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This project is supported by the Office of the National Coordinator for Health Information
Technology (ONC) of the U.S. Department of Health and Human Services (HHS) under
90AX0026/01-00 Trusted Exchange Framework and Common Agreement (TEFCA) Recognized

Coordinating Entity (RCE) Cooperative Agreement. This information or content and conclusions
are those of the author and should not be construed as the official position or policy of, nor
should any endorsements be inferred by ONC, HHS or the U.S. Government.
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Agenda

e Welcome and Brief Overview

* Closer Look #3 Topic: QHIN Designation
and Eligibility Criteria

e Opportunities for Stakeholder Feedback
* Questions and Answers
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Meet the RCE Team

Mariann Yeager Alan Swenson Steve Gravely Cait Riccobono Chantal Worzala
CEO Executive Director Founder & CEO Attorney Principal
The Sequoia Project Carequality Gravely Group Gravely Group Alazro Consulting
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TEFCA Goals
%) GOAL1 ; : GOAL 2 N GOAL3
L Establish a floor e " Create simplified @2 Provide the
of universal nationwide infrastructure to
interoperability connectivity allow individuals
across the country to gather their
data

Simplified connectivity for individuals, health care providers, health plans, public health agencies, and other stakeholders.
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The Value Proposit
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The Nationwide Network Based on the Common Agreement

Benefits for the Payer Community

Together with the Office of the National C for Health a9y (ONC), ¥
Trusted Exchange Framework and Common Agreement (TEFCA) as required by the 21st Centt
operational, the network-of-networks based on the Common Agreement will facilitate exchange
nationwide scale, simplify connectivity among networks, and create efficiency by establishing a |
exchange policies and technical frameworks. Together with ONC, we announced in July 2021 tf
Common Agreement V1 in Q1 of 2022

The network based on the Common Agreement will offer a nationwide approach for the exchan{
support a range of exchange purposes, enabling a multitude of use cases.

The Common Agreement's single set of rules will simpiify connectivity to a health information ne
of patients and health plans. Consistent policies and technical approaches will increase the ovel
information.

The ultimate goal of the network based on the Common Agreement is to establish a floor of uniy

across the country. This will enhance provider, payer and consumer access to health informatiol
clinical decision-making, improved oulcomes, and lower costs.
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The Nationwide Network Based on the Common Agreement

Benefits for State Governments
and Public Health

ion for TEFCA

The Nationwide Network Based on the Common Agreement

Benefits for Health Care Providers
Across the Continuum

Together with the Office of the National Coordinator for Health Information Technology (ONC), we arn
Trusted Exchange Framework and Common Agreement (TEFCA) as required by the 21st Century Ci
operational, the network-of-networks based on the Common Agreement will faciitate excharge of he
nationwide scale, simplify connectivity among networks, and create efficiency by establishing a stand
exchange policies and technical frameworks. Together with ONC, we announced in July 2021 that wi
Common Agreement V1 in Q1 of 2022.

The neswork based on the Common Agreement will ofier a nationwide approach for the exchange of
support a range of exchange purposes, enabling a mulitude of use cases.

The Common Agreement's single set of rules will simplfy connectivity to a health information networ
of patients and health plans. Consistent policies and technical approaches will increase the overall &)

Together with the Office of the National Cq for Health (ONC), we are

the

Trusted Exchange Framework and Common Agreement (TEFCA) as required by the 21st Century Cures Act. Once

operational, the network-of-networks based on the Common Agreement will facilitate exchange of health information on a
nationwide scale, simplify connectivity among networks, and create efficiency by establishing a standardized approach to
in July 2021 that we plan to publish

exchange policies and technical frameworks. Together with the ONC, we ans
the Common Agreement V1 in Q1 of 2022.

The network based on the Common Agreement will offer a nationwide approach for the exchange of healthinformation to

support a range of exchange purposes, enabling a multitude of use cases.

The Common Agreement's rules will reduce the burden heaith information networks (HINs) and their participants currently
face when they establish connections with entities outside their networks. Consistent policies and technical approaches will
also increase the overall exchange of health information. For example, in the area of public health, use cases could include

electronic case reporting, immunization registry data sharing, or case investigation
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‘The Network Based on the Common Agreement

Benefits for Health Information Networks (HINs)

[

 Nationwi

ctwork Based on the Common Agrecment

Benefits for Patients and Consumers

Wie live in & digital wond. Increasingly, patients and consumers expect health care 10 be digtal 100, They want 10 be abie
10 access, control and share their heaith information electronically. Moreover, many Consumers want 1o bring together a1
of their haaith information — ot just the data heid by a single doctor or hospital. For example, many want 10 see their test
results or immunization records over Sme or share their heaith history with a new doctor after moving Or changing health
insurance. Al of his needs 1o happen in 3 secure and protected way.

