1. General 
1. Are the actions proposed in the draft interoperability Roadmap the right actions to improve interoperability nationwide in the near term while working toward a learning health system in the long term? 
In general, the near term (2015-2017) actions are the right actions, except as noted below.
2. What, if any, gaps need to be addressed? 
There are three significant gaps in the Roadmap.
The Roadmap defines HIE as a verb (p. 146) and throughout the Roadmap the focus is on “send, receive, find and use”.  The idea of an HIE as a noun and as more than a facilitator of exchange but also as an aggregator of information (preferably persisted) is almost totally absent from the Roadmap.  In fact in the list of stakeholders in Figure 5 (p. 22), HIEs are not even mentioned.  Yet the goal of the Roadmap – the Learning Health System – requires HIEs of some sort to exist as a fundamental element of the interoperability architecture.  Aggregated, persisted, normalized and mastered health information is necessary to enable
· all of one’s health data to follow  wherever he/she goes, 
· population health analytics,
· detection of best practices 
· advanced notification services based on predictive analytics of the persisted data, 
· new payment models.

While the Roadmap admirably simplifies the definition of interoperability to “…systems  can exchange and use electronic health information without special effort on the part of the user,” perhaps the most important underlying principle of the Roadmap needs to be “the patient and his/her health information travel together without special effort on the part of the patient”.  Interoperability of systems is a necessary but not sufficient condition for this patient-centric definition of interoperability. The Roadmap unrealistically expects the patient to manage his/her data, using view/download/transmit to push data where the patient wants it to go, placing the burden on the patient to determine what data to collect and how to aggregate it.  The implication is that the data is likely to be scattered and incomplete.  This strikes us as highly inefficient compared to an HIE, which can be authorized by the patient to automatically collect, aggregate and normalize the information for the patient and make the data available wherever the patient goes. Patient mediated exchange should primarily be about authorization to collect and transmit patient’s data by an HIE, and data aggregation by patient should be an exception as opposed to a rule. The same HIE could serve as patient’s PHR by making patient’s data available for viewing, and transmitting it to providers not participating in the HIE through the HIE’s secure mechanisms.  In addition, patient-mediated exchange doesn’t support the data collection necessary to enable population health and research—the vision and promise of a learning health system. 

The Roadmap strongly endorses the concept of allowing patients to choose what information gets shared.  This implies that the longitudinal record presented to a provider may be incomplete and, in fact, the lack of important information may lead to treatment which endangers the patient.  The lack of complete information is also likely to contribute to waste, such as unnecessary testing and diagnostic imaging.  There are other ways to control the disclosure of sensitive information, as demonstrated by the Rhode Island HIE, that afford the patient significant control over disclosure of their sensitive information.  And again, the vision of the data needed for population health and a learning health system is not supported when the data are incomplete due to blocking.  The Roadmap should consider alternatives to the DS4P solution.


3. Is the timing of specific actions appropriate? 

Governance:  The timeframe (2015-2017) for establishing a single coordinated governance process regarding business practices seems too ambitious.  Reforming business practices will likely be driven by market forces and the progress of payment reform.  In fact, rather than attempting to create a single, coordinated regulatory apparatus – which has been tried and failed many times – a better approach would be to rely on the market power of CMS as a purchaser of health care and VA to drive payers and providers towards the Learning Health System.
Actions for Individuals:  The timeframe (2015-2017) for a majority of individuals and their caregivers to rise up and demand access to their health information seems aggressive, but needed. But here again, the Roadmap misses the opportunity to provide a direction to individuals to drive the development of HIEs which are able, as a consequence of their function as a data aggregator, to respond to the demand by individuals for their health information.
4. Are the right actors/stakeholders associated with critical actions? 
The Roadmap needs to include one of the most important stakeholders of all: the Health Information Exchanges, and recognize their role as both a facilitator of exchange but an aggregator of persisted health information which is necessary to support the Learning Health System. 

