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What is a Charitable PAP?

• Non-profit organization

• Provide financial assistance to patients who are unable 
to afford medically necessary drugs
− Typically co-pay assistance for those with insurance

• Pharmaceutical companies are often major donors

• PAP must act independently  no coordination
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Contrast with Direct Patient Support 
Based on Financial Need

• Pharmaceutical companies may have programs to 
provide assistance to patients with demonstrated 
financial need
− Provision of drug to patients at no cost

− Other financial support
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Contracts with Drug Discount Cards

• Drug discount cards (such as GoodRx) are not PAPs

• Typically for profit entities

• Benefits not based on financial need

• Essentially serve as PBM to negotiate discounted prices 
for individual patients, so patients don’t have to pay 
inflated “retail” prices

• Alternative to insurance

• Patient responsible for the full discounted price
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Benefits/Criticism of Assistance

• Benefits
− Help patients access medically necessary drugs who might not 

otherwise be able to access the drug due to financial constraints

• Criticism
− Programs can be confusing and difficult to access

− Concern that programs may lock patients into specific brand 
name drugs

− Programs may cause patients to avoid cheaper alternatives

− Programs may cause patients to avoid more effective drugs

− Programs may distort goals of copays
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Impact of COVID-19

• Exacerbated underlying challenges around medication 
access, affordability, and adherence

• Loss of employment leading to changes in insurance 
coverage or loss of insurance

• Temporary loss of employment creates financial need

• More patients qualify for assistance

• Virtual physician visits (or no visits) creates challenges 
around informing patients about programs

• Challenges around re-enrolling
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Applicable Laws

Anti-Kickback Statute

Beneficiary Inducement 
CMP

False Claims Act

Non-profit Tax Laws
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Areas of Government Concern
in Fraud & Abuse Laws

• Additional Cost

• Over, Under, and Mis-Utilization

• Quality of Care

• Access to Care

• Patients’ Freedom of Choice

• Competition

• Exercise of Professional Judgment
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Anti-Kickback Statute

• Federal anti-kickback law generally prohibits the 
provision of any economic benefit in exchange for the 
referral of patients or business that will be reimbursed 
under any Federal health care program
− 42 U.S.C. § 1320a-7b(b)
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Anti-Kickback Statute

• Any economic benefit
− any remuneration

− (including kickback, bribe, or rebate)

− directly or indirectly

− overtly or covertly

− in cash or in kind
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Anti-Kickback Statute

• Both patients & business
− Referral of a Federal health care program patient

− Induce the purchasing, leasing , or arranging for or 
recommending purchasing or leasing items or services paid by 
a Federal health care program.
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Anti-Kickback Statute

• NOT just physicians and providers
− Can apply to anyone in a position to influence referrals or 

business

− Can apply to patients
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Anti-Kickback Statute

• “Two-way Street”
− just as illegal to solicit or accept payments for referrals, 

− as it is to offer or make such payments. 
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Anti-Kickback Statute

• Applies to federal health care programs

• Some states have broader laws that cover all payors
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Anti-Kickback Statute

• Intent-based statute
− “Why” question?
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Anti-Kickback Statute

• Penalties
− Criminal fines & imprisonment

− Civil money penalty of $50,000 plus 3X the amount of the 
remuneration 

− False Claims Act liability

− Economic death penalty – Exclusion
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Beneficiary Inducement CMP

• Beneficiary Inducement CMP generally prohibits:
− Offer or transfer of remuneration 

− To an individual eligible for benefits under Medicare or State 
health care program 

− That person knows or should know is likely to influence the 
individual to order or receive from a particular provider, 
practitioner or supplier any item or service for which payment 
may be made in whole or in part, under Medicare or a State 
health care program (e.g., Medicaid)

− 42 U.S.C. § 1320-7a(i)(6)
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Beneficiary Inducement CMP

• Discretionary enforcement by OIG

• No False Claims liability, but overlap with AKS

• Pharmaceutical manufacturers typically don’t have 
liability b/c they are agnostic as to the provider, 
practitioner or supplier that dispenses their drug
− Not always the case with specialty drugs
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Beneficiary Inducement CMP
Exceptions 

