CMS and ASTP/ONC Health Technology Ecosystem RFI Questions

B. PATIENTS AND CAREGIVERS

This section is intended for all stakeholders to provide input on questions as they relate to use cases and
workflows that involve patients and caregivers. While we certainly want patients and caregivers to
answer questions in this section (and in other sections) from the patient/caregiver point of view, we also
invite all stakeholders to provide their viewpoints on the patient/caregiver workflows.

1. Patient Needs

PC-1. What health management or care navigation apps would help you understand and manage your
(or your loved ones) health needs, as well as the actions you should take?

a. What are the top things you would like to be able to do for your or your loved ones’ health that can be
enabled by digital health products?

b. If you had a personal assistant to support your health needs, what are the top things you would ask
them to help with? In your response, please consider tasks that could be supported or facilitated by

software solutions in the future.

PC-2. Do you have easy access to your own and all your loved ones’ health information in one location
(for example, in a single patient portal or another software system)?

a. If so, what are some examples of benefits it has provided?

b. If not, in what contexts or for what workflows would it be most valuable to use one portal or system
to access all such health information?

c. Were there particular data types, such as x-rays or specific test results, that were unavailable?
What are the obstacles to accessing your own or your loved ones’ complete health information
electronically and using it for managing health conditions or finding the best care (for example,

limitations in functionality, user friendliness, or access to basic technology infrastructure)?

PC-3. Are you aware of health management, care navigation, or personal health record apps that would
be useful to Medicare beneficiaries and their caregivers?

PC-4. What features are missing from apps you use or that you are aware of today?

a. What apps should exist but do not yet?
Why do you believe they do not exist yet?

b. What set of workflows do you believe CMS is uniquely positioned to offer?



PC-5. What can CMS and its partners do to encourage patient and caregiver interest in these digital
health products?

a. What role, if any, should CMS have in reviewing or approving digital health products on the basis of
their efficacy, quality or impact or both on health outcomes (not approving in the sense of a coverage
determination)?

What criteria should be used if there is a review process?

What technology solutions, policy changes, or program design changes can increase patient and
caregiver adoption of digital health products (for example, enhancements to data access, reimbursement
adjustments, or new beneficiary communications)?

b. What changes would enable timely access to high quality CMS and provider generated data on
patients?

PC-6. What features are most important to make digital health products accessible and easy to use for
Medicare beneficiaries and caregivers, particularly those with limited prior experience using digital tools
and services?

PC-7. If CMS were to collect real-world data on digital health products’ impact on health outcomes and
related costs once they are released into the market, what would be the best means of doing so?

2. Data Access and Integration

PC-8. In your experience, what health data is readily available and valuable to patients or their caregivers
or both?

a. What data is valuable, but hard for patients and caregivers, or app developers and other technical
vendors, to access for appropriate and valuable use (for example, claims data, clinical data, encounter
notes, operative reports, appointment schedules, prices)?

b. What are specific sources, other than claims and clinical data, that would be of highest value, and
why?

c. What specific opportunities and challenges exist to improve accessibility, interoperability and
integration of clinical data from different sources to enable more meaningful clinical research and
generation of actionable evidence?

PC-9. Given that the Blue Button 2.0 APl only includes basic patient demographic, Medicare coverage,
and claims data (Part A, B, D), what additional CMS data sources do developers view as most valuable for

inclusion in the API to enable more useful digital products for patients and caretakers?

a. What difficulties are there in accessing or utilizing these data sources today?



b. What suggestions do you have to improve the Blue Button 2.0 API experience?

c. Is there non-CMS data that should be included in the API?

PC-10. How is the Trusted Exchange Framework and Common Agreement™ (TEFCA™) currently helping
to advance patient access to health information in the real world?

a. Please provide specific examples.

b. What changes would you suggest?

c. What use cases could have a significant impact if implemented through TEFCA?

d. What standards are you aware of that are currently working well to advance access and existing
exchange purposes?

e. What standards are you aware of that are not currently in wide use, but could improve data access
and integration?

f. Are there redundant standards, protocols, or channels that should be consolidated?

g. Are there adequate alternatives outside of TEFCA for achieving widespread patient access to their
health information?

PC-11. How are health information exchanges (HIEs) currently helping to advance patient access to
health information in the real world?

a. How valuable, available, and accurate do you find the data they share to be?

b. What changes would you suggest?

c. Are there particular examples of high-performing HIE models that you believe should be propagated
across markets?

d. What is the ongoing role of HIEs amidst other entities facilitating data exchange and broader
frameworks for data exchange (for example, vendor health information networks, TEFCA, private
exchange networks, etc.)?

