HIT Policy Committee
DRAFT
Summary of the May 30, 2012 Meeting

KEY TOPICS

1. Call to Order
Mary Jo Deering, ONC, welcomed participants to this virtual Health Information Technology Policy Committee (HITPC) meeting. She reminded the group that this was a Federal Advisory Committee meeting being conducted with the opportunity for public comment, and that a transcript would be made available on the ONC web site. She conducted roll call, and then turned the meeting over to National Coordinator for Health Information Technology Farzad Mostashari.

2. Remarks
Mostashari thanked the group for its efforts and explained that an upcoming Federal Register notice will explain the details of the process for Committee members with expiring terms – those with expired terms are eligible to be nominated for second terms; the ONC is requesting that nominations be submitted by June 11, 2012. 

3. Review of the Agenda 
HITPC Vice Chair Paul Tang reminded the Committee that this meeting represented a continuation of its earlier May meeting, during which there was not enough time for completing feedback and comments back to ONC regarding the standards and certification NPRM. This meeting was intended to generate additional feedback and hear updates from the Information Exchange Workgroup and the Certification Adoption Workgroup regarding the NPRM.

4. Information Exchange Workgroup Draft Comments on Standards 
and Certification NPRM
Micky Tripathi, Information Exchange Workgroup Chair, first discussed the policy on the application of the standards for public health transactions. The NPRM recommends the uniformly using HL7 2.5.1 rather than permitting the 2.3.1/2.5.1 choice offered for Stage 1. The Information Exchange Workgroup strongly endorses this from a technology and from a standards perspective. However, from an economics and a policy perspective, it has some concerns and recommends grandfathering of the 2.3.1 standard for the group of providers who attested to the public health objective in Stage 1. Tripathi explained that there is a concern that vendors will charge those providers to switch from 2.3.1 to 2.5.1, which in some sense is not fair to that group of providers who are doing the right thing and continue to do the right thing according to the guidance that was given to them for Stage 1. Committee members agreed with the workgroup’s recommendations in this area.

Tripathi then discussed the workgroup’s concern that there be a more concrete definition of a successful ongoing submission in the NPRM. In Stage 1, there was a single test. Now, there is the desire to move to ongoing submission. There is a need for greater specificity in terms of what an ongoing submission is. The workgroup is suggesting that 10% of the public health transactions should be submitted electronically, increasing 10 percentage points each year up to a maximum of 50%. Gayle Harrell asked about the number of public health entities that are capable of receiving the submissions. Tripathi clarified that exclusions are granted in cases where public health entities do not have this capability. Art Davidson noted that the number of public health entities with this capability is increasing, and more than half of the states are able to receive some of these types of data. Committee members discussed the 10% annual escalation and Mostashari cautioned the group to be aware of what is feasible and what is not.

Tripathi also explained that the workgroup had a general concern about the NPRM allowing too much flexibility for local public health departments. 

5. Certification and Adoption Workgroup Draft Comments on Standards 
and Certification NPRM 
Certification and Adoption Workgroup Co-Chair Larry Wolf thanked the many workgroup members came forward and took the lead on each of the specific areas covered in his presentation. He noted that the workgroup’s intent was to focus on policy issues, and presented their recommendations on the following eight topics, with a discussion of the arguments for and against each recommendation:

Definition of Certified EHR Technology
· Recommendation: ONC add a voluntary base EHR certification specification to test integration of base modules with respect to security, safety, and usability.
· Recommendation: ONC add a voluntary security integration certification specification to test the integration of case, core, or menu modules with the security module contained in the base EHR.
Wolf explained that the 2014 edition of the definition of certified EHR technology builds on the modular approach defined in the 2011 edition and further allows EPs and EHs to tailor CEHRT to meet their individual needs. This does not force the purchase of unnecessary modules and may place a greater burden on providers to assess the quality of the integration of disparate modules. The overall market impact is unclear – providers may still feel compelled to purchase complete EHR systems if integration challenges affect security, safety, and usability of systems. In response to a question, Wolf commented that one of the challenges is determining how to bring integration testing into the discussion. 

Carl Dvorak noted that there have been certifications for integrated electronic health records through CCHIT for a number of years. In general, he believes that the concept of a free market certification makes some sense for vendors who voluntarily want to pursue it, but it is odd to string in usability and safety here as well. Deven McGraw commented that he likes the concept of offering to the market a way for integration to be tested on a voluntary basis. He is struggling, however, with how this gets promulgated as something that is part of the official certification program versus an add-on that certification bodies could offer with support of ONC, but not necessarily as a mandate. Tang noted that he does not see how this would address the problem that they are trying to solve, which is to reduce the risk of a lack of integration of either a multi-system or multi-modules within a vendor system for having this voluntary program in place. The Committee voted against this recommendation. Davidson suggested that this be brought back for further Committee discussion in the future.


