
 

 

 

 

 

January 29, 2016 

 

Senator Lamar Alexander     Senator Patty Murray 

455 Dirksen Senate Office Building    154 Russell Senate Office Building  

Washington, DC 20510     Washington, DC 20510 

 

Dear Chairman Alexander and Ranking Member Murray: 

 

Health IT Now (HITN) appreciates the opportunity to offer feedback on the Health IT Bipartisan Staff 

Discussion Draft.  

 

HITN 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. Our members 

believe technology will play a foundational role in fostering new treatments and cures if laws and 

regulations support innovation. We strive to make that belief a reality.  

 

HITN is dedicated to ensuring that the laws and regulations related to the availability, coverage, and use 

of health information technology are clear and appropriate when considering the types of products and 

purpose for which they are intended to be used.  

 

The current Meaningful Use program should be torn down, and a new structure that supports providers in 

treating patients and improving outcomes should be built in its place. Put simply, we believe the current 

program is not salvageable, and we believe that your bill should focus on provisions that promote 

interoperable and innovative tools that improve health outcomes while lowering costs. We therefore 

support your efforts, but have several thoughts on how to improve the draft legislation. 

 

HHS Role in Health IT Marketplace 

 

HITN has concern that some of the authorities granted the Secretary and ONC could greatly expand the 

federal government’s authorities related to regulating health IT products. We urge the committee to 

consider the role envisioned for the federal government in regulating design functions or other aspects of 

health IT product development. HITN believes that the draft would benefit from greater clarity as to how 

the authorities created would translate into requirements on developers in the marketplace.  

 

Interoperability 

 

Unfortunately, interoperable health systems remain more a dream than a reality despite tens of billions of 

dollars in federal and private investments over the past few years. While approximately 74 percent of 

eligible providers use certified EHRs, just 26 percent of providers share health information outside their 

organization. While private-market efforts are helping to bridge the gaps in interoperability, the federal 

government and statute are still standing in the way of this goal. 

 

The HITECH Act automated legacy high-cost health technologies while doing little to transform to a 

coordinated care system where the right information is available at the right time across all systems and 

technologies. The sad reality is that current federal programs have not capitalized on the potential of 

interoperable health technologies or the application of data in advancing better treatments and cures. As a 
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result, the tools Congress intended to improve quality, efficiency, and health outcomes have become a 

burden on providers and a drain on taxpayers.  

 

We support Congress changing the law to address the known defects associated with interoperability. 

Specifically, we support the following provisions addressed in the discussion draft: 

 

 Definition of interoperability. HITN supports establishing a common definition of interoperability in 

statute.  

 

 Standards. HITN supports a shift to adoption of industry-developed standards as one way to improve 

the current MU program, and therefore supports the draft provisions establishing deference to 

standards development organizations, the promotion of open APIs, and thorough interoperability 

testing as a condition of certification. We encourage the Committee to consider adopting a Reference 

Implementation Model (RIM) system as a means to facilitate standards innovation to meet the many 

different market needs, while ensuring products can transmit and consume information across 

different systems. 

 

 Enforcement. HITN supports applying civil monetary penalties and decertification for bad actors, 

including those who engage in information blocking. These same types of penalties are used against 

hospitals and physicians in instances of fraud, and are appropriate for organizations that seek to inhibit 

the flow of electronic health information.   

 

HITN believes that the draft can be improved through more details linking the severity of a violation 

to the amount of fine imposed by the OIG. Further, the penalty section on page 24-25 of the draft 

holds different standards for developers and providers related to information blocking. HITN 

recommends making those consistent.  

 

 Provider Decertification Protections. HITN recognizes that a stronger enforcement structure will 

impact providers who may face MU penalties due to product decertification. Therefore, HITN 

supports the hardship exemption for providers whose products are decertified by ONC. Currently, 

hardship exemptions are left to the discretion of CMS. HITN believes Congress should require CMS 

to provide them to all providers whose EHR product has been decertified. Further, HITN supports the 

establishment of a hardship fund to aid providers with the transition from one product to another. We 

believe providers should not be held responsible for the bad actions of vendor companies, and 

recognize that such a fund would address cost issues that present a significant barrier to those seeking 

new products.   