• Nominal Value Permitted
− $15 per item or $75 in the aggregate per year 

− Not cash or cash equivalent 

• Limited Exception for Waiver of Copayments & 
Deductibles
− Waivers that are not advertised, not routine and offered only after 

a good faith determination of financial need or failure to collect 
amounts after making reasonable collection efforts 
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Beneficiary Inducement CMP
Exceptions 

• Incentives to promote Preventative Care Services
 Narrow definition: pre- or post-natal or defined by Guide to Clinical 

Preventative Services (U.S. Preventive Services Task Force)  

• Promotes Access to Care 
− Items or services that improve a beneficiary's ability to obtain 

items and services payable by Medicare or Medicaid, AND 

− Pose a low risk of harm to Medicare and Medicaid beneficiaries 
and the Programs 
 Unlikely to interfere with, or skew, clinical decision making; 

 Unlikely to increase costs to Federal health care programs or 
beneficiaries through overutilization or inappropriate utilization; AND 

 Not raising patient safety or quality of care concerns.
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False Claims Act 

• Prohibits: 
− “Filing, or causing to be filed” false or fraudulent claims

− Using false statement to “conceal, avoid or decrease” a 
government obligation

− Claims in violation of AKS

• Intent
− Specific “intent to defraud” not required

− Filing claims with “reckless disregard” of their truth or falsity is 
sufficient
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False Claims Act

• Liability
− 3x Damages

− Used to be: $5,500 to $11,000 per claim

− Now: $11,181 to $21,363 per claim

• Qui Tam Provisions
− “private attorney generals”

− Can proceed even if Government declines

− Can receive up to 30% of recovery

− Very active relator’s bar 
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Non-profit Tax Laws

• Exempt Purpose of non-profit organizations
− Are PAPs advancing an exempt purpose?

• Private Benefit of non-profit organization
− Are pharmaceutical companies receiving an inappropriate benefit 

through PAPs?
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Non-profit Tax Laws

• Deductibility of contributions
− Pharmaceutical companies provide financial support to PAPs

− PAPs are generally non-profit organizations

− Do contributions from pharmaceutical companies to PAPs qualify 
as deductible, charitable contributions? 
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Financial Assistance – Historical Guidance

 OIG historically has supported health care providers’ efforts to provide relief to uninsured and 
underinsured patients who cannot afford the costs of their care or the associated cost-sharing amounts
• Fraud and abuse laws permit the waiver of all or a portion of a Medicare cost-sharing amount for a financially 

needy beneficiary where the patient’s eligibility for the waiver is based on an individualized determination of 
financial need

• However, waiving Medicare beneficiaries’ cost-sharing amounts without regard to their ability to pay may give 
rise to a fraud and abuse problem

 For example, in 1991 OIG issued a Special Fraud Alert: Routine Waiver of Copayments or Deductibles 
Under Medicare Part B
• “In certain cases, a provider, practitioner or supplier who routinely waives Medicare copayments or deductibles 

also could be held liable under the [AKS]….When providers, practitioners or suppliers forgive financial 
obligations for reasons other than genuine financial hardship of the particular patient, they may be unlawfully 
inducing that patient to purchase items or services from them.” 
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OIG’s 2005 Special Advisory Bulletin on PAPs

 OIG issued its first Special Advisory Bulletin on PAPs in November 2005, shortly before the Medicare 
Part D program became effective

 Once Part D went into effect, financial assistance that manufacturers previously had provided now 
would implicate the Anti-Kickback Statute

 OIG concluded that “pharmaceutical manufacturer PAPs that subsidize Part D cost-sharing amounts 
present heightened risks under the anti-kickback statute”
• Subsidies paid directly by a manufacturer present “all the usual risks” of fraud and abuse, including steering 

beneficiaries to particular drugs and increasing costs to Medicare

• However, cost-sharing subsidies provided by bona fide, independent charities unaffiliated with pharmaceutical 
manufacturers should not raise concerns under the Anti-Kickback Statute, even if the charities receive 
manufacturer contributions
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OIG’s 2005 Special Advisory Bulletin on PAPs (continued)

• OIG made clear that manufacturers can make cash donations to bona fide charitable assistance 
programs without raising Anti-Kickback Statute concerns as long as:
oThe manufacturer does not exert any direct or indirect influence or control over the charity or subsidy 

program;
oThe charity awards assistance in a truly independent manner that severs any link between the 

pharmaceutical manufacturer’s funding and the beneficiary;
oThe charity awards assistance without regard to beneficiary’s choice of product, provider, or Part D plan;
oThe charity provides assistance in a uniform and consistent manner; and
oThe manufacturer does not solicit or receive data that would allow if to correlate the amount or frequency 

of its donations with the number of subsidized prescriptions for its products

• “Simply put, the independent charity PAP must not function as a conduit for payments by the 
pharmaceutical manufacturer to patients and must not impermissibly influence beneficiaries’ drug 
choices.”

