Town Hall Meeting

Advocacy Toolkit:

Making Your Voices Heard on the Medicare Prescription Drug Benefit and its Interaction with the Patient Assistance Programs
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205 W. Monroe, 3rd Floor
Chicago, Illinois 60606

For more information, contact John Coburn at 312-218-0941
Special Thanks to R. Scott Pollard for his assistance in drafting this document.
Letter Writing and Phone Calls:  Do They Really  Work?
YES!   Government officials and corporations take letters and phone calls seriously.  Why?  They correctly believe that individuals do not make the effort to write or call unless they feel very strongly about an issue.  And, they also believe that for every letter or phone call received, there are many other individuals who feel the same way about the issue.   Letter writing and phone calls can and do push policy changes.

OK.  So, What Should I Do on this Issue?
In order to prevent the Patient Assistance Programs from discontinuing eligibility for Medicare and/or Medicare Part D beneficiaries, both the pharmaceutical companies and the law makers must hear a strong message from individuals.   Failing to assist Medicare beneficiaries is not acceptable and alternatives must be pursued.   Therefore, you should take five easy steps:
1. Write to your U.S. Representative.

2. Write to your two U.S. Senators.
3. Write to the Pharmaceutical Companies.
4. Call your U.S. Representative.
5. Call your two U.S. Senators.
This Advocacy Toolkit contains everything you need to take these five easy steps quickly and efficiently.  First, it contains a directory of the North Carolina Congressional Delegation, including names and phone numbers.  Second, it contains sample statements to use when calling your U.S. Representative and U.S. Senators.   Finally, it contains sample letters to send to your U.S. Representative, U.S. Senators, and the Pharmaceutical Companies.

BEFORE YOU PUT THIS TOOLKIT AWAY, TAKE THESE FIVE STEPS!   RELEVANT PHONE NUMBERS AND ADDRESSES ARE LISTED AT THE END OF THIS DOCUMENT!
CALLING YOUR U.S. REPRESENTATIVE AND SENATORS
Using the phone numbers provided call your U.S. Representative and both of the Senators.  Their names and telephone numbers are listed at the end of this document.  It does not matter what the party affiliation of your Representative and Senators is.  All of them have an obligation to listen to your concerns.

Call the office TODAY and say:

“Good afternoon.  My name is ________________ and Representative/Senator ___________ represents me in the U.S. Congress.  I am very concerned about Medicare Part D’s impact on the drug company Patient Assistance Programs.  The Patient Assistance Programs have provided drugs for free or reduced prices to many people that need them, especially individuals living with HIV.   Now, many of these Patient Assistance Programs are not going to provide their services to Medicare beneficiaries because of Medicare Part D.  But, Medicare Part D is too expensive for people who do not qualify for “extra help.”   Medicare Part D was not supposed to make people worse off and it is.  I really hope that Representative/Senator ______________ will talk to the drug companies and the Center for Medicare and Medicaid Services and get them to resolve this.  And, if they won’t, I hope legislation can be introduced to fix this problem.  The Patient Assistance Programs must be able to continue to help people in need, even Medicare beneficiaries!  Thank you for your time.”

Add personal stories to the above so that they get a good sense of how this policy is impacted individuals.  
WRITING YOUR U.S. REPRESENTATIVE and SENATORS
If you, or someone you care about, has been enrolled in a Patient Assistance Program (PAP) to get medications from a pharmaceutical manufacturer and will be losing that benefit due to Medicare Part D, write your U.S. Representatives and U.S. Senators.  While they cannot control the way the U.S. Department of Health and Human Services Office of Inspector interprets current law, they can do several things to assist on this issue.   They can begin to ask the pharmaceutical companies and the Center for Medicare and Medicaid Services how they plan to resolve these issues.  They can bring needed attention and energy to the issue.  And, the can help to bring about new solutions to this issue either through encouraging the parties to work together or through new legislation.
Below are a few guidelines to help you effectively advocate for the future of PAPs.  Also, sample letters are included to give you an idea of how to get started with your letter.  