PC-12. What are the most valuable operational health data use cases for patients and

caregivers that, if addressed, would create more efficient care navigation or eliminate barriers to
competition among providers or both?

a. Examples may include the following:

(1) Binding cost estimates for pre-defined periods.

(2) Viewing provider schedule availability.



(3) Using third-party apps for appointment management.

(4) Accessing patient-facing quality metrics.

(5) Finding the right provider for specific healthcare needs.

b. What use cases are possible today?

c. What should be possible in the near future?

d. What would be very valuable but may be very hard to achieve?

3. Information Blocking and Digital Identity

PC-13. How can CMS encourage patients and caregivers to submit information blocking complaints to
ASTP/ONC’s Information Blocking Portal?

What would be the impact?

Would increasing reporting of complaints advance or negatively impact data exchange?

PC-14. Regarding digital identity credentials (for example, CLEAR, Login.gov, ID.me, other NIST 800-63-3
IAL2/AAL2 credentialing service providers (CSP)):

a. What are the challenges today in getting patients/caregivers to sign up and use digital identity

credentials?

b. What could be the benefits to patients/caregivers if digital identity credentials were more widely
used?

c. What are the potential downsides?

d. How would encouraging the use of CSPs improve access to health information?

e. What role should CMS/payers, providers, and app developers have in driving adoption?

f. How can CMS encourage patients to get digital identity credentials?

C. PROVIDERS

This section is intended for all stakeholders to provide input on questions as they relate to use cases and
workflows that involve providers. While we certainly want providers to answer questions in this section
(and in other sections) from the provider point of view, we also invite all stakeholders to provide their
viewpoints on the provider workflows as appropriate.

1. Digital Health Apps

PR-1. What can CMS and its partners do to encourage providers, including those in rural areas, to
leverage approved (see description in PC-5) digital health products for their patients?



a. What are the current obstacles?

b. What information should providers share with patients when using digital products in the provision of
their care?

c. What responsibilities do providers have when recommending use of a digital product by a patient?

PR-2. What are obstacles that prevent development, deployment, or effective utilization of the most
useful and innovative applications for physician workflows, such as quality measurement reporting,
clinical documentation, and billing tasks? How could these obstacles be mitigated?

PR-3. How important is it for healthcare delivery and interoperability in urban and rural areas that all
data in an EHR system be accessible for exchange, regardless of storage format (for example, scanned
documents, faxed records, lab results, free text notes, structured data fields)?

Please address all of the following:

a. Current challenges in accessing different data formats.

b. Impact on patient care quality.

c. Technical barriers to full data accessibility.

d. Cost or privacy implications of making all data formats interoperable.

e. Priority level compared to other interoperability needs.

PR-4. What changes or improvements to standards or policies might be needed for patients’ third-party
digital products to have access to administrative workflows, such as auto-populating intake forms,
viewing provider information and schedules, and making and modifying an appointment?

2. Data Exchange

PR-5. Which of the following FHIR APIs and capabilities do you already support or utilize in your provider
organization’s systems, directly or through an intermediary?

For each, describe the transaction model, use case, whether you use individual queries or bulk
transactions, and any constraints:

a. Patient Access API

b. Standardized API for Patient and Population Services

c. Provider Directory API

d. Provider Access API

e. Payer-to-Payer API

f. Prior Authorization API

g. Bulk FHIR — Do you support Group ID-based access filtering for population-specific queries?

h. SMART on FHIR — Do you support both EHR-launched and standalone app access? What does the
process for application deployment entail?

i. CDS Hooks (for clinical decision support integrations)



PR-6. Is TEFCA currently helping to advance provider access to health information?
a. Please provide specific examples.

b. What changes would you suggest?

c. What other options are available outside of TEFCA?

d. Are there redundant standards, protocols or channels or both that could be consolidated?

PR-7. What strategies can CMS implement to support providers in making high-quality, timely, and
comprehensive healthcare data available for interoperability in the digital product ecosystem?

How can the burden of increasing data availability and sharing be mitigated for providers?

Are there ways that workflows or metrics that providers are already motivated to optimize for that could
be reused for, or combined with, efforts needed to support interoperability?

PR-8. What are ways CMS or partners can help with simplifying clinical quality data responsibilities of
providers?

a. What would be the benefits and downsides of using Bulk FHIR data exports from EHRs to CMS to
simplify clinical quality data submissions?