Safety Enhanced Design
· Recommendation: Require documentation of evidence that user centered design principles were employed throughout product development.
· Recommendation: Require use of standard quality criteria for software development captured in documentation.
· Comment: Support the need for an ability to generate a file for reporting EHR safety events to the PSO. However, care is needed to not further complicate the UI and workflow.
Wolf noted that the NPRM called for comments on the ability to generate a file for reporting EHR safety events to the PSO. The workgroup favors this proposal, as it would assist organizations in reporting patient safety events currently and encourage the expansion of reporting. The workgroup indicated that common formats are available for use, but Committee members agreed that the field has not matured enough to the point where there is an agreed upon common format at this point. When a standard implementation guide becomes available, it should be used. The potential benefit is the ability to aggregate data nationwide, although it could have a negative effect on usability of products if the design used simply added another button to screens that are already very crowded. In response to a question, McGraw explained that there are liability protections for data sent to a PSO under the federal infrastructure. Carl Dvorak commented that it is important for the PSO legislation to be reviewed in the context of a provider. Although disclosure to a PSO is protected from a liability perspective, disclosure to a vendor is not.

Tang summarized that the Committee agrees with the two recommendations and with the NPRM recommendation that EHRs be able to submit patient safety events to PSOs. Tang will check with the group to see if it agrees with a conditional statement that where a common standard is available and could be adopted, it would be a requirement for the safety reporting. 

Clinical Decision Support
· Comment: The change to “clinical decision support intervention” vs. “rule” is a good one providing a wider, more robust definition that doesn’t focus on technical implementation.
· Comment: Requiring this relatively early InfoButton standard as the “go to” standard is premature.
· Recommendation: Propose requiring a broader certification criteria such as five examples of decision support and at least one set of decision support software build tools (rules engine, InfoButton, expert system builder).
John Halamka clarified that InfoButton is not a decision support standard. Rather, it is a mechanism to deliver educational materials. The HIT Standards Committee indicated that it would not make a recommendation that the InfoButton should be used for clinical decision support that is patient specific and concurs that it should be trialed and piloted in the industry for educational materials, but not CDS. Art Davidson noted that clinical decisions were also intended to apply to immunizations and asked if this is embedded in the medication as part of clinical decision support. Tang indicated that immunizations currently are not included and suggested that one way to accommodate immunizations would be to include them as procedures. The Committee agreed with this suggestion.

With regard to the recommendation related to requiring broader certification criteria such as five examples of decision support and at least one set of decision support software build tools, Tang asked if the implication was that the Workgroup was proposing to add a requirement to that certification criterion. He noted that the purpose of the attributes of decision support interventions is to be flexible. The Committee also agreed to add user consequent actions as something that is recorded in response to CDS intervention. Neil Calman explained that this would not involve turning this on or off for every decision support, but rather would capture data and provide the capability for looking at the efficacy of these supports, which is critically important.
 
Other Health Care Settings
· Recommendation: Care summary exchange. Reduce the time and cost for ineligible providers to acquire, implement, and use HIT to exchange information with other providers using standard-based care summaries to coordinate care.
· Recommendation: Voluntary setting of specific criteria. Voluntary certification with ONC criteria and process, especially for modular certification.
Wolf explained that the goal of the first recommendation in the area of Other Health Care Settings is to reduce the time and cost for ineligible providers to acquire, implement, and use health information technology to exchange information with other health care providers. There is high value and broad support for using standard-based care summaries to coordinate care. In response to a question, Wolf explained that hospitals transmitting a document to one of the organizations part of these health care settings would qualify as a transition of care.

McGraw asked why there is not a market-driven reason for one of the certification organizations to just provide this service versus having it be some sort of mandate that would come through the certification process that has largely focused on mandatory criteria tied to meaningful use. The idea is to make those kinds of services available outside of the meaningful use infrastructure, but because the infrastructure is there, what is holding folks back from providing the service? Wolf explained that the intent is to keep the exchange pieces and the certification “clean,” so that as vendors get things certified, they can indicate what applies to the care summary, for example, and have components serve as isolatable modules.