· Do not make threats in your letters.  No matter how angry you may be, please be calm and reasonable. 

· Make your letters as specific and personal as possible. If you are comfortable doing so, include facts about yourself and how the Patient Assistance Programs impact your life or the life of people important to you. 

· Be honest. Don’t exaggerate your circumstance. Even if you have the means to get your own medications, it is helpful to write noting that many do not.

· Hand writing a note is often effective as it shows that it is not a form letter. 

· Every letter counts and makes a difference!  5 minutes of your time will add your voice to this discussion today!

From Participant in a Patient Assistance Program
Dear Senator/Representative:
My name is ___________________.  I am represented by you in the U.S. Congress.  I am writing to you to express my concern over the discontinuation of many drug company Patient Assistance Programs for Medicare Part D beneficiaries.   Prior to Medicare Part D, I was not eligible for any drug coverage for ____(list drugs here)________________.   Therefore, I relied on the Patient Assistance Programs of _____(name drug companies here) to access my life-saving medications.

With the start of Medicare Part D and my eligibility and/or enrollment in it, I am now being informed by these drug companies that I will no longer qualify for their Patient Assistance Programs.   The drug companies are blaming guidance from the U.S. Department of Health and Human Services Office of Inspector General.  The Center for Medicare and Medicaid Services has stated that the guidance does not lead to this result.  

I do not know who is to blame.  What I do know is that I do not qualify for “extra help” under Medicare Part D because my income is too high.  And, I am take very expensive medications and simply cannot afford them under the standard Medicare Part D benefit.   With an annual income of $_______ from SSDI, I can not afford to pay $________ per year, or ____% of my income, for medications.  I cannot afford the 100% coverage gap, “doughnut hole”, that I must spend through to reach catastrophic coverage.  Put simply, I will not access my life saving medications once the Patient Assistance Programs drop me because Medicare Part D is too expensive for me.

The discontinuation of the Patient Assistance Programs is an unintended consequence of the Medicare Part D Program.  Medicare Part D was supposed to increase access to medications.  It may well have for some individuals.  But, it has not for me.  It is making it worse.  

I am asking you to please do what you can to allow the Patient Assistance Programs to continue coverage for me.   Please contact the pharmaceutical companies and the Center for Medicare and Medicaid Services.   Help find a solution to this problem.  If something is not done before May (the deadline for many Patient Assistance Programs), my health will be seriously jeopardized.

Thank you for your attention to this matter.

Sincerely,

YOUR NAME
From An Individual Living with HIV not Relying on Patient Assistance Programs but Wanting to Support Coverage for Others
Dear Senator/Representative:

My name is ___________________.  I am represented by you in the U.S. Congress.  I am writing to you to express my concern over the discontinuation of many drug company Patient Assistance Programs for Medicare Part D beneficiaries.   I am a person living with HIV and I care very deeply about others in my situation accessing the medications that they need.  
With the start of Medicare Part D, it is my understanding that many drug companies are dropping their Patient Assistance Programs for Medicare Part D beneficiaries or Part D eligible beneficiaries.   The drug companies are blaming guidance from the U.S. Department of Health and Human Services Office of Inspector General.  The Center for Medicare and Medicaid Services has stated that the guidance does not lead to this result.  

I do not know who is to blame.  What I do know is that people I care about will no longer be able to access their needed medications.  Some individuals do not qualify for “extra help” under Medicare Part D because their income is too high.  However, their income is not high enough to afford HIV medications under the standard Medicare Part D benefit.  HIV medications often run in the thousands of dollars per month.  Many individuals cannot afford cost sharing and the “doughnut hole” 100% cost.  Put simply, they will not access their life saving medications once the Patient Assistance Programs drop them.  
The discontinuation of the Patient Assistance Programs is an unintended consequence of the Medicare Part D Program.  Medicare Part D was supposed to increase access to medications.  It may well have for some individuals.  But, it has not for Patient Assistance Program participants who do not qualify for “extra help”.  It is making it worse.  

