











A GUIDE TO PATIENT ASSISTANCE PROGRAMS

Simply stated, independent charitable organizations are permitted to provide financial assistance to Medicare Part D
recipients. In Part II of the Bulletin, the OIG drew a clear distinction between pharmaceutical manufacturer PAPs
and independent charity PAPs, cautioning that assistance to Part D recipients from manufacturer-controlled PAPs
would violate the Anti-kickback Statute, but assistance from indcpcndcnt charities would not. The cmphasis is placcd

on whether or not a CO is truly independent, and the Bulletin lists five criteria to define independence:

1 The manufacturer or any affiliate can not exert any direct or indirect control over the CO

or the subsidy program;

2 The CO must award assistance in a truly independent manner and not link the manufacturer’s
assistance to the beneficiary;

3 The CO must award assistance without regard to the manufacturer’s interest or the beneficiary’s
choice of product, provider, practitioner, supplier, or Part D drug program;

4 The CO must award assistance based upon reasonable, verifiable, and uniform measure of

financial need that is applied consistently; and

5 The manufacturer does not solicit or receive data from the charity that would correlate the amount or

frequency of its donations to the number of subsidized prescriptions for its products.

The industry guidance was further clarified by OIG Opinions 06-13, 06-10, and 06-04 for charitable

organizations, and 06-14 and 06-03 for manufacturer free drug programs.

In short, independent charitable organizations offer the safest means to provide financial assistance to

underinsured patients
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Section 3 — Program Design

Proper program design ensures compliance with IRS and OIG Guidelines and enables the PAP to create an effective and

efficient model for delivering assistance to patients. There are several essential criteria associated with proper design.

Household Income

The PAP’s financial guidelines should be proprietary. It is crucial that donors do not participate in the design or
determination of patient financial acceptance criteria to avoid scrutiny. To ensure non-discriminatory and compliant
criteria, the PAP should base its household income thresholds on public data such as Poverty Level or Median Income.
The criteria and the appropriate calculations should be clearly written into a formal document so that they can withstand

IRS and OIG inspection.

Patient Applications & Patient Approval

The application and the application process must be simple, fast, and readily available to any patient secking
assistance. The more complex the application and the longer it takes to be processed, the more confusing and
frustrating it will be for the patient. Keep in mind that patients may have contacted several different PAPs before

finding one that can help them. Simpler applications and faster turnaround times yield better programs.

Patient Support

Patient support is critical to any PAP. Patients diagnosed with chronic diseases have many questions and concerns,
so a clear and concise process must exist to handle inquiries and quickly get information to patients. Using a value-
added approach to PAPs ensures the greatest patient satisfaction, and the two most important value-added benefits

are therapy management and specialty pharmacy.

Therapy Management

Patients diagnosed with chronic or life-altering diseases need assistance to manage their diseases, track their
symptoms, measure their health over time, and become proactive with their treatment. A compliance and persistence

program with the ability to track and measure patient health and disease progression is essential in proper PAP design.

Specialty Pharmacy

All specialty therapeutics should be exclusively dispensed through specialty pharmacies. Due to the complex nature of
specialty therapeutics, patients need the support of patient education and clinical support programs offered by specialty

pharmacies. Specialty pharmacies increase patient compliance and satisfaction.

Organizational Focus

Often overlooked, the focus of an organization directly determines how efficient it will be in providing assistance. Most
organizations, whether TPOs or COs, can be classified as either transactional models or high-touch models. Transactional
models specialize in providing co-pay assistance, and high-touch models require significant human resources to counsel
patients and provide emotional support, find insurance and fund premiums. It is essential that manufacturers understand

the focus of organizations to ensure that patients receive the greatest benefit from donations.
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Propetly designing a PAP increases its success. There are varying approaches to design based upon the specialty or focus of
the organization providing the program. It is essential that manufacturers who use PAPs select both the type of organization

and the PAP model for each product they intend to support.

Section 4 — Why Traditional Patient Assistance Models Don't Work

The primary reason for lack of PAP effectiveness is that program performance was not intended to be measured or
provide a return. Donors don’t evaluate the results of their philanthropy as they would a business investment, because
they have been conditioned to believe that charitable giving is its own reward. Not so— the true reward comes from

helping those who cannot afford their medications by funding organizations that maximize benefits to patients.

The reality is that today there are not enough charitable donations to PAPs to help every patient in need, and the
demand grows year after year. This is understandable given the current perceptions and practices of TPOs and COs.

We must refocus our efforts and design more cost-effective and efficient models for delivering patient assistance.

In order to effect change, we must examine the cost to administrate PAPs. TPOs are in the business of making
profit; though their purpose is charitable, their interests are financial. They can invest in infrastructure and human
resources and pass the cost plus their profit margin on to the donor. Charitable organizations are in the business
of providing assistance. Most COs are under-funded and thus cannot invest in improvements to their operational
efficiency, while those that are well-funded are often poorly designed to effectively provide patient assistance.

