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Karen DeSalvo, M.D., M.P.H.
National Coordinator for Health Information Technology
Department of Health and Human Services
200 Independence Avenue, S.W.
Washington, DC 20201
Re:

Comments of the Telecommunications Industry Association to the Department
of Health and Human Services on RIN 0991–AB92, Voluntary 2015 Edition
Electronic Health Record (EHR) Certification Criteria; Interoperability Updates
and Regulatory Improvements

Dear National Coordinator DeSalvo:
The Telecommunications Industry Association (“TIA”) hereby submits its comments to
the Department of Health and Human Services’ Office of the National Coordinator for Health
Information Technology (“ONC”) on the February 28, 2014-published proposed proposals for
the next edition (the “2015 Edition”) of electronic health record (“EHR”) technology
certification criteria for eligible professionals (“EPs”), eligible hospitals, and critical access
hospitals (“CAHs”) may voluntarily meet in order to qualify for Medicare and/or Medicaid
electronic health record (“EHR”) incentive payments. 1 We appreciate the ONC’s proposed
regulatory approaches, as well as the voluntary nature of these certification criteria.
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Voluntary 2015 Edition Electronic Health Record (EHR) Certification Criteria; Interoperability
Updates and Regulatory Improvements; Proposed Rule, Department of Health and Human Services, 45
CFR Part 170 (Feb. 26, 2014) (“Proposed Rules”).

I.

Background on TIA & Statement of General Interest
TIA is a trade association representing nearly 400 hundred information and

communications technology (“ICT”) manufacturers and vendors, and houses industry policy
efforts specific to healthcare ICT and enhancing eCare. 2 TIA members are long-time supporters
of enhanced telehealth and remote monitoring services and we believe that remote
connectivity has become an essential part of 21st century medical care.
TIA has been a standards development organization since its inception, and is one of the
largest SDOs accredited by the American National Standards Institute. TIA’s standards
committees create consensus-based voluntary standards for numerous facets of the ICT
industry, for use by both private sector interests and government, which are directly affected
by the Proposed Rules. 3 Among other areas, TIA’s standards committees develop protocols and
interface standards relating to current U.S. Government technology priorities in such areas as
fiber optics, public and private interworking, telecommunications cable infrastructure, wireless
and mobile communications, multimedia and voice over internet protocol (“VoIP”) access.
Many of TIA’s hundreds of member companies also provide, develop, manufacture, and
supply health and medically related ICT products and services, including components of EHR
systems eligible for reimbursement under the Medicare and Medicaid EHR Incentive Programs
(“Programs”) under the Health Information Technology for Economic and Clinical Health
(“HITECH”) Act, enacted as part of the American Recovery and Reinvestment Act of 2009. 4 TIA
members occupy critical roles in the health information technology and wireless health
community, producing many of the mobile health devices which have become increasingly
powerful tools for meeting key meaningful use objectives.
2

For more on these and other associated TIA policy efforts, see http://tiaonline.org/policy.
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TIA publishes an annual report that includes the latest actions taken by each respective TIA
engineering committee toward the development of standards for the advancement of global
communications. See TIA, 2012-2013 Standards & Technology Annual Report (September 2013),
available at https://www.tiaonline.org/sites/default/files/pages/STAR2013withLinks.pdf.
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Pub. L. No. 111-5 (2009), at § 13000 et seq. (“HITECH Act”).
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This response produced by TIA is meant to provide a general overview of comments as
expressed by our members on the proposed certification process and more broadly, concepts
related to health IT and ONC’s related efforts. While ONC has issued a proposed template for
responses (“Proposed Rule Public Comment Template”), due to the general nature of TIA’s
comments and concerns, we find it more useful to provide unstructured comments. We
appreciate ONC’s flexibility to accept all comments in whatever format is most suitable to
stakeholders.
In general, we are heartened to see several new certification criterion and references
throughout the proposed rule that focus on a user’s ability to access, provide and encourage
the utilization of patient data in ways that may emphasize connected care – that is the delivery
of healthcare in motion, virtually anywhere and at any time. References include patientspecific education resources, implantable device lists, transitions of care, incorporation of
laboratory tests and values/results, data portability and strengthened ability to view, download
and transmit to third parties.
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II.

