
April 7, 2016

The Honorable Brian Schatz
United States Senate
722 Hart Senate Office Building 
Washington, DC 20510 

Dear Senator Schatz:

Thank you for your commitment to advancing medical innovation in the U.S. Senate. Your support is urgently needed to advance legislation creating a risk-based regulatory framework for cellular therapies—the next generation of groundbreaking treatments for many debilitating diseases. 

I am writing to request your co-sponsorship of S. 2689, the Reliable and Effective Growth for Regenerative Health Options that Improve Wellness (REGROW) Act, introduced by Senators Mark Kirk (R-IL), Joe Manchin (D-WV), and Susan Collins (R-ME). Provisions from this legislation were recently included in S. 2700, the FDA and NIH Workforce Authorities Modernization Act as marked-up by the Senate Health, Education, Labor, and Pensions (HELP) Committee, providing an opportunity to incorporate the REGROW Act as medical innovation legislation advances in Congress.

[bookmark: _GoBack]Cell therapies—which involve the use of cells to restore healthy function in the human body—are different from drugs in that they attempt to address the root cause of disease, rather than simply treating the symptoms of disease. Scientific advances over the past decade have shown the great promise of these treatments in many disease areas, including cardiology, neurology, ophthalmology, and orthopedics. Unfortunately, Europe and Japan have outpaced the United States in their policies to grant patient access to safe cell therapies. As a result, patients in the U.S. are flocking to other countries to gain access to these treatments, and U.S. companies that are innovating in cell therapy are also making their investments in other parts of the world.

You have the opportunity to take a leadership role on this issue. We hope you recognize the importance of advancing a new regulatory approach through legislation for bringing safe and effective cell therapies to Americans.

This is a bipartisan issue. The U.S. has a strategic, scientific, and moral imperative to regain its lead in this space without compromising the safety of its citizens or the rigor of its scientific standards. As a critical first step in the process, we must ensure that our regulatory framework reflects the rapidly emerging scientific knowledge in cellular therapeutics. Any new regulatory framework should assure safety for cell therapies and that the FDA has the ultimate authority to determine for each treatment which pathway is appropriate and which may advance through the full approval process.

Thank you for prioritizing medical innovation in 2016. I hope we can count on your support for the advancement of cell therapies in America.

Sincerely,
Name
[Title/Org, if applicable]
[City, State]
