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 February 10, 2015 

 

Congressman Fred Upton 

Chairman, Committee on Energy and Commerce 

2125 Rayburn House Office Building 

Washington, DC  20515 

 

Dear Chairman Upton: 

 

Thank you for the opportunity to submit comments on the 21st Century Cures Initiative. Health IT Now (HITN, 

www.healthitnow.org) is a diverse coalition of health care providers, patient advocates, consumers, employers 

and payers who support the adoption and use of health IT to improve health care and to lower costs.    

 

We are convinced technology must play a foundational role in fostering 21st Century cures. Many aspects of our 

current health care system encourage inefficiency and promote waste aided and abetted by program and data 

silos. In some instances, federal policy and taxpayer dollars subsidize this waste. Perhaps worse, current 

technology solutions and data are not being brought to bear on pressing health problems. We thus believe the 

Committee has substantial opportunities to both address current problems and build a federal framework to 

encourage the discovery, development, and delivery cycle. 

 

Specific Comments 

 

Sec. 2001. Innovative Cures Consortium. HITN supports this provision of the legislation. Given the importance 

of technology in innovation, we believe that the consortium should include representation from the health IT 

industry. We do not support the funding match requirement in the provision [Sec. 281D(b)]. We note that many 

new and innovative ideas come from small start-up companies who may not have access to matching funds. We 

are concerned the provision would thus reward larger, better funded companies. We believe federal policy 

should be neutral in terms of opportunity to participate in this program. We encourage the Committee to devise 

other ways small companies might participate, such as via loan matching or zero cost, no-interest loans. 

 

Sec. 2021. Medical Product Innovation Advisory Commission. Medical products hold great promise in 

transforming our health care system. As witnessed over the past decade, the definition of medical products is 

constantly evolving – largely due to the health IT sector. As a result, we urge the Committee to include 

representation from the health IT industry on the Commission. 

 

Title II, Subtitle E. Sensible Oversight for Technology which Advances Regulatory Efficiency (Sections 2061, 

2062 and 2063). As our February 6 letter to Congressmen Blackburn and Green indicated, HITN believes the 

Committee has substantial opportunities to promote innovation by clearly defining the products subject to FDA 

review and those products that are not. The latest draft is the clearest, best written bill on the subject we have 

seen to date. We have some minor suggested changes to the language outlined below.  
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Current Language Recommendation 

SEC. 2061. MEDICAL AND HEALTH 

SOFTWARE DEFINED. 

Subsection (2) 

“(B) is not intended to provide a 

diagnosis; and  

 

 

 

 

“(C) is intended to analyze patient-

specific information and other 

information to recommend to health care 

professionals a single treatment or course 

of action— 

 

 

 

‘‘(i) without the need for such 

professionals to perform additional 

interpretation of, or to 

independently confirm the means 

for, such recommendation; and 

‘‘(ii) for the purpose of informing or 

influencing health care decisions in 

the prevention, diagnosis, 

prognosis, treatment, cure, or 

disease management related to any 

disease or condition in humans. 

 

 

We suggest changing subsection (2)(B) to 

“is not intended to provide a definitive 

diagnosis” to ensure that software 

intended to provide a recommendation for 

a diagnosis is not unintentionally 

excluded 

 

We suggest changing section (2)(C) to “is 

intended to analyze patient-specific 

information to produce a single 

recommendation— in order to cover 

software intended to provide 

recommendations for diagnosis are not 

unintentionally excluded  

 

We suggest changing section (2)(C)(i) to 

“without the opportunity for such 

professionals” to better represent an 

amount of time or a situation in which 

something can be done and 

“independently review” to better reflect 

the act of looking at or examining the 

quality or condition of something or 

someone. 

 

Subsection (3) 

 

 

 

 

 

 

“(B) is intended for use for clinical, 

laboratory, or administrative workflow 

and related record keeping including 

health records;  

 

 

‘‘(C) is intended for use for use 

aggregation, conversion, storage, 

management, retrieval, or transmission of 

data from a device or other thing; 

 

 

 

 

The intended use of the terms “data” in 

subsections (3)(C), (3)(G), and (3)(G) and 

“information” in subsections (3)(E), 

(3)(H), and (3)(I) and the relationship 

between the two terms require 

clarification.  

