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VON HOLST: Thank you for joining us. It looks like our attendees are starting to
slow down here with folks joining, so I'll give a quick introduction and we’ll jump

in.
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VON HOLST: Good afternoon and welcome to our November Information
Session. Today we’re going to be talking about US Core Data for Interoperability
for USCDI and USCDI+ Quality. So we’re going to be talking about what they are
and what’s ahead. My name is Haley von Holst and | am the Information Session
Lead for the CMS Measures Management System (MMS) contract supported by
Battelle. So we’re joined here today by two presenters — I'm very excited to
have them — from the Office of the National Coordinator for Health Information
Technology (ONC), Al Taylor and Lisa Wagner. So again, we’re so excited to have

them here to dig into this topic. They are our experts.

If you would like to download today’s slides, they’re available on the MMS Hub.
We will also post a recording of today’s session on the MMS Hub in a few weeks

and so you should have access to that as well.

Okay, so as part of the Measures Management System’s outreach task CMS
produces these Information Sessions throughout the year to educate about
quality measurement topics to engage those interested in measure development
and maintenance. So in short, we host these sessions for you all. We highly
encourage you to submit questions throughout today’s presentation using the
Q&A feature near the bottom of your screen, and we’ll try to address as many of
these questions as we can at the end of the presentation. So thank you again

everyone for being here, and I'm going to turn it over to Al to get us started.
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NC

Office of the National Coordinator
for Health Information Technology

0

USCDI and USCDI+ Quality:
Updates from ONC

Office of the National Coordinator for Health Information Technology

Al Taylor, Medical Informatics Officer, Standards Division, Office of Technology, ONC
Lisa Wagner, Senior Advisor, Office of Policy, ONC

TAYLOR: Thank you, Haley. Again, my name is Al Taylor and I'm a medical

informatics officer in the Office of Technology at ONC. | am originally, by training
I am an OB/GYN. | served in the Army for 24 years and came to ONC about eight
or nine years ago, and I've been working in standards. In particular I've been the

technical lead for USCDI coming up on five years now as we get into our fifth
year of USCDI.

BATTELLE

CMS MMS Info Session: November 29, 2023

USCDI and USCDI+ Quality: What They Are & What’s Ahead
Moderator: Haley von Holst, Battelle

Presenters: Al Taylor and Lisa Wagner, ONC Page 3



Office of the National Coordinator for Health
Information Technology (ONC)

+ Founded in 2004 by executive order, established in statute in 2009

+ ONC is charged with formulating the federal government’s health information technology (IT) strategy to
advance national goals for better and safer health care through aninteroperable nationwide health IT

infrastructure
21+
HITAE‘gH" Century
2000 /N > Cures Act
2016
Laying the foundation of Leveraging EHRs to drive value
electronic health records (EHRS)
A + Information blockingProhibits providers, technology developers, and health
across the industry information networks from interfering with access, exchange, and use of
$40B CMS investment to subsidize EHRs for hospitalsand electronic health information

ambulatory providers « Standards Data and application programming interfade() standards for

ONC certificationof EHR systems to support HHS programs access “without special effort”
« Trusted Exchange Framework and Common Agreement (TEFCAYationwide

govemnance for health information exchange networks

*Health Information Technology for Economic + Health IT Alignment Polickeveraging all HHS health IT investments to support
and Clinical Health health IT standards.

TAYLOR: The ONC, for those who don’t know, was originally founded in 2004 by
executive order. It was a very small office in the immediate office of HHS but the
fund really got started in 2009 when our authorities were outlined in the HITECH,
Health IT and economic and clinical health law, and that defined the meaningful
use program. It identified certain things that set ONC as the authority in
establishing those criteria for what meaningful electronic health record (EHR)

information is supposed to accomplish.

We have done that and we’ve executed our certification program now for the
last ten plus, almost 12 years now certifying or authorizing the certification of
Health IT for a variety of different purposes, not the least of which was CMS in
the use of electronic health information in CMS reporting programs and CMS

billing programs. Our overall goal is to achieve interoperability of Health IT.

BATTELLE

CMS MMS Info Session: November 29, 2023

USCDI and USCDI+ Quality: What They Are & What’s Ahead

Moderator: Haley von Holst, Battelle

Presenters: Al Taylor and Lisa Wagner, ONC Page 4



We were granted further authority in the 21%t Century Cures Act, written in 2016.
A lot of our authorities were rewritten when our Cures Act addition final rule
came out in 2020. It includes covering things like information blocking,
identification of additional standards, the concept of the Trusted Exchange
Framework and Common Agreement or TEFCA. And also some authority to work

to align Health IT policies and standards across all of HHS.

What is United States Core Data
for Interoperability (USCDI)?

TAYLOR: The USCDI, the United States Core Data for Interoperability. What is

it?
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Core Principles

Comprises a core set of data needed to support patient
care and facilitate patient access using health IT

__ | Establishes a consistent baseline of data for other use
cases

uscDI

Expands over time via a predictable, transparent, and
collaborative public process

TAYLOR: It’'s several things. One is it’s the core set of data needed for patient
care and it’s the core set needed to inform patient access to their health data. In
addition to identifying this set of data required and needed and desired for a
variety of different purposes, it’s also come to serve as a baseline for other uses.
So when other HHS agencies or federal agencies have a particular need for
health data for whatever that purpose is, be it CMS reporting, Social
Security/disability ratings, or anything else that might be used — the USCDI

stands as a baseline.