I am asking you to please do what you can to allow the Patient Assistance Programs to continue coverage.   Please contact the pharmaceutical companies and the Center for Medicare and Medicaid Services.   Help find a solution to this problem.  If something is not done before May (the deadline for many Patient Assistance Programs), the health of individuals I care about will be seriously jeopardized.

Thank you for your attention to this matter.

Sincerely,

YOUR NAME
From Supporters of Individuals Relying on Patient Assistance Programs
Dear Senator/Representative:

My name is ___________________.  I am represented by you in the U.S. Congress.  I am writing to you to express my concern over the discontinuation of many drug company Patient Assistance Programs for Medicare Part D beneficiaries.   My ___(brother, sister, relative, friend) is a Medicare beneficiary living with HIV and relies on these programs to access life-saving medications.    

With the start of Medicare Part D, it is my understanding that many drug companies are dropping their Patient Assistance Programs for Medicare Part D beneficiaries and/or Part D eligible beneficiaries.   The drug companies are blaming guidance from the U.S. Department of Health and Human Services Office of Inspector General.  The Center for Medicare and Medicaid Services has stated that the guidance does not lead to this result.  

I do not know who is to blame.  What I do know is my __(brother, sister, relative, friend) will no longer be able to access needed medications.  He/she does not qualify for “extra help” under Medicare Part D because his/her income is too high.  However, the income is not high enough to afford HIV medications under the standard Medicare Part D benefit.  HIV medications often run in the thousands of dollars per month.  He/she cannot afford cost sharing and the “doughnut hole” 100% cost.  Put simply, my __(brother, sister, relative, friend) will not access life saving medications once the Patient Assistance Programs drop them.  

The discontinuation of the Patient Assistance Programs is an unintended consequence of the Medicare Part D Program.  Medicare Part D was supposed to increase access to medications.  It may well have for some individuals.  But, it has not for Patient Assistance Program participants who do not qualify for “extra help”.  It is making it worse.  

I am asking you to please do what you can to allow the Patient Assistance Programs to continue coverage.   Please contact the pharmaceutical companies and the Center for Medicare and Medicaid Services.   Help find a solution to this problem.  If something is not done before May (the deadline for many Patient Assistance Programs), the health of my ___(brother, sister, relative, friend) will be seriously jeopardized.

Thank you for your attention to this matter.

Sincerely,

YOUR NAME
WRITING THE PHARMACEUTICAL COMPANIES


If you, or someone you care about, has been enrolled in a Patient Assistance Program (PAP) to get medications from a pharmaceutical manufacturer and will be losing that benefit due to Medicare Part D, please consider writing the manufacturers. The pharmaceutical industry works very hard to maintain a good relationship with the American public and pays attention when they hear from large numbers of its customers.
PAP contract addresses are located at the end of the document.  This contact sheet also lists the drugs covered by the specific Program and their current policy on assisting Medicare beneficiaries.

Below are a few guidelines to help you effectively advocate for the future of PAPs.  Also, sample letters are included to give you an idea of how to get started with your letter.  
· Do not make threats in your letters.  No matter how angry you may be, please be calm and reasonable. 

· Make your letters as specific and personal as possible. If you are comfortable doing so, include facts about yourself and how the company’s products and programs impact your life. 

· Write first to the companies that make the drugs you take.  Then, be certain to mention that you take their drug and tell them how you feel about being able to get their drug.
· Be honest. Don’t exaggerate your circumstance. Even if you have the means to get your own medications, it is helpful to write noting that many do not.
· Hand writing a note is often effective as it shows that it is not a form letter. 

· Every letter counts and makes a difference!  5 minutes of your time will add your voice to this discussion today!

