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March 23, 2016 
 

The Honorable Mark Kirk 
United States Senator 
524 Hart Senate Office Building 
Washington, DC 20510 

 
The Honorable Susan Collins 
United States Senator 
413 Dirksen Senate Office Building 
Washington, DC 20510 

 
Dear Senators Kirk, Manchin, and Collins: 

 
 
 
 

The Honorable Joe Manchin 
United States Senator 
306 Hart Senate Office Bldg 
Washington, DC 20510 
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Regenera Global, President 
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Georgia State Senate 
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\rnold Caplan, PhD 
Case  Western Reserve  Univ. 

 
,Villiam H  Frey II, PhD 
Alzheimer's  Research Institute 

 
l.Wade McKenna, DO 
Riordan-McKenna Institute 

 
\lan Wu, MD, FACOG, FAACS 
Regenerative Surgery Institute 

On behalf of the Alliance for the Advancement of Cellular Therapies (AACT), 
thank you for introducing the Reliable and Effective Growth for Regenerative 
Health Options that Improve Wellness (REGROW) Bill, S.2689, H.R. 4762. 
AACT is a global alliance of scientists, researchers, physicians, 
administrators, device manufacturers, and patients, dedicated to the ethical, 
efficacious, and expeditious advancement of cell therapies. The collaboration 
between diverse members is directed at establishing best practice guidelines 
and clinical translation of biologics within informed regulatory oversight. 

 
We believe that Senate Bill S.2689, and House number H.R.4762, holds 
tremendous promise for patients by creating a statutory framework for 
expediting FDA approval of safe and effective regenerative cell therapies. 
Recent scientific advances in the field of cell therapy -which involves the use 
of cells to restore healthy function in the human body - has the potential to 
not just treat diseases, but to cure them. For example, cell therapy has the 
potential to halt the progression of degenerative joint disease in the knee or 
hip, or restore function to a failing heart or a damaged cornea. Furthermore 
there is widespread evidence in medical literature of the safety of cellular 
therapies. 

 
The REGROW Act would address regulatory barriers that to-date have kept . 
these treatments out of reach in the United States. Though there are significant 
differences between drugs and living human cells, FDA currently regulates 
cell-based therapies with a statutory framework - and more frequently non- 
binding guidance -used for chemical drugs, vaccines and biologics . This 
forces cell therapies into an ill-fitting regulatory regime that on average 
requires more than a decade and $1 billion before a treatment can be accessed 
by patients. Professional athletes and other wealthy Americans travel to 



 
 
 

Germany, Japan, or elsewhere, to receive them. For the rest of us, the 
REGROW Act is needed to make safe and effective cell therapies available 
right here at home. 

 
 

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, the regulatory framework 
established by the REGROW Act would reflect the rapidly emerging scientific 
knowledge in cellular therapeutics, while ensuring safety for cell therapies and 
that the FDA has the ultimate authority to determine for each treatment which 
pathway is appropriate and which may ultimately advance through the full 
approval process. 

 
Thank you again for your leadership on the REGROW Act and your 
commitment to supporting innovative treatments and cures in the U.S. Senate. 
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Leslie Miller, MD, FAHA, FACC 
Chairman of the Executive Board 
Alliance for the Advancement of Cellular Therapies 
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President and Co-Founder 
Alliance for the Advancement of Cellular Therapies 
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