Some reporting programs and some federal agencies may require additional data
above and beyond what USCDI is, but we can always refer to USCDI as the base.
If we need extra stuff, those programs can identify those, rather than going into

every little detail about every part of what’s part of USCDI. So it’s that baseline,
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even though it’'s a moving baseline, it is the baseline that can be used by others

for reference.

When we established USCDI we created a predictable, transparent, and
collaborative process. We try to hold true to each one of those components of
this process. It is public. The expansion is based directly on public input, and that
public input can come from agencies, a man on the street, a person on the

street, or other organizations within healthcare and elsewhere.

Why USCDI Matters

Established in the ONC Cures Act Final Rule in 2020

» Required for new Certification Criterion API to access patient data, using Fast
Healthcare Interoperability Resources ® (FHIR®) US Core

« USCDI v1 replaces the Common Clinical Data Set in existing Certification Criteria, using
Health Level Seven International ® (HL7®) Consolidated Clinical Data Architecture (C-
CDA) or FHIR US Core:

« Transitions of Care documents (create, send, and receive)

» Clinical Information reconciliation and incorporation

- Patient View, Download, and Transmit their health data to a 3 ™ party
« Electronic case reporting to public health agencies*

+ Create C-CDA document

» Access to data via APIs

- USCDI also defines required data for other uses, such as CMS Patient Access and
Payer-to-Payer API

- USCDI v3 proposed to be required in Health Data, Technology, and Interoperability
(HTI)-1 Notice of Proposed Rule Making (NPRM)

TAYLOR: This outlines some of the same things. The key point to take away is
that USCDI identifies the datasets. Other parts of the ONC certification program
define how that dataset is used. Interoperability is a key part of USCDI. It's the
actual “I” in the USCDI, and the “interoperability” means that that data has to be
able to be exchanged — accessible, readable, understandable and exchangeable.

That exchange happens through a couple of different mechanisms that are
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defined by our certification program. One of them is the Consolidated Clinical
Data Architecture (C-CDA) which has a number of different templates or
document types that can be used to exchange data in different formats. The
contents of those C-CDA documents include USCDI data. Similarly, a newer
mechanism of transfer of exchange of information is through FHIR, Fast
Healthcare Information Resources. This is a machine-readable exchange format
and the content of the information that’s exchanged using the FHIR or in this
case the US Core build of FHIR, the information that is contained within those
exchanges and so in FHIR resources — are defined by USCDI. There are other
things in FHIR resources that USCDI sits at the core of that information that is

exchanged using those mechanisms.

USCDI, this was as the definition of USCDI’s Version 1. As most of you know,
ONC published their new certification and other Health IT rules called HTI-1. Itis
currently in notice of the proposed rulemaking process, or it’s in rulemaking. It’s
not finalized yet. There are some specific stipulations that change how USCDI is

used and required and we hope to publish that soon.

And then should those changes be implemented, those will override past
requirements under USCDI Version 1, but USCDI Version 3, which we’ll talk about
in a minute, is the new standard. It would be the new standard when this rule is

published, that this rule will be published as is.
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USCDI: Transparent, Predictable, Collaborative

USCDI v1 is required by Cures Act Final Rule and added data
classes clinical notes and provenance, and data elements
pediatric vital signs and address

USCDI v2 added three data classes and 22 data elements in
support of advancing health equity (sexual orientation and gender
identity [SOGI] and social drivers of health [SDOH])

USCDI v3 added 24 data elements focused on factors promoting
equity, reducing disparities, and supporting public health data
interoperability.

Proposed as new required version in HT| with an effective
date of December 31, 2024

USCDI v4 added 20 data elements including Alcoh8ubstance
Use andPhysical Activity Assessments, Teatment Intervention
and Care Experience Preferences, and Medication Adherence
data elements

TAYLOR: This shows the progression using this transparent, predictable, and
collaborative process. USCDI Version 1 started as an expansion of the common
clinical dataset which previously was used to exchange information using ONC
certification criteria. USCDI Version 2 added a couple of different elements. It
added some additional data elements, and in particular they expanded the
availability of SQH data and several key demographic components including
sexual orientation and gender identity. We also made other expansions in other
areas as well, adding several data classes that did not have a footprint in the

common clinical dataset, USCDI Version 1.

USCDI Version 3 added additional data elements and classes focused on the
administration parties around promoting equity, reducing disparities, and

supporting public health and data interoperability. As | mentioned, with a few
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modifications to Version 3, it is proposed to be the new baseline standard. That
effective date is not going to be the reporting date. That was tentative as of its
initial publication of this proposed rule. We don’t have an exact final date, but it

should be some time down the road, perhaps a year or more after this date.

Finally, the USCDI Version 4 which we published in July as additional data
elements in a newly expanded health data assessment data class, including some
additional information that is useful during the medication reconciliation process

and the development of advanced care planning documents.

