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April 28, 2014 

 

 

Dr. Karen DeSalvo, MD 

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–AB92 

 

Dear Dr. DeSalvo: 

 

Health IT Now is pleased to respond to the Notice of Proposed Rulemaking entitled Voluntary 

2015 Edition Electronic Health Record (EHR) Certification Criteria; Interoperability Updates 

and Regulatory Improvements published in the Federal Register on February 26, 2014.    

 

Health IT Now (HITN, www.healthitnow.org) is a group of more than 70 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.  

 

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 the 

needs of both adopters and non-adopters, providers will not be able to effectively serve their 

patient populations.  

  

Our comments outline overarching issues with the approach taken in the proposed rule as well as 

some specific recommendations that may bolster interoperability and the shared goal of timely 

and secure information exchange.  Our comments include:  
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 Alternatives to the Primary Direct Project Specification should be allowed for 

certification of products using exchange standards offered in the 2014 edition;  

 

 Require every Meaningful Use eligible provider to have a Direct Address; and 

 

 A voluntary certification edition may misalign the marketplace.  

 

We are committed to the success of the Meaningful Use program.  To this end, we believe our 

recommendations, if adopted, will allow for a more scalable, and ultimately more successful 

program.   

 

 

1. Allow Flexibility in Exchange Standards 

 

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 other providers, 

caregivers and health record systems.   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 transport standards 

that are already in use.  

 

We were encouraged by the flexibility offered in the 2014 Edition, where technologies could be 

certified to certain alternative standards (e.g. Direct + XDR/XDM and SOAP + XDR/XDM), but 

argued in our comments at that time that the transport standard was inappropriately constrained. 

We are pleased that the 2015 Edition recognizes that binding the transport and the content 

standards within the scope of a single certification criteria would, in effect, force EPs, EHs, and 

CAHs to default to Direct alone.  We support ONC’s proposed solution of decoupling content 

and transport criteria but we do not believe that it goes far enough.  

 

Specifically we recommend that ONC further decouple the certification criteria so that 

developers may certify a product to use Direct or the alternative standards in the 2014 criteria. 

We believe that just as patients and their caregivers are given options in how their health 

information will be sent to a third party in the View, Download, and Transmit (VDT) criterion 

that providers should be allowed a similar flexibility in exchanging Transitions of Care (ToC) 

documents with other providers. We understand that the goal of ONC’s approach to date has 

been to use the Primary Direct Project Specification as a baseline but we believe that even 

decoupling the certification criteria there will artificially stunt the development of market 

solutions that leverage mature consensus based standards that are not Direct. We suggest ONC 

adopt a performance threshold for the transport standard similar to the performance threshold for 

Consolidated CDAs discussed below. 

 

 

2. Require Direct Addresses for All MU Eligible Providers 
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Directory services will be central to facilitating widespread interoperability as well as to the 

success of a robust NwHIN governance structure.  The need for Directory Services is not unique 

to healthcare nor is it a new problem.  We recognize that ONC has engaged in efforts to 

standardize a Healthcare Provider Directory (HPD) as well as to identify appropriate standards to 

address federated querying. Further, we recognize that ONC has funded the investigation of the 

IHE HPD standard but that it is likely too simplistic to address the querying individual directory 

sources and directory sources federated by third parties such as HIOs, RHIOs, and HISPs. Our 

recommendations in this area are two-fold:  

 

1. Require Direct Addresses for MU Providers.  The ability to use the Direct Protocol 

has become central to ONC’s interoperability strategy for providers and patients 

alike.  The 2014 Edition included a VDT criterion that allowed patients and their 

caregivers to self-direct their health information to a subsequent provider. We support 

ONC’s effort in the 2015 Edition NPRM to clarify that a CERT must at minimum 

support the entry of a “Direct Address.”  Previously we argued that Direct should be 

floor, not a ceiling and a floor; consistent with this position, we believe that the Direct 

Address should be used as the baseline for Directory Services. Giving patients the 

ability to direct their information to anyone with a Direct address will, by definition, 

be constrained by the universe of Direct addresses.  Requiring all MU providers to 

use a Direct address will make the VDT an important and meaningful tool for 

patients. 