2. Priority Use Cases 
1. Appendix H lists the priority use cases submitted to ONC through public comment, listening sessions, and federal agency discussions. The list is too lengthy and needs further prioritization. Please submit 3 priority use cases from this list that should inform priorities for the development of technical standards, policies and implementation specifications. 

At the present level of development of health information exchange in Rhode Island, the top three priority use cases are:

1.  (#40 amended) Hospitals, LTPACs, and Home Health providers automatically send an electronic notification and care summary to all concerned providers (e.g., PCPs, LTPAC, BH, other specialists and the broader care team, including family care givers) when their patients are admitted and/or discharged. The priority use case #9 is a special case of #40, where a provider is alerted for their attributed panel of patients.
2.  (#18) Patients have the ability to access their holistic longitudinal health record when and where needed.
3.  (#33) Providers have the ability to query data from other sources (and can import into their native EMR) in support of care coordination regardless of geography or what network it resides in.


3. Governance 
1. The draft interoperability roadmap includes a call to action for health IT stakeholders to come together to establish a coordinated governance process for nationwide interoperability. ONC would like to recognize and support this process once it is established. How can ONC best recognize and support the industry-led governance effort? 

ONC should support the governance effort by 
· Recognizing and working collaboratively with leading HIEs and entities such as DirectTrust which are already involved in and highly experienced in the governance of health information exchange.
· Recognizing and addressing the real barriers to health information exchange, such as EMR vendors charging recurring fee for data transmitted outside their ecosystem and no fee if data is transmitted through their proprietary systems, forcing creation of data silos and impeding free flow of health information. 
· Convening forums of key stakeholder governance entities to address key issues and common challenges.
· Reporting regularly on the progress of governance, recognizing the leading entities which are addressing key issues such as trust and consent.
· Monitoring and reporting on the alignment of the policies of Federal agencies with the nationwide governance framework.
· Advocating CMS and the VA use their market power to drive the realization of the Learning Health System.

4. Supportive Business, Cultural, Clinical and Regulatory 
1. How can private health plans and purchasers support providers to send, find or receive common clinical data across the care continuum through financial incentives? Should they align with federal policies that reinforce adoption of standards and certification? 

In Rhode Island, private health plans can partner with RIQI to:
· Offer network providers a payment to offset the cost of annual membership in the Regional Extension Center
· Offer network providers an incentive to implement a standards-based bi-directional interface (automatic push and query-based pull) with the health information exchange.
· Make subscription and use of Direct secure messaging service and RIQI’s hospital alerts and CurrentCare Viewer services a condition for being a network provider
· Offer network providers a payment adjustment for exchanges of health information with the health information exchange (as was done for MU attestation through the Physicians Fee Schedule)
· Modify the hospital notification quality measure (BCBSRI) requiring hospitals to alert all providers of hospital admissions and discharges by requiring hospitals to do so via the HIE.
· Send pre-adjudicated claims data directly to the HIE, supporting real time intelligent alerting and seamless care coordination

Private health plans could offer their network providers a payment to offset the cost of Direct accounts, based on the volume of exchange of health information transactions via Direct.

Purchasers can base their purchasing decisions in part on the health plans’ commitment to interoperability and health information exchange as measured by adoption and use by the network and non-network providers.

Private health plans and purchasers should, at minimum, align with federal policies that reinforce adoption of standards and certification.

Private payers and purchases should align their payment reform efforts with federal policies on interoperability.  Graduated incentive and penalty programs should be instituted for use of compliant/interoperable systems.  Common measure sets should be used across payers.


5. Privacy and Security Protections for Health Information 
1. What security aspects of RESTful services need to be addressed in a standardized manner? 