From a Participant in a Patient Assistance Program
Dear Sir or Madam,

I have been living with HIV for ___ years.  Two years ago my doctor started me on _____ and _________.  Since then, my CD4 count has (risen/fallen) from ___ to ___ and my Viral Load has (risen/fallen) from _____ to _____. 

Unfortunately, I do not have any insurance to pay for my meds and have had to rely on your Patient Assistance Program. With Medicare Part D, I do not qualify for “extra help.”  This means I would have to pay thousands of dollars out-of-pocket each year under Medicare Part D.  Or, if I don’t sign up for Part D, I will face a large premium penalty in the future.  
Either option will be a significant hardship for me.  With an annual income of $_______ from SSDI, I can not afford to pay $________ per year, or ____% of my income, for medications.  And, I cannot afford a large premium penalty in the future by not signing up for Part D.  I still need assistance from the Patient Assistance Programs.  
I ask that you, and all other pharmaceutical companies, work quickly to find a way to assist me and the many like me who may not be able to afford these life-saving medications in the future.  I am also writing my government representatives to ask that they work to improve Medicare Part D. 
Thank you for your attention to this matter. 

Sincerely, 

Your Name
From An Individual Living with HIV not Relying on Patient Assistance Programs but Wanting to Support Coverage for Others 
Dear Sir or Madam,

I am writing in support of any effort that will guarantee access to needed, life-saving medications for everyone, regardless of ability to pay.  I understand that recent government guidance has made it complicated for your Patient Assistance Program to coordinate with Medicare Part D.  However, your Program should continue outside of Part D until this issue is further resolved.  Discontinuing your Program for Medicare Part D beneficiaries should not be an option.
While I am fortunate to have insurance coverage for my _____ and ________, I have friends and acquaintances that have relied on Patient Assistance Programs and face great financial hardship when these programs end. It is important to me that you continue all of your humanitarian programs in the US and all around the world. 

It is my intent also to write to my government representatives asking that they address this issue from their perspective.
Sincerely, 

Your Name
From Supporters of Individuals Relying on Patient Assistance Programs
Dear Sir or Madam, 

I am writing on behalf my __(client, brother, daughter, etc)__ who has been receiving his/her medications through your Patient Assistance Program.  While she/he has the new Medicare Part D prescription coverage, these plans have very large out-of-pocket expenses attached to them that may threaten his/her ability to get these vital medications.
I understand that recent government guidance has made it complicated for your Patient Assistance Program to coordinate with Medicare Part D.  However, your Program should continue outside of Part D until this issue is further resolved.  Discontinuing your Program for Medicare Part D beneficiaries should not be an option.

Thank you in advance for your attention to this matter.  As you know, there are many people, including my (client, brother, daughter, etc), who rely on these medications, and the Patient Assistant Programs, to stay alive. 

Sincerely, 

Your Name

Drug Company Patient Assistance Programs 

Below you will find the addresses of where to send your letters to the Patient Assistance Programs.  Included with their addresses are their HIV drugs and their current policy on Medicare beneficiary eligibility for Patient Assistance.  The current policy is what is stated on the website www.rxassist.org as of February 9, 2006.  
Abbott

Abbott Patient Assistance Program
D-31C, Bldg J23
200 Abbott Park Road
Abbott Park, IL 60064-6161
Drugs covered:  Kaletra, Norvir

Policy:  Patients without a Part D Plan are eligible.

 
Bristol-Myers Squibb

Josephine Wittenberg
Bristol-Myers Squibb Patient Assistance Program
P.O. Box 4500  Mailcode P25-37
Princeton, NJ 08543-4500
Drugs Covered:  Reyataz, Sustiva, Videx, Zerit

Policy:  Patients without Part D Plan are eligible.
Gilead

Coy Stout
Gilead Advancing Access Program
323 Windchime Drive
Danville, CA 94506
Drugs Covered: Emtriva, Viread, Truvada

Policy:  Patients without specific drug covered may still apply.

