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Context: Closing Standards Gaps
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SUBIJECT: Principles
National F

On February 4, 2011, the President r
Economic Growth and Prosperity”"
technology breakthroughs to advanc
Innovation, the Office of Science any
(OMB), and the Office of the United
to clarify principles guiding Federal
national priorities.

Source: https://www.whitehouse.gov/wp-content/uploads/2020/07/revised circular a-119 as of 1 22.pdf

b. Does this policy establish a preference between voluntary consensus standards and
other types of standards? Consistent with Section 12(d)(1) of the NTTAA, this policy
establishes a preference for the use of voluntary consensus standards in lieu of government-
unique standards. The Circular does not preclude the use of other standards in rulemaking,
procurement, or other program activities in cases where voluntary consensus standards do not
exist or use of existing voluntary consensus standards would be inconsistent with law or
otherwise impractical, including where use of a voluntary consensus standard would not beas
effective at meeting the agency’s regulatory, procurement or program needs. The Circular
also recommends that the agency consider allowing the use of other standards as alternative
means for complying with agency regulatory, procurement, or program requirements that
incorporate voluntary consensus standards, where such other standards are also found to be
suitable under the agency’s analysis. See Section 51 concerning the selection of multiple
standards.
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https://www.whitehouse.gov/wp-content/uploads/2020/07/revised_circular_a-119_as_of_1_22.pdf

Case Study: Blue Button 2.0, SMART Cards

Administrator Seema Verma Announced

Blue Button® 2.0 at HIMSS (FHIR v3) Blue Button® 2.0

Mar. 6, 2018 Developer Conference

CMS Issued Proposed July 30, 2019

Interoperability and Patient
2019 MA Call Letter Access Proposed Rule (CMS and CARIN)
Apr. 2,2018

CMS Blue Button® 2.0
CMS Interoperability moves to CARIN IG for
Final Rule Published Blue Button® (FHIR va4)
July 2020

Bl cras

/Af HL7 FHIR’

CMS issues call to action, industry
UM responds (voluntarily) to meet it via

O standards, commits to real-world

m testing, validation; CMS scales via
regulation (rinse, repeat)

through Consumer-Directed Exchange

Source: CARIN Alliance; argonautproject.org; SMART Health Cards

A simple and secure way to store your COVID
vaccination card on your phone. A collaboration
between and lets
users with access to SMART Health Cards save

5 Vaccination Card COVID-19 COVID-19 vaccination records on their home screen:

Jane Appleseed
Modermna COVID-19 Vaccne

o o Save your
digital vaccine

widell Medical card on your
Android device

o:03/012 fx [



Convergence on the FHIR Data Model

DEPARTMENT OF HEALTH & HUMAN SERVICES

®
o0
Centers for Medicare & Medicaid Services .. . 117
7500 Security Boulevard, Mail Stop DO-01-10 A_dmlr}l_Strat_:lve Esg.
Baltimore, Maryland 21244-1850 Simplification :°
Goito Coverage (Benefits)
Guidance
BRINGING YOU CLARITY
AND TRANSPARENCY
Date: February 28, 2024 GL-2024-02

Clinical Data (Payment)

Subject: Statement of Enforcement Discretion for Referral Certification and Authorization Transaction
Standard at 45 CFR § 162.1302 for HIPAA Covered Entities Subject to the CMS Interoperability and Prior
Authorization Final Rule (CMS-0057-F) that Implement an All-FHIR-Based Prior Authorization API

Submissions Application
Programming Interface (API)

wWhen you report data via the APIl, CMS will provide immediate, clear. and actionable
feedback. By providing immediate feedback, the AP| enables customers to be confident that
they reported their data successfully. The API will also return the preliminary composite
score for your submission.