 

 Consistency with MACRA. HITN strongly supports the Congressional intent of the Medicare Access 

and CHIP Reauthorization Act of 2015 (MACRA) for the administration to coordinate the multiple 

Medicare incentive programs, including MU, to better coordinate care, reduce burden on providers, 

and lower costs. We support the discussion draft highlighting this intent. 

 

 Provider Reporting Mechanism. HITN strongly supports efforts to create a reporting mechanism for 

providers to report problems with CEHRT to HHS. A public email address is not enough. Reform in 

this area will allow HHS to engage providers and patients to rapidly evolve the performance and 

usability of the health IT marketplace. HITN looks forward to seeing a final provision on this 

proposal.  
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 Patient Safety. HITN strongly supports the provisions on patient safety included in the discussion 

draft. Addressing both provider adoption and patient safety issues by creating a system for reporting 

errors that occur when using EHRs or HIEs is a good step forward. The process would provide an 

incentive to identify problems, report them to existing Patient Safety Organizations, and receive 

feedback on what went wrong and how to fix it. Because information in the reports would be 

privileged and confidential, it would create an incentive to address problems, rather than obfuscate 

them. This is similar to bipartisan protections enacted by Congress in 2006 to report medical errors.  

 

Technology use can be made continually safer by establishing process protections that ensure parties 

responsible for errors can learn from them and share those lessons learned to prevent future errors. 

These changes would promote patient safety and create a learning process that quickly identifies 

errors and solves them before adverse events occur. By creating clarity in the legal environment 

related to EHRs and HIEs, Congress could go a long way in incentivizing adoption, further promoting 

use of technology that can lower medication and other errors that harm patients. 

 
While we support the intention of the discussion draft, we have further comments on the provisions 

outlined below: 

 

 HIT Advisory Committee. HITN supports the establishment of a process for public input. However, we 

do not support removing two inefficient and ineffective committees, the HIT Standards and HIT 

Policy Committees, and replacing it with another committee that is designed with some of the same 

structural flaws as its precursors, but with added responsibilities. We are particularly concerned that 

the HIT Advisory Committee would be responsible for establishing priorities around standards 

development. Further, we are concerned that the Committee is required to recommend to the National 

Coordinator only standards that have been developed, harmonized, or recognized by itself (pg. 40, ln 

1-13). As previously stated, HITN believes that standards development and adoption should be driven 

by the private sector. Further, the development of standards around the appropriate use of health IT 

products presents separate concerns as to the overall impact of this entity on developers design and  

functionality considerations. We believe the process to make recommendations to the Secretary is 

unclear and there is no guarantee the appointees to the HIT Advisory Committee would be fair and 

balanced. We urge the Committee to eliminate this section and focus provisions on achieving 

widespread interoperability.  

 

 Health IT Rating Program. Physicians should have access to all relevant data about an EHR before 

deciding to purchase, including data on certification, decertification, penalties, and information 

blocking incidents in a way that is usable and easily accessible to stakeholders. HITN does have 

concerns with the process of standard development, adoption, and measurement. Congress has 

authorized HHS to study the feasibility of a rating mechanism under the MACRA statute and efforts 

on that project are currently underway. HITN believes that it is important to answer the question of 

feasibility before adding new reporting requirements on developers. Further, HITN is concerned that 

the creation of a new reporting mechanism and rating system is unnecessary given that various models 

already exist in the marketplace. To the extent that the authors have identified gaps in current 

authorities to provide a shopping tool to consumers in search of health IT products, HITN would be 

happy to identify alternative solutions that support the goals of this provision.  

 

 Trusted Exchange Framework and Common Agreement. HITN agrees that efforts should be supported 

that seek to bridge the connectivity divide. HITN does question the need for a federal framework 

when evidence from the marketplace suggests that private sector organizations are currently fulfilling 
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this role. We agree that trusted relationships for CEHRT is essential to achieving widespread 

interoperability; however, government developed exchange standards, such as the Direct standard, are 

one of the top reasons we have not achieved interoperability to date. The private sector has a stronger 

grasp on the needs of the industry, and what technology can be utilized to best serve those needs. We 

strongly suggest the Committee take this into consideration when finalizing this provision. 

 
 Common Data Elements. HITN appreciates the authors’ considerations of the priority areas for 

common data standards, implementation specifications, and certification criteria as addressing such 

things as data standardization across government agencies is a large priority of our members. 