 

2. Provide resources to investigate how directory services are done in other parts of the 

healthcare system beyond the traditional clinical setting or those eligible for MU 

incentives. The NCPDP Provider Identification number (NCPDP Provider ID) 

formerly known as the NABP number, was developed more than 25 years ago to 

provide pharmacies with a unique, national identifier that would assist pharmacies in 

their interactions with pharmacy payers and claims processors.  We suggest ONC 

renew its efforts to identify an appropriate standard in this area by exploring how the 

NCPDP standard might be used to match patients to records in a manner that is more 

robust than contemplated in the proposed rule.  

 

3. ToC Interoperability and MU2 Stage 2 “Cross Vendor” Exchange 
 

The CMS Stage 2 Final Rule requires EPs, EHs and CAHs to conduct one or more successful 

exchanges of a summary of care document with a recipient who uses an EHR from a different 

vendor, or to conduct one or more tests with the CMS designated test EHR. ONC proposes to 

adopt a performance standard that would require EHR technology to successfully electronically 

process validly formatted Consolidated CDAs no less than 95 percent of the time.  ONC 

proposes to reference this performance standard as a capability that must be demonstrated to 

meet the certification criteria of the 2015 Edition. 

 

We support ONC’s effort to add the performance measurement as a way to facilitate both the 

exchange of the Consolidated CDA and its use across different EHR vendors and disparate 

providers. We understand ONC’s concerns that the initial threshold should be set at 95 percent 

because acceptable variation in the Consolidated CDA is still permitted, but suggest ONC adopt 
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a 99 percent threshold.  This recognizes that all CEHRT should be capable of at least receiving 

and consuming the Consolidated CDA, while allowing a one percent variation to account for 

limited failures in systems that cannot handle differently formatted CDAs. We believe a five 

percent margin would perpetuate systemic acceptance of poor performance.  A 99 percent 

threshold applied to both the transport standard and the ability to process the Consolidated CDA 

would allow almost all Meaningful Users to trust that they will be able to both exchange and use 

summary of care records. 

 

We believe that our recommendations, if implemented, would greatly advance interoperability in 

the Meaningful Use program.  Further, our recommendations can be rapidly implemented, 

making their inclusion in the 2015 Edition more feasible.  

 

 

4.  Potential for Misalignment in the Marketplace 

 

At several points in the proposed rule, ONC identifies that the decoupling of certification criteria 

may lead to the existence of product on the market that are more tailored to the immediate needs 

of an individual EP, EH, or CAH. An example would be Computerized Provider Order Entry 

(CPOE) where an eligible entity is expecting one or more exclusions during a reporting period, 

technology developers would be allowed to develop order-specific CPOE adaptations and 

provide EPs, EHs, and CAHs with significantly more implementation flexibility.  While we 

agree that some flexibility is positive, we do not support a situation where a provider may not be 

able to successfully attest to Meaningful Use even though they have purchased a “Certified” 

EHR Technology such as the scenario when a provider does not qualify for an expected 

exclusion.  Beyond this example we specifically have the following concerns:  

 

1. Certification editions are meant to create a baseline for the entire Meaningful Use 

program.  As outlined above we are concerned that the simultaneous existence of the 

2014 and 2015 editions will lead to a marketplace of products that do not have the 

same certified functionality.  Additionally, health IT and interoperability have 

become central to many larger healthcare reforms.  An example is the requirement 

that CERTs be interoperable by 2017 that was included in the SGR Repeal and 

Medicare Provider Payment Modernization Act (HR 4015) passed by the House of 

Representatives earlier this year. We are concerned that the existence of two Editions 

could lead to significant confusion as to what it means for an EHR technology to be 

“Certified”, particularly if interoperability requirements become codified through 

legislative action.  

 

2. Developers and Providers are Already Working Toward the 2017 Certification.  ONC 

highlights a number of issues that have been identified through feedback from 

developer and implementer stakeholders.  We applaud ONC for being responsive to 

the marketplace and hope it will continue to do so moving forward.  We believe that 

if there are concerns raised that are significant enough to require additional regulatory 

clarity, then modifications should be made to the existing 2014 Edition rather than 

creating an optional new Edition. Specifically we suggest the essential fixes that 

ensure compatibility between editions and facilitate continuing interoperability be 
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released as an iterative update to the 2014 Edition that becomes the new mandatory 

standard.  

 

 

5. Conclusion 

 

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

to the permanent certification program. 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, 

 

 

 

Joel C. White 

Executive Director 