Mostashari asked about whether a product that is selling in this space today, even if there are no plans by the vendor to sell to the inpatient or outpatient EHR marketplace, be certified by the accredited certification bodies and be certified in a module that only serves as an interoperability piece. Wolf indicated that this is the case, and there are examples of such modules certified to ONC criteria. Tang asked whether a transition to an ineligible provider counts to the denominator of transition. If so, how does one decide which ineligible provider to count in the denominator, only those who can receive it and are willing to do so? This is an area for future discussion.

Halamka noted that data portability is not going to be adequately supported by the current standards, and therefore, one should reflect on the true goals of that effort.

The Committee recognized that any vendor could voluntarily apply for a modular certification that has some value in the marketplace. Wolf noted that the CCHIT has a voluntary process in place, and a few vendors have moved through this process. There is no verdict yet on whether this has been of value to those vendors.
Accounting of Disclosures
· Recommendation: There is benefit in keeping the “optional” certification criterion language so long as HHS and OCR have not identified a long-term plan for addressing what the accounting of disclosures (AOD) report should entail.
Wolf explained that building certification criteria in this area seems tenuous given that there are not yet final rules for software support in this area. There are concerns that audit logs, depending on what the definition of disclosure is, may not capture intent. McGraw voiced support for keeping this current criteria optional as long as there is not yet a long-term plan for how to address how this will be implemented from a policy and technology standpoint. McGraw emphasized the for concurrent discussions from the technology and policy sides about what is possible and where the technology needs to go in order to make feasible a better type of report for patients than can be generated through current functionality. Gayle Harrell agreed, noting that this is an extremely important area for patients that must be made as useful as possible. In response to a question from Calman, Wolf clarified that the standard itself would be optional. 

Disability Status
· Recommendation: Dual emphasis on improving care and tracking disparities of access and outcomes.
· Recommendation: Include in Stage 3 Meaningful Use.
· Recommendation: Include sexual orientation and gender identity in Stage 3 Meaningful Use.
Wolf commented that disability status is a valuable concept for examining health disparities, with a focus on functional status (rather than the clinical view of disability). There is a new emphasis on improving care and tracking disparities, with the concern that the notion of a disability or a functional status as a demographic tends to shift people’s thinking that this is somehow part of the registration process. The Certification and Adoption Workgroup identified four areas in which disability status could be collected and entered in different ways: (1) registration, (2) patient-centered surveys/questionnaires, (3) clinical assessments and (4) problem lists.

Kevin Larsen explained that in the context of the clinical quality measures around functional status, there will be blank codes and SNOMED concepts for those functional status items in time for Meaningful Use Stage 2, and they are specific to the functional status measures in Meaningful Use Stage 2. Wolf commented that given this information about available coding, the Workgroup would have pushed to use functional status as it is being defined by these quality measures and use it as a base to build upon. Mostashari asked if the presumption is that the SNOMED codes would be retrieved from the problem list. Larsen explained that they will be part of the functional status assessment tool that is used in the context of the measure. Tang added that the quality measure would drive the collection of relevant information to assess the functional status. The Committee agreed to the workgroup’s recommendations related to including disability status in Stage 3.

Wolf explained that the IOM has recommended and HHS is proposing an approach for sexual orientation and gender identity similar to disability status. HHS will be rolling this out into their health surveys beginning in 2013. The workgroup is recommending that sexual orientation and gender identity be included in Stage 3. Calman emphasized the importance of this information and the need to collect it, despite the fact that there are no currently available standards for this, before Stage 3, which is still years away. The Committee agreed with the workgroup’s recommendation in this area.

Data Portability
Wolf explained that the complexity of information in an EHR and the lack of standards for complete information exchange make large-scale data portability a tremendous and extremely expensive challenge. At present, there are not sufficient standards to codify everything that is in the record. Wolf noted that there are also significant investments required in terms of training, process, and infrastructure. Standards would be required for such items as flow charts, ancillary care notes, dietary, ventilator settings, and a host of other detailed clinical information.

EHR Price Transparency
· Recommendation: The workgroup recommends that ONC does not include EHR price transparency as part of its final rule.
The workgroup commented that EHR pricing is too complex. There are many factors that affect total cost of ownership. Although the potential value of EHR price transparency is recognized, without a full cost model pricing information is anything but transparent. The Committee agreed with the workgroup’s comments and recommendation.

6. Public Comment
There were no comments offered during the public comment session. One comment was received during the meeting:
· Regarding the audit log, will this include the DRS - the Designated Record Set, which entails the ancillary systems? Such report becomes more complex, when multiple systems are involved. The DRS may also involve the AOD report.

Public Comment Received During the Meeting
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