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Disclosure

A 501c3 not-for-profit that is a coalition of laboratory 
leaders, coming together to create a disruptive value 
paradigm and explore alternative business models that 
expand the role of diagnostic services in the future 
healthcare ecosystem.

Project Santa Fe Foundation

I am a founding member

I serve on the executive board

I serve as the treasurer

I do not receive any financial compensation 

or benefits, only a great deal of personal 

and professional satisfaction!

Presenter Notes
Presentation Notes
First, I do need to make one disclosure.  I am a founding member of the Project Santa Fe Foundation and I serve on the executive board and am the current treasurer.  The Project Santa Fe Foundation is a not for profit group, and I put our mission statement here.  So I do not benefit in any way financially from this relationship.



CMS Innovation Center Vision 
and 5 Strategic Objectives

Medicare 2030

CMS Innovation Center 2021 Strategy Refresh: Putting All Patients at the Center of Care.  Available at:  https://www.cms.gov/priorities/innovation/about/strategic-directions
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Let’s start with Medicare.  The federal government is the single largest healthcare payer in the country and they tend to drive major trends that influence other payer.  CMS’ Innovation Center refreshed their strategy in 2021 to be achieved by 2030.  Their first aim is to drive accountable care by having all Medicare beneficiaries with part A and part B enrolled in an accountable care arrangement that is responsible for quality and the total cost of care by 2030.To that end, they have over 50 model tests, spanning 28 million patients and 528,000 health care providers and plans over the last decade. Six of the 50 models generated statistically significant saving to Medicare and to taxpayers and four of these met the requirements to be expanded in duration and scope.  None of these models address the provision of laboratory medicine.The second aim is to Advance health equity:  All new care models will require participants to collect and report the demographic data of their beneficiaries as well as data on social needs and social determinants of health.  All new models must include patients from historically underserved populations and identify areas and set targets for reducing inequities at the population levelThey want to Support Care Innovation, but that will require flexibility in regulatory oversight and payment.CMS wants to Improve Access by Addressing Affordability and reducing unnecessary or duplicative care. One measure of progress will be to reduce the percentage of beneficiaries that forgo care due to cost by 2030.Finally, they intend to Align priorities and policies across CMS and aggressively engage payers, purchasers, providers, states and beneficiaries to improve quality, to achieve equitable outcomes, and to reduce health care costs.



What opportunities will this create 
for laboratories to add value?

Medicare 2030

• Estimates indicate an additional 30 million beneficiaries attributed to an accountable care entity

• Requires new payment incentives to support delivery of integrated, equitable person-centered care

• Need new support for providers to deliver more accessible and convenient care that is integrated across 
providers and settings

• Focus on Part D Senior Savings Model that lower out-of-pocket costs for drugs and increases utilization of 
biosimilar and generic drugs (opportunity for pharmacogenomics testing)

• National spending on clinical lab testing services in 2022 was $124 billion1

• National spending on prescription drugs in 2022 was $405 billion2

• CMS is partnering with the Health Care Payment Learning and Action Network to ensure successful 
implementation of goals around multi-payer alignment

• New metrics to assess CMS Innovation Center impact

1. Klipp J.  Size and Structure of the U.S. Clinical Laboratory Testing Market.  In:  Kaufman J, Raichle L.  U.S. Clinical Laboratory Industry: Forecast and Trends 2023-2025.Poughkeepsie, NY:  Laboratory Economics; 2023.
2. Centers for Medicare and Medicaid Services.  National Health Expenditures 2022 Highlights.  Available at:  https:www.cms.gov/files/document/highlights.pdf
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So what opportunities should we as laboratorians and pathologists be looking for?  Why does it matter?Consider the fact that if this goes forward, CMS estimates that an additional 30 million beneficiaries will be enrolled in accountable care entities that are responsible for the total cost of care and the quality of that care.  If they demonstrate savings, other payers will follow suit and it won’t be limited to Medicare.  This means new payment incentives for quality of care, but no one is discussing where laboratory medicine and pathology fit into this.  They are focused on primary care, and I would argue that lab is primary care as well as specialty care and that we have a large role to play in care integration.There is a significant focus on pharmacy tied to part D benefits.  Why?  The national spending on prescription drugs in 2022 was $405 billion.  There are models in Europe around pharmacogenomics testing coupled with pharmacy management.  Data from the Netherlands shows they have been able to cut pharmacy spend by 30%.  To that end, Dr. Keri Donaldson, my vice chair for clinical pathology, Dr. Yi Ding, my director for molecular diagnostics, and I are working with our system pharmacy, our health plan, our data analytics team, and a couple of health care economists to set up pharmacogenomics testing in our system, providing PGx results that will allow pharmacists embedded in care teams to manage prescription drugs for patient cohorts.  We will likely start a pilot this fall and are currently working on the PGx panel to run and deciding on what populations to target.  I think we can quickly demonstrate success by starting in our 65 Forward Clinics with patients on polypharmacy or patients being prescribed a psychotropic drug for the first time.  This will only work if we automate the process as much as possible and that’s where a laboratory initiated model uses AI to identify eligible patients, interprets the results, sends them to the appropriate primary care team and pharmacist for management, then we need AI to collect outcomes data that shows benefits to the enrolled patients, such as reduction of side effects, along with demonstrable cost savings.  CMS is also partnering with the Health Care Paymenat Learning and Action Network to align multiple payers that offer Medicare Advantage plans to these goals and it’s interesting that they have a big focus on climate change and the inequities that is creating in health care.There will be new metrics in addition to our current HEDIS and CMS star ratings, and the Joint Commission is targeting inequities and helping define new measures.This all sounds great, but still does not address population bias and inequity if <65 years old and the fact that population level data will always be biased as long as care is tied to employment status in this country.  They also have not said how they will address inequities between models of accountable care.