/

USCDI Update Process

TAYLOR: As far as the USCDI process goes, I'm going to dive a little bit into this,
because many of you on the call have participated reactively in this process and
we’re aware of that. We want to just highlight what we are doing and what we

intend to continue to do.
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ublishes
Draft USCDI v5

ONC prepares
Draft USCDI v5
Sept 2023- Jan 2024

Public feedback
period on
Draft USCDI v5

Jan-Mar 2024

UScDI
2023/2024

ONC prepares
USCDI v5 (Final)

Apr —Jul 2024

Public submission
period for USCDI
v5

Jul — Sept 2023

ONC published ONC publishes USCDI v4
USCDI v4 USCDI v5
July 2023 July 2024 m

TAYLOR: USCDI is in a cycle, and at any given time we might be working on
different aspects of different versions of USCDI. USCDI Version 3 was just made
available for updating this summer, as we were working on Version 4, which we
had a submission and comment process that ended. We finished the submission
and comment process on USCDI Version 4 and published the final in July, but at
the same time we were collecting information on what ought to go into USCDI
Version 5. That includes submission through our new data element request
system and comments on data elements that were submitted for addition in the

past, but not added to a previous version of USCDI.

So we reviewed those comments and we reviewed those submissions, and we
are now in the upper left corner of this cycle or this quadrant of the circle

working on what is going to go into draft v5. Once we publish draft v5 in
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January, we are going to go through an approximately three-month public
comment and review cycle, including getting input from our HITECH committee
or advisory committee. We will digest all of those comments and feedback and
then develop what ends up going into the final. It could be more data elements.
It could be different data elements. It could be less data elements, but this will
all be based on the input that we got during the January to April timeframe. And

then we hope to publish USCDI Version 5 in or around July of next year.

[SLIDE 11]

Prioritization Criteria for New USCDI Data Elements

* Healthcare disparities and inequities
» Underserved communities

Behavioral health
Public health

» Key additions over past USCDI versions

* Modest burden for

- Standards and implementation guide developers

* Health IT developers

* Providers and health systems implementing updates
= Aggregate lift for all new data elements

TAYLOR: We get a lot of submissions and comments on previously submitted
data elements about what should go into the next version or another version of
USCDI. We have to evaluate the maturity and readiness of every single data
element that is submitted. Some are ready to go. They could potentially be
adopted if they were in policy. Other ones need additional standards
development work. They need additional testing, and those are ones that are

not immediately considered for addition to USCDI, but with additional work —
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piloting, testing, implementation, Implementation Guide (IG) development —

they could be considered for future versions of USCDI.

We went through that whole filter of leveling these out for maturity and
readiness, but we still have many more data elements than we can add. We are
limited in the ability to add a certain number of data elements in USCDI, and we
have this concept called “aggregate list” that’s at the end of this list. It means
that we could have a lot of great ideas, a lot of very mature data elements, but
we are not in a position to put the burden on standards developers, Health IT
developers, and actually providers in implementing systems that have to digest

that and then put that into practice.

So in addition to considering new data that addresses healthcare disparities,
underserved communities, and behavioral health and public health, we have to
also consider some of these technical criteria listed in the second half of this list
as to how we come up with that final list of additions. In the past we have added
on the order of 20 new data elements in each of the last four update versions of
USCDI and that pattern will likely continue. It’s somewhere in the ballpark of
that number. It’s not an exact number, but we have to be considerate of those

who are going to take that and put it into practice.
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“ New Data Elements in USCDI v4

Allergies and Intolerances Encounter Information NewData Class
o Substance (Non-Medication) s ¢ Encounter Identifier 4

Facility Information
o Facility Identifier 4
o Facility Type +
s Facility Name

Goals and Preferences Health Status Assessments Laéaora[ttody —-—
o Treatment Intervention ¢ Result Unit of Measure 4=
Preference = 1 » Alcohol Use § *» Result Reference Range #

» Care Experience Preference= 1 Substance Use <& * Result Interpretation 4

o Physical Activity § 14 * Specimen Source Site
¢ Specimen Identifier o
¢ Specimen Condition

Acceptability ==
Medications Procedures Vital Signs

o Medication Instructions = + Performance Time + Average Blood Pressure =
o Medication Adherence ==

=Equity Based f Underserved ©), PublicHeatth () Behavioral Healtr# Add1 USCDI Needs § ONC Cert

TAYLOR: This is just a quick overview of the new data elements that we added
on the USCDI. I've mentioned the ones that we did add. We had a significant
expansion in laboratory data elements which helps the public health reporting
systems gain access to and help mobilize those data, new data elements in
facilities, medication, data class, and then several new health status
assessments. So I'm not going to go through each one of these, but these are
the new ones that were added. The little symbols relate to the prioritization

criteria that we mentioned on the previous slide.
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- USCDIs
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+ Patent Goals
+ SDOH Goak
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Diagnostic Imaging
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SDOH Assessment B
Smoking Status

Encounter Dispositon
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Version 4
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- « SDOH Problems/Health
. Concerns

« Dat of Diagn:
= Dat of Resolution
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Occupation Industry

D R R R R

TAYLOR: And this is just a summary of all of the data elements that comprise

USCDI Version 4.
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/
What is USCDI+?

TAYLOR: I'm going to turn it over to Lisa Wagner who's going to talk a little bit
about kind of what happens. We have USCDI at the baseline and then where do

we go from here.

WAGNER: Thank you, Al. My name is Lisa Wagner. I'm a senior policy advisor in
ONC. I've been working on USCDI+ for the past year or so. Though, as you all
heard from Al just recently, we learned over the past several years working in
USCDI that there was a clear call and need for more program or domain-specific
data element lists. So then ONC realizing this hearing from partners and
realizing that USCDI is only expanding incrementally over time with really core
data elements that we did find this need for more domain-specific data elements
that could be an extension to what is the current USCDI. We’ve been working

over the past couple of years to develop a collaborative process for partners to
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sort of coalesce around specific programs, requirements and data element
requirements for programs. ONC officially launched USCDI+ in the fall of 2021,
though that’s when it was first announced. We’ve really been spending the past

couple of years trying to figure everything out.

