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Definition of a Learning Health System:
The Learning Health system (LHS) as described, is somewhat naïve in that it; 1) it doesn’t fully address the requirements for influx of new data elements based on clinical trials; 2) it doesn’t fully address how learning from EHR data (data not necessarily captured per rigorous data collection protocol) will work. Point #1 is partially evidenced by, table 4 on page 54, where category D6 lumps together the needs of providers and researchers. Point #2 is partially evidenced by the discussion of C-CDA, which, rather than acknowledging the inherent variability in routinely collected EHR data, assumes that interoperability can be improved simply by “further constraint to this international standard”. While we don’t deny that structured data is valuable – too much constraint will stifle learning.
A simplistic view of an LHS is one where associations are gleaned based on a pooled analysis of EHR data – where we ‘learn’ by analyzing existing data pools. While this type of learning will undoubtedly be accelerated by the proposed roadmap, the roadmap must also recognize that clinical trials introduce NEW data requirements, which must be standardized, infused back into clinical systems, clinical workflow etc.
Roadmap Scope (page 18):
We disagree that issues of data quality, usability and workflow can be out of scope. These are interdependent with interoperability and represent potential significant barriers to interoperability if not addressed in parallel. Per the previous comment, and LHS must also address the influx and incorporation of new data elements. How can ONC develop a realistic timeline for LHS until the parallel requirements for data quality, usability and workflow are addressed?
Page 54 – Table 4:
Category D6 lumps the needs of the researchers in with other care providers. The unique requirements for researchers – both when trying to leverage EHR data and when trying to infuse new data elements back into clinical workflow is under represented in the roadmap. We suggest broadening the notion of LHS, and adding a new subsection and table to factor in the broader LHS requirements for researchers.
Incorrect Comments on C-CDA (p 80-81):
· Comment, “and may even prohibit the end user from viewing information in the human readable format” - CDA’s foundation is built on human readability. This comment should be referenced or removed.
· Comment, “some say that further constraint to this international standard is necessary to support interoperability” – This is a very complex subject, given the competing needs for consistent data to drive apps on the one hand, and the real world, potentially conflicting, use cases, such as patient recollection, temporal uncertainly, positive and negative assertions of findings, the need to assert “none-known”, etc. that result in data variability. Simply saying, ‘we need to further constrain is naïve, a not reflective of clinical data capture scenarios.
While there are apps that struggle with today’s C-CDA, it is also the case that an LHS must anticipate analyzing data that are not captured per rigorous data collection protocol.
Incorrect View of C-CDA vs FHIR (p82):
The comment, “Planning the migration and transition from one standard to another” is naïve, in that it fails to recognize the distinct use cases that differentiate the on-going need for documents vs the need for simple communication of discrete data. CDA documents should continue to be incrementally structured while meeting the needs of front line clinicians that need the narrative, while FHIR will evolve to easily communicate discrete data. The important work going on to begin to harmonize CDA templates with FHIR resources, should not imply that FHIR should replace the CDA document use-case for which FHIR is not well suited, but rather, so that applications can more easily use FHIR resources to supplement real world primary use clinical documents (e.g. History and Physical, Progress Note, Discharge Summary).
Comments on table 10 p84:
· We suggest including plans for genomic data on the roadmap
· We suggest identifying the governance of interoperability efforts surrounding Decision Support, Quality Measurement and Transition of Care and defining the steps necessary to align the data elements used by each one.
