
 
February 8, 2016 
 

Dear Members of the U.S. Senate Health, Education, Labor and Pensions Committee: 

 
Public Citizen, a patient and consumer advocacy organization, with more than 400,000 
members, writes to comment on the upcoming legislative mark-ups before the U.S. Senate 
Health, Education, Labor and Pensions Committee. The Committee is planning to vote on at 
least seven bills beginning on February 9. 
 
Public Citizen previously notified you of dangerous provisions found within the U.S. House of 
Representative’s already passed 21st Century Cures Act. We have been concerned that similar 
provisions will emerge either in a senate companion piece of legislation or the end product of an 
upcoming mark-up of bills in U.S. Senator Burr (R-NC) and Alexander’s (R-Tenn) Innovations 
for Healthier Americans Initiative. If passed, these bills must not be conferenced with the 
dangerous U.S. House 21st Century Cures package. 
 
Of the bills scheduled for mark-up on March 9th we have identified two bills that should raise 
particular concern: The Combination Products Innovation Act of 2015 (S.1767) and The 
Advancing Breakthrough Medical Devices for Patients Act of 2015 (S.1077). 
 
The Combination Act of 2015 (S.1767) would threaten public health by lowering approval 
standards for products that combine a drug or biological product with a device, such as a stent 
used to prop open blood vessels that also delivers a drug dose into the blood stream. The bill 
would make it more difficult for the FDA to classify these devices as drugs or biological 
products, increasing the number of products reviewed under the far weaker device approval 
standards. The vast majority of devices are approved or cleared for marketing without testing for 
safety and effectiveness in high-quality clinical trials. Even more troublingly, the bill would lock 
the FDA into inflexible agreements on all aspects of clinical studies very early in the 
development process, including post-approval studies. This will make it extremely difficult for the 
FDA to request more information based on concerns that arise after clinical testing has begun. 
 
The Advancing Breakthrough Medical Devices for Patients Act of 2015 (S.1077) further 
concerns us. This bill could pressure the FDA to utilize shorter and smaller clinical trials, 
surrogate endpoints, and other shortcuts that lower the quality of information available for FDA 
review.  And as with S.1767, this bill would also bind the FDA to a specific clinical testing plan 
that would be difficult to modify without consent of the company testing the device. Such 
agreements, which are made before the FDA has had opportunity to view the results from initial 
testing, unacceptably prevent the FDA from responding to scientific evidence, and will almost 
certainly lead to poorly-informed FDA decisions and immense harm to patients. 
 
Both of these bills should be rejected. Furthermore, other senate passed bills should not be 
combined and conferenced with the 21st Century Cures legislation. This legislation carries 
harmful provisions that put patient lives at risk and compromise public health and should not 
become law. 



 
We also would like to remind you that the supportive votes cast in both this and the scheduled 
March 8th mark-up could serve as rationale for dangerous proposals to be offered as 
amendments during “must-pass” moments in the legislative process. We urge you to reject 
these proposals in that guise. 
 
Thank you for considering our view on these important matters. As this process unfolds, we are 
happy to continue to be a resource. 
 
Sincerely,  
 
Vijay Das  
Healthcare Policy Advocate  
Public Citizen’s Congress Watch 
 
Lisa Gilbert  
Director 
Public Citizen’s Congress Watch  
 
Sarah Sorscher, J.D., M.P.H.  
Attorney 
Public Citizen’s Health Research Group 
 
Michael Carome, M.D.  
Director  
Public Citizen’s Health Research Group  
 

 