[SLIDE 15]

USCDI+: Extending Beyond the USCDI \:

+ Unique program and use case -specific data needs are sometimes 4
not fully met by USCDL. USCDI+

uscon Public

quality [

+ ONC's USCDI+ initiative helps government and industry partners & ‘ heth

build on USCDI to support specific program needs. %
+ Applies USCDI processes for submission and harmonization while USCOole

focusing on programmatic priorities. "ﬁ;:(’:"‘ uscol 1 Gancer
+ Seeks to leverage programs and authorities across HHS to drive

adoption.

. . . . USCDI+ USCDI+

+ USCDI+ for Quality and Public Health kicked off with Centers for Behavioral Maternal

Disease Control and Prevention (CDC), CMS & Health Resources Health Health

and Senices Administration (HRSA).

WAGNER: So just as USCDI expands incrementally over time via a transparent,
established and collaborative process, and weighing both benefits and impacts
on industry, USCDI+ is intended to mirror a similar process, an established data
element list to harmonize and align data needs for partners. When we set out
on USCDI+ our initial domains were quality and public health. Over time we’ve
continued to expand our focus to also include cancer, maternal health, and
behavioral health program needs. Really our initial start is around just the sheer
need for alighnment across these different program areas and we’ll continue to

work on this alignment over time.
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USCDI+: lterative, Rolling Process

* New use cases build on existing work, but
focuses on meeting a need in real-time;
coordinated with ONC requirements

Voluntary "llllll!‘
certifications

migrate to the
regulatory
cycle

Identify Use

* Atregular intervals:
+ USCDI+ can be updated with findings
shared on public facing platform
« Pilots help inform both bright spots and Neads of
barriers to success Options for, viable, in
- Data requirements are paired with test kits and piloting S00pe use

for conformance (tied to certification)

* Partners across the ecosystem adopt
consistent models for data capture and
exchange = ensures better treatment,
prevention and research for all patients

explored

USCDI+ data
models and
conformance

tests
developed and
verified

cases
assessed

WAGNER: As | mentioned, USCDI+ is meant to be an iterative process where
we’re making changes and updates on a rolling basis similar to USCDI. So this
work will allow partners within and outside government who are working in the
same program areas to be able to reference the same data standards or data

elements as well.
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Core USCDH Principles

» Overarching principles

« Ensure harmonization across ALL data elements in USCDI and USCDI+ domains (e.g. public
health, maternal health, quality, cancer)

» Reuse pre-existing content in USCDI (including submissions) for USCD I+ domains
= Align naming conventions

- Strike a balance between clarity and granularity
+« USCDH conveys high priority concepts
« USCDH is not a technical implementation guide

WAGNER: So the overarching principles of USCDI+ are around harmonization,
and so the idea being that we’re starting with USCDI as our base and first doing
an analysis there to see of these particular program areas we’re focused on
whether that’s quality, cancer, public health — what really overlaps with the
existing USCDI data element list? We’re also trying to across domains align those
same data elements, working to think through as we’re adding in additional data
elements for quality. Does that also apply for something like cancer or public
health as well? This is to really try to harmonize as we’re going along, all along
trying to align these different naming conventions. Really there’s this balance
between granularity and clarity in the sense that USCDI and USCDI+ aren’t

necessarily the details down to a particular Implementation Guide (IG).

They are intended to be a higher priority concept, and our hope is that over time

we can still reference specific buyer standards as a part of the particular data
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elements we’ve identified, but also to build a community around gaps in specific
data standards where we can say within a quality program or within cancer that
if there are data standards that are missing, that we’re identifying that across

different program areas and working together in this collaborative process.

USCDI and USCDI+ Alignment

uUscbli

USCDIdatalist USCDlHextendedatalist

Data element X
Data elemenx

Dataelemenx

Data elemenk

Data element X
Data elemenx

v
v
° Data elemenX USCDI+

¥  Dataelement

o
©
©

c Data elemenX USCDI+
° v

Data element X

WAGNER: The data element list developed under USCDI+ will include multiple
data concepts with underlying data elements and standards to meet program
needs across HHS and allow outside entities such as technology and measure
developers to harmonize in their future work, really with the idea to reduce the
burden of data collection reporting and analysis. And then as you can see in this
visual, we are looking to identify new data elements that are not included in
USCDI but remain important for program-specific areas that want to ensure data

element and standards harmonization.
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/

USCDI+ Quality

WAGNER: So now we’ll turn it to just looking at USCDI+ Quality and how that

can be applied or implemented.
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USCDI+ Quality Goals

Payers ACOs/APMs*

States

+

+ Capture the data needs for quality reporting that fall outside uscDI+

the scope of USCDI to support streamlined development and CMs Quality

reporting of quality measures.

» Harmonize quality data elements into a common data
element list for quality that addresses multiple partner needs.

+ Support CMS’ Digital Quality Measures ( dQM) strategy and USCD'
development of harmonized data element lists for FHIR -
based quality reporting.

* Support HRSA's Uniform Data System (UDS) Modemization
Initiative

« |dentify opportunities for policy alignment around quality
reporting programs under existing authorities across HHS
agencies.

