[image: ]
[bookmark: _GoBack]
6/4/19

The Ohio Senate 
133rd General Assembly
Ohio Senate Finance Committee

Members of the Senate Finance Committee,
On behalf of all those living with Duchenne muscular dystrophy and other rare diseases, we are writing today to urge support for amendment language introduced by Sen. Kunze aimed at ensuring access to FDA approved therapies. 
Parent Project Muscular Dystrophy (PPMD) is the nation’s leading patient advocacy organization dedicated to ending Duchenne. Duchenne muscular dystrophy is a universally fatal, rare genetic disorder that affects approximately 1 in 5,000 live male births. Children with Duchenne face a relentless deterioration of muscle strength leading to loss of mobility followed by severe cardiac and respiratory compromise in early adulthood. There is no escape. Duchenne is one of nearly 7000 rare disease affecting the US population. 
But there is hope. Due to the rising investment in research and major advancements in care standards, many rare disease like Duchenne are seeing breakthroughs in precision medicine and targeted therapies. In the last three years alone, FDA has approved a record number of rare disease therapies for patients. However, sadly, following FDA approval, patients can experience difficulty accessing approved therapies due to both bureaucratic and process hurdles. Some rare disease patients have even waited 2+ years after approval to start treatment, causing irreparable harm to patients with progressive, debilitating, and life-limiting conditions.
The amendment language introduced by Sen. Kunze seeks to address the following current state policies and procedures:
1. State programs must provide access based on the Medicaid rebate agreement. 
0. Rare disease treatments must be covered from the outset, once a product comes to market, according to its FDA-approved use
0. States choosing to review an approved rare disease therapy and to develop prior authorization criteria must do so within 90 days of approval while providing coverage during that time according to the FDA-approved use. 
0. Review of an approved therapy must not utilize state resources to reassess the safety and effectiveness as it would be redundant to and could conflict with the responsibilities of the FDA under the FDCA (federal Food and Drug and Cosmetic Act).
0. Coverage policies must be made public within 90 days and conform to the medically accepted indication and FDA-approved label. 



1. State Medicaid decision-making bodies such as the DUR Board and P&T Committees must include a patient representative, and must adopt a drug review process that incorporates testimony from critical stakeholders such as disease experts

PPMD supports this language and its intent to ensure the best chance for all patients who may be eligible for a rare disease treatment. Thank you for supporting the lives of Ohio families living with rare diseases. 

Sincerely,
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President & CEO
Parent Project Muscular Dystrophy
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JOIN THE FIGHT.
END DUCHENNE.
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