA)

• Novartis 

(addendum to 

prior CIA 

executed)

• Wyeth (prior CIA)

Celgene case was originally declined by DOJ and 

pursued by relator’s counsel; DOJ only intervened at 

end of case

Civil-only; $50 

million-$99 

million

3
• Salix ($54)

• Novo-Nordisk 

($59)

• Genentech 

($67)

0 1
• Salix (via Valeant)

Salix was in process of being acquired by Valeant 

(which was under a CIA at time of settlement)

Civil-only; less 

than $50 

million

19
• Pfizer ($23.85)

and others

4
• Daiichi ($39)

• Respironics 

($34.8)

• CardioSys

($8)

• Pfizer (ICFs) 

3
• AstraZeneca

• Inspire (bought by 

Merck)

• Forest 

Pfizer had multiple prior CIAs

Cases with no CIA: Medtronic (twice); Atrium (GMP); 

NuVasive (promotion of surgical devices); Qualitest 

(GMP); Coloplast; Holister; Acclarent (purchased by 

J&J); Baxter (GMP); Sanofi-Pasteur (only VA issues); 

Galena (divested product in question)



New Provisions in Recent Pharma 
and Device CIAs



“Covered Persons” limitations for employees, contractors, subcontractors, 
agents, and other persons:
• Excluded if they work < 160 hours per Reporting Period

• Excluded if they work < 160 hours per calendar year (and other carve-outs) 
(Novartis)

• No exclusions (United Therapeutics)

Recent Trends:   Definitions



Recent Trends:   Definitions (cont’d)

Expanded Definition:
• Product Related Functions – Section II.C.5:

The term “Product Related Functions” includes: (a) the preparation or external 
dissemination of non-promotional materials about Government Reimbursed 
Products, including those functions relating to any applicable review 
committees and to Novartis’ Medical Affairs Department (Medical Affairs), and 
any materials about Government Reimbursed Products that are provided by 
Novartis to Specialty Pharmacies or created by Specialty Pharmacies at the 
direction of Novartis for use in connection with a Fee-For-Service Arrangement 
(as defined below); (b) contracting with healthcare professionals (“HCPs”) in 
the United States to conduct post-marketing clinical trials and post-marketing 
studies relating to Government Reimbursed Products; (c) authorship, 
publication, and disclosure of articles or study results relating to Government 
Reimbursed Products; and (d) activities related to the submission of information 
about Government Reimbursed Products in government-listed compendia (such 
as Drugdex or other compendia of information about Government Reimbursed 
Products).

(emphasis added)



Recent Trends:   Definitions (cont’d)

Patient Assistance Related Functions:

“includes:  all activities, systems, processes, and procedures relating to the 
following:  (a) any grants, charitable contributions, or cash or in kind 
donations provided by Pfizer or any entity acting on behalf of Pfizer to any 
independent third-party patient assistance program (Independent Charity 
PAP) (collectively, “Independent Charity PAP Related Functions”); and (b) the 
operation of, or participation in, any patient assistance program by Pfizer of 
any entity acting on behalf of Pfizer that provides free drugs to patients, 
including Federal health care program beneficiaries (i.e., Pfizer’s internal free 
drug program) or programs to provide financial assistance to patients in the 
form of cost-sharing assistance (i.e., co-pay coupons or co-pay card) 
(programs described under Section II.C.5.b shall be collectively referred to as 
“Pfizer PAPs”).



Recent Trends:   Definitions (cont’d)

• Specialty Pharmacies – Novartis Addendum Section 
II.C.10:

“…pharmacies located in the United States and licensed and 
regulated by one or more state pharmacy board(s) that 
dispense specialty prescription drugs (those pharmaceuticals 
that typically require special handling, administration, or 
inventory management), primarily by mail or third party 
delivery services; to patients with chronic conditions, acute 
events, or complex or high-cost therapies; and that provide 
services including patient education, support and/or 
coordination with patients and prescribers.”

Is this the first official definition of what constitutes a “Specialty Pharmacy” from HHS-
OIG?  