*Accountable Care Organizations/ Altemative Payment Model

WAGNER: So for USCDI+ Quality, ONC, we started working with CMS and HRSA
to identify USCDI+ Quality data elements. In particular our collaboration with
CMS was around addressing core data and interoperability needs for CMS’ FHIR
quality reporting initiatives and Health IT certification which includes developing
a future FHIR regulatory framework and certification model recommendations
on use of FHIR Implementation Guides (IGs) and advising and supporting future

policymaking and implementation of testing tools and resources.

And while quality measurement within CMS program is a key starting point, it is
just one broader part of the broader USCDI+ Quality domain. We’ve also started
engaging with a wider range of public and private partners, including AHIP and
NCQA and NQF, all within the quality measurement space to support quality
reporting, measurement and improvement. This initiative is identifying

opportunities for policy alignment around quality reporting programs (QRPs)

CMS MMS Info Session: November 29, 2023

USCDI and USCDI+ Quality: What They Are & What’s Ahead

Moderator: Haley von Holst, Battelle

Presenters: Al Taylor and Lisa Wagner, ONC Page 22



under existing authorities at HHS agencies, and we’re looking to support the
collection and harmonization of quality measure data elements for the broader
guality community, including specialty registries, payers, quality improvement
organizations, and quality improvement models. As we continue to develop this
data element list with clear clinical concepts mapped to data elements and
standards, we’re going to publish a final data element list for the quality
community to support their work and align their approach to these

interoperability goals.

[SLIDE 21]

Making the USCDI+ Quality Data Set

O Future
Quality Data

Elements

Existing

Quality Data
Elements. U S C D |+

Understand
Overlap of
Data
Elements

WAGNER: So the initial USCDI+ quality data element list builds on analysis and
review of existing quality data elements, and the exploration of existing
Implementation Guides (IGs). We're also looking at what’s in the works with

changes or updates to quality specific data elements. This is feeding into our
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broader understanding of where there are overlaps and need for harmonization

across quality programs.

USCDH Quality Analysis and Scoping: Sources

= USCDI ONC New Data Expanded USCDI+
Element and Class Quality
(ONDEC) Submissions -
= QI Core Implementation = Core Quality Measures
Guide . CMS dQM data set Collaborative Digital
= Quality Data Model - Data element library . \'QVi!’Kgl’(lﬁl(.I:p oo |
= USCDI+ Public Health (Long term / post acute ational Lommiltee for
care) Que_allty Assurz_mce
= PACIO Implementation = National Quality Forum
Guide Workgroups
= HRSA UDS+ = Federal partner
= Minimal Common Data initiatives
Elements (mCODE) = And more....
e = Agency for Healthcare
Initial Inputs Research and Quality Future State
USCDI+ Quallty (AHRQ) Common USCDI+ Quali
Data Element List [IREECS ty

= And more....

WAGNER: This is a little bit in more detail about where we started our analysis
and where we plan to go. As | mentioned, we did start as a baseline of looking at
USCDI and seeing where there are commonalities or submissions for USCDI that
apply to the quality space. We also reviewed the electronic clinical quality
measures (eCQMs) currently used in CMS’ inpatient and eligible clinician (EC)
quality reporting programs (QRPs) and data elements included in draft and
published HL7 FHIR Implementation Guides (IGs) for different use cases, such as
long-term and post-acute care, oncology, and federally qualified health center
reporting requirements — particularly the health center reporting requirements

that tie into HRSA.
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We also had a series of discussion with other organizations, as | mentioned as
well, to try to identify additional data elements that would fit into this quality
data element list to identify high-priority data elements. Then we also looked at
areas such as the Data Element Library (DEL) and our common formats, and
we’re continuing to explore additional areas to look including with comments
from our partners that we received as a part of the first kind of public comment

into the USCDI+ Quality data element list earlier this year.

Summary of New Data Classes/Data Elements in
USCDI+ Quality

+ 162 data elements
* 100 data elements overlap with USCDI

+ 80 data elements shared with Maternal Health Domain
* 40 data elements shared with Public Health Domain

* 39 data elements shared with Cancer Domain

+ 74 Unique Quality data elements (not in other domains or USCDI)
- Examples:

» Advanced Directive — Participants, Provenance
» Adverse Event Recorded
= Functional Ability and Goals — Mobility, Self -Care

» Nutritional - Administration Route and Timing, Reason, Substance / Supplements

WAGNER: So just to give a quick snapshot of what is included in the USCDI+
Quality data element list, we published our version sort of .1 for public comment
in May of this year on the eCQl Resource Center. It includes 162 different data
elements, but a lot of those data elements really overlap with USCDI. We're also
doing overlap in other domain areas for alignment and harmonization that needs

to take place, but there are also unique data elements included in the USCDI+
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Quality data element list, including a few that I've listed here around advanced

directives, adverse events, and functional ability and goals.

CMS Digital Quality Measurement Strategy

ONC is collaborating with CMS to address core data and interoperability needs for CMS’
FHIR quality reporting initiatives and health IT certification. This collaborative effort
addresses:

» Supporting development of FHIR profiles and implementation guides for use in the ONC
health IT certification program.

+ Developing a future FHIR regulatory framework/certification model.
+ Developing FHIR testing tools, resources, etc. to support quality measures.

« Informing CMS systems development for measure reporting and calculation.