Glaxo Smith Kline

Sandy Moulton
GlaxoSmithKline Patient Assistance Program
5 Moore Drive
Research Triangle Drive, NC 27707
Drugs Covered: Combivir, Epivir, Retrovir, Trizivir, Agenerase, Ziagen, Lexiva, Epzicom

Policy:  No Medicare beneficiaries eligible after May 15, 2006

Merck
Kristen Moffitt
Patient Assistance Programs/ Merck Pharmaceuticals
351 North Sumneytown Pile
P.O. Box 1000
North Wales, PA 19454
Drugs Covered:  Crixivan

Policy:  Patients who do not enroll in a Medicare Plan and patients when both the patient and their physician attest that the patient has special circumstances of financial and medical hardship, and the patient’s income is below an established amount.
Roche
Lynn Stansfield
Director, Reimbursment and Patient Assistance Programs
Hoffmann-LaRoche
340 Kingsland Street
Nutley, NJ 7110
Drugs Covered:  Fuzeon, Fortovase, Invirase

Policy:  Patients without specific drug covered may still apply 

Pfizer
Andrea Bevacqua
Senior Director
Pfizer Pharmaceuticals
235 East 42nd Street
New York, NY 10017
Drugs Covered:  Rescriptor, Viracept

Policy:  Patients without a Part D Plan are eligible
Roxane/Boehringer Ingelheim
Roxane Laboratories/Boehringer Ingelheim
Boehringer Ingelheim Cares Foundation
c/o Express Scripts Specialty Distribution Services
P.O. Box 66555
St. Louis, MO 63166
Drugs Covered: Viramune, Aptivus

Policy:  Patients without specific drug covered may still apply
NORTH CAROLINA CONGRESSIONAL DELEGATION CONTACT INFORMATION
Senate

Represent all North Carolina Residents
	Senator Richard Burr
217 Russell
Washington, DC 20510
(202) 224-6621

	
	Senator Elizabeth Dole
555 Dirksen
Washington, DC 20510
(202) 224-6621



House of Representatives
Represent One of Thirteen Districts in North Carolina
To find out who your Representative is, go to www.house.gov and type in your zip code at the top of the Home Page.

	Representative G. K. Butterfield
413 Cannon HOB
Washington, DC 20515-3301
(202) 225-3101
1st District
	
	Representative Bob Etheridge
1533 Longworth HOB
Washington, DC 20515-3302
(202) 225-4531
2nd District

	Representative Walter B. Jones
422 Cannon HOB
Washington, DC 20515-3303
(202) 225-3415
3rd District
	
	Representative David E. Price
2162 Rayburn HOB
Washington, DC 20515-3304
(202) 225-1784
4th District

	Representative Virginia Foxx
503 Cannon HOB
Washington, DC 20515-3305
(202) 225-2071
5th District
	
	Representative Howard Coble
2468 Rayburn HOB
Washington, DC 20515-3306
(202) 225-3065
6th District

	Representative Mike Mclntyre
2437 Rayburn HOB
Washington, DC 20515-3307
(202) 225-2731
7th District
	
	Representative Robin Hayes
130 Cannon HOB
Washington, DC 20515-3308
(202) 225-3715
8th District

	Representative Sue Wilkins Myrick
230 Cannon HOB
Washington, DC 20515-3309
(202) 225-1976
9th District
	
	Representative Patrick T. McHenry
224 Cannon HOB
Washington, DC 20515-3310
(202) 225-2576
10th District

	Representative Charles H. Taylor
339 Cannon HOB
Washington, DC 20515-3311
(202) 225-6401
11th District
	
	Representative Melvin L. Watt
2236 Rayburn HOB
Washington, DC 20515-3312
(202) 225-1510
12th District

	Representative Brad Miller
1722 Longworth HOB
Washington, DC 20515-3313
(202) 225-3032
13th District

	
	 NEXT 
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 MERGEFIELD "Phone" 
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Impact of Medicare Part D on  the HIV Community
Town Hall Meeting
Duke University School of Law