• OIG allowed for earmarking for “broad disease categories”
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May 2014 Supplemental Special Advisory Bulletin

 In May 2014, OIG issued the Supplemental Special Advisory Bulletin: Independent Charity Patient 
Assistance Programs
• Recognizes that “properly structured” patient assistance programs (PAPs) can help federal health care program 

beneficiaries but states that independent charity PAPs raise serious risks of fraud, waste and abuse if they are 
not sufficiently independent from donors

• Expresses concern about PAPs that operate funds that limit assistance to a subset of available products, such as 
by covering copayments only for expensive or specialty drugs

• States that disease funds that cover only a single product, or the products made or marketed by only a single 
manufacturer that is a major donor to the fund, will be subject to scrutiny

 In connection with the issuance of the 2014 SSAB, OIG worked with all Independent Charity PAPs that 
had advisory opinions to modify those opinions to reflect the new guidance.
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September 2014 Special Advisory Bulletin

 In September 2014, OIG issued a Special Advisory Bulletin: Pharmaceutical Manufacturer Copayment 
Coupons
• Although this Bulletin applies to direct support offered to insured patients by pharmaceutical manufacturers, it 

highlights many of the same principles and concerns discussed in the other guidance documents.

• The Bulletin highlights the importance of cost-sharing requirements to federal health care programs, noting 
that they promote “prudent prescribing and purchasing choices by physicians” as well as price competition.

• OIG recognized that copayment assistance can benefit beneficiaries, “particularly when copayments are so high 
as to be unaffordable,” but noted that manufacturers could assist federal health care program beneficiaries 
who cannot afford their copayments by donating to independent charities that provide financial support to 
patients without regard for the particular medication a patient may be using.”
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Compare and Contrast: Advisory Opinions 20-02 and 20-09 vs. 20-05

Unfavorable Advisory Opinion 20-05
 Pharmaceutical manufacturer’s proposal to 

provide cost-sharing assistance to patients for its 
own drug

 OIG is “extremely mindful of the importance of 
ensuring that beneficiaries…have access to 
medically necessary drugs” but characterized the 
subsidy program as “a quid pro quo”

 Requestor’s drug is “the most expensive 
cardiology drug ever launched in history” and 
approximately 91% of Medicare beneficiaries 
would have no significant OOP costs

 OIG expressed concern that the subsidy could 
impact clinical decision-making

Favorable Advisory Opinions 20-02 and 20-09
 Pharmaceutical manufacturers’ proposal to 

provide travel and lodging  assistance for patients 
prescribed the manufacturers’ drugs

 Arrangements involved a personalized medicine 
drug that had a REMS with ETASU

 Requestors unilaterally control selection of 
facilities that could infuse drug, but any facility 
that meets objective criteria may participate

 The arrangements allowed financially needy 
patients to follow the requirements specified in 
the drugs’ prescribing information

 Potentially curative nature eliminated seeding 
concerns 
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Enforcement against 
Pharmaceutical Manufacturers

• DOJ settlements with pharmaceutical manufacturers for 
allegedly funneling kickbacks through independent 
charitable PAPs
− Past 3 years – more than 10 pharmaceutical manufacturers

− in excess of $800 million

− Corporate Integrity Agreements (CIAs)

− DOJ has alleged a variety of different ways in which 
pharmaceutical manufacturers and PAPs have coordinated
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Enforcement against 
PAPs

• DOJ accused PAPs of serving as conduits to enable 
pharmaceutical companies to provide kickbacks to 
Medicare patients taking those companies’ drugs
− 4 PAPs

− Settlements totaling $13 million

− Entered into CIAs
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Enforcement against 
PAPs

 Patient Services Inc.  – January 2020
 $3 million settlement and CIA 

 DOJ alleged PAP conspired with pharma to establish and set 
eligibility criteria for 3 essentially single donor funds
• Special access to referral portal

