
1 
 

 
July 16, 2021 
 
The Honorable Diana DeGette         The Honorable Fred Upton 
2111 Rayburn House Office Building         2183 Rayburn House Office Building 
Washington, DC 20515          Washington, DC 20515 
 
 
Dear Representatives DeGette and Upton: 
 
Thank you for the opportunity to comment on the Discussion Draft for 21st Century Cures 2.0. The 
Focused Ultrasound Foundation (FUSF) strongly supports the modernization of our healthcare 
policies to drive the development of innovative medical technologies to improve patient outcomes 
and ensure widespread and equitable patient access to these technologies, particularly 
transformative new therapies like focused ultrasound.  
 
We offer views from the perspective as the only 501(c)(3) medical research, education and 
advocacy organization solely dedicated to advancing the development and clinical adoption of 
focused ultrasound, a noninvasive therapeutic medical device technology, for the treatment of a 
wide range of medical conditions. FUSF was founded in 2006 by Dr. Neal Kassell, a world-
renowned neurosurgeon who has authored more than 500 publications and was named to the 
Blue Ribbon Panel of then Vice President Joe Biden’s Cancer Moonshot initiative. Our mission is to 
accelerate the development and adoption of evidence-based focused ultrasound therapy to 
improve the lives of countless individuals with serious medical disorders, including essential 
tremor, Parkinson’s disease, Alzheimer’s, chronic pain, various cancers, uterine fibroids, 
depression – more than 150 indications in total. We aim to bring focused ultrasound treatments to 
patients as quickly as possible, to improve patient outcomes and lower healthcare costs. 
 
FDA-CMS Communication Regarding Breakthrough Therapies 
 
FUSF supports Sec. 305 that establishes the requirement for FDA and CMS communications with 
respect to breakthrough therapies. We feel this is particularly important for medical devices where 
there is often uncertainty and misalignment of expectations in clinical evidence that too often 
results in a years-long lag between FDA approval and CMS coverage and reimbursement.  Early 
and more regular communication would enable the design of clinical trials that better meet 
requirements for both FDA and CMS, accelerating patient access to new therapies.  
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Coverage and Payment for Breakthrough Devices 
 
One of the most critical factors limiting widespread patient access to focused ultrasound 
therapies, and other highly innovative medical device technologies, is the lag time between FDA 
approval and coverage and reimbursement. For Medicare beneficiaries, it is surprising that a 
therapy would be deemed safe and effective by the FDA yet not available for them due to the lack 
of CMS coverage, which can often take three to five years to secure. Without coverage and 
reimbursement, clinicians may be unable to offer innovative treatments like focused ultrasound to 
their patients, despite clinical evidence demonstrating that the treatment could be less invasive, 
with less risk of complications and side effects, and could offer a better outcome with an improved 
quality of life as compared to other standard treatments. Moreover, for some conditions, such as 
chronic (and often debilitating) pain, the lack of access to non-pharmacological medical 
breakthroughs such as focused ultrasound therapy can force patients to seek other less effective 
ways to treat their condition including reliance on medications, such as opioids. This can 
exacerbate both the physical and mental wellness of Medicare and Medicaid enrollees 
unnecessarily and can even lead to death while adding to the cost of care overall. 
 
The “Ensuring Patient Access to Critical Breakthroughs Act of 2021”, included in Sec. 404, proposes 
that CMS grant automatic Medicare coverage to devices deemed “breakthrough” by the FDA, 
immediately upon their FDA marketing authorization. This coverage would extend for four years, 
during which time the manufacturer would be able to collect additional evidence required for a 
long-term coverage policy.  
 
This proposal would codify the proposed Medicare Coverage of Innovative Technologies (MCIT)  
pathway and eliminate the gap between FDA approval and Medicare coverage and payment for 
innovative medical devices, providing more certainty to manufacturers, more tools in clinicians’ 
armamentarium to treat disease, and more universal, widespread and equitable treatment options 
for patients.  
 
Recommendation: We believe the following could strengthen the proposed program even further:  
 

• Expand Criteria for Coverage to Include Patient Preference – While only a small number of 
devices have received breakthrough marketing authorization by the FDA, there are many 
other promising innovative devices that may not meet the stringent definitions for 
breakthrough (e.g. for a serious medical condition that does not meet the threshold for 
life-threatening or debilitating) or were approved before the implementation of the 
Breakthrough pathway yet still lack CMS coverage and payment. We encourage expansion 
of the criteria for acceptance to this new coverage and payment pathway to include 
noninvasive medical devices, including focused ultrasound therapies, that may be strongly 
preferred by patients as compared to more invasive alternatives. We encourage the 
consideration of “patient preference” as an optional criterion to support acceptance into 
this coverage and payment pathway, as this aligns with the patient-centric focus of this 
legislation.  
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• Cover Off-Label Use – We encourage the coverage and payment of off-label use of devices 
accepted into this new pathway. For many innovative medical technologies such as focused 
ultrasound, a single device could have several clinical applications. For example, a prostate-
specific device could be effective treating both prostate cancer and benign prostatic 
hyperplasia. FDA labeling of the device in this case is often more generic – i.e. prostate 
tissue ablation. Such a general label may not meet the strict requirements for 
breakthrough despite having a similar or greater impact on the lives of patients as other 
breakthrough devices. In a case such as this, we propose that coverage and payment 
should be provided for an off-label indication (e.g. prostate cancer) that meets the 
breakthrough designation criteria, provided there is clinical evidence to support its safety 
and efficacy. Again, this ensures a patient-centric coverage system by giving more patients 
access to promising medical innovations.  