March 10, 2006

2:00-4:00

Agenda

2:00-2:20
Overview of Medicare Part D and Changes to ADAP


Rebecca Rich, Duke Law School Student

Steve Sherman, ADAP Coordinator, NC ADAP Program
2:20-3:00
Panel Presentation on Patient Assistance Programs and Medicare Part D


James Hayes, Patient Assistance Program Participant: Struggling for Access to Medications 

Dr. Michelle Collins Ogle, Medical Director, Northern Outreach Clinic, Duke University/Maria Parham Medical Center, Henderson, NC : Perspective of a Community Doctor
Perry Knight, Legal & Regulatory Affairs Director, Public Hospital Pharmacy Coalition : Impact of Recent Legal Guidance on Patient Assistance Programs
Gina Upchurch, Executive Director, Senior PharmAssist:  Patient Assistance Programs and the Older Adult and Disability Populations
3:00-3:50


Public Testimony


Audience Members will have an opportunity to provide testimony of their views and experiences with Medicare Part D and the Patient Assistance Programs, which will be transcribed for distribution to key policy makers
3:50-4:00


Wrap Up and Action Plan

John Coburn, Senior Policy Analyst, Health & Disability Advocates
Audience Members will be provided with an advocate toolkit containing material to mail and distribute to key policy makers.
[image: image6.png]


[image: image1.png]



[image: image7.png]



Medicare Part D and the Patient Assistance Programs for North Carolinians Living with HIV:  An Overview of Current Guidance

Prior to implementation of Medicare Part D, many Medicare beneficiaries relied upon the Patient Assistance Programs (PAPs), which are free or reduced price drug programs run by pharmaceutical companies.   For Medicare beneficiaries living with HIV in North Carolina, reliance on Patient Assistance Programs has been necessary because of the lower income threshold for AIDS Drug Assistance Program (ADAP).  Medicare beneficiaries with significant work histories (and, therefore, higher Social Security benefit amounts) have had to rely on the Patient Assistance Programs because their Social Security income is too high for ADAP eligibility.   However, the monthly Social Security income is not high enough to afford HIV-related medications without assistance.  Under Medicare Part D, the costs are still unaffordable if the person does not qualify for Medicare Part D’s Extra Help.   

In November of 2005, the United States Department of Health and Human Service’s Office of Inspector General (OIG) issued a Special Advisory Bulletin on interaction of the Patient Assistance Programs and Medicare Part D.  This guidance document is located at: 

http://www.oig.hhs.gov/fraud/docs/alertsandbulletins/2005/PAPAdvisoryBlletinFinal-Final.pdf.

In this guidance, the OIG discussed the legal implications of continued assistance from the Patient Assistance Programs to Medicare beneficiaries.  In particular, the OIG discussed the potential liability of the PAPs under the federal anti-kickback statute.  Set out below is a review of this guidance:

What are the Federal anti-kickback laws and why do they matter?
· The Federal anti-kickback statute makes it a crime to knowingly offer, pay, ask for, or receive any payment that is intended to attract or encourage the referral of business that is reimbursable by a federal health care program such as Medicare or Medicaid.

· Basically, this means that it is illegal for any company or individual to offer subsidies or free drugs in order to steer Medicare Part D beneficiaries to certain drugs that could be reimbursed in whole or in part by Medicare.  Such subsidies present risks of fraud and abuse, including increasing costs to Medicare, providing a financial advantage over competitor company’s drugs, and reducing beneficiaries’ incentives to find and use equally effective, but less costly drugs. 

· Under this law, both the giving and receiving parties are subject to criminal penalties, including fines and imprisonment.  The OIG can also initiate proceedings, impose civil money penalties and exclude a person from federal health care programs such as Medicare and Medicaid.

· This law matters to PAPs because if they continue to operate as they have and also offer assistance or subsidies of the cost-sharing obligation to people enrolled in Medicare Part D, both the pharmaceutical company running the PAP and the Medicare beneficiary are at risk for criminal or civil penalties.