Can CMS reduce the burden on providers by performing quality metrics calculations leveraging Bulk FHIR
data exports?

b. In what ways can the interoperability and quality reporting responsibilities of providers be
consolidated so investments can be dually purposed?

c. Are there requirements CMS should consider for data registries to support digital quality
measurement in a more efficient manner?

Are there requirements CMS should consider for data registries that would support access to real-time
quality data for healthcare providers to inform clinical care in addition to simplifying reporting
processes?

3. Digital Identity
PR-9. How might CMS encourage providers to accept digital identity credentials (for example, CLEAR,
ID.me, Login.gov) from patients and their partners instead of proprietary logins that need to be tracked

for each provider relationship?

a. What would providers need help with to accelerate the transition to a single set of trusted digital
identity credentials for the patient to keep track of, instead of one for each provider?

b. How might CMS balance patient privacy with convenience and access to digital health products and
services that may lead to significant improvements in health?



PR-10. Regarding digital identity credentials (for example, CLEAR, Login.gov, ID.me, other NIST 800-63-3
IAL2/AAL2 CSPs):
a. What are the challenges and benefits for providers?

b. How would requiring their use improve access to health information?

c. What are the potential downsides?

d. What impact would mandatory credentials have on a nationwide provider directory?

e. How could digital identity implementation improve provider data flow?

f. Would combining FHIR addresses and identity improve data flow?

PR-11. How could members of trust communities (for example, QHINs, participants and subparticipants
in TEFCA, which requires Identity Assurance Level 2 (IAL2) via Credential Service Providers (CSPs)) better

support the goals of reduced provider and patient burden while also enhancing identity management
and security?

4. Information Blocking

PR-12. Should ASTP/ONC consider removing or revising any of the information blocking exceptions or
conditions within the exceptions (45 CFR part 171, subparts B through D) to further the access,
exchange, and use of electronic health information (EHI) and to promote market competition?

PR-13. For any category of healthcare provider (as defined in 42 U.S.C. 300jj(3)), without a current
information blocking disincentive established by CMS, what would be the most effective disincentive for
that category of provider?

PR-14. How can CMS encourage providers to submit information blocking complaints to ASTP/ONC'’s
Information Blocking Portal?

What would be the impact?

Would it advance or negatively impact data exchange?

D. PAYERS
PA-1. What policy or technical limitations do you see in TEFCA?

What changes would you suggest to address those limitations?
To what degree do you expect these limitations to hinder participation in TEFCA?



PA-2. How can CMS encourage payers to accelerate the implementation and utilization of APIs for
patients, providers, and other payers, similar to the Blue Button 2.0 and Data at the Point of Care APIs
released by CMS?

PA-3. How can CMS encourage payers to accept digital identity credentials (for example, CLEAR, ID.me,
Login.gov) from patients and their partners instead of proprietary logins?

PA-4. What would be the value to payers of a nationwide provider directory that included FHIR end
points and used digital identity credentials?

PA-5. What are ways payers can help with simplifying clinical quality data responsibilities of providers?

a. How interested are payers and providers in EHR technology advances that enable bulk extraction of
clinical quality data from EHRs to payers to allow them to do the calculations instead of the provider-side
technology?

b. In what ways can the interoperability and quality reporting responsibilities of providers to both CMS
and other payers be consolidated so investments can be dually purposed?

Are there technologies payers might leverage that would support access to real time quality data for
healthcare providers to inform clinical care in addition to simplifying reporting processes?

PA-7. How can CMS encourage payers to submit information blocking complaints to ASTP/ONC’s
Information Blocking Portal?

What would be the impact?

Would it advance or negatively impact data exchange?

E. TECHNOLOGY VENDORS, DATA PROVIDERS, AND NETWORKS

This section is intended for all stakeholders to provide input on questions as they relate to use cases and
workflows that involve technology vendors, data providers, and networks. While we certainly want
technology vendors, data providers, and networks to answer questions in this section (and in other
sections) from their point of view, we also invite all stakeholders to provide their viewpoints on the
technology vendor, data provider, and network use cases as appropriate.

1. Ecosystem

TD-1. What short term (in the next 2 years) and longer-term steps can CMS take to stimulate developer
interest in building digital health products for Medicare beneficiaries and caregivers?

TD-2. Regarding CMS Data, to stimulate developer interest--
a. What additional data would be most valuable if made available through CMS APIs?

b. What data sources are most valuable alongside the data available through the Blue Button 2.0 API?



