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May 7, 2012 

 

Dr. Farzad Mostashari, MD, ScM 

Office of the National Coordinator for Health Information Technology  

Department of Health and Human Services 

Hubert H. Humphrey Building 

200 Independence Avenue, S.W.  

Washington, D.C.  20201 

 

Submitted electronically via www.regulations.gov  

 

RE: RIN 0991–AB82 

 

Dear Dr. Mostashari: 

 

The undersigned organizations and members of the Health IT Now Coalition are pleased 

to respond to the Notice of Proposed Rulemaking entitled Health Information Technology: 

Standards, Implementation Specifications, and Certification Criteria for Electronic Health 

Record Technology, 2014 Edition; Revisions to the Permanent Certification Program for Health 

Information Technology published in the Federal Register on March 7.    

 

Health IT Now (HITN, www.healthitnow.org) is a group of 65 organizations that came 

together to promote adoption and use of health IT to lower costs and to improve quality, safety 

and outcomes.  Our membership is diverse and includes health care providers, patient advocates 

and consumers, employers and payers, and others who share our views.  Other organizations 

have joined our comment letter to highlight the importance of this issue. 

 

We commend ONC for taking steps in the NPRM to facilitate interoperability and 

information exchange, but believe the standards for the Meaningful Use program can and should 

be strengthened.  The program holds great potential to enhance and make more attractive the 

tools providers need to dramatically improve quality and outcomes, while reducing overall costs. 

 

The wide array of providers that are touched in some way by the Meaningful Use 

program, both those eligible and ineligible for incentive payments, are the best at determining the 

needs of their patients.  Without a common set of mature, consensus-based standards that takes 

into account both those who are adopting EHR technology for the first time as well as those that 

have been using EHR systems for decades, providers will not be able to effectively serve their 

patient populations.  

  

Our comments outline suggested modifications to the NPRM we believe will enhance 

interoperability and capitalize on the legislative intent of the program: improving patient 

outcomes and lowering health costs.  Among our recommendations: 

  

 Allow Meaningful Users to attest using exchange standards that are backwards 

compatible to the Direct Protocol; 
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 Decertify vendors who block information exchange; 

 

 Identify a core set of data elements for use in every consolidated CDA and create a 

mechanism for providers to tailor templates to the needs of their patient population; and, 

 

 ONC should align standards across programs to facilitate care coordination and clinical 

exchange.  

  

We believe our recommendations, if adopted, will allow for a more scalable, and 

ultimately successful program, paving the way for better care coordination and lower costs in the 

coming years of Meaningful Use.  Our recommendations are outlined below. 

 

I. Allow EHR vendors to certify their products as able to perform data exchange 

functionality using more robust and scalable standards by demonstrating 

backwards compatibility to the Direct Protocol.  

  

The Direct transport protocol is a first step in developing a coordinated systemic effort 

for sending clinical data between providers and from patient access portals to personal health 

records.   We believe Direct should be a floor, not a floor and a ceiling.  While this standard may 

act as a baseline for the transmission of clinical data, we believe it is inadequate to 

fundamentally enable the long-term interoperability and exchange goals of the Meaningful Use 

program, and it should not replace more robust standards that are already in use.  There is only so 

much the point-to-point nature of Direct exchanges can accomplish.   

 

The HL7 version 3 transport specifications have sufficiently matured to serve as a 

foundational and scalable exchange standard in the Meaningful Use program.  While we 

understand the concern that the HL7 version 3 standard is robust and may not be ideal for those 

providers that are recent adopters or are just now upgrading existing EHR infrastructure to be 

compliant with Meaningful Use, early adopters should not be punished for adopting other 

structured informatics models. 

 

II. Systems must not be allowed to proactively block exchanges from other systems that 

have been certified to the same standard.   

   

There are some EHR vendors and providers who proactively block information exchange 

across providers or within institutions.  This business practice has no place in Meaningful Use: a 

program designed by Congress to facilitate information use to lower costs and promote better 

patient outcomes.   Incomplete exchanges due to blocking are a clear patient safety risk.  

Providers must be able to rely on their MU certified EHR systems or modules to guarantee the 

integrity of queried, transmitted, or received data.   