We are working with the U.S. Department of Health and Human Services, Office of the Naional Coordinator for Health
Information Technology (ONC) to make t 50 that your heath information can be shared easly and securely with you, your
doctors, and those who Support you on your health joumey. This, in tum wil supporn better care and lower health care
costs

We are doing tis by seting a common set of rles on technical standards, privacy requirements and reiated policies for

health information networks. These policies wil be laid cut in the Trusted Exchange Framework and the Common

Agreement (TEFCA). By setting technical sed . this
possibie for data to flow y 10 support your health and care.

Together with the Office of the National Coordinator for Health Information Technology (ONC), we are building the Trusted
Exchange Framework and Common Agreement (TEFCA) established by the 21st Century Cures Act. Once operational, the
network based on the Common Agreement wil faciitate exchange of health information on a nationwide scale, simplify

connectivity among networks, and create efficiency by approach policies and
technical frameworks.

The network based on the Common Agreement will offer a nationwide approach for the exchange of relevant heaith
information to support a range of , such payment, quality benefits

Getemination, consumer access to health information, and public health.

The network based on the Common Agreement wil provide a common set of rules that are federally recognized, greatly
reducing the burden health information networks (HINs) currently face when they try to establish connections with entities
outside their networks. Consistent policies il exch f health
information. Thenetwoﬂ(basedmmecofmmAgeememmualsowmmeamdueiofengagedpamamm
together inated, uniform adoption of time.

The ulimate goal of the network based on the Common Agreement s to enhance provider and consumer access to

that supports better aking, improved outcomes, and lower costs. HINS participating
inthe network based on the Common Agreement will play a pivotal role in reaching that goal and will beneft greatly from
its achievement.

pepe ters

https://rce.sequoiaproject.org/tefca-and-rce-resources/
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https://rce.sequoiaproject.org/tefca-and-rce-resources/

Timeline to Operationalize TEFCA

Summer/Fall/Winter 2021 Calendar Q1 of 2022 During 2022

*Public engagement webinars. «Release Final Trusted *QHINs begin signing Common
*Common Agreement (CA) Work Group sessions. Exchange Framework, CA V1 Agreement.
*RCE and ONC use feedback to finalize CA V1 and Final, and QTF V1 Final. *QHINs selected, onboarded, and

QHIN Technical Framework (QTF) V1. ‘A begin sharing data on rolling basis.

4 A\

a e e e R CH
2021 2022 2023

== | Mg
£ TEFCA

7 ) _— ) . L | | RbeBEmzre
©2021 ONC TEFCA Recognized Coordinating Entity. All rights reserved. \ - COORDINATIMG
— ENTIFY




How Will
TEFCA Work?
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The Office of the National Coordinator for
Health Information Technology

RCE provides oversight and
governance for QHINs.

\ QHINs connect directly to

o each other to facilitate
nationwide interoperability.

Each QHIN represents a variety
of Participants that they connect,
TIXIITIIITIIY serving a wide range of
SUBPARTICIPANTS SubpartICIpants.

PARTICIPANTS <
L X
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TEFCA Elements

Standard
Operating
Procedures

Common
Agreement

©2021 ONC TEFCA Recognized Coordinating Entity. All rights reserved
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The Common Agreement

* The Common Agreement would establish the infrastructure model and
governing approach for users in different information exchange networks
to securely share clinical information with each other—all under

commonly agreed-to expectations and rules, regardless of which network , \
they happen to be in.

* The Common Agreement will be a legal document that each QHIN
signs with the RCE.

e Some provisions of the Common Agreement will flow down to other
entities (Participants and Subparticipants) via other agreements. \ /

* The Common Agreement will incorporate the QHIN Technical
Framework and the Standard Operating Procedures (SOPs).

The RCE welcomes stakeholder feedback.