 

We suggest changing section (3)(B) to “is 

intended for use for clinical, laboratory, or 

administrative workflow and related 

record keeping or informational display, 

including health records; 

This is unclear. Does the use of “other 

thing” refer to the emerging definition of 

the Internet of Things?  We suggest 

clarifying or deleting “other thing” from 

section (3)(C).  There is also ambiguity 

over whether section (C)(3)(C) is intended 

to cover MDDS.  
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“(H) is intended for use to analyze patient-

specific information or other information 

for purposes of presenting patient-specific 

recommended treatments or courses of 

action to inform health care professionals’ 

decisions with respect to the prevention, 

diagnosis, prognosis, treatment, cure, or 

management of a particular disease or 

condition, with the opportunity for 

additional interpretation or an independent 

confirmation of such treatments or courses 

of action; or  

We suggest changing subsection (H) to 

“is intended for use to present or analyze 

patient-specific information or other 

information for purposes of presenting 

patient-specific recommended treatments, 

diagnoses, or courses of action to inform 

health care professionals’ decisions with 

respect to the prevention, diagnosis, 

prognosis, treatment, cure, or 

management of a particular disease or 

condition, with the opportunity for 

additional interpretation or an 

independent review of such treatments, 

diagnoses, or courses of action; or” to 

account for software providing diagnosis 

suggestions with any opportunity for 

independent confirmation. 

 

We believe current regulatory uncertainty stifles healthcare innovation and that there is significant confusion in 

the market about what technologies may be regulated, by which agencies, and to what standards. Uncertainty 

creates barriers to the development of technologies that can help clinicians access more evidence-based 

medicine, provide patients with more individualized care, and generate better caregiver engagement. We believe 

Congress must act to address this serious problem in the interests of patients and advancing innovation now and 

in the future.  

 

Sec. 2081. Standardization of Data in Clinical Trial Registry Data Bank on Eligibility for Clinical Trials. HITN 

applauds the Committee for including such an important provision in the draft legislation and encourages you to 

retain it as the bill moves forward.  

 

Technology, including electronic health records (EHRs), health information exchanges, and mobile medical 

apps, is able to securely capture clinical and administrative information to create a vast data pool that can be 

used for genomics, population health, disease management, and clinical research. Unfortunately, the potential 

use of these vast data resources remain unemployed. By requiring that clinical trial opportunities posted on 

ClinicalTrials.gov include eligibility criteria using standardized technical vocabularies, EHR systems will be 

able to compare relevant trial requirements to a patient’s clinical and claims data without exposing the patient’s 

private information. Providers will then be able to easily identify and provide information on relevant trials that 

may be beneficial to an individual’s care. HITN believes that this could help address a large barrier in the 

discovery of new treatments – low recruitment and retention rates in clinical trials – and the costs that flow with 

these barriers. We look forward to working with the Committee to ensure passage of this important provision. 

 

Sec. 2082. Clinical Trial Data System. HITN supports the creation of a clinical trial data system to increase data 

sharing for research purposes. However, we ask that the Committee expand this data system to include clinical 

data captured by (EHRs) and genomic databases. We believe that making this additional de-identified 

information available to researchers will be greatly beneficial to bettering health care outcomes by allowing a 

more longitudinal and comprehensive view of a patient’s health care needs. We acknowledge that this may 

require more security measures; however, we believe the possible reward is worth the effort to address barriers 

to utilizing highly valuable data. For too long, research efforts have been hindered by data silos. We believe the 

Committee has a wonderful opportunity to address this long-standing problem. 
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Sec. 2092. Recommendations for Development and Use of Clinical Data Registries. HITN strongly supports the 

use of clinical data registries for the improvement of patient care. Despite the promise of registries, we know 

from real-world experience that these registries are often blocked by the business practices of EHR vendors 

from reaching their full potential. There is anecdotal evidence of EHR vendors refusing to work with clinical 

data registries to ensure data sharing between two systems. Congress should not allow these actions, and HITN 

believes that the Committee should amend the language in Sec. 2092(b)(1) to require EHRs to work with 

clinical data registries on interoperability standards and to prohibit EHR products that are used in federal 

programs to continue to be used for MU certification if they block clinical data registries from interfacing with 

their products.  