 Pharma companies involved:  Insys, Aegerion and Alexion

 The Assistance Fund – November 2019
 $4 million settlement and CIA

 DOJ alleged PAP solicited payments from pharma and 
coordinated  to pay patients taking donor’s drugs
• Coordinated opening and re-opening funds

 Pharma companies involved:  Teva, Biogen, and Novartis
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Enforcement against 
PAPs

 Patient Access Network Foundation – October 2019
 $4 million settlement and CIA

 DOJ alleged PAP coordinated with pharma to create funds and 
set coverage requirements to cover specific drugs

 Pharma companies involved: Astellas, Bayer, Amgen, Dendreon

 Chronic Disease Fund (Good Days) – October 2019
 $2 million settlement and CIA

 DOJ alleged PAP opened funds to which pharma was sole donor 
and only covered donor’s drugs
• Special access to data on patients

 Pharma companies involved: Dendreon, Astellas, Novartis, Onyx 
and Questor
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Enforcement against
Specialty Pharmacy

 Advanced Care Scripts, Inc. – August 2020
 $3.5 million settlement

 Specialty pharmacy

 DOJ alleged that specialty pharmacy conspired with 
pharmaceutical manufacturer (Teva) and 2 PAPs (Chronic 
Disease Fund and The Assistance Fund) to pay kickbacks to 
Medicare patients taking its drug
 Specialty pharmacy would manipulate process by sending “batch 

files” of assistance applications from patients taking a donor’s drugs 
immediately after pharma donation

 Specialty pharmacy shared “portal” information with pharma

 PAPs previously entered into settlements with DOJ involving 
same arrangements
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Enforcement Continues

• DOJ prosecutions related to PAPs continue

• Regeneron Pharmaceuticals is latest DOJ target 
− DOJ filed suit in June 2020

− DOJ alleged violation of federal AKS and FCA laws as a result of 
its funneling of “10’s of millions” of dollars through the Chronic 
Disease Fund

− CDF’s October 2019 settlement involved its relationships with 5 
pharmaceutical companies: Novartis, Dendreon, Astellas, Onyx, 
and Questor
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Key Allegations in Select ICPAP Settlements 

ALLEGED CONDUCT

Requested Fund Creation/
Defined Disease State         

Contributed to Single Drug 
or Single Donor Fund        

Steered Donation Funds 
To Own Patients        

Receipt of Data that Was Patient-
Specific or Used to Correlate Donations      

Substantial Drug Price Increase    
Interplay with Free Drug Program      

91975538_1.pptx
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Manufacturer Corporate Integrity Agreements

 Many of the DOJ settlements have resulted in CIAs for the 
manufacturers.  

 CIAs impose compliance obligations in exchange for the OIG’s 
agreement not to seek exclusion from federal healthcare programs.

.  

CIA Compliance Program Requirements
Chief Compliance  

Officer 
Management 
Certifications

Independent Review 
Organization

OIG Notifications

Executive Compliance 
Committee

Written Standards
Risk Assessment and 

Internal Review/ Mitigation 
Process

Reportable Events 

Board of Directors 
Annual Resolution

Training and Education Disclosure Program
Activity-Specific 

Monitoring and Controls

Covered Persons Notice to HCPs
Ineligible Persons &

Screening
Implementation & 

Annual Reports

91975538_1.pptx
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Manufacturer Corporate Integrity Agreements

Manufacturer CIAs contain a number of requirements specific to ICPAP activities.

 Establishment of an independent function within the company, separate from 
Commercial, solely responsible for ICPAP communications and donations.

 Objective, written criteria governing ICPAP donations, including a review of all 
proposed donations by Legal and Compliance.

 No direct or indirect influence of the identification, delineation, establishment, or 
modification of, or the parameters relating to, any disease fund by the ICPAP.

 Development of a monitoring review program to assess compliance with company 
policies.

91975538_1.pptx
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Manufacturer Corporate Integrity Agreements

Manufacturer CIAs also include an annual Systems and Transactions review of the Covered Functions conducted by a 
qualified independent review organization (IRO) (typically an accounting or law firm). 