TIA Supports Voluntary Implementation, and Urges for ONC to Appreciate the Health
Information Technology Ecosystem’s Potential
TIA generally supports a voluntary implementation approach to easing certification by

the issuance of voluntary criteria. ONC’s key clarification that no EHR technology developer
who has certified its EHR technology to the 2014 Edition would need to recertify to the 2015
Edition in order for its customers to participate in the Medicare and Medicaid EHR Incentive
Programs is remarkable. TIA agrees that ONC’s approach here will provide increased certainty
into the future requirements for certification, increase public involvement in the determination
of EHR requirements, and will encourage improved interoperability.
However, we have concern that the proposed regulatory pathway for more frequent
certification cycles could be the cause of confusion and create unintended consequences.
Although the 2015 Edition certified EHR technology (2015 CEHRT) is proposed to be voluntary,
TIA is concerned that other associated federal programs and resulting regulations could
reference or incorporate these voluntary requirements, thus subtly converting a voluntary
program into a mandatory requirement. Although TIA would be generally supportive of more
frequent certification cycles as doing so would presumably maximize the use and
implementation of innovative health information technologies; we remain in this particular
instance cautious and offer that ONC move forward only after careful development.
In crafting its 2015 certification criteria (and further editions moving forward) as well as
its efforts generally to improve the U.S. healthcare system, we urge ONC to fully appreciate the
health information technology (“HIT”) ecosystem which is comprised of many technologies,
including medical remote monitoring products that are enabled with ICT, namely wired,
wireless or mobile. HIT includes the technologies that touch patients and electronically capture
their physiological information and generate valuable data about the person’s health. HIT is not
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solely EHR’s and EHR systems, but also includes mHealth, e-Care, telemedicine 5 and eHealth. 6
Embracing the diversity of solutions will allow for innovative improvements at each stage the
patient along the continuum of care. We urge that ONC through the 2015 CEHRT NPRM lay the
foundation for robust inclusion of patient-generated health data as a core and menu set criteria
for Meaningful Use Stage 3.
Nationwide, health care providers are working to implement EHRs in order to advance
patient care. Meaningful Use payments that fund these deployments are absolutely critical to
realizing the care transformation objectives of health reform. Vendors of EHR equipment and
related components are directly impacted by the needs defined in the proposed certification
criteria. TIA urges the ONC to structure its 2015 certification criteria in ways that maximize
flexibility to permit evaluation of individual applications on their merits, in ways that account
for the specific applicant’s needs. In TIA’s view, this approach is consistent with President
Obama’s recent Executive Order calling on federal agencies to “reassess and streamline
regulations” to reduce barriers to investment and innovation.7
Decisions that reflect practical realities will help make the program as inclusive as
possible and push towards realizing the HITECH Act. ONC should be mindful not to widen the
gap in eligibility that exists between larger hospitals and small, remote hospitals, emphasizing
the need for flexible rules and evaluations in CMS’ administration of the Programs.
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See Federal Communications Commission, Omnibus Broadband Initiative, Connecting America:
The National Broadband Plan, GN Docket No. 09-51 (2010) at p. 218 (providing definitions of “health IT,”
“mHealth,” “e-Care” and “Telehealth”), available at http://download.broadband.gov/plan/nationalbroadband-plan.pdf.
6

See CMS, E-Health General Information, https://www.cms.gov/Medicare/EHealth/EHealthGenInfo/index.html?redirect=/EHealthGenInfo/ (last visited May 4, 2012) (defining
“eHealth”).
7

