
 
  

February 24, 2015 

 

The Honorable Fred Upton         The Honorable Diana DeGette 

House Energy & Commerce Committee       U.S. House of Representatives 

2125 Rayburn HOB                     2368 Rayburn HOB 

Washington, DC 20515         Washington, DC 20515 

 

RE: 21
st
 Century Cures Comments on January 26, 2015 Discussion Draft  

Dear Chairman Upton and Representative DeGette: 

The American Urological Association (AUA) appreciates the opportunity to 

provide comments in response to the 21st Century Cures January 26th 

discussion draft. The AUA, founded in 1902, is the premier professional 

association for the advancement of urologic patient care, and works to ensure 

that its more than 18,000 members are current on the latest research and 

practices in urology. The AUA also pursues its mission of fostering the highest 

standards of urologic care by providing a wide range of services—including 

publications, research, the Annual Meeting, continuing medical education 

(CME) and the formulation of health policy. As a result, we greatly appreciate 

your leadership to improve the discovery, development and delivery that 

support continued innovation in our health care system. 

 

The AUA offers specific comments on the following provisions included in the 

discussion draft. 

 

TITLE I—PUTTING PATIENTS FIRST BY INCORPORATING 

THEIR PERSPECTIVES INTO THE REGULATORY PROCESS 

AND ADDRESSING UNMET NEEDS 

 

SUBTITLE B—SURROGATE ENDPOINT QUALIFICATION AND 

UTILIZATION  
The AUA supports establishing a transparent process at FDA with specified 

timeframes for the development of evidentiary standards and the review and 

qualification of surrogate endpoints for broader utilization in regulatory 

decision-making. It is critical to support innovation in the drugs, biologicals 

and devices that diagnose, treat and monitor urologic patients.  We support 

efforts to help expedite the development and approval of safe and effective 

drugs for unmet needs.  

 

SUBTITLE C—APPROVAL OF BREAKTHROUH THERAPIES 

SUBTITLE E—PRIORITY REVIEW FOR BREAKTHROUGH 

DEVICES 



  

SUBTITLE F—ACCELERATED APPROVAL FOR BREAKTHROUGH DEVICES 
New drugs are being rapidly developed for treatment of advanced prostate cancer, but 

because it takes so long for these drugs to complete sufficient clinical trials to get through 

the FDA approval process, hundreds of patients suffer and die before they can legally be 

treated in this country. By adopting these breakthrough therapy and device measures in 

Sections C, E and F, scientific advances can more promptly be deployed to treat patients in 

need.  

 

When considering new drugs as “breakthrough therapies”, the AUA would recommend that 

devices also be eligible for this designation. The MRI/Fusion process is a urology-specific 

example that could benefit from this policy change. Studies show very promising outcomes 

to more accurately detect and treat prostate cancer by using this new technology. Data so 

far suggests that using MRI-guided biopsies allows doctors to identify a larger percentage 

of high-grade, aggressive cancers than using conventional biopsies, potentially saving lives. 

A number of urologists have inquired of the AUA about their ability to utilize this 

technology and get reimbursed for it by the federal government. Specialized software is 

used to build a three-dimensional model of the MRI that can be fused with the ultrasound at 

the time of biopsy. Robotic spatial tracking allows doctors to align the biopsy needle guide 

with the MRI. Since it has not yet been approved by the FDA, the cost of this software 

cannot be defrayed and therefore the usage of this “breakthrough” technique is limited to 

research hospitals.  

 

SUBTITLE H—FACILITATING RESPONSIBLE COMMUNICATION OF 

SCIENTIFIC AND MEDICAL DEVELOPMENTS 

The FDA does not allow pharmaceutical, biological and medical device companies to 

actively distribute key clinical information, even if it is related to the on-label indication, 

unless it is explicitly referenced in the package insert. By limiting the sharing of 

information, physicians are hampered in their ability to gain all of the firm scientific 

rationale and sound medical evidence needed to treat patients.  The AUA is pleased to see 

that the committee included a placeholder to address this issue and stands ready to work 

with you to clarify and rationalize these rules so that scientific and medical developments 

on pharmaceuticals, biologicals and medical devices can be shared with physicians, with 

appropriate safeguards, in order to optimize patient care.  We recommend that the 

committee develop standards for qualifying real world data, through a public process; 

expand the current process of review of materials beyond what is included in the package 

insert to also cover other key data, such as subpopulation, pharmacoeconomic or 

comparative cost data; and ensure a timely review process for such information.  

