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making value the overarching
goal
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Value =

Medical outcomes
+ patient experience

Quality

Cost

Direct costs
+ indirect costs
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want better want less want healthier
health mortality employees




Vision: What’s to Come Over the Next 10

Years PRI
by

A HEALTH SYSTEM THAT ACHIEVES EQUITABLE OUTCOMES
THROUGH HIGH QUALITY, AFFORDABLE, PERSON-CENTERED CARE

DRIVE ADVANCE SUPPORT ADDRESS PARTNER TO
ACCOUNTABLE CARE HEALTH EQUITY INNOVATION AFFORDABILITY ACHIEVE SYSTEM
TRANSFORMATION



How are we defining value in this strategy?

* Value for all people with Medicare.

— Care that is the highest

—— And also affordable



The Medicare Value-Based Care
Strategy: Alignment, Growth, And Equity

Douglas Jacobs, Elizabeth Fowler, Lee Fleisher, Meena Seshamani
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3 Value-Based Care (VBC) Pr|or|t|es

For too long profound inequities
have existed across our health care
system. The design of value-based
Alignment arrangements can be a key way to
advance equity.

* Established goal to have all
Traditional Medicare beneficiaries as
part of an accountable care
relationship by 2030.

* Growth of accountable care

* Quality care for all is not possible

relationships can improve quality, . PP ; . ) ) ;

: s : FI:/I di a yd From the provider’s perspective, multi without care that is also equitable.
INCrease savings Tor viedicare, an payer alignment is critical and even

promote innovative delivery of aligning across CMS can help set the stage

services that meet patients’ needs. for broader alignment in our health care

system.

* If value-based arrangements are not
aligned, providers face challenges focusing
attention on the right quality metrics and
making the investments necessary to
improve care.

Available from: Jacobs, Douglas, Elizabeth Fowler, Lee Fleisher, and Meena Seshamani. The Medicare Value-Based Care Strategy: Alignment, Growth, and Equity. @

Health Affairs Forefront. July 21, 2022. 10.1377/forefront.20220719.558038 CENTERS FOR MEDICARE & MEDICAID SERVICES




CMS Quality Incentive Programs

Hospital IQR — Inpatient Quality

Hospital — Readmissions Reduction
Hospital Value Based Purchasing
Hospital Acquired Conditions
Hospital Promoting Interoperability
Cancer Exempt Hospital

Inpatient Psychiatric Hospital
Hospital Outpatient

Ambulatory Surgery Program

ESRD QIP

MIPS - Clinician Post Acute Care — SNF QRP

MSSP Clinician Reporting
Advance Payment Models
Support Act — eRX of Opioids
Medicare C& D Stars Rating
Hospital Stars

Nursing Home Stars

Home Health VBP

Rural Emergency Hospitals

Marketplace Quality Reporting

Expanded SNF VBP

Hospice Quality Reporting
Home Care Quality Reporting
Inpatient Rehabilitation Facility
Long Term Care Hospital
Medicaid Adult Core Set
Medicaid Child Core Set



CMS National Quality Strategy Goals

Equity Outcomes

o _/'U
| . LN
Advance health equity mprove quality and health
and whole-person care Equity, Person- Improving Quality, = Cutcomes across the care
Centered Care, Outcomes, and journey
and Engagement Alignment :
.&a Engagement gag ?' Alignment o
Engage individuals and § 4 Align and coordinate across (H)

communities to become

programs and care settings
partners in their care

Interoperability
Safety CMS NATIONAL QUALITY STRATEGY
Achi Accelerate and support the
chieve zero Safety and Interoperability, transition to a digital and data-
preventable harm Resiliency Scientific driven health care system
Resilienc Advancement, and
ol Y Technology Scientific Advancement
‘ Enable a responsive and

Transform health care using
science, analytics, and technology

resilient health care
system to improve quality
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Safety and Resiliency

Goal: Enable a responsive and resilient

Goal: Achieve Zero Preventable Harm . .
health care system to improve quality

Equity,
Person-Centered
Care, and
Engagement

Target: Improve safety metrics with a goal Target: Ensure support for health care

to return to pre-pandemic Ig\_/els by 2025 . M. improving - wyorkforce and systems, as well as address
and reduce harm by an additional 25% by fsatetyand ,w /w Quality, ’