Bulk FHIR Networks

Price Transparency

The “Heart” of the Cures Act: “The way I interpret the law, the

only way to have ‘no special effort’ is by achieving
substitutability through an open, standard APL,” e - .
— Dr. Ken Mandl (Politico, 7/17) Consumer Na‘"gatlon

o
Source: https://www.cms.gov/files/document/discretion-x12-278-enforcement-guidance-letter-remediated-2024-02-28.pdf; https://www.politico.com/story/2017/07/24/open-apis-a-nerdy-phrase-with-big-meaning-for-health-care-240897; = ga,quQumey
https://app.cms.gov/developers -



https://www.cms.gov/files/document/discretion-x12-278-enforcement-guidance-letter-remediated-2024-02-28.pdf
https://www.politico.com/story/2017/07/24/open-apis-a-nerdy-phrase-with-big-meaning-for-health-care-240897
https://qpp.cms.gov/developers

#1: SDOH Data Standards

Centers for Medicare & Medicaid Services
7500 Security Boulevard C M s

Social Drivers Baltimore, Maryland 21244-1850 CENTERS FOR MEDICARE & MEDICAID SERVICES
Attached to a message from Jared received 10/18/2023
In the past 12 months, has lack of transportation kept you from medical appointments or from getting medicz CENTER FOR MEDICARE

¥ No Declin:

In the past 12 mon (8 B Chart gy Appts 3 E msion @, F1Ouleach Repods »

O S Heckelt AN X DATE: February 21, 2024

HER U IR € M CuartReview  Calintation B Assessments B Coordination B Wrap-Up  Care Plan ' TO: All Medicare Advantage Organizations, Cost Plans, PACE Organizations, and
= findhelp Demonstration Organizations

hin the past 12 o . . . . . .
% findhelp.org | hesocial care Network FROM: Jennifer R. Shapiro, Director, Medicare Plan Payment Group
hin the pa ng All Hackett SUBJECT: Submission of Supplemental Benefits Data on Medicare Advantage Encounter
Data Records
Inthe past 12 mon) Michael Jones, MD All Programs  Selected programs list  Programs serving 53703 . . L.
Yes = Mo PCP - General challenges were identified related to submitting EDRs for supplemental dental benefits and non-
: oo : medical items and services:
m s Here is a list of a few helpful services to get you started! @
i A 1. MA organizations do not receive information from providers in such a way that an X12
2 : @ lﬂ " Y Show only programs serving my ZIP code: 837 Version 5010 record can be populated and successfully accepted by the EDS. In
m particular, MA organizations lack information necessary to populate required EDR fields,
‘ *

such as National Provider Identifiers (NPIs), procedure codes, diagnosis codes, and/or
revenue codes.
Financial

o hard s it for yous b0 pay Tor the wery basics like food, housemg, edecal come, anc Feeaticg ™

M

SYNC FOR SOCIAL NEEDS COALITION: Will coordinate real world testing of a Fast
Healthcare Interoperability Resources-based approach to defining a universal
taxonomy for humman services and code sets to support assessment conclusions,
discowvering social services organizations in the community, facilitating consumer-
mediated “closed loop” referrals, and enabling consumMmer and clinician application
access to supplemental benefits data.

.
-
Source: https://health.gov/sites/default/files/2024-02/White%20House%20Challenge%20Commitments.pdf; Epic-FindHelp Demo, 2023; https://Ieadinqaqe.orq/wp—content/upIoads/2024/02/Submission—of—SuppIementaI—Benefits—Data—on—Med|sg;9£c?w|§m %Eﬁyounter—
Data-Records 508.pdf



https://health.gov/sites/default/files/2024-02/White%20House%20Challenge%20Commitments.pdf
https://leadingage.org/wp-content/uploads/2024/02/Submission-of-Supplemental-Benefits-Data-on-Medicare-Advantage-Encounter-Data-Records_508.pdf
https://leadingage.org/wp-content/uploads/2024/02/Submission-of-Supplemental-Benefits-Data-on-Medicare-Advantage-Encounter-Data-Records_508.pdf

#2: Clinical Data for VBC Payment

Table 3: EOM CDE Names by Reporting Option

MARCH 05, 2024

Improving Cancer Care Through

Better Electronic Health Records:

Voluntary Commitments and Call
to Action

“Commitments to adopt the core EOM data
elements...were made by Epic; Oracle;
Ontada, a McKesson business; Meditech;

Flatiron; and ThymeCare. CVS Health and
Athenahealth are working to promote these
steps in their work as well.”