 

TITLE II—BUILDING THE FOUNDATION FOR 21ST CENTURY MEDICINE,  

INCLUDING HELPING YOUNG SCIENTISTS 

 



  

SUBTITLE A—21st CENTURY CURES CONSORTIUM ACT 

The AUA supports the idea of establishing a public/private partnership to accelerate the 

discovery, development, and delivery of innovative cures, treatments, and preventive 

measures for patients in the United States. When considering the makeup of the consortium, 

we would suggest the inclusion of leaders from the Department of Defense (DoD) and 

the Centers for Disease Control and Prevention (CDC) to go along with officials from 

the National Institutes of Health, Food and Drug Administration, and Centers for Medicare 

& Medicaid Services. Programs like the the DoD’s Congressionally Directed Medical 

Research Program have long been focused on innovative research and also is a major 

funder of clinical trials. In addition, the DoD and CDC have tremendous experience in 

collaborating with existing industry partners. Finally, the association feels sunsetting the 

consortium in 2021 is unrealistic given the amount of time it would take to set up its 

framework. 

 

SUBTITLE B—MEDICAL PRODUCT INNOVATION ADVISORY COMMISSION 

SEC. 2021. MEDICAL PRODUCT INNOVATION ADVISORY COMMISSION 

The AUA urges you to slightly modify this provision which would create the Medical 

Product Innovation Advisory Commission.  Similar to the Medicare Payment Advisory 

Commission (MedPAC), this commission will advise Congress, analyze medical product 

innovation in the United States and recommend policies to accelerate the discovery, 

development, and delivery of new medical products. We appreciate that the membership of 

the commission requires the participation of physicians to ensure the first-hand input of 

those on the front lines of patient care. However, we believe that this provision should also 

apply to products with indications that expand or change, and not merely apply to new 

products coming to market.  Because it is important to continue to support innovation, the 

AUA supports maintaining this provision with the suggested modification to strike 

“new” in the section. 

 

SUBTITLE D—GENETICALLY TARGETED PLATFORM TECHNOLOGIES 

FOR RARE DISEASES 

The AUA supports acceleration of the approval pathway for applications of products for 

serious or life-threatening conditions that employ genetically-targeted therapeutic platform 

technology already in use for other applications or products. We feel that the breadth of 

evidence typically available from various sources, along with a determination of likelihood 

of clinical benefit in a patient population with a paucity of treatment options, substantiates 

the value of this provision, and further feel that the Secretary’s use of the “totality of the 

evidence” to determine approval is appropriate. 

 

SUBTITLE E—SENSIBLE OVERSIGHT FOR TECHNOLOGY WHICH 

ADVANCE REGULATORY EFFICIENCY 

The AUA is pleased to see the committee recognize the importance of providing regulatory 



  

certainty for those developing applications and health information technologies by creating 

statutory definitions for “software,” “medical software,” “health software,” “accessory,” 

and “component.” We do feel these sections must address the necessity of incorporating 

standardized data format to allow upload of captured information into any and all 

certified electronic health records (EHRs). Otherwise, this simply becomes another 

barrier to interoperability. 

 

SUBTITLE F—BUILDING A 21ST CENTURY DATA SHARING FRAMEWORK 

While the AUA applauds the overall effort by the Energy & Commerce Committee to 

advance public discussion about the pace of cures in our country, we are particularly 

pleased with the discussion draft’s focus on ways to encourage and facilitate the 

development and effectiveness of clinical data registries. Much like numerous other 

national medical specialty societies and physician-led groups, the AUA has invested 

heavily and recently launched the AUA Quality (AQUA) Registry as part of its ongoing 

commitment to improving the quality of care for patients with urologic disease. 