2030 through expanded safety metrics Resiliency oucomes,  WOrkforce issues to reduce burnout and

and .
e aignment Shortages to safeguard vital health care
targeted quality improvement, and needs
Conditions of Participation. — '

Transition,
Innovation, and
Technology

Objective: Improve performance on key Objective: Foster a more resilient health

CMS National Quality Strategy

safety metrics through application of CMS Priority Areas care system that is better prepared to
levers such as quality measurement, respond to future emergencies by
payment mechanisms, and health and addressing workforce challenges such as

safety standards. burnout and shortages.
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Digital Transition, Innovation, and Technology

Goal: Accelerate and support the

transition to a digital and
data-driven health care system

Target: Transition to all digital quality
measures and achieve all-payer quality
data collection by 2030 to reduce burden
and make quality data rapidly available.

Objective: Support data standardization
and interoperability by developing and
expanding requirements for sharing, receipt
and use of digital data, including digital
quality performance measures, across
CMS quality and value-based programs.

Equity,
Person-Centered
Care, and
Engagement

. . Improving
Quality,

Safety and T o W Outcome)S/,
Resiliency f ‘\, and
Il Alignment

Digital
Transition,
Innovation, and
Technology

CMS National Quality Strategy
Priority Areas

Goal: Promote Innovation in science,

analytics, and technology

Target: Utilize advanced data analytic
models to support data-driven policy
decisions for quality care.

Objective: Support and drive innovation
and access through streamlined, evidence-
based reviews of novel technologies and
devices for coverage decisions, and
advanced data analytics.
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FHIR Pilot: Future State Submissions

A successful FHIR pilot leads the way for stakeholders to
submit to a centralized submission solution for quality
reporting. The receiving system can then do the measure
calculations and exchange data and results with applicable
quality programs, removing the burden from the submitter.

Inpatient Quality | ‘}
Reporting (IQR) |

Stakeholder FHIR
Quality Single CMS

Data Receiving
Submission System

ESRD Quality [
Reporting System
(EQRS)

Other




Many providers already have to implement FHIR APIs that perform transformation
functions for data interoperability

IMPROVED PATIENT CARE

Healthcare 4 I
Lifecycle 2 3 S and Apply
(¢

J

. Y -
EACH PROVIDER EHR ONC/CMS Interoperability Requires EHRs to:

1 D Provider FHIR Server
: API Endpoints * Accommodate user [ES=I§e101 Lo Nlolel (U6 [
A requests for data, v Other providers
ﬂ search for data, and patients
Q g return required data Payers, including CMS
Sk [ USCDI elements as needed v Researchers
ROVIDER Transforms and maps ! n Content
7 to FHIR data model I Stored at . X .
/ g ‘ EHIR API * Be a'cce55|b|e .a'n.d usal:?le w.lthout requ.lrlng )
System ! Endpoints special capabilities, using simple queries naive
to the use case
G

All USCDI Content “\
s = R TR TR PR X T T The Office of the National Coordinator for ~=~
8/10-K Jea DWW E < US Core Implementation Guide capability Health Information Technology 46



Tools and High Quality Care
L Platforms for Patients
(]
Q7
e Trustworthy Aligned Data id-

L. . Evidence and Measures E:gtli%:g{(cl;nd
Dlgltal Quallty Continuous
Measurement Coordination Improvement

and Support

Reporting

) N Digitall Culture f Usable and
Quality measurement reporting via igitally LT LT Timely Data

- - Structured Sharing and y Dat
digital quality measurement advances Innovation from Multiple
CMS's goal of supporting delivery of Sources
high quality care, using the same data Global
elements that support interoperability, Standards
quality improvement, clinical decision Reliable
support, research, public health, etc. and Valid
Measurement

Measurement Analytics
Digital data is also used for quality
improvement activities, analytics, and
measurement to improve patient care.