WAGNER: So the USCDI+ Quality initiative is intended to support CMS’ digital
guality measurement strategy as their quality reporting initiatives move to a
FHIR-based model. The ONC certification program currently certifies Health IT
for quality reporting capabilities under the CMS quality payment and hospital
inpatient quality reporting programs (QRPs) for their recording and export,
import and calculating, reporting and filtering of clinical quality measures
(CQMs) through the conformance to the Quality Reporting Document

Architecture or QRDA standard.

ONC and CMS are currently collaborating to develop the architecture for a FHIR-
based quality reporting model which will include the potential development of

FHIR profiles and Implementation Guides (I1Gs) that the ONC certification
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program will measure conformance to, a new FHIR regulatory framework and
certification model, development of FHIR testing tools, and other resources to
support this new quality reporting framework. In this new FHIR-based model we

are exploring alternative methods for measure calculation and reporting.

Potential Policy Impact

+ The USCDI+ Quality Data Element List supports data completeness across the health care
ecosystem and may support the implementation of future program policies.

« Examples could include:
* ONC Health IT Certification Program
* CMS Promoting Interoperability program and Inpatient Quality Reporting program
= CMS Quality Payment Program (Promoting Interoperability/Quality Categories)
* CMS Center for Medicare and Medicaid Innovation Activities
= CMS Long-Term and Post-Acute Care Assessments
* HRSA Uniform Data System and UDS+

= Substance Abuse and Mental Health Services Administration’s (SAMHSA's) Certified Community
Behavioral Health Clinics

= AHRQ Common Formats

WAGNER: So just to say a little bit about possible policy impact. The USCDI+
Quality data element list is a policy construct that serves as a starting point for
establishing a data model to support the exchange and use of data for quality
measurement across programs, payers and care settings. Beyond our
collaboration with CMS to support their dQM strategy, we are also working to
discover and determine how USCDI+ Quality can be applied more broadly across
programs at HHS. This slide includes some programs who have committed to
moving along with the USCDI+ Quality model and some that we’re still in
conversations with about how to incorporate it and make it most useful,

including sort of the SAMHSA and AHRQ aspects of it as well.
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As we mature the USCDI+ initiative we will provide additional details on how
new versions are developed and timelines for comments as this is intended to be
a transparent process and allow for additional public input and comment into
the process. So | think there will be more information to share once we have our

next iteration of the USCDI+ Quality data element list available.

/

Resources

WAGNER: So just to close that out with a few resources that we’ve talked about

today.
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USCDI Web Page

HeqlthIT,gov Home  AbouttheiSA  ISAContent ISA Publications  Recent isAUpdates  uscoi  svar [

Home - USCOI

United States Core Data for Interoperability (USCDI)

The United
the UscD!

eroperabity (USCD IS @ tandardized set of health data C1asses and construe

Procecures

https://www.healthit.gov/isa/unitegdates-core-data-interoperabilityscdi

WAGNER: There is the USCDI webpage which speaks to the work Al mentioned,

and you can explore all of the current final versions of USCDI from Version 1
through Version 4 on that page. You can also look at all sort of “explore level 1,
level 2, level 0,” data elements that aren’t currently on a final version of USCDI
and see kind of where we had our starting point of all of the different data

elements that have already been submitted into USCDI.
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USCDI+ Web Page

HealthiT.gev TOPICS v BLOG  NEWSw DATA  ABOUTONC v Q

HealthiTgov - Topics - Interoperability - Standard:

USCDI+

perability , USCDI+

Three Pillars of USCDI+

5

USCDIe Domains.

healthit. gov /topic/interoperabi
Quety g lity Juscdiplus

WAGNER: There’s also the USCDI+ webpage for you to explore. This webpage

will be updated as we roll out the additional domains and have additional
information to share about the additional domains, and then all of the links to

any kind of comments will be included on this page in the future as well.

CMS MMS Info Session: November 29, 2023
USCDI and USCDI+ Quality: What They Are & What’s Ahead
Moderator: Haley von Holst, Battelle

Presenters: Al Taylor and Lisa Wagner, ONC Page 30



taroparable datasats that extend
HeallhiT gov. I you have sy
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USCDI+ Domains Latest News

ALY VNN

Maternal Health Public Health Quality

&Sl W

Cancer View All

WAGNER: And then we’re also building out a USCDI+ platform. For those who
are familiar with USCDI, this is like our version of ONDEC submissions. The
USCDI+ platform will house all of the domains that we’re actively working on. So
right now in this screenshot you can see quality, maternal health, cancer and
public health. | think behavioral health is going to be added soon as well. This
hasn’t been officially launched yet, so stay tuned for more information about the

official launch.
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USCDI+ Relationships and Alignment

S USCDI+ data. USCDI+ will update

ara located at he

about & month 890 21d s00  New

Care Experience Preference
ety Relationships

= Associated Relationships

Data Element Dats Class Use Case Domain

WAGNER: Just to show you that we’re also looking at the relationships across
different domains. So we have different data elements and they can be tied
both to different data classes and different domains within USCDI+, but the idea
being that we’re all tying back to that same data element in an effort to capture

more standardization.
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[SLIDE 31]

&N‘ 2023 Don’t Miss the ONC Annual Meeting!
Washington, DC | December 14-15

A N N UA l_ M E ETl N G www.ONCAnnualMeeting.com

WAGNER: And then here we'll give a little plug for those who are interested.
The ONC annual meeting is taking place December 14 to 15 in-person in
Washington, DC. If you’re interested in joining us, please visit the URL here at
www.ONCAnnualMeeting.com. We'd love to see you and we’d love to have you

there. That’s it.
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&NC Stay Informed!