 

The discussion document includes several provisions that relate to clinical data registries; 

yet, as the document indicates, there is currently no statutory definition of a clinical data 

registry outside of the Medicare program’s definition of a Qualified Clinical Data Registry 

(QCDR).  We suggest the committee consider adopting the following definition of clinical 

data registries, loosely based on the definition set forth in the registries user guide published 

by the Agency for Health and Research Quality (AHRQ): 

 

A clinical data registry is an organized data collection system operated by or 

affiliated with a medical society, hospital association, or other health care 

association, that collects uniform data (clinical and other) to evaluate specified 

outcomes for a population defined by a particular disease, condition, or exposure, 

and that serves one or more pre-determined scientific, clinical, or policy purposes, 

including but not limited to describing the natural history of disease; determining 

clinical effectiveness or cost effectiveness of health care products and services; 

measuring or monitoring safety and harm; and/or measuring quality of care. 

 

The AUA also echoes the sentiments of other registry stakeholders in urging the committee 

to add a section to the discussion document protecting clinical data registry data from legal 

discovery, particularly data that identifies or could identify specific patients, providers, or 

facilities. There is currently no adequate federal protection for such data from subpoenas or 

other legal discovery requests. The risk that such data may be subject to forced public 

disclosure creates a chilling effect on the ability of clinical data registries to recruit data 

sources.   

 

PART 2—IMPROVING CLINICAL OUTCOMES FOR PATIENTS AND 



  

PROGRAM INTEGRITY THROUGH CMS DATA 

SEC. 2085(a). EXPANDING USES OF MEDICARE DATA BY QUALIFIED 

ENTITIES 

The AUA supports allowing qualified entities to share Medicare data with individual health 

care providers and medical societies for quality of care improvement purposes and at no 

cost to such authorized users.  This would allow clinical data registry stakeholders to use 

this information to evaluate their respective outcomes against national standards or 

benchmarks. 

 

SEC. 2085(b). ACCESS TO MEDICARE DATA BY QCDRs 
The AUA supports the requirement that HHS make Medicare, Medicaid, and CHIP claims 

data available to QCDRs, but we request that the committee broaden this provision so that it 

ensures access to such data for all clinical data registries. Furthermore, we are concerned 

that the discussion document requires the Secretary to charge a fee to cover the cost of such 

data. Running a registry already requires a significant investment of resources, a challenge 

that is heightened by the fact that many registries are run by non-profit entities. Registries 

should have unfettered access to federal claims data, which, when combined with more 

robust clinical data, can result in more accurate evaluations of quality and value 

performance.  

 

SEC. 2087. HIPAA COMMON RULE EXCEPTION 

The AUA appreciates the inclusion of language requiring an exception to the Common 

Rule for registries and other entities that collect identifiable data, but have no direct 

interaction with patients and comply with all applicable HIPAA regulations. Current 

regulations for informed consent are outdated and create unnecessary regulatory barriers 

that limit the ability of the AQUA registry to engage in prospective, systematic tracking of 

practice patterns and patient outcomes that lead to better care.  

 

PART 3—BUILDING A 21ST CENTURY CLINICAL DATA SHARING SYSTEM 

SEC. 2091. COMMISSION ON DATA SHARING FOR RESEARCH AND  

DEVELOPMENT 

This provision would establish a Commission on Data Sharing for Research and 

Development. While the AUA supports efforts to ensure the integrity of clinical registry 

data and the need for guidelines related to the use of registries, we are concerned that overly 

prescriptive standards may result in a one-size-fits-all approach to registries and ignore the 

fluid and diverse nature of registries and the unique needs of different specialties and 

different patient populations. Government involvement in this issue should be restricted to 

setting standards that ensure an adequate infrastructure for the collection of registry data, 

such as ensuring that EHR vendors are interoperable with registries, protecting data privacy 

and security, and providing funding to promote innovative registry practices. The registry 

community, which is already well coalesced, should remain responsible for reaching 



  

consensus on other standards related to how registries work.  