A learning health system uses standardized data to
drive health care

Adapted from HL7 Clinical Quality Information
Public Health (PH) (cQl) Workgroup by Maria Michaels, Centers
for Disease Control and Prevention

Sponsoring HL7 Clinical Decision Clinical Quality
Workgroups: Support (CDS) Information (CQl)

CENTERS FOR MEDICARE & MEDICAID SERVICES



National Quality Improvement Program

| cQUEING HEALTH oy, I
- RED PM’?@“

Identify Problems and provide technical
assistance

Patient & Family Engagement

Help reporting on patient

safety measures
Providers coaching
support

Improved Care
Coordination between
settings

Tools & Resources

Medicare
beneficiaries

Staffing Best Practices Sharing evidence-

based best
practices

Preventing clinician

burnout Customized trainings &

office hours

Improved Discharge Planning &

. . Lo I
Readmission Reductions ) MPW?WTGHFMT"' e



Health Technology Assessments

* Many definitions

“Technology assessment in health care is a multidisciplinary field of policy
analysis. It studies the medical, social, ethical, and economic implications of
development, diffusion, and use of health technology.”

— International Association of HTA (INAHTA)

“A form of policy research that examines short- and long-term consequences of
technology. . . safety, efficacy, patient-reported outcomes, real-world
effectiveness, cost, and cost-effectiveness as well as social, legal, the application of
a health-care ethical, and political impacts.”

— International Society for Pharmacoeconomics and Outcomes Research (ISPOR)



Regardless of the technology assessed, HTAs
include similar elements




HTAs are used to support many health care
decisions

Clinicians and Public and :
) : N NEIS
patients private payers

® Prescribing ® Drug plan e Technology
decisions formularies acquisition
* Practice o Level of e Hospital

guidelines coverage formularies




Who pays for innovative technologies?

Direct payment

CMS

CENTERS FOR MEDICARE & MEDICAID SERVICES

(C)

e
M\
| ]

Inpatient

I—’ DRG

Payment based on
Medicare Inpatient
Prospective Payment System

Payment as part of DRG/APC/CPT

Ambulatory
Surgery Center

A

Outpatient

|_. APC
}

Payment based on
Medicare Outpatient
Prospective Payment

System

Physician office
extension

(e.g. procedure center

which is not certified
i ‘ as an ASC)

Payment based on
Medicare Physician
Fee Schedule

Direct payment




FDA and CMS Authorities

FUA

“Responsible for

protecting the public
health by ensuring the
safety, efficacy, and
security of ... drugs,
biological products, and
medical devices.”!

CENTERS FOR MEDICARE & MEDICAID SERVICES

Authority to determine
whether a particular
medical item or service is

“reasonable and
necessary”’? for the
treatment of an illness or
injury.
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{ Device Risk }

¥

 Class |

4

iy i

[ Extent of Regulatory Controls}




(asses of Medical Devices

Regulatory Submission Type or Percent -
Potential Harm Controls Exemption !I)ewces*
in Class
I Lowest Present minimal potential for General 510(k) 35%
harm 510(k) Exempt
*93% are exempt
from 510(k)
I Moderate Higher risk than Class | General and 510(k) 93%
devices Special 510(k) Exempt
(if available)
I Highest  Sustain or support life, are General and PMA 9%
implanted, or present PMA

potential unreasonable risk
of illness or injury

*3% of devices are Unclassified 17



Flexible Regulatory Paradigms FOA
Applied Across the Total Product Life Cycle

CDRH Vision

Patient-Centered, TPLC Approach
Benefit-Risk Tradeoffs

PMA, De Novo Benefit-Risk Determination
Framework Guidance (2012)
Postmarket Benefit-Risk Guidance (2016)

V

Premarket- .
Evidence Generation Postmarket Science of
Patient Input
Balance

Clinical Trials Regulatory Real-World
Science Evidence
T & ey iy 7 \ il N
Early Feasibility Bayesian Statistics RWE Draft Eaditad Anciss patiant Preference
Stlfdy Paradigm ('2010)' .Adaptive Guidance Pathway Program (2015) Information Guidance
Guidance (2013) || Trial Design (2016) (2016) \ J (2016)
Guidances
IDE Benefit-Risk Unique Balancing Premarket A
Determination MDDT Pilot Device and Postmarket Data Medical Device
Framework Program Identification Collection Guidance Innovation Consortium
Guidance (2017) Final Rule (2015) (MDIC) Patient Centered
(2013) N J Benefit-Risk Project )

www.fda.gov




CMS Mission: Promoting Evidence-based Care

Evidence-based coverage underpins the HHS / CMS value mission

) )

CMS is uniquely positioned to establish evidence-based care standards )

CMS may extend coverage to an item or service that is considered “reasonable necegfary” as
defined under the Social Security Act

CMS is evaluating items and services to ensure they are 1) safe and effective, z, not experir.ental
or investigational, and 3) appropriate for Medicare beneficiaries '