 

Sec. 2181. Interoperability. We strongly support including this section in the bill because we are very concerned 

HITECH is not achieving the goals set out by Congress, namely increased efficiency, improved health 

outcomes and better access to electronic information. We bleive this is largely because the program has failed to 

facilitate interoperation across systems and providers. We are likewise concerned that Meaningful Use is 

becoming more and more of a burden on health care providers with little improvement in patient care quality or 

health and where the costs of the program may outweigh the program’s benefits.  There are several reasons for 

this, including: a process that produces poor results; misaligned time frames; poorly defined priorities; and a 

lack of focus on achievable short-, mid- and long-term outcomes.   

 

This is unfortunate, because we believe the Meaningful Use program is necessary – even foundational – in 

efforts to advance innovative payment and delivery models in Medicare and Medicaid that improve outcomes, 

quality and lower costs. We believe it is important to ensure that every health care provider has access to 

longitudinal data on their patients to make evidence-based decisions, coordinate care and improve health 

outcomes. Providers need interoperable systems to treat patients well.  

 

We encourage you to include provisions in this section to:   

 Fix the process. Empower the private sector to develop and propose interoperability standards by 

reforming the current standards process.  

 

 Define the Architecture and Standards. Require the Administration to adopt interoperability standards 

for certified health IT systems by a date certain, require vendors to publish their interfaces, and prioritize 

information sharing among clinicians and consumers. 

 

 Enforce Program Rules. Authorize new enforcement tools so that providers know the products they buy 

will work as advertised, including the ability to de-certify poorly performing products 

 

Sec. 2301. Precision Medicine. HITN strongly supports the Committee’s focus on Precision Medicine and look 

forward to working together to detail exactly what this initiative will entail.  

 

Since the enactment of the HITECH Act in 2009, taxpayers and the medical industry have collectively invested 

more than $100 billion in an information technology infrastructure to meet America's healthcare needs. These 

investments hold vast potential for revolutionizing medical science, population health and cost management.  

 

But realizing these promises requires progress on a number of obstacles, many of which are relics of a “pre-

data” era. 

 

Nowhere is the potential opportunity costs greater than in genomic medicine—a type of precision medicine that 

involves mapping and sequencing of genes to discover and create individualized treatments for genetically 

driven diseases such as cancer and diabetes.  
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At its core, cancer is a genetic scourge, the result of millions of errors in gene replication. This makes cancer 

treatment highly individualistic and dependent on each patient's genetic makeup and ever-changing 

environmental factors. 

 

With incentives, technology and data resources can be leveraged to speed treatments and cures to patients. We 

appreciate that interoperability, some HIPAA changes and the SOFTWARE provisions will foster precision 

medicine. We suggest the Committee go further by explicitly investing in a modern data infrastructure. 

Realizing the potential of genomics and individualized medical treatments will require large investments in data 

infrastructure coupled with updated privacy laws. When it comes to data, we are falling behind in the 

international community. The U.S. is vastly behind China, which possesses one-third of the global genomics 

computing capacity and the jobs that go with it.  

 

Fifteen years into the 21st century is high time for the U.S. to apply data-driven technologies to medicine. The 

gap between our current data capabilities and future data requirements is vast and growing. We look forward to 

working with you to more fully develop this proposal. 

 

Sec. 4181. Advancing Telehealth Opportunities in Medicare. As we stated in our January 26 letter, we applaud 

your efforts to remove current Medicare barriers to beneficiaries receiving telehealth services. We encourage 

you to mirror steps the private sector payers have taken to incorporate and integrate telehealth into the major 

medical benefits policies they offer. 

 

To reiterate our concerns outlined in the January 26 letter, we believe the telehealth provisions should be 

changed to reflect the following: 

  

1. In General. HITN does not believe that telehealth visits should automatically be reimbursed at the same 

amount as in-person visits. We believe that the use of technology in health care can lower costs, and this should 

be taken into consideration when developing reimbursement rates for services provided via telehealth. We also 

believe that all limitations on what qualifies as an originating site, any geographic limitation, or any limitation 

on the type of health care provider who may furnish such services should be lifted, and it should not be left to 

the discretion of the Secretary.  

 

2. Payment for Selected Telehealth Services. HITN believes that the wording on line 19 should be changed to 

reflect services furnished “electronically,” rather than “via a telecommunications system” to ensure that the 

language is flexible enough to incorporate varying and always changing technology.  

 

3. Telehealth Services Defined. HITN supports a common definition of telehealth that can be used across federal 

programs. However, we do not support using the definition under section 1834(m)(4)(F). We support the 

language in The Telehealth Modernization Act of 2013, which was introduced in the 113th Congress by 

Congresswoman Doris Matsui and Congressman Bill Johnson, and we believe that this should be inserted into 

the legislation.  