[bookmark: _GoBack]REST is HTTP based and is intended to reduce overhead by simplifying querying through HTTP.  The aspects that would need to be addressed around security of RESTful services are in the implementation of the service itself.  This is where vulnerabilities could be encountered. The RESTful service implementation needs to ensure that the REST architecture is followed and use the complete set of all HTTP verbs.  There are a number of options for extending security to RESTful services; however, these are again based on the implementation.   The risks need to be understood and reviewed.   The method to deal with security needs to be assessed. 

The areas that could be standardized would be in the area of delegated authentication.  This could be associated with the ability to handle trusted identity, not at the user authentication level, and preferably by adopting an existing specification.  One standard that is getting a lot of traction would be the Open Authorization (OAuth) which helps to define delegated authorization at an entity level and authorizes access without sharing credentials.   This is an Open Standard and outlines a simple and secure method for protecting data and can be easily adopted.  The second area where a standardized process could be applied is to ensure user level authorization.  Since RESTful is primarily HTTP a third party token management system could be used to ensure user level authorization.  The use of a CERT SAML: identity federation / web SSO implementation such as Imprivata or WWpass may be leveraged.


6. Core Technical Standards and Functions 
1. Which data elements in the proposed common clinical data set list need to be further standardized? And in what way? 

The Common Clinical Data set as outlined appears to be aligned with the data attributed to a Clinical Document like a CCD-A.  While this supports the sharing of this basic data, there is a discrepancy between this and the core clinical records that can be shared using FHIR.  An example would be for Medication with more detail on what supporting information is needed, like dose, start date, prescriber, and Prescription number.  While these are not always available in a C-CDA document, the data may be available via Individual Data Element Query with FHIR. Another example is labs – standardization and normalization is essential for lab data to be exchanged, aggregated and consumed by the receiving entity.

2. Do you believe the approach proposed for Accurate Individual Data Matching will sufficiently address the industry needs and address current barriers? 

The approach outlined for Accurate Individual Data Matching does outline the right path.
In the absence of a Universal Patient Identifier, the advocating of a Master Patient Index (MPI) is the correct path for all patient matching. A patient match is performed whenever a patient is submitted to/ from any source. The patient demographic fields which are used for matching seem correct.  We agree that SSN should not be included because its inclusion would expose the provider or HIE to increased liability in the event of a breach.
 
An MPI matches the patient against the MPI using the documented criteria (must match one deterministic rule and a pre-determined probabilistic match threshold and a set of “Linking Rules” need to be determined and used --- this should be addressed .  An area that should be reviewed is the Use Case where if there are multiple MPIID matches, then the result is marked as "ambiguous".  This is a real world case and needs to be addressed.  Another use case that needs to be address is an MPI Overlay.  This is a case when data sharing partners occasionally make a mistake and assign an already assigned MRN to another patient. This causes the MRN that was already known to not belong to the patient previously indicated. When this occurs, a mix of data for two separate patients get attached to the same record. The corrective action is generally laborious manual intervention.

7. Certification and Testing 
1. In what ways can semantic interoperability be best tested? (e.g., C-CDA content and semantics) 

The challenge associated with testing semantic interoperability is the aggregating of different types of data across diverse data sources. This includes the differences in laboratory Information Systems (LIS) having their own lab order and result codes.  Therefore a common terminology is required. Semantic interoperability requires some type of reference terminology service.  This is needed to ensure the appropriate terminology code set data mapping is in a format that is normalized so that it can be available in some type of clinical setting.  This generally requires a third-party terminology service in order to map nonstandard terminologies.  Before testing can start, instead of targeting whole compendiums, a compendium scan needs to take place and determine say the top 80% by volume of tests ordered, and those will likely be the top 20% of ordered tests from a typical reference lab compendium.  By using this method you hit a high percentage of tests without mapping every result.  Once they are mapped to a standard like LOINC, for the aforementioned targeted most common labs, the nomenclature, even when using a standard like LOINC, may also require a consensus on how to display this data --- since LOINC descriptions are not very user friendly. 