· However, PAPs may continue to provide free or reduced price outpatient prescription drugs to Medicare beneficiaries who have not yet enrolled in Part D.
What has the OIG guidance stated regarding PAP’s assistance with Medicare Part D cost sharing?
· If PAPs subsidize cost-sharing amounts (directly or indirectly through a PAP) under Medicare Part D, this would implicate the anti-kickback statute and pose a substantial risk of program and patient fraud and abuse.  The pharmaceutical company would be giving the Medicare beneficiary something of value in exchange for the beneficiary’s use of that company’s product.

· Pharmaceutical company PAPs are at increased risk for violation of the law if they offer assistance to financially needy Medicare Part D beneficiaries enrolled in Part D by paying for the Medicare Part D cost-sharing obligations, such as deductibles and co-payments.
· A definitive conclusion regarding whether a particular PAP violates the anti-kickback statute by would require a case-by-case analysis.  However, this type of cost sharing raises substantial concerns and it is highly unlikely that any pharmaceutical company will incur this risk.
What can a pharmaceutical company do to raise “few, if any” anti-kickback statute concerns and assist patients who need access to prescription drugs?
· A pharmaceutical company may make cash donations to independent, bona fide charitable assistance programs with which the pharmaceutical company has no affiliation or influence in order to allow the charity to make independent decisions about which recipients receive which types and makes of drugs.

· Charities cannot artificially define the diseases whose patients they assist so narrowly that a single pharmaceutical company will be simply funneling its products through the charity to the patients.  This would be a potential violation of the anti-kickback law.
· In-kind donations of drugs to independent charities may pose additional risks and the OIG did not provide detailed guidance on this.  Programs attempting this will probably need to seek another advisory opinion from the OIG.

What can a pharmaceutical company do that poses a “reduced risk” of anti-kickback statute concerns and still assist patients who need access to prescription drugs?  
· PAPs may choose to provide free drugs to financially needy Medicare Part D beneficiaries outside the Part D benefit.   
· To do this, the beneficiary could not file any payment claims with the beneficiary’s Part D plan for any covered outpatient prescription medication.

· The assistance could not count towards the beneficiary’s TrOOP or total Part D spending for any purpose.

· PAPs are at “heightened risk” of violating the law if they provide assistance outside the Part D benefit only during the coverage gap of Part D (“wrapping around” the Part D benefit).

· PAPs that provide free outpatient prescription drugs entirely outside of Part D are at “reduced risk” for legal violations as long as they:
· Inform Part D plans that the drug is being provided outside the benefit so that no payment is made by Part D for the drug and no part of the costs of the drug is going towards the recipient’s TrOOP.

· Provide PAP assistance for the entire Part D coverage year.

· Provide PAP assistance even if the patient’s use of the drug is sporadic or periodic during the coverage year.

· Maintains comprehensive records of the drugs provided to allow the government to verify that the drugs were provided outside of Part D.

· Provide assistance based on reasonable measures of financial need and without looking at the providers, suppliers, or Part D plan used by the beneficiary.

How will the transition to Medicare Part D be handled and how will PAPs be treated during this time?

· The OIG will give some leeway to pharmaceutical company PAPs during the transition time to allow them to assist their recipients in getting enrolled in Medicare Part D and then transitioned to independent charities for additional prescription drug assistance.

What should recipients of PAP assistance do?
· Inform their PAPs if and when they do enroll in Medicare Part D.

· Discuss other assistance options with the PAP to determine the best approach. 

· Choose a Medicare Part D plan that provides the best coverage for an individual’s prescription needs.

· Keep accurate records of medications received via PAP assistance for decision-making about enrollment in Medicare Part D.

· Discuss your prescription medications with your doctor so you can make informed decisions.

Where can we find out more information?  