If so, here are the key attributes of a Specialty Pharmacy:
1) Drugs dispensed have special requirements (e.g., handling, administrative, inventory); and
2) Drugs shipped to patient (primarily); and
3) Patients have chronic conditions or an acute event or the drug therapy is complex or expensive; and
4) Pharmacy provides other services to patients and prescribers



Recent Trends:   Definitions (cont’d)

• Arrangements – Novartis Addendum Section II.C.8 

outlines the 2 types:

“Arrangements” shall mean every arrangement or transaction that:  
involves, directly or indirectly, the offer, payment, solicitation, or 
receipt of anything of value; and is between Novartis and any 
Specialty Pharmacy and is related to the dispensing of a 
Government Reimbursed Product by the Specialty Pharmacy.  
Arrangements involving Novartis’ payment to a Specialty Pharmacy 
for services provided shall be referred to as “Fee for Services (or 
FFS) Arrangements.”  Those Arrangements under which Novartis 
provides a pricing term (such as a discount) to the Specialty 
Pharmacy shall be referred to as “Discount Arrangements.”



Recent Trends:   Written Standards

Excerpts from Pfizer CIA



Recent Trends:   Board Accountability

• Board of Directors Compliance Obligations. The Board shall be responsible for the review and oversight of matters 
related to compliance with Federal health care program requirements, FDA requirements, and the obligations of this 
CIA.  The Board must include independent (i.e., non-executive) members.

The Board shall, at a minimum, be responsible for the following:
a. Meeting at least quarterly to review and oversee Aegerion’s Compliance Program, including but not limited to the performance 

of the Compliance Officer and Compliance Committee;
b. Submitting to OIG a description of the documents and other materials it reviewed, as well as any additional steps taken, such as

the engagement of an independent advisor or other third party resources, in its oversight of the Compliance Program and in 
support of making the resolution below during each Reporting Period; and 

c. For each Reporting Period of the CIA, adopting a resolution signed by each individual member of the Board, summarizing its 
review and oversight of Aegerion’s compliance with Federal health care program requirements, FDA requirements, and the 
obligations of this CIA.

At minimum, the resolution shall include the following language:

“The Board of Directors has made a reasonable inquiry into the operations of Aegerion’s Compliance Program including the performance 
of the Compliance Officer and the Compliance Committee.  Based on its inquiry and review, the Board has concluded that, to the best of its 
knowledge, Aegerion has implemented an effective Compliance Program to meet Federal health care program requirements, FDA 
requirements, and the obligations of the Corporate Integrity Agreement.”

If the Board is unable to provide such a conclusion in the resolution, the Board shall include in the resolution a 
written explanation of the reasons why it is unable to provide the conclusion and the steps it is taking to implement an 
effective Compliance Program at Aegerion.

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

[NOTE:  Pfizer’s CIA is limited to “compliance with Federal health care program requirements and the requirements of this 
CIA.”   Compliance with “FDA requirements” is  out of scope except for written standards and training.]



Recent Trends:   Board Accountability (cont’d)

• Board of Directors Compliance Obligations. The Board shall be responsible for the review and oversight of matters 
related to compliance with Federal health care program requirements, FDA requirements, and the obligations of this 
CIA.  The Board must include independent (i.e., non-executive) members.

The Board shall, at a minimum, be responsible for the following:
a. Meeting at least quarterly to review and oversee Aegerion’s Compliance Program, including but not limited to the performance 

of the Compliance Officer and Compliance Committee;
b. Submitting to OIG a description of the documents and other materials it reviewed, as well as any additional steps taken, such as

the engagement of an independent advisor or other third party resources, in its oversight of the Compliance Program and in 
support of making the resolution below during each Reporting Period; and 

c. For each Reporting Period of the CIA, adopting a resolution signed by each individual member of the Board, summarizing its 
review and oversight of Aegerion’s compliance with Federal health care program requirements, FDA requirements, and the 
obligations of this CIA.

At minimum, the resolution shall include the following language:

“The Board of Directors has made a reasonable inquiry into the operations of Aegerion’s Compliance Program including the performance 
of the Compliance Officer and the Compliance Committee.  Based on its inquiry and review, the Board has concluded that, to the best of its 
knowledge, Aegerion has implemented an effective Compliance Program to meet Federal health care program requirements, FDA 
requirements, and the obligations of the Corporate Integrity Agreement.”

If the Board is unable to provide such a conclusion in the resolution, the Board shall include in the resolution a 
written explanation of the reasons why it is unable to provide the conclusion and the steps it is taking to implement an 
effective Compliance Program at Aegerion.