HDR Excel Template Data Element
Name

ICD-10 Diagnosis Code

HL7 FHIR-Based APl Data Element Name
(mCODE)

Primary (Initial) Cancer Condition

Initial Date of Diagnosis

Primary (Initial) Cancer Diagnosis Date

Patient Deceased

Patient Deceased

Date Patient Died

Date Patient Died

Recurrence/Relapse Clinical Status

Condition Clinical Status

Current Clinical Status Trend

Current Cancer Condition's Trend

Current Cancer Observation Status

Current or History of Metastatic Disease*

Not Available

Current Clinical Status Date

Cancer Disease Status Observation Effective Date

Primary Tumor (T) Stage

Primary Tumor Staging Observation

Primary Tumor Staging Observation - AJCC

Primary Tumor Staging Observation Status

Nodal Disease (N) Stage

Nodal Disease Observation

Nodal Disease Observation - AJCC

Nodal Disease Observation Status

Metastasis (M) Stage

Distant Metastases Observation

Distant Metastases Observation- AJCC

Distant Metastases Observation Status

Estrogen Receptor (ER) Test Result

Tumor Marker - Estrogen Receptor Observation Status

Tumor Marker - Estrogen Receptor Observation Code

Tumor Marker - Estrogen Receptor Observation Value

Source: https://www.whitehouse.gov/ostp/news-updates/2024/03/05/improving-cancer-care-through-better-electronic-health-records-voluntary-commitments-and-call-to-action/

Tumor Marker - Progesterone Receptor Observation
Status

<~ CareJourney




#3: TEFCA for Population Health

Exchange Purpose (XP)
Implementation SOP:
Health Care Operations SubXP-1

Health Care Operations (HCO) SubXP-1: means transactions for any of the following
activities, under TEFCA Exchange, to the extent permitted by Applicable Law and the

: : Coalition Observers
. NCQA | Ph 1 (P Provider & ACO .
Common Agreement: S ase 1 (Payer/Provider ) ONC cMs

valldation against
aselof HEDIS

FHIR IGs

Leverage Regulated FHIR Data for HEDIS Measures

Conducting quality assessment and improvement activities, including outcomes | Codlition Cohorts (Payer/ Provider)
evaluation and development of clinical guidelines, provided that the obtaining of
generalizable knowledge is not the primary purpose of any studies resulting from

Coalition Cohorts (ACO)

\_.

EHR

Enterprise Data USCDIUS Enterprise Data
g . . e . . A il (USCoUS 5 Quality Core Clinical o Quality
such activities; patient safety activities (as defined in 42 CFR 3.20); population-based Gt (@] Covrmy [ NOOAHEDIS N sssessmert Deaicus g N NCOAMEDIS F¥ Assessrens

Business Act g10 Bulk FHIRIGs Business
BT AR Intelligence/ FHIR AP1) Intelligence/
Analytics Tools Claims Data Analy tics Tools
(Beneficiary Claims Data

Production Data Pipeline Claims Dala osidzedll  Production Data Pipeline

Bulk FHIR API ) Bution FHIR)

activities relating to improving health or reducing health care costs, protocol
development, case management and care coordination, contacting of health care
providers and patients with information about treatment alternatives; and related \ 4
functions that do not include treatment.*

(CARIN Blue
Button FHIR)

Business Use Case - Leverage regulated FHIR Data (including Bulk FHIR USCDI) for HEDIS Measures

B
Source: https://rce.sequoiaproject.org/wp-content/uploads/2024/01/Draft-SOP-XP-Implementation-Health-Care-Operations-SubXP1-508-Compliant.pdf; https://www.ncga.org/bulk- ., CareJoumey
fhir-api-quality-coalition/;



https://rce.sequoiaproject.org/wp-content/uploads/2024/01/Draft-SOP-XP-Implementation-Health-Care-Operations-SubXP1-508-Compliant.pdf
https://www.ncqa.org/bulk-fhir-api-quality-coalition/
https://www.ncqa.org/bulk-fhir-api-quality-coalition/