  

This is not a standards issue, but a business practice.  This business model threatens the 

integrity of the Meaningful Use program and must be addressed to guarantee that it does not 

continue in Stage 2 while also ensuring that it does not persist for those attesting to Stage 1 

starting in 2014.  In comments to the CMS NPRM, we suggest maintaining the current test for 

exchange of information in 2013, but define clearly what should be exchanged by providers and 

base the test on an actual patient record.  We also recommend that providers should report the 
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results of the test to create a learning system where problems are identified and addressed.  ONC 

could then instruct ONC-ACBs to decertify EHR vendor products on a case-by-case basis if the 

product cannot perform the function as certified due to policies or other efforts to block 

information exchange made by the vendor. For 2014, we suggest requiring makers of EHR 

products to certify that their products do not block information exchange under EHR certification 

standards and can reliably perform the functionality to which they have been certified.  EHR 

vendors who pursue blocking strategies through one or more products should likewise be 

decertified.    When an exchange failure is reported to an ONC-ACB and it has been determined 

that it was not due to a technology issue, but rather a provider practice, those healthcare 

professionals or organizations should then be made ineligible for the program.  

 

Increased transparency regarding which products fall short of certification requirements 

will inform the EHR market and guide providers away from systems that create proprietary data 

silos.  

 

III. Increasing Clinical Exchange Integrity with A Consolidated CDA Registry 

 

The consolidated CDA is a valuable demonstration of the regional nature of healthcare 

delivery that requires national infrastructure for its success.  We recognize, however, that the 

concept of the Consolidated CDA is still maturing and must be constrained further to promote 

standardization.  The value of the Consolidated CDA increases proportionally with how finely it 

is tailored to the needs of healthcare professionals and patients alike. 

  

To further improve the CDA concept, ONC should identify a core set of data elements 

that are to be included in every Consolidated CDA template to serve as a baseline.  This could be 

done by regional health systems or medical societies.  This will aid in the further standardization 

of the consolidated CDA template development process as well as the overall improvement of 

the ONC-ACB certification program by creating an ONC-assigned unique identifier for the 

template itself.  This will allow clinical exchange integrity by guaranteeing the receiving EHR 

system is alerted to which data elements it should expect to receive.  As a result, providers will 

be better able to reconcile the received record while further constraining variability across CDA 

templates. 

  

IV. Require that all EHR systems are able to exchange, at minimum asynchronously, a 

consolidated CDA template with a public or private Health Information Exchange 

(HIE). 

  

We believe that the goals of Stage 2 should be developed with a view across programs 

and providers to facilitate delivery, payment and care coordination functions.  ACOs, medical 

homes, hospital readmission programs and other delivery mechanisms cannot be implemented 

well without strong standards for interoperability and quality.  Coordination across CMS 

programs will enhance the attractiveness of the models and facilitate provider participation in 

these programs.  Coordination should include a certification requirement that all EHR systems 

are able to exchange, at minimum asynchronously, a consolidated CDA template with a public or 

private Health Information Exchange (HIE).  Certification should be expanded to include care 

coordination functionality that demonstrates a systems ability to exchange health information in 

multiple capacities.  Providers in both Stages 1 and 2 should not only demonstrate a system’s 
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ability to exchange data in such an environment but also to build this process into their 

workflows. 

 

V. Conclusion 

  

We appreciate the opportunity to provide you with our comments on the proposed 

modifications to the permanent certification program.  It is critical ONC establish a robust 

certification process to gauge results and improve the program over time.  ONC has a unique 

opportunity at this stage in the program to lead the development of an exciting, information rich 

and coordinated care environment.  Absent a renewed focus on interoperability as well as 

transparency in the certification process we are concerned that Meaningful Use will become a 

missed opportunity.  We stand ready and willing to work with you to help ensure quality is 

improved and costs are reduced across the health system through interoperability and robust 

information sharing.   

 

Sincerely, 

 

Bread for the City 

DC Primary Care Association 

Intel Corporation 

National Association of Manufacturers 

National Council for Community Behavioral Healthcare 

National Patient Advocate Foundation 

Newborn Coalition 

Pharmacy e-Health Information Technology Collaborative 

UnitedHealth Group 

Verizon Communications 


