
 	

 
March 24, 2016 
 
The Honorable Mark Kirk    The Honorable Joe Manchin III 
United States Senate    United States Senate 
524 Hart Senate Office Building    306 Hart Senate Office Building 
Washington, DC 20510    Washington, DC 20510 
 
The Honorable Susan Collins 
United States Senate 
413 Dirksen Senate Office Building 
Washington, DC 20510 
 
The Honorable Mike Coffman   The Honorable Mark Takai 
United States House of Representatives  United States House of Representatives   
2443 Rayburn House Office Building  422 Cannon House Office Building 
Washington, DC 20515    Washington, DC 20515 
 
The Honorable H. Morgan Griffith 
United States House of Representatives 
1108 Longworth House Office Building 
Washington, DC 20515 
 
RE: Support for S. 2689/H.R. 4762, the Reliable and Effective Growth for 
Regenerative Health Options that Improve Wellness Act 
 
 
Dear Sen. Kirk, Sen. Manchin, Sen. Collins, Rep. Coffman, Rep. Takai, and Rep. 
Griffith: 
 
The American Association of Tissue Banks (AATB) and AATB’s Tissue Policy Group 
(TPG), LLC are writing to offer our support for S. 2689/H.R. 4762, the Reliable and 
Effective Growth for Regenerative Health Options that Improve Wellness (REGROW) 
Act. This bipartisan, critical legislation directs the Secretary of the U.S. Department of 
Health and Human Services to establish a program to conditionally approve a cellular 
therapeutic product without initiation of phase III investigations if the sponsor of such 
product demonstrates preliminary clinical evidence of safety and a reasonable 
expectation of effectiveness.  
 
The American Association of Tissue Banks is a professional, non-profit, scientific and 
educational organization.  It is the only national tissue banking organization in the 
United States, and its membership totals more than 125 accredited tissue banks and 
650 individual members.  These banks recover tissue from more than 30,000 donors 
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and distribute in excess of two and a half million allografts for more than one million 
tissue transplants performed annually in the U.S.  More than 90 percent of the human 
tissue distributed for these transplants comes from AATB-accredited tissue banks. 
 
The AATB TPG includes Chief Executive Officers and senior regulatory personnel from 
U.S. tissue banks that process donated human tissue.  The purpose of the AATB TPG 
is to drive public policy in furtherance of the adoption of laws and regulations that foster 
the safety, quality and availability of donated tissue.  The AATB TPG’s membership is 
responsible for the vast majority of tissue available for transplantation within the U.S. 
 
As you know, regenerative medicine seeks to restore health rather than just treat 
disease. The use of human tissue can restore function and vastly improve the quality of 
life for patients. Under the well-established regulatory framework for human cells, 
tissues, and cellular and tissue-based products (HCT/P's), as defined under 21 CFR 
1271, human tissue has already provided a wealth of products with a lengthy record of 
safety and great benefit to many patients.  However, future technological advances 
provide the opportunity for human tissues to be further manipulated and utilized for 
expanded uses beyond the 1271 framework.  These products would benefit from novel 
regulatory pathways, as outlined in your legislation. 
 
Medical innovations in regenerative medicine are particularly important given the aging 
population and increasing number of patients with degenerative, chronic conditions. The 
conditional approval pathway established in the REGROW Act would balance the need 
for product safety and efficacy while incentivizing investments in regenerative medicine.  
 
Thank you for introducing this important legislation. We stand ready to work with you 
and your staff to help increase patient access to tissue products, including those with 
regenerative effects.  
 
Sincerely, 

 
  

  
 
 
Frank Wilton      Thomas A. Cycyota 
President & Chief Executive Officer  Chair 
American Association of Tissue Banks  American Association of Tissue Banks 
       Tissue Policy Group 