See Presidential Memorandum: Regulation and Independent Regulatory Agencies (Jul. 11,
2011), available at http://www.whitehouse.gov/the-press-office/2011/07/11/memorandumregulationand-independent-regulatory-agencies.
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Further, we believe that the manner in which CMS evaluates and administers EP
hardship exceptions will be crucial to the success of the Programs. We have strongly urged CMS
expand on its willingness to waive criteria when circumstances warrant in order to provide
increased certainty to Program participants, and to ensure that the program is as inclusive as
possible. We commend the Centers for Medicare & Medicaid Services (“CMS”) for its issuance
of guidance for EPs, EHs, and CAHs that are unable to implement the 2014 Edition of Certified
Electronic Health Record technology in time to successfully demonstrate meaningful use for the
2014 reporting year.8 Such aspects are essential to ONC’s definitions and the context by which
they’ve come into existence.
III.

TIA Urges for the Use and Integration of Patient-Generated Health Data as Part of
Meaningful Use
The health and financial benefits of remote patient monitoring are significant. Remote

monitoring connects patients, care providers and medical professionals, virtually anywhere
facilitating ongoing care and treatment wherever and whenever it needs to happen. The
National eHealth Collaborative (“NeHC”) has defined PGHD as “Health-related data created,
recorded, gathered, or inferred by or from patients or their designees to help address a health
concern.” 9 A NeHC technical expert panel recently concluded that PGHD can enhance patient
care and raise accountability by healthcare providers, among other benefits. 10 This group has
since begun to contemplate how PGHD can be utilized within complex and fragmented systems.
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See CMS, Payment Adjustments & Hardship Exceptions, available at http://www.cms.gov/Regulationsand-Guidance/Legislation/EHRIncentivePrograms/PaymentAdj_Hardship.html (last visited Apr. 14, 2014).
9

See NeHC, Patient Generated Health Data White Paper (Apr. 2012) at 2-3, available at
http://www.nationalehealth.org/ckfinder/userfiles/files/PGHD%20White%20Paper_April%202012.pdf.
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See NeHC, Patient Generated Health Data Introduction and Current Practices: Report to the HIT Policy
Committee Consumer Empowerment Workgroup by the Technical Expert Panel Convened by National eHealth
Collaborative on behalf of the Office of the National Coordinator for Health Information Technology (Jul. 18, 2013),
available at http://www.nationalehealth.org/blog/patient-generated-health-data-technical-expert-panel-presentsinitial-findings.
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Involving this data will engage patients in their own care, can lead to improved lifestyle choices
and improve overall health. 11
Clinical evidence has already demonstrated that interoperable remote monitoring
improves care, reduces hospitalizations, helps avoid complications and improves satisfaction,
particularly for the chronically ill. 12 So far, the cost savings appear promising: a recent study
predicted that remote monitoring will result in savings of $36 billion globally by 2018, with
North America accounting for 75% of those savings. 13 We believe that the ONC appreciates the
value of PGHD to providers, patients, and other stakeholders, and that PGHD should become
elemental to the efficient delivery of healthcare.14
EHR Interoperability has often been viewed as necessary to facilitate the exchange of
patient records between different medical facilities, and is at the junction between health
information and the rest of health informatics. We call on ONC to encourage the inclusion of
standards and certification for the interoperability of health data exchange and medical
devices. As work towards MU Stage 3 continues, we believe HHS should ensure that patientgenerated health data (“PGHD”) created by remote monitoring systems is fully enabled and
reflected in the 2015 CEHRT final rule. Specifically, the ONC should work to ensure that, under
the CMS Incentive Payment Program, EHR systems should be required to incorporate open,
voluntary, and consensus-based industry standards for interoperability with remote patient
monitoring devices, services and systems.
11

See, e.g., Sanjena Sathian, “The New 21st Century House Call,” Boston Globe (July 29, 2013), available at
http://www.bostonglobe.com/lifestyle/health-wellness/2013/07/28/century-housecall/tdupWvOQI6b3dKdKcEgdGM/story.html.
12