57



Current State: Coverage Challenges with Technologies

* National Coverage Determinations establish conditions of coverage for emerging,
high impact technologies. Anyone can ask to open an NCD

* Benefit Categories
* Medicare is a defined benefit program (BCD)
* Coding

* With respect to coverage decisions

* Evidence of Benefit
» Strength of evidence
* Risk of Harm
* Low risk
* High risk
* Adequate evidence to define risk including patient, provider, facility characteristicS



CMS Coverage Options for both Routine and Emerging
(Breakthrough) Technologies

National Level Local (MAC) Level

National Coverage Determination (NCDs) Local Coverage Determination (LCDs)

+/- Coverage with Evidence Development + 37 unique LCDs annually, on average

* 3 -4 completed annually, on average * May vary by jurisdiction, less so for

* Timing driven by available resources, lab tests and durable medical
priorities, and external factors equipment
* Finalized 9 months after opening » Effective ¥ 9 months after opening

e Current waitlist
Individual Claim Determination
* No NCD or LCD

* Coverage based on individualized
MAC assessment




Preliminary
Discussions

Reconsideration

Benefit
Category

Departmental
Appeals Board
National (DAB)
Coverage
Request

Proposed Final Decision
St Degsion ATz Memo and
REVISW Memo Posted ERTITGE National
Coverage
Determination
(NCD)

Open
National
Coverage
Analysis Extemal
(NCA) Technology
Assessment
(TA)

Staff oposed Public
Staff Review e — Conments Implementation
Memo Posted Instructions
Medicare
Evidence
Development
and Coverage
i Change
Advisory - -
Committee equest (CR)
(MEDCAC)

Review

Medicare Learning
Network (MLN)
Matters Article

Key:



Jun 22, 2023

Transforming Medicare Coverage: A
New Medicare Coverage Pathway for
Emerging Technologies and Revamped
Evidence Development Framework

By: Lee Fleisher, MD; Steve Farmer, MD, PhD; Lori Ashby, MA; and Jonathan Blum, MPP, Centers for Medicare &
Medicaid Services

Coverage



TCET PRINCIPLES

* TCET applies to certain FDA-designated Breakthrough Devices that fall within a Medicare benefit
category.

* Manufacturer participation in the TCET pathway is voluntary.

¢ CMS may conduct an early evidence review (Evidence Preview) before FDA decides on marketing
authorization for the device and discuss with the manufacturer the best available coverage

pathways depending on the strength of the evidence.

* Before FDA marketing authorization, CMS may initiate discussions with manufacturers about any
evidence gaps for coverage purposes and the types of study designs that could address
them. The manufacturer may then propose an Evidence Development Plan (EDP). As part of the
EDP development process, CMS will work with manufacturers to efficiently meet both CMS
evidence development and FDA post-market requirements.

* For Breakthrough Devices in the TCET pathway, CMS’ goal is to finalize a TCET NCD within six
months after FDA market authorization. We intend to have coverage under the TCET NCD
continue only as long as is needed to facilitate the timely generation of evidence that can inform

patient and clinician decision making and lead to a predictable, long-term Medicare coverage
determination.
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TCET Pathway at a Glance

TCET Proposed Pathway/ Timeline

FDA Authorization CED Starts CED Stops  Transition to Post TCET Coverage
|
Pre-Market CEDNCD Year 1 TCET Year 2 TCET Years 3-5 TCET
FDA & CMS Review Coverage Coverage Coverage
{ E 5

* Evidence development stops and

* Nomination * Approve * Open NCA * Intermittent EDP results are published

* CMSreview and EDP * Propose NCD progress updates « CMS (re)reviews evidence
feedback * Public comment * NCD Reconsideration (possible

* CMS benefit * Finalize NCD

outcomes include: an NCD
category review without evidence development

¢+ Evidence Preview requirements; an NCD with CED; a

¢+ Stakeholder non-coverage NCD; or MAC
Meeting discretion)

Legend: TCET = Transitional Coverage for Emerging Technologies; FDA = Food and Drug Administration; CED = Coverage with Evidence Development; CMS = Centers for Medicare
and Medicaid Services; NCD = National Coverage Determination; EDP = Evidence Development Plan; NCA = National Coverage Analysis; MAC = Medicare Administrative Contractor.




