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ON
340B SECTION OF THE HHS BLUEPRINT TO LOWER DRUG PRICES AND REDUCE OUT-OF-POCKET COSTS

These are model comments to guide AHA members in crafting their own response to the 340B section of the Department of Health and Human Services’ (HHS) Blueprint to Lower Drug Prices and Reduce Out-of-Pocket Costs. 

All comments must be received on or before July 16, 2018 at 11:59 p.m. ET.

To send electronically, go to the Federal eRulemaking Portal: http://www.regulations.gov.
Follow the instructions for “Submit a Comment” and enter the Regulatory Information Number RIN 0991–ZA49.

To send via U.S. mail, see the address below. Please allow sufficient time for mailed comments to be received before the close of the comment period.

Via regular mail:

Alex M. Azar II
Secretary			
Department of Health and Human Services
200 Independence Ave., SW, Room 600E
Washington, DC 20201

[LETTERHEAD]


July XX, 2018

Alex M. Azar II
Secretary			
Department of Health and Human Services
200 Independence Ave., SW, Room 600E
Washington, DC 20201

RE: RIN 0991–ZA49; HHS Blueprint to Lower Drug Prices and Reduce Out-of-Pocket Costs – (Section on the 340B Drug Pricing Program)

Dear Secretary Azar:
On behalf of [name of your hospital], we appreciate the opportunity to comment on the 340B section of the Department of Health and Human Services’ (HHS) Blueprint to Lower Drug Prices and Reduce Out-of-Pocket Costs. While we appreciate the Administration’s focus on the issue of unsustainable drug prices, which threaten patient access to care, the focus on the 340B program as part of a plan to lower drug prices is misplaced. A number of the questions raised by HHS suggests that the 340B program might contribute to higher drug prices. However, it is drug manufacturers, not 340B entities, which are solely responsible for setting list prices as well as determining subsequent price increases. The 340B program, which represents a very small portion of drug spending nationally, is not responsible for drug manufacturers’ decisions. Any effort to scale back this vital program would not lower drug prices. Rather a smaller 340B program would increase revenue for drug manufacturers at the expense of vulnerable patients and the community served by (Name of your hospital). 
[In this section, you can provide information about your hospital, the community you serve and the value of the 340B program. You can include detailed examples of how your hospital uses the 340B program to benefit your patients. Consider including examples such as providing free care to uninsured patients, medication management programs, free vaccines, lower priced prescription drugs and community health programs. If possible, include an example of a patient who has benefitted from the hospital’s participation in the 340B program – patients who received access to cancer treatment closer to home; a low-income patient who received prescription drugs at a reduced rate or free of charge; a person who received free treatment at one of your clinics or who is enrolled in one of your community health programs – consistent with state and federal privacy laws.] 

GROWTH IN THE 340B PROGRAM 
HHS has asked how growth in the 340B program has affected list prices. Drug manufacturers inaccurately claim that programs such as 340B have driven them to raise prices to unsustainable levels, allegedly because of growth in the program. While the 340B program clearly expanded because of congressional extension of the program to support more vulnerable communities, much of the program growth also can be attributed to drug manufacturers’ dramatic price increases for outpatient drugs as well as to medical advances that have enabled more care to be provided in the outpatient setting. (If possible, provide any information regarding your hospital’s increase in drug spending (outpatient drugs spending if possible) and any information you want to provide to demonstrate the shift in site of service (inpatient vs. outpatient) for patient care in your facilities over time.)

PROGRAM ELIGIBILITY
HHS has asked whether several changes to the program, including the definition of a “patient” are needed to “refocus the program toward its intended purposes.” The 340B program is working as Congress intended by helping hospitals expand access to life-saving prescription drugs and comprehensive health care services to vulnerable communities across the country, including to low-income and uninsured individuals. Changes to the 340B patient definition or added regulatory burden that provide no benefit to taxpayers only put access to care for vulnerable communities at risk. 

The current 340B patient definition is based on the relationship the eligible patient has with his or her hospital. It includes patients who receive health care services from a health care professional who either is employed by the covered entity or provides health care under contractual or other arrangements (e.g., referral for consultation) such that responsibility for the care provided remains with the covered entity. Changing the definition of patient, in the requirements governing covered entities, would do significant harm to our hospital and the patients we serve. Past proposals to narrow the patient definition would effectively limit discharge prescriptions or infusion-only services, which could have jeopardized our hospital’s ability to serve the most disadvantaged patients in our community, including low-income patients, uninsured patients and patients receiving cancer treatments. We are extremely concerned about the harmful effect these types of proposals would have on our patients’ access to care. [Give examples, if possible, of how your infusion program benefits patients such as providing patients cancer treatment closer to home or how discharge prescriptions reduce hospital readmissions.] 

CONCLUSION
Hospitals and health systems rely on drug therapies to save lives every day. We are deeply committed to ensuring that the patients we serve have access to the drugs their providers need. However, as major purchasers, we cannot continue to sustain the high and rising drug prices that have strained our budgets. Far from contributing to higher drug prices, the 340B program has been a critical tool for our hospital to continue to care for our community. If the 340B program is curtailed, it will be our patients and the broader community we serve who will pay the price through more limited access to needed services. We appreciate this opportunity to share with you our concerns. We look forward to working with you and your staff to work to safeguard this valuable program.

Sincerely, 