 

If a commission is established for this purpose, we urge the committee to revise the 

language in this section to specify that the commission is advisory only; representative of 

relevant stakeholders, including physicians and others directly involved in registry design 

and implementation; and that appointments must be non-partisan and non-political (i.e., the 

Speaker of the House should not make these appointments; instead we recommend that the 

U.S. Government Accountability Office take on this task, similar to MedPAC 

appointments). The role of the advisory board should be to highlight best practices and 

potentially inform the Secretary’s recommendations in Sec. 2092. 

 

SEC. 2092. RECOMMENDATIONS FOR DEVELOPMENT AND USE OF 

CLINICAL REGISTRIES 

The AUA appreciates many of the recommendations proposed under this section, 

particularly the promotion of bidirectional, interoperable exchange of information between 

EHRs and registries. As mentioned earlier, it is critical that the Secretary adopt and better 

enforce interoperability standards to ensure the seamless exchange of information between 

certified EHRs and qualified clinical data registries. The current language seems to put the 

onus on registries, while the most significant current barrier to integration of EHR data in 

registries is EHR vendor refusal to share data with registries or charging excessive fees for 

such access.  We urge Congress to mandate that EHR vendors adopt interoperability 

standards as a condition of receiving federal certification.   

 

SUBTITLE M—ACCESSING, SHARING, AND USING HEALTH DATA FOR  

RESEARCH PURPOSES 

This provision would amend the privacy-related provisions of the Health Information  

Technology for Economic and Clinical Health (HITECH) Act to help realize the research 

potential of health data currently isolated in health care facilities across the country. The 

AUA feels clinical researchers like our urologist-scientists would greatly benefit from this 

additional data sharing, especially if new safeguards are established to protect the privacy 

rights of individuals. Therefore, we strongly urge the committee to maintain this 

provision. 

 

SUBTITLE N—21ST CENTURY CHRONIC DISEASE INITIATIVE ACT 
There are a plethora of chronic urological diseases and conditions that our patients suffer 

from. As a result, the AUA supports this provision requiring the Secretary of HHS to 

develop a plan to carry out a longitudinal study designed to improve the outcomes of 

patients with chronic disease through a better understanding of risk, transition from 

wellness to disease, disease progression, diagnosis, and other factors related to chronic 

disease. 

 



  

TITLE III—MODERNIZING CLINICAL TRIALS 

 

SUBTITLE A—CLINICAL RESEARCH MODERNIZATION 

SEC. 3001. PROTECTION OF HUMAN SUBJECTS IN RESEARCH; 

APPLICABILITY OF RULES 

The AUA applauds efforts to streamline the institutional review board (IRB) process, 

particularly for clinical trials conducted at multiple sites. This provision is consistent with 

the recently released draft NIH policy on the use of a single IRB for multi-site research and 

we urge the committee to maintain this provision. 
 

SEC. 3002. USE OF INSTITUTIONAL REVIEW BOARDS FOR REVIEW OF  

INVESTIGATIONAL DEVICE EXEMPTIONS 

The AUA also supports this provision as it allows review by a centralized IRB. 

 

TITLE IV—ACCELERATING THE DISCOVERY, DEVELOPMENT, AND 

DELIVERY CYCLE AND CONTINUING 21ST CENTURY INNOVATION AT NIH, 

FDA, CDC, AND CMS 
 

SUBTITLE A—NATIONAL INSTITUTES OF HEALTH  
The NIH, while of paramount importance to advancing high-quality biomedical research, 

has historically received criticism for lack of strategic planning in its investments in 

research. The AUA applauds the improvements that the NIH has made in this regard in 

more recent years, but additional improvements in strategic investments are greatly needed, 

especially in relation to research on urologic diseases, which has historically been 

underfunded considering the enormous impact of urologic diseases on the American people 

and economy. Therefore, the AUA supports this provision for more deliberative research 

investments by the NIH.  In addition, we support the appointment of the directors of the 

national research institutes and centers by the National Institutes of Health director, as well 

as the provision that the director of each national research institute or center be required to 

approve each grant, provided that research on understudied diseases, which may not easily 

fit national research priorities, does not go unfunded. 