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

[NOTE:  Pfizer’s CIA is limited to “compliance with Federal health care program requirements and the requirements of this 
CIA.”   Compliance with “FDA requirements” is  out of scope except for written standards and training.

Additional Requirement:   Board Must Retain 
Compliance Expert to Conduct Effectiveness Review in 
1st Reporting Period 

Excerpt from United Therapeutics:

d. For the first Reporting Period of the CIA, the Board shall retain an 
individual or entity with expertise in compliance with Federal health 
care program requirements (Compliance Expert) to perform a review 
of the effectiveness of United Therapeutics’ Compliance Program 
(Compliance Program Review).  The Compliance Expert shall create a 
work plan for the Compliance Program Review.  The written report 
(Compliance Program Review Report) shall include a description of the 
Compliance Program Review and any recommendations with respect 
to United Therapeutics’ compliance program.  The Board shall review 
the Compliance Program Review Report as part of its review and 
oversight of United Therapeutics’ compliance program.  A copy of the 
Compliance Program Review report shall be provided to OIG in each 
Annual Report submitted by United Therapeutics.  In addition, copies 
of any materials provided to the Board by the Compliance Expert, 
along with minutes of any meetings between the Compliance Expert 
and the Board, shall be made available to OIG upon request.



Recent Trends:   Board Member Training

• Requirements for training on “the unique responsibilities of 
health care Board members, including the risks, oversight 
areas, and strategic approaches to conducting oversight of a 
health care entity.”  May use outside compliance expert.

• NOTE:  Not all CIAs require training that addresses the “CIA 
requirements and Compliance Program”



Recent Trends:   Role of Chief Compliance Officer

Excerpts from United Therapeutics  CIA



Recent Trends:   Financial Recoupment



Recent Trends:   Financial Recoupment Flashback (cont’d)

GSK Excerpt: PAR Excerpt:



Recent Trends:   Risk Assessment 

Traditional “RAMP”



Recent Trends:   Risk Assessment (cont’d)

Excerpt from United Therapeutics CIA:  Still titled a RAMP but focus is on a 
5-part internal review process (leverages internal audit) 



Recent Trends:   Risk Assessment (cont’d)

Excerpt from Pfizer CIA – 3 parts



CIA Requirements for Relationships with ICFs

• Three recent CIAs (Aegerion, UT and Pfizer) require controls 
around relationships with ICFs

• Key provisions:
– Definitions (e.g., patient assistance activities)

– Oversight of ICF activities vested in non-commercial committee or 
team 

– Strict separation from commercial organization 

– Implementation of annual ICF budget process

– Review and approval of funding initial and supplemental funding  
requests based on standardized, objective and written criteria

– Limits on data and information received from ICF

– ICF/PAP monitoring requirements



Recent Trends: Arrangement (Contracting) Controls 

Excerpts from Novartis CIA Addendum



Recent Trends: Arrangement (Contracting) Controls (cont’d) 



HHS OIG’s New CIA Risk and 
Transparency Initiatives



HHS OIG’s New CIA Risk and Transparency Initiatives

Source:  https://oig.hhs.gov/compliance/corporate-integrity-agreements/risk.asp

https://oig.hhs.gov/compliance/corporate-integrity-agreements/risk.asp


Toward a More Effective Model CIA



Model Pharma / Device CIA



Model CIA:  10 Ways to Improve CIA Template

1. Use modern commercial contracting conventions 

2. Organize around elements of an effective compliance program 

3. Strengthen reporting to Boards of Directors

4. Streamline policies requirements

5. Eliminate disincentive to update policies

6. Update training to incorporate adult learning techniques

7. Adapt monitoring and auditing requirements to reflect company’s 
current and future activities 

8. Incorporate risk assessment

9. Provide avenue to raise IRO concerns

10. Provide incentives to adopt programs beyond minimum CIA 
requirements



Appendix:

Independent Charitable Foundation Requirements 



Recent Trends:   New Provisions:   ICF (Co-Pay) Controls



Recent Trends:   New Provisions:   ICF Controls (cont’d)



Recent Trends:   New Provisions:   ICF Controls (cont’d)



Recent Trends:   New Provisions:   ICF Controls (cont’d)



Recent Trends:  ICF / PAP Review Procedures