The key to developing an efficient program is to pay only for essential services and not for those that are
duplicative or can be performed more economically elsewhere. The best example of this is insurance verification.
Neither TPOs or COs can legally dispense drugs, so when a patient attempts to fill their prescription, the pharmacy
must re-verify the insurance and calculate the patient’s co-pay. The cost of insurance verification is built into the

pharmacy dispensing model, yet some donors pay a TPO for this service.

Section 5 — Measuring Performance

Measuring performance is essential to determining the efficiency and effectiveness of PAPs. It is one of the best ways
to demonstrate to donors that their charitable grants are being used to maximum effect and helping the greatest

number of patients at the lowest administrative cost.

Measuring performance is most easily explained in analyzing chronic diseases being treated with expensive, specialty

therapeutics. We will measure performance using some of the same criteria used in effective drug utilization programs:

1 Compliance — The amount of product taken as it relates to the recommended drug protocol.
2 Persistence — The length of time a patient stays on therapy prior to discontinuing treatment.

3 Direct-to-Patient-Assistance (DTPA) — The amount of dollars that go directly to patients compared

to the administrative costs of the program.

Compliance

Compliance varies with the cost of treatment, the method of drug administration, and the frequency of treatment.
Compliance with the drug therapy protocol is necessary to maximize the benefits of the drug for the patient.

Higher compliance yields better results, fewer exacerbations, and lower medical costs.
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Persistence

Persistence differs significantly by therapy; therefore let us assume that a patient who is fully persistent will take
a chronic therapy for life. If the persistence of an average patient is 20 months prior to dropping or switching

therapy, then a patient who stays on a specific therapy for 26 months will be defined as being 130% persistent.

Given that compliance and persistence are directly correlated, patients who exhibit higher compliance rates
maintain higher persistence rates. Simply put, patients who take their prescriptions in accordance with the
prescribed drug protocol realize the maximum benefit from the drug therapy. The better the patient responds to

therapy, the longer they will stay on therapy.

Increasing compliance and persistence is essential to improving patient quality of life.

Direct-to-Patient-Assistance (DTPA)

Determining DTPA is not easy because most TPOs or COs do not measure their financial performance using this
criteria. With a TPO-administered free drug program, DTPA is measured by the total cost to provide the product to
the patient (including administration, dispensing fees, mail costs, etc.) and comparing it to the next best quote. With
a financial assistance program, DTPA is measured by dividing the total amount of financial assistance paid to patients

by the total donations received.

These financial calculations will enable you to compare the efficiency of PAPs. Larger organizations should have

better DTPAs because infrastructure costs are spread across greater revenues and donations.

Financial assistance programs make calculating
DTPA quite simple. Just take the total dollars
paid to patients for financial assistance and
divide it by the total donations received.

Example:

Total Donations: $10,000,000

Patient Assistance: $8,000,000

DTPA Formula = $8,000,000/$10,000,000
DTPA = 80%

In no event should DTPA fall
below 80%. Ifit does, the model
is inefficient!

Many organizations, whether TPOs or COs,
will attempt to break out direct marketing
dollars, insurance verification costs, dedicated
human resources, etc., from administra-

tive costs. This is absolutely unacceptable.
Administration and marketing are all-inclusive
costs. Calculating the cost of administrative
overhead is simple:

Example:
Total Donations: $10,000,000

Patient Assistance: ($8,000,000)
Administrative Costs = $2,000,000

Admin. Formula = $2,000,000/$10,000,000
Admin. Overhead % = 20%

Measure and Compare

The most important aspect of any program your organization supports is the ability to measure performance.

You will find that patient financial assistance programs that are designed and implemented effectively will provide

the most cost-effective means of delivering the maximum amount of financial assistance to patients while

minimizing administrative costs.




CHRONIC DISEASE FUND’S CO-PAY ASSISTANCE PROGRAM

Summary:

The Chronic Disease Fund is the most effective and efficient co-pay
assistance model in the industry for all of the following reasons:

1 CD Fund specializes exclusively in chronic and life-altering diseases.

2 CD Fund pays a minimum of 90% of every donation dollar directly to patient co-pay assistance.
Our goal is 100% by 2010.

3 CD Fund provides every patient receiving co-pay assistance with online therapy management

services through DiseaseTrak™.

4 CD Fund’s robust, state-of-the-art technology platform provides exceptional service to patients while

eliminating unnecessary costs.

5 CD Fund is an independent 501(c) (3) charity with an approved OIG Advisory Opinion for its

co-pay assistance program.

For more information or to set up a meeting to discuss CD Fund’s Patient
Co-pay Assistance Program, please contact:

Michael Banigan, President
Chronic Disease Fund
(972) 608-7137
MBanigan(@CDFund.org
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Chronic Disease Fund

CHRONIC DISEASE FUND
6900 N. Dallas Parkway

Suite 200

Plano, TX 75024

Direct Dial: (972) 608-7137
Info@CDFund.org