 

SUBTITLE H—LOCAL AND NATIONAL COVERAGE DECISION REFORMS 

The AUA supports improving the Medicare local coverage determination (LCD) process. 

We urge the adoption of the various review periods proposed for new or significantly 

revised LCDs. The association is also encouraged to see flexibility granted to Medicare 

Administrative Contractors (MACs) to make a revision without comment under specific 

conditions, including when an Administrative Law Judge ruling indicates the determination 

is wrong. 

 

SUBTITLE I—TELEMEDICINE 



  

SEC. 4181. ADVANCING TELEHEALTH OPPORTUNITIES IN MEDICARE 

The AUA supports efforts to advance opportunities for telemedicine and new technologies 

to improve the delivery of quality health care services and improve Medicare beneficiaries’ 
access to our physicians.  We certainly agree with the sense of the Congress encouraging 

states to collaborate, through the use of state medical board compacts, to create common 

licensure requirements for providing telehealth services. This is necessary to facilitate 

multi-state practices and allow for urologists to provide services across state lines. The 

AUA, however, would urge that CMS be required to implement a methodology to cover 

and pay for certain telehealth services in a shorter time frame than four years after 

enactment. Otherwise, the R&D and capital investment necessary by urologists to perfect 

the processes will be impossible to recover. 

 

SUBTITLE L—GLOBAL SURGERY SERVICES RULE 

The AUA strongly supports congressional action to permanently rescind the rule 

promulgated by CMS to transition all 10- and 90-day global procedures to 0-day 

global procedures by 2017 and 2018 respectively. Despite this short implementation 

timeframe, CMS has not informed the surgical community of the methodology to be used to 

account for the removal of the post-operative services included in the global period. This 

means that all evaluation and management services will be billed separately for post-

operative care, and that only the cost of the physicians work performed the day of the 

procedure will be reflected in the relative value units for each code. 

 

We also are concerned with several unintended consequences of eliminating the 10- and 90-

day globals. With 0-day global codes, patients will now pay copays on other services as 

well, including each of the follow-up visits. This could considerably increase the 

administrative burden on patients, or worse, discourage them from coming back for follow-

up care. In addition, CMS initiatives for payment are all moving towards larger bundled 

payments. Deconstruction of the current payment structure for urologists and other 

physicians is counterintuitive to the end goal of providing more comprehensive and 

coordinated care for the patient. Finally, the administrative burden on surgical practices and 

CMS (and its contractors) will be significant. The American Medical Association estimates 

that eliminating the global package will result in 63 million additional claims per year to 

account for post-surgical evaluation and management services. Clearly, this will add 

unnecessary costs to the claims processing system. 

 

SUBTITLE S—CONTINUING MEDICAL EDUCATION SUNSHINE EXEMPTION 

SEC. 4381. EXEMPTING FROM MANUFACTURER TRANSPARENCY 

REPORTING CERTAIN TRANSFERS USED FOR EDUCATIONAL PURPOSES 

The AUA strongly supports the inclusion of this provision which clarifies that peer-

reviewed journals, journal reprints, journal supplements, and medical textbooks are 

excluded from the reporting requirement under the Sunshine Act. Urologists must have 



 

access to the most up-to-date independent medical knowledge to support their delivery of 

high quality patient care.  

 

The AUA appreciates this ongoing process toward the introduction of bipartisan legislation 

and looks forward to continuing to work with you on this initiative. Please let us know if 

our expertise may be of assistance, especially as you seek additional feedback or would like 

assistance in developing content for the placeholders. 

 

Sincerely,  

 
David F. Penson, MD, MPH 

Chair 

Public Policy Council 

 

 

 

CC:  Members of the House Energy & Commerce Committee 

 