RICOGHIZID
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Standard Operating Procedures

Dispute Resolution

o
[

u Conflicts of Interest

To provide more Process

specificity on ' - ® » QHIN Eligibility Criteria,

particular issues, the % Govermpg Approa.ch Ont{oard.mg, and

RCE will also develop (Governing Council, " Designation
Transitional Council,

SOPs on topics such

as: Advisory Groups) QHIN Security

Requirements for the
Protection of TEFCA
Information

Standard Operating Procedure(s) or SOP(s): a written procedure or other provision that is adopted pursuant to the
Common Agreement and incorporated by reference into the Common Agreement to provide detailed information
or requirements related to the exchange activities under the Common Agreement, including all amendments
thereto and any new SOPs that are adopted pursuant to the Common Agreement. SOPs will be adopted to address
the application process, the Onboarding process, and other operational processes. .

|
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Closer Look #3: QHIN Designation and Eligibility Criteria
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QHIN Designation and Eligibility Criteria - Overview

* Only the RCE would be able to designate a QHIN R -
0100000 11“ - H

* Application, assessment, testing and on-boarding processes are | 0 Lolooo. 1
under development

* QHINs will be expected to provide ongoing reporting on metrics
and other information needed to monitor performance over time

 The Common Agreement would include specific QHIN eligibility
criteria that generally address:

— The ability to perform all of the required functions of a QHIN,
as identified in the QTF;

— The legal structure and governing approach for the QHIN;
and

— Demonstrated resources and infrastructure necessary to
support a reliable and trusted network.

- MW
TEFCA
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QHIN Designation and Eligibility Criteria —
U.S. Entity

1. Signatory must demonstrate that it meets the definition of U.S. Entity.
— Provide a copy of charter, principal place of business, certificate of good standing, organizing
documents, and list of current officers and members of governing body/bodies.

— Foreign ownership considerations

RICOGHIZID
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QHIN Designation and Eligibility Criteria —
Exchange Capabilities

2. Signatory is able to exchange Required Information, as defined in this Common Agreement.

|
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— EN ¥

Be capable of the exchange of Required Information for all Exchange Purposes.

Describe the exchange purposes that are permitted on its network;

Be capable of conducting exchange with unaffiliated organizations. Signatory must describe entities
participating in its network, including their affiliation or non-affiliation with one another

Describe how it currently facilitates exchange of health information (e.g. query, push, other exchange
modality), and length of time with this experience

Submit data on number and type of organizations that utilize its exchange services and whether it
limits participation or is specialized in any manner

Submit copies of data sharing agreements, operating policies and procedures, and other legal
agreements and related documents that govern the operation of its health information network.

RICOGHIZID




QHIN Designation and Eligibility Criteria — [y
Required Functions and Provisional QHINs \/

3. Signatory must demonstrate that it has the ability to perform all of the required functions of a
QHIN in the manner required by the Common Agreement, the SOPs, the QTF, and all other
applicable guidance from the RCE. Signatory can demonstrate this by having been in operation
and supporting the query functionality as outlined in the QTF, or other functionally comparable
exchange method, for at least the twelve (12) calendar months immediately preceding its
application to be Designated as a QHIN. However, the RCE will consider other evidence that
Signatory may offer to demonstrate compliance with this eligibility criterion as more fully set
forth in the applicable SOP. Notwithstanding the foregoing, if Signatory does not demonstrate
that it has been supporting query functionality as outlined in the QTF, the RCE may deem this
requirement to be satisfied on an interim basis and Designate the Signatory as a provisional
QHIN as further provided in the QHIN Designation SOP, including additional review during a
provisional period and the potential to have the provisional status removed if Signatory
achieves a predetermined level of technical competency.

— | QNE
S TEFCA
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QHIN Designation and Eligibility Criteria —
Required Functions V

|
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Demonstrated ability to successfully process a high number of transactions through a high performing,
reliable environment — tens of millions of transactions each day. Provide:

* Average monthly transaction volumes

* Average annual transaction volumes.

Provide specific information regarding its architecture and an attestation of its ability to expand the
volume of data transactions through its network. This information shall include the ability to add
technology capacity, staff, and other needed resources. Signatory must provide specific evidence of
having been in operation and supporting the query functionality as outlined in the QTF for at least the
twelve (12) calendar months immediately preceding its application to be Designated as a QHIN. RCE can

also consider other evidence.

Signatory must identify any gaps between its current technical infrastructure and the requirements of the
QTF and identify its plan to address these gaps so that Signatory will be able to fully comply with the QTF
once Signatory is Designated as a QHIN.

RICOGHIZID
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QHIN Designation and Eligibility Criteria — o o
Provisional QHINs “ V]

 The RCE can designate Signatory as a QHIN, assuming Signatory satisfies all other
requirements, on a provisional basis if the RCE determines that Signatory can reasonably
support the query functionality as outlined in the QTF for a specified period of time in
production, exchange with other QHINs and otherwise complies with the requirements of
the Common Agreement. The RCE will consider the following when making this
determination:

* Evidence to show that Signatory has been engaged in the transmission of Required
Information using a different but functionally comparable exchange method to the
QTF in a live production environment for at least twelve (12) consecutive months
during the twelve (12) months immediately preceding its application to the RCE.