Semantic interoperability testing when testing structured information needs to be able to support the challenge of even a standards based health record --- such as CCD-A.  Within this structured health record there multiple levels of testing required.  Both the human readable and discrete data sections need to be validated to ensure that this data is consistent in both sections.  If the rendered view of the human readable section of this document is different from the discrete data section --that may be consumed by the target system – then there is a data discrepancy.  Moreover, the workflow and disparate EHR’s that produce a CCD-A may pass an automated validation tool; however, the textual data elements may be different in these sections.  Therefore, a combination of testing is needed and would include a manual review of different Use Cases that produce a document.  Then the semantic testing comes fully into play once again to support terminology mapping representations, and if consuming data discretely, de-duplication.

8. Measurement 
1. Does the measurement and evaluation framework cover key areas? What concepts are missing? 

The framework is adequate, addressing infrastructure, process and outcomes measures as they relate to adoption and use of interoperable systems.

2. Which concepts from the framework are the most important to measure? What types of measures should be included in a "core" measure set? 

It will be essential to collect data on infrastructure (ability to interoperate), process (use of data at varying degrees of sophistication) and outcomes (increasing the quality and efficiency of healthcare delivery) from the outset of the program.

While both proximal and distal outcomes should be expected to be achieved in the mid-term, the ability to evaluate the impact of the program will depend on the establishment of a valid and reliable baseline.

Core measures should be feasible and should leverage currently available, accepted and standard metrics where possible, particularly in the impact domain.  Core measures should include number of transactions (sent, received, and accessed).  Vendors should be required to provide the necessary auditing to allow such reporting with minimal effort on the part of the data sharing and data user community.  Additionally, standardized utilization metrics such as admissions, readmissions and emergency department utilization should be collected.

3. Should measurement focus on certain use cases, priority populations or at certain levels of the ecosystem (e.g., encounter, patient, provider, organization)? 

Care team access to and use of data from sources outside their own clinical system in support of care coordination and care transitions is a critical use case, without which, system level interoperability is highly unlikely to result in any change in outcomes.  As such, provider site (organization) level access, usage and impact should be considered a high priority.  

4. What other types of metrics have been successfully used at the local or regional level that might be considered for nationwide use? Would stakeholders be willing to propose novel metrics and provide "test beds" to assess the potential for nationwide use? 

Rhode Island Quality Institute, Rhode Island’s official state designated Health Information Exchange, has been measuring readmission rates in the presence or absence of clinical notification to providers for the past five quarters.  Results are consistent and highly encouraging as patients whose physician received an alert at hospital discharge are significantly less likely to be readmitted in 30 days.  We would welcome the opportunity to pilot measures for potential nationwide use.

5. What measurement gaps should be prioritized and addressed quickly? 

The following data gaps should be addressed as quickly as possible:  
	Reliability of and Confidence in Data Exchanged
	Access to and Use of Exchanged Data

6. What other available data sources at the national level could be leveraged to monitor progress? 

HEDIS results collected with a sample size large enough for valid provider site/organization level results could provide a baseline and ongoing impact metrics.  CMS Hospital Compare data could be used to evaluate inpatient admissions and readmissions.

7. Are the potential mechanisms for addressing gaps adequate? What are other suggestions? 

Development of necessary data standards and alignment of measures, implementation of federal policy and use of payment levers, including graduated incentives and penalties, will all be necessary to drive the data collection and reporting necessary to close the gaps.

8. How should data holders share information to support reporting on nationwide progress? 

Based on audit log data from their transactional systems, data holders should be able to report at least quarterly the number and types of data transactions sent, received and used.  These data could be reported voluntarily to ONC.  

9. What are appropriate, even if imperfect, sources of data for measuring impact in the short term? In the long term? Is there adequate data presently to start some measurement of impact?

As noted earlier, HEDIS reporting and CMS Hospital compare data could be used to assess the impact of the program on utilization and quality.