Office of the National Coordinator ReSOU rceS

for Health Information Technology

» Health IT Buzz | The Latest on
Health Information Technology from

Thank you! Oone
« United States Core Data for
USCDI Questions? Email: Albert.Taylor@hhs.gov Interoperabilitv (USCD|) |
USCDI+ Questions? Email: USCDIPlus@hhs.gov Interoperability Standards Advisory

(ISA) (healthit.gov)

- Standards Version Advancement
Process | Interoperability Standards
Advisory (ISA) (healthit.gov)

+ USCDI+ | HealthlT.gov

@ HealthiT.gev

WAGNER: Thank you, all. | think we’re going to questions now, but I'll hand it

over to Haley.
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[SLIDE 33]
Q&A

Questions?

3 12/4/2023

Q: “Any consideration for USCDI+ with a pediatric focus?”

WAGNER: | wouldn't say that it’s not being considered. So for maternal health |
think one of our initial conversations was maternal and child health, and so more
of an “MCH” lens. What we found is that that conversation was getting quite
large. | think right now for maternal health we are going to have some infant
kind of data elements, and so thinking through if there’s an impact on the

mother’s health.

If there are particular data elements to consider and include, we are going to be
doing that. | think trying to expand that out eventually is definitely a goal, but

then it also gets into the question of what are we defining for pediatric, and are
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we defining it as less than 18 years, or is it within a certain time period? So all of
that is to say that it’s something that we have talked about and considered, but

right now we’re focusing on sort of the maternal health piece.

Q: “What is the difference between USCDI and USCDI+ Quality?”

TAYLOR: Pretty much what we’ve been talking about for the last 30 minutes is
that USCDI is a base. USCDI+ and USCDI+ Quality in particular is the delta
between data that’s required for everybody and data that might be necessary to
participate if the scope to participate in amongst other things, the CMS quality
reporting programs (QRPs). So the USCDI+ Quality is the delta between USCDI

and what those programs might require or want. Is that fair, Lisa?

WAGNER: Right, | mean, USCDI is the base. It’s our starting point and “quality” is
more an extension of it. So USCDI, particularly the final versions aren’t always
going to have all of the data elements you might need for a quality reporting
program (QRP). So we’re trying to think through what exactly those needs are

and building on the foundation of USCDI.

Q: “One suggestion for additional data elements for USCDI+ are those
related to the CMS ESRD QIP program.
Is there material on how providers can assist with establishing a new domain

similar to cancer, but instead for ESRD that CMS manages?”

WAGNER: So ESRD has come up in conversations with us related to quality. |
think that we’re open to conversations around what might be useful and

important for USCDI+. | will say that a key component of USCDI+ — maybe this is
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just common knowledge generally — is that ONC is a pretty small agency
compared to CMS, or even HRSA or CDC. We have a tiny budget, and so a key
part of USCDI+ is that we have partnerships and collaborations with other HHS
agencies in particular who can help provide resources — whether that’s both
people resources and funding resources. That’s not to say that those resources
are only dedicated to that particular agency. The idea is being that it’s holistic,
but that there is some backing there from those agencies. So | think some of
those conversations help to drive where we’re focused, but we’re open to having
additional conversations. Like | said, we have had some conversations with CMS
colleagues on the ESRD program, and | think there are potentially opportunities

there around data mapping and what exactly is needed for the ESRD reporting.

Q: “Since USCDI+ won’t have an Implementation Guide (IG),
are there plans to close the loop and have new USCDI+ submitted to

USCDI and included in the Implementation Guide (1G)?”

WAGNER: So | think this question is getting at that USCDI and USCDI Core IG are
closely linked; though, | would not say that they’re the same. Al, you’re going to
have to probably speak more to that, but | think what they’re trying to get at is if
there’s no USCDI+ specific IG similar to US Core IG for USCDI, what does that sort
of mean? There are a few different pathways in my mind, because we’re also
looking for at the end of the day how to implement, and the Implementation

Guides (IGs) are a key part of that.

For USCDI+ it is possible. Like | said, a lot of times we looked at data elements
submitted into USCDI. Some of them might be on a final version and some of
them might not be. They might be at level two and sitting at level two ready to

go, and maybe as USCDI slowly expands incrementally over time, that data
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element that might be on a quality data element list right now does get added
into a USCDI final version. If that’s the case, then that would ultimately end up
in some version of the US Core. Again, | don’t think you can say USCDI and US

Core are one-to-one, but they are closely tied.

Now for USCDI+ we are also looking at existing IGs. So there might be data
elements on a final USCDI+ data element list that reference different 1Gs, but
there might be some USCDI+ Quality that also have a number of data elements
closely tied to Ql-Core IG. That’s some of the focus and work that we’re doing
with CMS on some of their digital quality measure (dQM) and move to FHIR-
based quality reporting. So | think there are a couple of different pathways. |
don't know, Al, if you want to speak more to the ties to USCDI and US Core IG

which | think is what the person is getting at here.

TAYLOR: Yes, it sounds like it is related. | don't know if it’s the same person
asking, but it seems like it’s related to a question that | just answered about
“what are the chances that the USCDI+ data element could make it into USCDI
someday?” So a couple of things. The answer to that question was if you
haven't read it yet, things that are submitted for USCDI but not included in USCDI
may be not included because it lacks some maturity in standards or it lacks a
certain breadth of applicability to multiple use cases. It might make perfect
sense to be in USCDI+ in one of the USCDI+ programs, but it doesn't meet the

criteria for maturity and breadth of applicability to be considered for USCDI.