However, the provisions of the draft bill requiring adoption of such standards suggests that failure to 

adhere to these standards – especially if the measure records whether a product has a development 

specification in place – leaves open the possibility of intentional and unintentional influence from the 

federal government on product design of health IT products. HITN recommends removing his 

provision and instead focusing on successful commercialized Reference Implementation Models 

(RIM) that allow for translation of standards into a reference model, thereby allowing innovation and 

competition across standards while promoting interoperability. We also recommend that the draft 

prioritize adoption of interoperability standard, once developed and proven by the private sector, 

rather than creating a process that allows the HIT Advisory Committee to establish priority standards. 

 

Working to align government agencies around data standardization of some of the priority areas listed 

in the draft could also go a long way to effectuating the change you are seeking. HITN recognizes that 

aligning the various government agencies and health care programs under HHS would influence the 

recognition of common data elements that might allow for improved data sharing throughout the 

healthcare system. 

 

In addition to the provisions on interoperability included in the legislation, HITN supports including the 

following provisions, which currently are not included in the discussion draft: 

 

 Information blocking. HITN strongly supports once and for all ending information blocking in a 

taxpayer-funded program that is intended to exchange information. We also believe Congress should 

revise the Stark exception and anti-kickback safe harbors to ensure vendors do not engage in 

information blocking at the software or business agreement levels and provide technologies essential 

for patient information exchange. Congress should also make clear that neither the donor nor donee 

can take any actions to limit the actual exchange of information among donated health IT. To enforce 

this, Congress should establish a new condition under the exception and safe harbor that clarifies the 

prohibition against data and vendor “lock-in” and require that any written agreement subject to the 

exception and safe harbor incorporate these new conditions.     

 

 Testing. NIST should be charged with testing the interoperability of products in test beds while ACBs 

should be required to conduct in the field surveillance to test whether products conform to the 

standards established in the program. Currently, the bill requires conformance testing to the federal 

standards. A more important and meaningful test is an actual test of the interoperability performance 

of the product, including how the product performs in the field.  

 

 Operational Efficiencies. ONC should not manage grant programs as it is not in their core set of 

competencies and it detracts from what should be their primary focus – achieving interoperability 

across systems and providers. We suggest transferring grant authority to an alternative agency with 

experience and dedicated staff capable of administering funding programs. 
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Leveraging Health Information Technology to Improve Patient Care 

 

HITN strongly supports this provision. With the transition to value-based care, clinical registries will 

become even more important to the effective and efficient reporting of quality measures, which will allow 

providers to improve care for their patients. Currently, clinical registries struggle greatly with integration 

with health IT products, in particular CEHRT. HITN strongly supports this be added as a provision of 

certification. 

 

Empowering Patients and Improving Patient Access to their Electronic Health Information 

 

HITN also strongly supports the provisions of the draft that address improving patient access and use of 

their own health data. Specifically, we support the provision that allows patients to access their health 

information directly from business associates rather than having to go through a covered entity. HITN 

believes that greater patient involvement in accessing and using their own data can help break down some 

of the barriers that allow for entities to block information. HITN looks forward to working with the 

authors to advance initiatives in this area. 

 

While we do support patients being able to access their information in an electronic format of their 

choosing, we do not support the added language regarding to burden on provider. This flies in the face of 

patient access authorities provided under HIPAA and the HITECH Act. Patients should have access to 

their electronic health information, regardless of burden. 

 

HITN also does not support adding patient access standards to the certification process. We agree that 

ability to electronically transmit patient information should be required of EHRs; however, we do not 

support the government developing standards that would be overly prescriptive in how a health IT product 

should accomplish this. We believe that existing information blocking requirements in the legislation 

accomplishes the intent of patient access certification requirements. 

 

GAO Study on Patient Matching 

 

Having an efficient and secure system for patient matching is integral to reducing burden and cost and 

improving patient safety in the healthcare system. We do not support the current ban on federal funds 

being used to develop a Unique Patient Identifier. We support the call for a GAO study on patient 

matching and look forward to working with Congress and the administration on this important issue. 

 

Conclusion 

 

We appreciate the opportunity to share some of our thoughts on policy options that will allow for better 

utilization of health IT. We look forward to continuing to work and share our thoughts with you on this 

important subject. 

 

Sincerely, 

 

 

 

Joel C. White 

Executive Director 

 