#4: Request Price (Bundle) Estimates

OMB Control Number [XX3C(-XXXX] Facility Fees 27 Fees €
ExpirationDate [MM/DD/YYYY]
[NAME OF PROVIDER OR FACILITY]

Total Hip Replacement with Optional Grafting Surgeries 27130
Good Faith Estimate for Health Care Items and Services o e cPT

$17818 Estimated Charge

Patient

Dynamic One-on-one Therapeutic Activity to Improve Functioning, 15 Minutes Each 97530

Patient First Name Middle Name Last Name e Association Index cPT

$490 Estimated Charge

Implantable Joint Device For Motion Restoration C1776
89% Association Index

N HCPCS
$19119 Estimated Charge
Ms033 —

Operating Room Services - General

Total Hip Replacement with S e oo
Optional Grafting Surgeries Medicat/surgical Suppiias and Devices (aisa See 0825, an Extansion of 02750 -

Other ImPI?nts 0278
Ci ] 13598 Betimated Snarge Revenue goae
PROJECT CLARITY SUPPORTED u MSK 1 Professional Fees 2Fees @

SSP Beta Short Consumer-Friendly L : T _ _
. . Total Hip Replacement with Optional Grafting Surgeries 27130
Description 100% Association Index

$5057 Estimated Charge CPT

Total Hip Replacement with Optional Grafting

Surgeries

“FHIR is already being used to support electronic data exchanges
Pationt Primary Diagnosis Primary Diagnosis Gode among providers, payers, and patients, and may allow a

consumer friendly AEOB to be produced that could
encourage important discussions between patients and their care
teams regarding cost and value.” — Administrator Brooks-LaSure

Patient Secondary Diagnosis Secondary Diagnosis Code

Source: Project Clarity, https://www.cms.gov/blog/interoperability-and-connected-health-care-system



https://www.cms.gov/blog/interoperability-and-connected-health-care-system

#5: “Opt-In” for Navigation, Alignment

MARCH 08, 2024

FACT SHEET: Biden Cancer Moonshot
Announces Commitments from
Leading Health Insurers and Onralnoy

Providers to Make Navigation S
Accessible to More than 1!
Million Americans

il lage

(CMS

CUNTLRS FOR MEDICARE & MBDICAID SERVOCES

Confirmation of Your Primary Care Physician
Please complete the below form to select your primary care physician.

Provider Name

~ Select Provider

Allied Health Care Associates
Columbia Medical Center Limited

Dr. Mary Tilak

Medicare has started an initi bunefand Intermal Medicine of goals aimed at improving

patient care can work togetl  Family Medicine & Wellness Center are professionals in a Direct

. . Indiana Sports & Medical Science Institute, PC
Contracting Entity (DCE), tc = d care and services.

Meyer Family Medicine Associates LLC
Minesh Patel, P.C.

is voluntarily Primary Care Medical Associates, Ltd

iry Providers ACO because we

think it will help us provide |  Primecare Family Physicians, Ltd
Progressive Medical Center, S.C.

Winfield Family Medicine, LLC

You are receiving this letter ional thinks that you might

benefit from care coordinati | 5n4, Aldrdige roviders ACO.
These services include: Amie Barry
Jodi Bult

Naina Chhaokar

Avmald Pal Bilae

* Home Visits: Medi der to your home to help you

™~
Source: https://www.whitehouse.gov/ostp/news-updates/2024/03/08/fact-sheet-biden-cancer-moonshot-announces-commitments-from-leading-health-insurers-and-oncology-providers-to-make- v"“- Caququrney

navigation-services-accessible-to-more-than-150-million-americans/



https://www.whitehouse.gov/ostp/news-updates/2024/03/08/fact-sheet-biden-cancer-moonshot-announces-commitments-from-leading-health-insurers-and-oncology-providers-to-make-navigation-services-accessible-to-more-than-150-million-americans/
https://www.whitehouse.gov/ostp/news-updates/2024/03/08/fact-sheet-biden-cancer-moonshot-announces-commitments-from-leading-health-insurers-and-oncology-providers-to-make-navigation-services-accessible-to-more-than-150-million-americans/
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