¢. What obstacles prevent accessing these data sources today?

d. What other APIs should CMS and ASTP/ONC consider including in program policies to unleash
innovation and support patients and providers?

2. Digital Identity

TD-3. Regarding digital identity implementation:
a. What are the challenges and benefits?

b. How would requiring digital identity credentials (for example, CLEAR, Login.gov, ID.me, other NIST
800-63-3 IAL2/AAL2 CSPs) impact cybersecurity and data exchange?

¢. What impact would mandatory use of the OpenlD Connect identity protocol have?

3. Technical Standards and Certification

TD-4. How can CMS better encourage use of open, standards-based, publicly available APIs over
proprietary APIs?

TD-5. How could a nationwide provider directory of FHIR endpoints improve access to health information
for patients, providers, and payers?

Who should publish such a directory, and should users bear a cost?

TD-6. What unique interoperability functions does TEFCA perform?

a. What existing alternatives should be considered?

b. Are there redundant standards, protocols or channels or both that should be consolidated?

TD-7. To what degree has USCDI improved interoperability and exchange and what are its limitations?

a. Does it contain the full extent of data elements you need?

b. If not, is it because of limitations in the definition of the USCDI format or the way it is utilized?

c. If so, would adding more data elements to USCDI add value or create scoping challenges?
How could such challenges be addressed?

d. Given improvements in language models, would you prefer a non-proprietary but less structured
format that might improve data coverage even if it requires more processing by the receiver?



TD-8. What are the most effective certification criteria and standards under the ONC Health IT
Certification Program?

TD-9. Regarding certification of health IT:
a. What are the benefits of redefining certification to prioritize APl-enabled capabilities over software
functionality?

b. What would be the drawbacks?

c. How could ASTP/ONC revise health IT certification criteria to require APIs to consistently support
exchanging data from all aspects of the patient’s chart (for example, faxed records, free text, discrete
data)?

d. What policy changes could CMS make so providers are motivated to respond to API-based data
requests with best possible coverage and quality of data?

e. How could EHRs capable of bulk data transfer be used to reduce the burden on providers for reporting
quality performance data to CMS?

What capabilities are needed to show benefit?

What concerns are there with this approach?

TD-10. For EHR and other developers subject to the ONC Health IT Certification Program, what further
steps should ASTP/ONC consider to implement the 21st Century Cures Act’s API condition of certification
(42 U.S.C. 300jj-11(c)(5)(D)(iv)) that requires a developer’s APIs to allow health information to be
accessed, exchanged, and used without special effort, including providing access to all data elements of
a patient’s electronic health record to the extent permissible under applicable privacy laws?

TD-11. As of January 1, 2024, many health IT developers with products certified through the ONC Health
IT Certification Program are required to include the capability to perform an electronic health
information export or “EHI export” for a single patient as well as for patient populations (45 CFR
170.315(b)(10)). Such health IT developers are also required to publicly describe the format of the EHI
export. Notably, how EHI export was accomplished was left entirely to the health IT developer. Now that
this capability has been in production for over a year, CMS and ASTP/ONC seek input on the following:
a. Should this capability be revised to specify standardized APl requirements for EHI export?

b. Are there specific workflow aspects that could be improved?

c. Should CMS consider policy changes to support this capability’s use?

4. Data Exchange

TD-12. Should CMS endorse non-CMS data sources and networks, and if so, what criteria or metrics
should CMS consider?
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TD-13. What new opportunities and advancements could emerge with APls providing access to the
entirety of a patient’s electronic health information (EHI)?

a. What are the primary obstacles to this?

b. What are the primary tradeoffs between USCDI and full EHI, especially given more flexible data
processing capabilities today?

TD-14. Regarding networks’ use of FHIR APlIs:
a. How many endpoints is your network connected to for patient data sharing?
What types, categories, geographies of endpoints do you cover?

Are they searchable by National Provider Identifier (NPI) or organizational ID?

b. How are these connections established (for example, FHIR (g)(10) endpoints, TEFCA/Integrating the
Health Enterprise (IHE) XCA, or proprietary APIs)?

c. Do you interconnect with other networks?
Under what frameworks (for example, TEFCA, private agreements)?

TD-15. Regarding bulk FHIR APIs:
a. How would increased use of bulk FHIR improve use cases and data flow?

b. What are the potential disadvantages of their use?