The Systems Review assesses the Manufacturer’s systems, processes, policies, and procedures (including relevant controls), 
including:

 Systems, policies, processes, and procedures relating to (A) arrangements and interactions ICPAPs; (B) budgeting process 
applicable to donations to ICPAPs; and (C) process by which decisions about the following are made and approved: 
i) whether to donate (or continue to donate) to a particular ICPAP; and ii) the amount of the donation);

 Organizational structure as it relates to arrangements and interactions with ICPAPs; and

 Monitoring Program (e.g., how the ICPAP Review Program monitors and remediates any issues identified).

The Transactions Review requires that the IRO review specific documents to evaluate if the ICPAP arrangements and 
interactions were conducted in a manner consistent with the Manufacturer’s policies and procedures and OIG guidance. 

 Examples of reviewed materials include: patient needs assessments, budget allocations and approval criteria, review and 
approval documents, and payment documentation.

 Additional materials can include annual notice, responses from ICPAPs, and documentation showing how objective criteria 
for donation decisions were applied.

91975538_1.pptx
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ICPAP Integrity Agreements

 ICPAP Integrity Agreements have common elements that 
demonstrate the government’s focus. Going forward, the charities are 
required to: 

– Operate with absolute, independent discretion as to the establishment of 
disease funds, based on their independent assessment of patient need;

– Not limit assistance to high-cost or specialty drugs, but make assistance 
available for, at a minimum, all prescription medications approved by the 
FDA for treatment of the disease state(s) covered by the fund;

– Not provide donors with any data that would enable the donor to 
correlate the amount or frequency of its donations with the amount or 
frequency of the use of its products or services; 

– Not request specific donation amounts from any donor for a fund, and 
only provide donors information on total estimated patient need for a 
fund;

– Provide assistance to patients on a first-come, first-served basis and 
establish uniform processes for screening patient applications; and

– Engage an IRO to conduct systems and transaction reviews to ensure 
compliance. 

ICPAP
Settlement

Date ($)

Patient Access Network 
Foundation (PANF)

October 2019
($4M)

Chronic Disease Fund 
(a/k/a Good Days)

October 2019
($2M)

The Assistance Fund, Inc. 
(TAF)

November 2019
($4M)

Patient Services Inc. (PSI) January 2020
($3M)

91975538_1.pptx
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Best Practices & Considerations  

ICPAP Policy Development

Creation 
and 

Updates

 Develop a detailed policy governing donations to ICPAPs that takes into account 
existing OIG guidance

‒ Budget setting

‒ Donation decisions (timing, availability of funding, submission of funding 
requests)

‒ Donation agreements

‒ Information sharing with ICPAPs

 Include a review process to identify relevant regulatory updates and incorporate 
them into existing policies

Applicability
 Policy should apply to all employees, and any third-parties engaged to provide 

patient support services (e.g., reimbursement hubs, specialty pharmacies) 

Monitoring  Policy may provide for periodic monitoring to ensure compliance

91975538_1.pptx
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Best Practices & Considerations  

Donation Process 

Governance

 Establish dedicated review committee for donations 
independent from commercial involvement

 Develop formal process for reviewing ICPAP requests and 
determining donation amounts that involves 
Legal/Compliance

 Require documentation of the objective criteria supporting 
review and approval

Data 
Standards

 Establish clear guidelines on receipt of ICPAP-related data, 
and limitations on use

 Guidelines should apply to data received from the ICPAP, 
as well as related data received from third-party vendors 

 Data should not be disaggregated and/or patient specific, 
or related to the identity or amount of subsidized drugs

91975538_1.pptx
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Best Practices & Considerations  

Internal/External Communications

External 
Communications

 Limit the employees who will communicate with ICPAPs about 
donations and patient need

 Cannot exert direct or indirect control over an ICPAP regarding 
a new disease state fund, the scope of a fund, or criteria for 
eligibility – cannot directly ask ICPAP to establish a fund

 Consider how external materials will discuss ICPAP assistance

Internal 
Communications

 Should not link donations to expected return on investment
(ROI)

 Cannot correlate the amount or frequency of ICPAP donations 
with the ICPAP’s support for company’s drugs 

 Avoid discussing donations in conjunction with an expected 
price increase or in connection with launch strategy around a 
product

Best practice is to entirely separate commercial discussions from ICPAP donation considerations. 