· A list of Patient Assistance Programs and their eligibility rules for Medicare beneficiaries is located at http://www.rxassist.org/docs/medicare-and-paps.cfm.
· To confirm eligibility, contact the Patient Assistance Programs directly.
Special thanks also to Duke University School of Law’s Access to Healthcare Pro Bono Project and Elizabeth Alsbrooks for drafting this document.  

Sample letter to PAP administrator
Dear  Patient Assistance Program Staff:

On March 10 from 2:00-4:00 p.m., we will be hosting a Medicare Part D town hall meeting for North Carolinians living with HIV.   This meeting will be held at Duke University School of Law, Science Drive and Towerview Road, Durham, in Room 4047.  Enclosed please find a flyer and agenda for the event.  We would like to extend an invitation to you and/or other company representatives to attend.

While we will allow individuals the opportunity to talk generally about Medicare Part D, this forum is particularly focused on the role of the pharmaceutical manufacturer Patient Assistance Programs in providing medications to Medicare eligible individuals.  As you know, the U.S. Department of Human Services Office of Inspector General recently released guidance on what role Patient Assistance Programs can play in assisting Medicare beneficiaries.   This guidance has caused most programs to discontinue assistance for Medicare beneficiaries either now or by May 15, 2006.  

For many Medicare beneficiaries living with HIV in North Carolina, this unintended consequence of the Medicare Part D Program will have a devastating effect on their health and well-being.  As you know, prior to Medicare Part D, these individuals relied heavily on your programs to access their needed medications.  These individuals do not qualify for Medicare Part D’s “extra help” or the state’s AIDS Drug Assistance Program.   If or when your program will no longer help them, these individuals will face drug costs under Medicare Part D that far exceed their monthly income and will simply be unable to access their life-saving medications.     

We hope that you will join us in assuring that this issue is resolved in a way that assures that no North Carolinian living with HIV is unable to access affordable medications because of eligibility for this new federal program.   The purpose of Medicare Part D was to allow greater access to prescription drugs not less and we know that you share our concern in remedying this situation.

If you have any questions, please feel free to me at 312-218-0941.  

Sincerely,

John V. Coburn

Attorney and Senior Policy Analyst

Sample letter to elected official
Dear  ________________:

On March 10 from 2:00-4:00 p.m., we will be hosting a Medicare Part D town hall meeting for North Carolinians living with HIV.   This meeting will be held at Duke University School of Law, Science Drive and Towerview Road, Durham, in Room 4047.  Enclosed please find a flyer and agenda for the event.  We would like to extend an invitation to you and/or your staff to attend.

While we will allow individuals the opportunity to talk generally about Medicare Part D, this forum is particularly focused on the role of the pharmaceutical manufacturer Patient Assistance Programs in providing medications to Medicare eligible individuals.  As you know, the U.S. Department of Human Services Office of Inspector General recently released guidance on what role Patient Assistance Programs can play in assisting Medicare beneficiaries.   This guidance has caused most pharmaceutical manufacturers to discontinue assistance to Medicare beneficiaries either now or by May 15, 2006.  

For many Medicare beneficiaries living with HIV in North Carolina, this unintended consequence of the Medicare Part D Program will have a devastating effect on their health and well-being.  Prior to Medicare Part D, these individuals relied heavily on the Patient Assistance Programs to access their needed medications.  These individuals do not qualify for Medicare Part D’s “extra help” or the state’s AIDS Drug Assistance Program.   When the Patient Assistance Programs no longer help them, these individuals will face drug costs under Medicare Part D that far exceed their monthly income and will simply be unable to access their life-saving medications.     

We hope that you will join us in assuring that this issue is resolved in a way that assures that no North Carolinian living with HIV is unable to access affordable medications because of eligibility for this new federal program.   The purpose of Medicare Part D was to allow greater access to prescription drugs not less and we know that you share our concern in remedying this situation.

If you have any questions, please feel free to me at 312-218-0941.  

Sincerely,

John V. Coburn

Attorney and Senior Policy Analyst 
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