— | @G
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QHIN Designation and Eligibility Criteria —

Provisional QHINs V
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A “Provisional QHIN” is an organization that the RCE Designates as a QHIN on a provisional basis (“Provisional Status”) based
on a determination that the organization: (1) does not, at the time of its application, satisfy all of the eligibility criteria, but (2)
demonstrates the likelihood of being able to satisfy all such criteria during the course of the Provisional Status. The
Provisional Status is a 12-month period in which a Provisional QHIN has the opportunity to demonstrate the ability to
perform all of the required functions of a QHIN in the manner required by the Common Agreement, QTF, and applicable
SOPs.

The RCE may impose such limitations on Signatory during its Provisional Status as the RCE deems reasonably necessary to
allow the RCE to monitor Signatory’s performance. This may include, but is not limited to, requiring Signatory to provide
information about the type and volume of exchange activity, any problems that Signatory or its Participants or
Subparticipants experience with exchange activity, participation in meetings with the RCE to discuss Signatory’s performance
during the Provisional Status, and any other matters that the RCE determines to be necessary. The Provisional Status shall
continue for a time period of twelve (12) months following the RCE Designating Signatory as a Provisional QHIN; provided,
however, that the RCE has the right to suspend (and toll) or terminate Signatory’s Provisional Status at any point if the RCE
determines that Signatory is in non-compliance with the requirements and obligations that are applicable to Provisional
QHINs, as more fully set forth in the applicable SOP.
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QHIN Organizational Infrastructure, Legal Authority, and
Functional and Technical Ability

4. Signatory must demonstrate that it has in place, at the time of its application to be Designated as a
QHIN, the organizational infrastructure and legal authority to comply with the obligations of the
Common information and a functioning system to govern its health information network. In
addition, Signatory must demonstrate it has the resources and infrastructure to support a reliable
and trusted network.

— Network governance

— Financial and personnel resources

— Security, including certification under a nationally recognized security framework and CISO
— Detailed information about any HIPAA reportable breaches of ePHI over the past three years

5. Signatory has the functional and technical ability to comply with the QHIN Technical Framework.

— Signatory must provide evidence of compliance with the QHIN Technical Framework, including but not limited
to any required conformance, interoperability, or partner testing as specified in the RCE QHIN Testing and
Onboarding Process.

- MW
- TEFCA
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Cybersecurity Insurance

Signatory shall provide evidence of one of the following:

(1) a certificate of insurance demonstrating that Signatory has current cyber-liability coverage that
meets the requirements set forth in the applicable SOP;

(2) that Signatory has applied for cyber-liability coverage that meets the requirements set forth in the
applicable SOP, including an attestation that Signatory will obtain the coverage prior to Signatory
being Designated; or

(3) available internal funds, separate from those attested to in 4(c)(i), to self-insure against a cyber-
incident up to the amount required by the applicable SOP.
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Opportunities for Stakeholder Feedback
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Opportunities for Stakeholder Feedback on Elements of the

23

Common Agreement

Webinar Series:

* Overview; Cooperation and Nondiscrimination; Exchange Purposes and
Related Definitions (September 21)

* Closer Look Topics #1: Permitted Requests, Uses, and Disclosures;
Required Responses and Required Information (including Consent); Privacy
and Security (September 29)

* Closer Look Topics #2: Individual Access Services; Governing Approach;
Change Management; RCE Directory Service; Fees (October 5)

* Closer Look Topics #3: QHIN Designation and Eligibility Criteria (October
14)

Common Agreement feedback form on the RCE website
open until October 21

https://rce.sequoiaproject.org/common-agreement-elements-feedback-form/
or email us at rce@sequoiaproject.org

©2021 ONC TEFCA Recognized Coordinating Entity. All rights reserved.

All feedback submitted to the RCE will be made publicly
available on the RCE's and/or ONC’s website, including any
personally identifiable or confidential business information
that you include in your feedback. Please do not include
anything in your feedback submission that you do not
wish to share with the general public.
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https://rce.sequoiaproject.org/common-agreement-elements-feedback-form/
mailto:rce@sequoiaproject.org?subject=Common%20Agreement

Opportunities for Stakeholder Feedback

General Sessions:

* Presentation to the Health IT Advisory Committee
(October 13)

Sign up for webinars at:

e October 19 Monthly Informational call https://rce.sequoiaproject.org/
Questions?
QHIN Technical Framework (Recorded webinars): AL T i (XSSl el Rl ST

e QHIN Technical Framework Overview
e Essential Elements of QTF: A Technical Overview
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Questions
& Answers