91975538_1.pptx
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Third-Party Vendor Best Practices & 
Considerations

 Enforcement Risk Areas

– Data from Specialty Pharmacies/hub providers – manufacturers may 
receive data from their contracted specialty pharmacies or hub 
providers that shows which patients were assisted by which 
foundations. 

– Contracts with specialty pharmacies/hub providers – manufacturers 
hire third parties to look for alternative funding sources before 
providing patients with free drug.

 Key Controls

– Limit direct or indirect data sharing with ICPAPs, ensure specific 
guidelines for such sharing, and revise contracts with specialty 
pharmacies and hub vendors as necessary to prevent potentially 
inappropriate data sharing.

– Analyze whether services provided by specialty pharmacies/hub 
providers may create risk (e.g., warm transfers to ICPAPs, directing 
patients to ICPAPs instead of free drug programs, etc.).

91975538_1.pptx
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Free Drug Program Enforcement 

 Specifically, DOJ has asserted that imposing eligibility restrictions on free drug programs and 
simultaneous funding of independent copay charities suggests that the manufacturer used 
the charity as a conduit to cover copayments of federal healthcare program beneficiaries.

– Many manufacturers maintained a policy of not permitting federal healthcare program 
beneficiaries to participate in their free drug programs, which were open to other 
financially needy patients, even though such beneficiaries could not afford their copays 
for the manufacturer’s drug. 

– Settlements include: United Therapeutics, Pfizer, Jazz, Lundbeck, Alexion

 Manufacturers allegedly used vendors to move patients from their free drug programs and 
timed donations to ICPAPs accordingly.

– Settlements include: Biogen

 Settlements resulted in CIAs which include compliance requirements 
relating to manufacturer sponsored free drug programs.

Numerous recent manufacturer settlements have focused on 
company practices related to their free drug programs

91975538_1.pptx
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Free Drug Program Enforcement 

 Sample Provisions  

– “Contribution and Assistance Related Functions” defined to include “the 
operation of, or participation in, any patient assistance program” (including 
company’s free drug program) 

– Policies and procedures must address “appropriate ways to conduct 
Contribution and Assistance Related Functions in compliance with all 
applicable Federal healthcare program requirements”

– Independent Review Organization (IRO) will review systems, processes, 
policies, and procedures related to Contribution and Assistance Related 
functions, including “any programs designed to provide free product.”  
IRO to review “eligibility criteria,” “maintenance of records regarding free 
product,” “billing for free product,” and “policies and practices as they relate 
to contracts or arrangements [with] outside entities relating to ... the 
distribution of free product” 

91975538_1.pptx
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Long Term Free Drug Programs - OIG Letter to PhRMA

 In the wake of DOJ’s enforcement sweep regarding manufacturer donations to 
ICPAPs, one foundation, Caring Voice Coalition, Inc. (CVC) announced that it 
would not provide patient financial assistance in 2018

 HHS-OIG proactively reached out to PhRMA, stating:

– “Drug Companies will not be subject to OIG administrative sanctions if they 
provide free drugs in 2018 to Federal health care program beneficiaries who 
were receiving cost-sharing support from CVC as of November 28, 2017,”
under the following conditions:

 Free drugs must be provided in a uniform and consistent 
manner to federal health care program beneficiaries.

 Free drugs must be awarded without regard to the beneficiary’s choice 
of provider, practitioner, supplier, or health plan.

 Free drugs must not be billed to any federal health care program, counted toward the beneficiary’s 
Medicare Part D true out-of-pocket costs, resold, or billed to a third-party payor.

 Provision of the free drugs must not be contingent on any future purchases or orders of the drugs or 
any other item or service.

 Drug Company must maintain accurate, contemporaneous, and complete records of the free drugs 
it furnishes to federal health care program beneficiaries.

91975538_1.pptx
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Long-Term Free Drug Programs

 OIG Opinions / Safeguards for Long-Term Drug/PAPs

– Eligibility determination made solely on the basis of financial need, 
without regard to enrollees’ choice of Part D plan, Part D benefit 
design or choice of provider or supplier.

– Patients are provided assistance for the entire coverage year, or 
for that portion remaining after the patient began receiving 
assistance, and the company does not encourage voluntary 
disenrollment from the program.

– For drug shipped directly to patients’ physicians, quantities shipped 
are limited, Part D notifications are made (per above), and 
physicians agree to dispense drugs only to designated patients 
and to refrain from billing.