Should that change where standards mature and the data element is kind of
reshaped or able to be expressed across multiple different use cases, we
certainly would consider it for USCDI. So USCDI, a lot of the new data elements

in USCDI don’t already have a place in the US Core IG. That’s what happens once
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we publish the final version. US Core goes to work and the structured docs
workgroup, working group works on the C-CDA updates it in order to

accommodate these new data elements in USCDI.

So one of the criteria that we have for consideration for USCDI is, “is it
reasonable to think that we can work this into the US Core or C-CDA
Implementation Guide (IG)?” We estimate that ahead of time. We work with
HL7 to refine that estimate. If it seems like a reasonable thing and it meets a
number of different use cases — it helps with a number of different use cases
when we consider it for the next version — then it will eventually get worked
into an IG. We’ll figure out a way. We work with HL7 to get it into an IG. So that
same thing could happen with USCDI+ data elements that mature and reshape in

order to be added to USCDI.

Q: “Is ONC also collaborating with CDC in standardizing quality

data elements through its USCDI+ quality program?”

WAGNER: | think the simple answer is yes. ONC has had collaborations between
CMS and CDC for a number of years, particularly with the national hospital safety
network. |think that’s what it is, NHSN at CDC. We’ve worked with colleagues
there at CDC. We've also been working with some of their colleagues that are a
part of their broader data reporting and policy work at CDC as well, and that’s
some of the harmonization effort that we’ve done between the quality and

public health work of the USCDI+ domains.

Q: “Can you provide a few use cases for the USCDI+ platform?”
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WAGNER: So for the USCDI+ initiative generally we have domains as like the
broader—I| mean, this comes down to nomenclature to a certain extent, but
that’s like the broader program area description. As | mentioned, that would be
like quality, public health, cancer, maternal health and behavioral health. And
then for each of those domains, some of them have specific use cases that we’re
working on. Ones that particularly stick out in my mind for like public health are

around case surveillance, the use case.

For quality we haven't been as specific in defining use cases right now, but | will
say that one kind of use case is some of the work we’ve done with CMS on their
eCQM reporting efforts. And then the HRSA work as well on their uniform data
system efforts to harmonize everything there. | think as we roll everything out in
the platform everyone will be able to see kind of the final use cases, but some of

those are still in discussion as well.

Q: “Who is held to these requirements or standards?

If not the EHR, it has limited impact.”

TAYLOR: So the ONC certification criteria applies to Health IT products that
certify to the ONC certification program. The certification program is a voluntary
program; although, it’s required for a lot of CMS programs to participate in their
programs using certified technology. So it’s one of those “you don’t have to but
if you want to do business with CMS” sort of thing. So EHRs are required. So
EHRs can certify to the ONC certification program using their products. There
are EHRs out there that have not certified but those EHRs can’t be used to—well,
perhaps they can be used, but I'd defer to CMS on this. I'm not sure if I'm saying
this right, but you can voluntarily certify it through our ONC certification

program for an EHR. That’s who it applies to. There are requirements in order
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to certify, and you have to continue to demonstrate an ability to do the things to

certify, but it’s “voluntary” to certify a product to our program.

Q: “Can you speak a bit about the rationale for USCDI elements also being
included in the USCDI+ datasets rather than the
plus sets being only additional elements?”
“Is there concern about the ability to keep the element requirements in sync as

the USCDI+ versions expand over time?”

WAGNER: Yes, so this speaks to a system that perhaps we’re humans and we’re
trying to keep up with both USCDI and USCDI+ updates. So to the second
guestion, yes, | think that we have concerns about making sure it’s updated, but
it’s similar to the concerns around when we update USCDI with a new version,

and then making sure US Core kind of catches up to it.

I think the rationale for including specifically some USCDI data elements like
being called out in USCDI+ datasets is that not all USCDI data elements are as
maybe closely tied or important for specific domains in USCDI+. So I've even
asked this question before to ONC in that do we really need to do that? | think
right now our thought is that we’re trying to call out specific USCDI data
elements that are critical to that domain. In theory, if it's an extension of USCDI,
we are already saying all of USCDI is included, because of already existing

program requirements and everything else.

Now, getting to that point of if it’s cyclical and we’re trying to always make sure
we’re keeping up with USCDI as we’re updating USCDI+, that gets into the
process of things and | can’t say none of that will change over time as we're

working through all of that.
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VON HOLST: All right, thank you. |think that was all we had time for in terms of
guestions and answers (Q&As), but | really appreciate all the engagement. These
were great questions from the group and always brings a lot of value to these

discussions.

[SLIDE 34]

Announcements

Upcoming MMS Information Session

Interested in learning about the 2024 CMS Pre -Rulemaking
Cycle? Join the CMS Measures Management System team 2
p.m. (ET) Wednesday, December 6 for the “Pre -Rulemaking
Preview.”

Register to attend !

34 12/4/2023 /

VON HOLST: We hope you’ll join us next Wednesday at the December 6t
session for our pre-rulemaking preview. As always, please visit the CMS MMS
Hub to stay up to date on all of the latest MMS news, events, and quality
measurement resources. Again, this recording will be posted on the MMS Hub
later, but we have distributed the link to the slides for now. We look forward to
seeing you next week and thank you for attending. Also, thank you so much to

Lisa and Al as well and appreciate you both very much.
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