 

4. Encouraging Greater Access to Telehealth Services in Bundled Payment Models. HITN supports removing 

current Medicare reimbursement restrictions on telehealth services in the case of bundled payment projects or 

models. We also support waiving medical licensure requirements for entities participating in bundled payment 

models that practice across state lines. This is essential to allow for truly coordinated care.  

 

5. Store and Forward Technology. We do not believe that store-and-forward technologies should only be 

reimbursed under bundled payment demonstration projects or models. We support removing the current 

restriction on the reimbursement of this technology under Medicare overall.  
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6. Reimbursement for Remote Patient Monitoring. We urge Congress to provide a clear avenue for 

reimbursement for remote patient monitoring for chronic conditions, either through specific authorization to pay 

CPT codes on an unbundled basis. Under CMS’ definition of telehealth services, remote patient monitoring and 

many other evidence based technology-enabled care is not a telehealth service, rather it is a physician service. 

However, only in rare cases has CMS assigned a value to the remote patient monitoring codes. Given the deep 

and broad evidence base demonstrating that remote patient monitoring for a number of chronic conditions is 

associated with reduced utilization, lower costs, and improved outcomes, it is essential that ACOs, bundled 

payment, and fee-for-service (during the transition to risk based models) physicians are permitted to use and 

receive reimbursement for remote patient monitoring when cost savings and improved health are supported by 

evidence. 

 

6. Sense of Congress Regarding State Medical Board Compacts. We are extremely concerned with the “Sense 

of Congress Regarding State Medical Board Compacts.” This language endorses an approach to addressing a 

significant barrier to the practice of telehealth services – the outdated state-based medical licensure system – 

that will only further fragment and complicate the licensure process for doctors who wish to practice telehealth 

across state lines. The compact only provides for expedited licensing and does acknowledge the transient nature 

of today’s society. Under the compact, a provider must anticipate where their patient may be going, if a need 

arises for treatment or consultation. Americans travel from coast to coast - vacationing, visiting sick or ailing 

relatives, to attend business meetings and conferences. With this mobility, patients may need to seek the care of 

their physician from a location not anticipated in the proposed licensure model.  

 

In addition, state compacts are only effective if a majority states agree to them. Therefore, relying on a compact 

agreement means some progress in some states for certain beneficiaries, but not others, and only after years of 

delay. Or worse, it is just as likely that there would never be agreement across states. HITN believes Congress 

must recognize that Medicare, as a federal program, should be treated like physicians within the DOD and VA 

programs with regards to licensure and should be able to see patients across state lines without the requirement 

to obtain multiple state licenses. HITN supports removing this section altogether and we suggest substituting the 

following language:  

 

“It is the Sense of Congress that the current state-based provider licensure process does not support a 

mobile society nor take advantage of the available technologies to provide care from nearly anywhere to 

nearly anywhere in the US.”  

 

7. Report on Barriers to Telehealth. HITN thinks that a better approach, rather than a Sense of Congress, would 

be to add a section to the legislation that would require the Secretary to issue a report and recommendations on 

how to remove barriers to the utilization of telehealth services. We suggest the following language be added: 

 

“The Secretary of Health and Human Services shall, within 180 days, issue a report and 

recommendations on how to remove barriers to telehealth services that impede coordinated care 

delivery across the nation. The Secretary shall convene relevant stakeholders to provide input into the 

report, including but not limited to: patients, health care providers, state government officials, health 

technology developers, telecommunications companies, specialist physician organizations, senior 

citizens, academic medical centers, insurers, employers, accountable care organizations, community 

health organizations, and other federal agencies. The recommendations shall specifically address:  

 

 Creating a framework for interstate licensure and authorization of providers to deliver care via 

telehealth services to patients;  

 

 Guidance of a common definition of telehealth services for the States to use in conforming their laws 

to facilitate the delivery of care; and,  
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 Plans to develop and expand current federal health programs through a streamlined and simplified 

licensure process to provide improved access to telemedicine services for seniors and other federal 

health program recipient.”  

 

We appreciate the opportunity to share our initial thoughts with you on this important issue and look forward to 

working with you to ensure the promise of 21st Century Cures are realized for all Americans. 

 

Sincerely, 

 

 

 

Joel C. White 