Outside the box

Why we should expand hospital-at-home during
the COVID-19 pandemic

EJM
Catalyst

COMMENTARY

Acute Hospital Care at Home: The CMS
Waiver Experience

Douglas V. Clarke, MD, MBA, Jillian Newsam, MPH, Douglas P. Olson, MD, Danielle Adams,
MS, BSN, RN, Ashby J. Wolfe, MD, MPP, MPH, Lee A. Fleisher, MD
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Digital Health Technology

Convergence of
computing power,
connecitivity, senso

healthcare.




What is a SaMD?

part of a hardware medical device.”

“Software as a Medical Device” (SaMD) is defined as software intended to be
used for one or more medical purposes that perform these purposes without being

SaMD inputs

nvironmental signals, Pictures,
ctivity data, phenotype data, IVD

demographic information, progress

Data Types }
Lab results, medical images,
symptoms, genomic data, \
e
a
instrument results, patient
notes, vital signs, medications
diagnoses, immunization dates
\ allergies, etc.

2

SaMD Algorithm

Algorithm, Inference
engine, Equations,
Analysis engine
Model based logic,
Al/ML, etc.

L
( Reference data,

Knowledge base,

N

Rules,

SaMD output

%

\ Criteria, etc. )

%

Intended Use for
Medical Purpose
(Inform, Drive,
Diagnose, Treat)

N

J

www.fda.gov/digitalhealth

FOA

13



Pathway for Continuous Learning
Leveraging Real World Performance Data

SaMD manufacturers are encouraged to leverage SaMD’s technology capability to capture
real world performance data to understand user interactions with the SaMD, and

conduct ongoing monitoring of analytical and technical performance to support future intended uses.

——p  Post Market
SaMD Monitoring
Definition * User feedback.
Statement « Complaints,
Original * Adverse
events, etc.

REPEAT
CYCLE

New Clinical
Evidence

» Enablement of new
functionality

» Disablement of
existing functionality

www.fda.gov/digitalhealth

Collect
Data

Analyze
Data

Appraise
Data
Clinical
Evaluation

1. Additional clinical data is gathered.
. The data may create and support new

intended use(s).

. The SaMD manufacturer will update the

clinical evaluation and generate a new
definition statement.

. Then the cycle repeats.

19




Health Care

AICC Logo FINAL

Toward a Code of Conduct for Artificial Intelligence Used in
Health, Medical Care, and Health Research

The Artificial Intelligence Code of Conduct (AICC) project is a pivotal initiative of the National Academy of
Medicine (NAM), aimed at providing a guiding framework to ensure that Al algorithms and their
application in health, medical care, and health research perform accurately, safely, reliably, and ethically
in the service of better health for all. Stewarded by the NAM Leadership Consortium, the project will
yield a pioneering Al Code of Conduct framework reflecting best practices to serve as a starting point of
reference for follow-on testing, validation, monitoring, and continuous improvement. This project
represents a unique opportunity for national leaders across disciplines to work together to advance

trustworthy artificial intelligence in health, medical care, and health research.

= Artificial Intelligence
. Code of Conduct

Register for

Updates

Steering
Committee

Biographies

Read the Project

Announcement




Phased Research Framework and Model Documentation for Evaluation of Al models

MAYO
CLINIC | Center

Phase 1: )
Technical Phaes iﬂd
performance Efficacy
side effects
and safety
T
v

* User-centered * |IRB and FDA * lterative interface * Prospective study |* Post-deployment

design work and submission design with - e surveillance and

user requirements ) stakeholder focus | Clinical validation maintenance risk

specification * PRS- groups s .

through stakeholder explainability documentation * Quality monitoring

interviews * Pre-pilot model and audit

* UX design research performance and

* Evaluation of user through stakeholder | 5gation * Model maintenance

requirements shadowing and assessment i

~ interviews * Corrective and
m’;ﬁ‘::sss 5 St preventative action
* Prototype design implementation model

+ Map model « Deployment evaluation and documentation

outcomes to future feasibility analysis validation

prospective study :

or clinical trial * Data quality * Business pien

evaluation validationand
deployment planning
Prepare Develop Validate Deploy Maintain
Model Documentation Framework Overgaard et al., 2022

021 Mayo Foundation for Me:




Thank you
Lee.Fleisher@pennmedicine.upenn.edu
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