TD-16. What are the tradeoffs of maintaining point-to-point models vs. shared network infrastructure?
a. Do current rules encourage scalable network participation?

b. What changes would improve alignment (for example, APl unification, reciprocal access)?

TD-17. Given operational costs, what role should CMS or ASTP/ONC or both have in ensuring viability of
healthcare data sharing networks, including enough supply and demand, that results in usage and
outcomes?

5. Compliance

TD-18. Information blocking:

a. Could you, as a technology vendor, provide examples for the types of practices you have experienced

that may constitute information blocking. Please include both situations of non-responsiveness as well
as situations that may cause a failure or unusable response?
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b. What additional policies could ASTP/ONC and CMS implement to further discourage healthcare
providers from engaging in information blocking practices?

c. Are there specific categories of healthcare actors covered under the definition of information blocking
in section 3022(a)(1) of the Public Health Service Act (PHSA) that lack information blocking disincentives?

TD-19. Regarding price transparency implementation:
a. What are current shortcomings in content, format, delivery, and timeliness?

b. Which workflows would benefit most from functional price transparency?

¢. What improvements would be most valuable for patients, providers, or payers, including CMS?

d. What would further motivate solution development?

F. VALUE-BASED CARE ORGANIZATIONS

This section is intended for all stakeholders to provide input on questions as they relate to use cases and
workflows that involve value-based care organizations. While we certainly want value-based care
organizations to answer questions in this section (and in other sections) from the value-based care
provider point of view, we also invite all stakeholders to provide their viewpoints on the value-based care
workflows as appropriate.

1. Digital Health Adoption

VB-1. What incentives could encourage APMs such as accountable care organizations (ACOs) or
participants in Medicare Shared Savings Program (MSSP) to leverage digital health management and care
navigation products more often and more effectively with their patients?

What are the current obstacles preventing broader digital product adoption for patients in ACOs?

VB-2. How can key themes and technologies such as artificial intelligence, population health analytics,
risk stratification, care coordination, usability, quality measurement, and patient engagement be better
integrated into APM requirements?

VB-3. What are essential health IT capabilities for value-based care arrangements?

a. Examples (not comprehensive) may include: care planning, patient event notification, data
extraction/normalization, quality performance measurement, access to claims data, attribution and
patient ID matching, remote device interoperability, or other patient empowerment tools.

b. What other health IT capabilities have proven valuable to succeeding in value-based care
arrangements?

VB-4. What are the essential data types needed for successful participation in value-based care
arrangements?
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2. Compliance and Certification

VB-5. In your experience, how do current certification criteria and standards incorporated into the ONC
Health IT Certification Program support value-based care delivery?

VB-6. What specific health information technology capabilities that could benefit APMs are not currently
addressed by existing certification criteria and standards that should be included under the ONC Health
IT Certification Program?

VB-7. How can technology requirements for APMs, established through CEHRT or other pathways,
reduce complexity while preserving necessary flexibility?

VB-8. How can other HHS policies supplement CEHRT requirements to better optimize the use of digital
health products in APMs?

As an example, requirements under the Conditions of Participation for hospitals (42 CFR 482.24(d))
require hospitals to transmit electronic patient event notifications to community providers. What
barriers are in place preventing APM participants from receiving the same notifications?

VB-9. What technology requirements should be different for APM organizations when comparing to non-
APM organizations (for example, quality reporting, and interoperability)?

VB-10. In the Calendar Year (CY) 2024 Physician Fee Schedule final rule (88 FR 79413), CMS established
that CEHRT requirements for Advanced APMs beyond those in the “Base EHR” definition should be
flexible based on what is applicable to the APM that year based on the area of clinical practice. What
certification criteria should CMS identify under this flexibility for specific Advanced APMs, or for
Advanced APMs in general?

Are there specific flexibilities or alternatives to consider for smaller or resource-constrained (such as
rural) providers in meeting CEHRT requirements without compromising quality of care or availability of
performance data?

3. Technical Standards

VB-11. What specific interoperability challenges have you encountered in implementing value-based
care programs?

VB-12. What technology standardization would preserve program-specific flexibility while promoting
innovation in APM technology implementation?

VB-13. What improvements to existing criteria and standards would better support value-based care
capabilities while reducing provider burden?

13



VB-14. How could implementing digital identity credentials improve value-based care delivery and
outcomes?

VB-15. How could a nationwide provider directory of FHIR endpoints help improve access to patient data
and understanding of claims data sources?

What key data elements would be necessary in a nationwide FHIR endpoints directory to maximize its
effectiveness?
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