 
Advanced Research Projects Agency for Health (ARPA-H) 
 
FUSF strongly supports the creation of ARPA-H as an independent agency to “help drive 
transformational innovation in health research and speed application and implementation of 
health breakthroughs.”  
 
FUSF encourages an ARPA-H focus on transformative and cross-cutting platform technologies that 
can offer new treatments across multiple diseases and conditions. An example of such a 
technology is focused ultrasound, an early-stage, noninvasive therapeutic technology under 
investigation for treatment of over 150 different clinical conditions including Alzheimer’s, 
Parkinson’s, ALS, various cancers, and pediatric rare diseases. Focused ultrasound offers 
unparalleled versatility due to its more than 18 different biological mechanisms of action, 
including tissue destruction, anti-cancer immune response, neuromodulation, localized and 
targeted drug delivery, transient opening of the blood-brain barrier, and many others.  
 
Recommendation: We believe the following could strengthen ARPA-H even further:  
 

• Ensure Reviewers and Program Managers Understand and are Willing to Fund Novel 
Innovations – Despite extensive evidence of efficacy for many conditions and the  immense 
potential to transform treatments for many others to  improve patient outcomes and 
reduce healthcare expenditures, focused ultrasound is not widely accessible. One reason is 
the lack of funding needed for translational, high-risk, high-reward research to bring these 
innovations to patients. The current nature of funding agencies organized by organ system 
and the cross-cutting nature of research in focused ultrasound often means that reviewers 
and program officers lack the expertise or interest to fund these proposals, instead funding 
more familiar work deemed more mainstream and less risky. Ensuring that ARPA-H 
program managers and reviewers have a wide array of expertise in transformative and 
innovative technologies and value high-risk, high-reward investments will ensure much-
needed diversification in our nation’s publicly funded research.  
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Diversity in Clinical Trials and Health Disparities 
 
FUSF strongly supports addressing the need for more diversity in clinical trials and placing a 
greater focus on addressing health and healthcare disparities. Uterine fibroids is a condition that 
clearly illustrates the disparities in our current system. Fibroid tumors are very prevalent among all 
women, but Black women are more likely to develop fibroids at a younger age and experience 
more severe symptoms. The treatments currently available and broadly used include mostly 
invasive surgeries that can require up to 6 weeks of recovery time and can impact women’s future 
ability to have children. Focused ultrasound therapy can eliminate fibroids without these 
complications, has FDA approval backed by extensive efficacy data over the past two decades, and 
is used to successfully treat more than 25,000 women every year. However, because focused 
ultrasound therapy is not covered by Medicaid, Medicare and most private insurers, most women 
must pay out-of-pocket for the treatment, making it inaccessible for many low-income and even 
middle-income women. We must bring medical innovations to all patients and ensure both 
diversity and inclusion are incorporated throughout our research, treatment, and coverage 
systems. 
 
In sum, modernizing our healthcare policies is critical during a time when scientific achievements 
are more numerous than ever. We must ensure that patients are at the center of our healthcare 
system, and that the goal of improved patient outcomes drives policy decisions across the 
government landscape. It is crucial that we implement these necessary policy innovations to 
ensure patients everywhere can access current and future life-changing and often life-saving 
technology.   
 

Thank you very much for consideration of our comments. If you have questions, please do not 
hesitate to contact me at jfoley@fusfoundation.org or 202.886.5300. 
 
Sincerely,  
 

 
 
Jessica Foley, PhD 
Focused Ultrasound Foundation  
 
The Focused Ultrasound Foundation was created in 2006 to improve the lives of millions of people 
worldwide by accelerating the development and widespread clinical adoption of focused ultrasound, a 
disruptive, noninvasive therapeutic technology. Focused ultrasound uses ultrasound energy guided by real-
time imaging to treat tissue deep in the body without incisions or radiation. It is FDA approved to treat 
uterine fibroids, essential tremor, tremor-dominant Parkinson’s disease, pain from bone metastases, and 
the prostate, and under investigation for more than 130 diseases including many cancers and neurological 
disorders. The Foundation works to clear the path to global adoption by organizing and funding research, 
fostering collaboration, and building awareness among patients, physicians, policymakers, and other 
stakeholders.   