See, e.g., U.S. Agency for Healthcare Research and Quality (“AHRQ”) Service Delivery Innovation Profile,
Care Coordinators Remotely Monitor Chronically Ill Veterans via Messaging Device, Leading to Lower Inpatient
Utilization and Costs (last updated Feb. 6, 2013), available at
http://www.innovations.ahrq.gov/content.aspx?id=3006.
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See Juniper Research, Mobile Health & Fitness: Monitoring, App-enabled Devices & Cost Savings 20132018 (rel. Jul. 17, 2013), available at http://www.juniperresearch.com/reports/mobile_health_fitness.
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See, e.g., ONC, Mary Jo Deering, Advancing the use of patient-generated information to improve health
and care (Dec. 27, 2013), available at http://www.healthit.gov/buzz-blog/electronic-health-and-medicalrecords/advancing-patient-generated-information-improve-health-care/.
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In this regard, TIA also supports the recommendations of the Agency for Healthcare
Research and Quality (“AHRQ”) to define Stage 3 Meaningful Use requirements to "enable the
creation of an entrepreneurial space across the entire health data enterprise." 15
Interoperability with open, standardized APIs that allow exchange of PGHD with EHRs would
expand innovation in deploying patient-focused healthcare solutions by third-party software
and device developers. TIA agrees with AHRQ that EHR vendors should certify such APIs
through interoperability PlugFests that also allow third-party developers to test their products,
accelerate development and debug their products. To the maximum extent possible, ONC
should encourage EHR vendors to create or use public APIs that support meaningful data
exchange by third-party software or hardware developers.
IV.

Discontinuation of Complete EHR, Non-Meaningful Use CEHRT, and Fair Treatment of
Program Participants and Technologies
TIA supports ONC’s proposal to discontinue the use of the “Complete EHR” designation

for the several reasons elaborated upon by ONC, including: stakeholder feedback, evolution of
the program since its inception and the discrepancies created by the use of the term
“complete.”
TIA also generally supports ONC’s proposal to create a new definition and category for
Non-Meaningful Use CEHRT, but notes that sections of the proposed rule lack clarity. The
distinctions between “MU” and “non-MU” and “beyond MU purpose” are complex given the
context of the objective and should not be left to the presumption that ONC’s intent is to
maximize existing infrastructure created through the HITECH Act.
We believe that through the development of these certification criteria, ONC should
make all reasonable efforts to ensure that all eligible participants – from large, urban hospitals
to the smaller rural facilities – are given an equitable opportunity to realize the benefits of the
programs. Aside from the flexibility in implementation of the rules that TIA advocates above,
15

Agency for Healthcare Research and Quality report “A Robust Health Data Infrastructure” available at:
http://healthit.gov/sites/default/files/ptp13-700hhs_white.pdf.
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we urge ONC to ensure that it takes an approach that is ever-mindful of principles of
technology- and competitive-neutrality. TIA is a long-time advocate for policies that promote
technology- and competitive-neutrality, in which standards and products are developed by
market-driven dynamics and open, transparent processes. As ONC moves forward in setting
certification criteria, it should build upon the belief that technology neutral policies are critical
in promoting competition and ensuring that Program participants are empowered to choose
technologies that best suit their needs.

V.

Conclusion
We urge ONC’s consideration of the above, and to contact the undersigned with any

questions or concerns you may have with our positions as it considers this proposal.

Respectfully submitted,
TELECOMMUNICATIONS INDUSTRY ASSOCIATION
By: /s/ Brian Scarpelli__
Brian Scarpelli
Director, Government Affairs
TELECOMMUNICATIONS INDUSTRY ASSOCIATION
1320 North Courthouse Road
Suite 200
Arlington, VA 22201
703.907.7700
April 28, 2014
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