– Enrollees’ Part D plans are notified that drugs were provided 
outside the Part D benefit.
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Utilization of Vendors 

 Coordination with Vendors (e.g., HUBs, specialty pharmacies): In December 2020, 
Biogen entered into a $22 million settlement to resolve allegations that it coordinated with 
specialty pharmacy Advanced Care Scripts (ACS) to transfer Medicare-eligible patients in 
Biogen’s free drug program to ICPAPs.

– Pursuant to contractual arrangements, ICPAPs provided Biogen extremely detailed 
information in the form of dashboards and regular status reports, which allowed Biogen to 
correlate its funding and actions to direct its support to patients.  

– Once Biogen identified Medicare-eligible patients in Biogen’s free drug program, Biogen 
arranged for ACS to transfer those patients from the Biogen free drug program to the 
ICPAPs.

– ACS sent ICPAP batch files of co-pay assistance applications for Medicare-eligible 
patients who had been receiving the free drug from Biogen, and the ICPAPs 
subsequently approved most of these applications.

– ACS agreed to pay an additional $1.4 million as part of the Biogen settlement

 Note that ACS had previously entered into a settlement in August 2020 for $3.5 
million to solve allegations relating to a similar arrangement with Teva
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Short-Term Free Drug Programs

 OIG Opinions / Safeguards for Bridge Free Drug Program

– Only on-label uses permitted.

– Bridge supply provided when insurance determination delayed for a specified period of time.

– Arrangement not actively marketed to patients.

– Shipments under the bridge program represent a small percentage of the total shipments for 
the drug.

– Arrangement unlikely to influence patients or prescribers to choose drug over alternatives.

– Drug dispensed directly to pharmacy to patient, so physician does not have opportunity to 
earn administration fee.

– After participation in bridge program, patient cannot obtain future prescription refills from the 
same specialty pharmacy.

– No patient, pharmacy, payor or other third party is billed.

– Pharmacy notifies the beneficiary’s Part D plan that the drug is being provided at no cost and 
will not be billed to federal healthcare programs.
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Free Drug Programs: Best Practices

 Document (or tighten, if existing) clear program and business rules internally and externally across 
all free drug programs.

 Implement controls around patient application process, prescription forms, eligibility criteria, 
available benefits (including bridge to PAP transition), amount of drug provided, time limitations, 
and other processes across all free drug programs.

– Ensure appropriate verification of patient eligibility for specific benefit.

– Ensure reasonable financial thresholds for PAP (re-assess 10X FPL).

 Place decision-making authority around patient access to free drug (in particular, bridge and PAP) 
within a department or committee external to Commercial organization.

 Standardize re-application and reassessment process for PAP (move to annual basis, if possible).

– Further evaluate ongoing reimbursement reassessments for PAP. 

 Comply with applicable Medicare Part D reporting requirements.

 Determine whether to limit to on-label use.
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Commercial Copay Programs

 Commercial Copay Programs: 

– Manufacturer covers cost-sharing obligations of patients (e.g., 
copayments, deductibles), though the product is still billed to 
patients’ insurance.

– May take the form of copay cards, vouchers, coupons, etc.

 Requirements 

– Under OIG guidance, Commercial co-pay programs must exclude
federal healthcare program beneficiaries.

– Under state law, Commercial co-pay programs must exclude 
patients of same states if generic equivalent available (e.g., 
Massachusetts, and potentially residents of other states).
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Commercial Copay Programs Best Practices

 Implement safeguards to ensure exclusions are effective.

 Implement safeguards to ensure no benefit to physician/HCP if “buy and bill” physician-
administered drugs.

 Potential heightened concern if copayment assistance extends beyond drug (e.g., 
administration of drug).

– Monitor state laws impacting drug and administration costs.

 Avoid structuring program to appear to circumvent health plan restrictions as health plan and 
PBM may restrict ability of network pharmacies to accept copayment assistance for patients.

– Ensure existence of program is transparent.

 Publicize copayment assistance program eligibility and program rules (e.g., on website, card 
and patient materials) to ensure that patients and others have notice regarding eligibility 
criteria and other limits.

 Implement “click-through” or written attestation by patients stating that they meet eligibility 
criteria.
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