Goal 2:  Enhance the delivery and experience of care

Goal 4:  Connect healthcare with 
health data

Goal 1:  Promote health and wellness

Goal 3:  Build a secure, data-driven ecosystem 
to accelerate research and innovation

Federal Health 

IT Strategic 

Plan
Where should we focus? 

The Office of the National Coordinator for Health Information Technology.  2020-2025 Federal Health IT Strategic Plan.  October 2020.  Available at:  https://www.healthit.gov/topic/2020-2025-federal-health-it-strategic-plan
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To help support Medicare 2030, there is also a Federal Health IT Strategic Plan that includes 4 goals I have listed here.  Each has underlying objectives that are tied to improvements in health IT, data security, data exchange and interoperability, and data analytics.  Definitely something for us to keep an eye on and we design the decision support and AI infrastructure of the future, again with large roles and gaps that can and should be covered by our specialty.



Lab-Initiated Care 
Models

• High prevalence conditions

• Laboratory Leadership

• Key Partnerships

• Patient advocacy, health care 
providers, health care 
administrators, payers, IVD 
vendors, community leaders

• Clinical Protocols

• Testing cascade; diagnostic 
pathway

• Workflow & facilitated interventions

• Shared accountability

• Measurable and attributable outcomes

• Policy impacting clinical protocols & 
workflow
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Project Santa Fe was started by a few of us from Henry Ford Health, Tricore Laboratories, Northwell Health and Geisinger because we think there is a void in laboratory medicine.  There isn’t a unified voice to speak on our behalf that can help us transform our specialty into new care models and business models that support the national move toward value based care.  Clinical Lab 2.0 is an initiative of the Project Santa Fe foundation that serves as a think tank and thought leader to bring pathology and other stakeholders together, focusing on lab-initiated care models that bring value to patients, providers, healthcare administrators, payers, and regulatory agencies.  We are focusing on high prevalence diseases and how we can leverage the tremendous amount of data that we either produce or have access to that allows us to identify persons at risk for disease, stratify that risk, identify care gaps and failures, and to facilitate laboratory interventions that benefit patients and providers, with identifiable financial advantages and resulting improved health in populations.This requires laboratorians to new opportunities for involvement in patient care and the new skills and tools we will need to support a transformation in our specialty and in healthcare.



Sick care

• Receive samples, produce test results
• Passive engagement

Health Optimization

• Proactive engagement
• Precision medicine

Preventive Care

• Diagnostic efficiency
• Clinical decision support

Payment Models

• Cost per test
• Fee for Service
• Laboratory a commodity

Payment Models

• Value-based (PMPM)
• Impact to total cost-of-care
• Cost recovery

Creative Revenue

• Intellectual property
• Partnerships
• Cost avoidance

Analytics, Tactical

• Process-based
• Retrospective monitoring
• Demographic characterization

Analytics, Strategic

• Predictive
• Evidence based
• Data driven decisions

Analytics, Transforming

• Real-time interventions
• Actionable results with guardrails

Wellness Program

• Result-driven
• Blanket approach to testing

Care Coordination

• Diagnostic Care Teams
• Optimize testing pathways
• Eliminate care failures

Real-time Wellness

• Care optimization
• Therapeutic optimization
• Screening optimization

Disease Screening

• Scheduled by treating physician
• Protocol/guideline driven
• Disease Surveillance

Risk Management

• Identification & tracking of risk
• Driving care interventions
• Reducing negative outcomes

Risk Avoidance

• Personalized diagnostics and 
therapeutics

Clinical Lab 1.0: 

Transactional

(volume based, 

traditional thinking)

Clinical Lab 2.0: 

Outcomes

(Actionable & 

evidence based, 

transformative 

thinking)

Clinical Lab 2.0: 

Integrated 

(outcomes based, 

forward thinking)

CL2.0:  Laboratories Practicing the Medicine of Tomorrow
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Clinical lab 1.0 is what we do everyday and that doesn’t go away.  It’s the total testing process, quality control, regulatory compliance, worker safety.  This is a model we are currently working on.  Traditional fee-for-service healthcare in a Lab 1.0 world is across the top—sick care, disease screening, wellness programs.  Labs in this model are focused on volume of testing and process efficiencies.The transformation to value based care means acute episodic sick care becomes health optimization, then with evidence, becomes preventive care.  Similarly, disease screening become risk management and ultimately risk avoidance in a population and so on with the other columns.  Lab 2.0 recognizes that moving from the top line fee-for-service environment requires a focus on integrating lab results with outcomes based practices, and to truly become transformative, lab 2.0 has to contribute evidence based protocols based on actional information beyond simply reporting clinical and anatomic pathology results.  It also has to move beyond the artificial silos of clinical and anatomic pathology to meld them together with other parts of the system of care.



Seven Most Crucial 

Concerns for 

Healthcare

• Broken rules

• Mistakes

• Lack of support

• Incompetence

• Poor teamwork

• Disrespect

• Micromanagement
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Study suggests that there are 7 crucial conversations that people in healthcare frequently fail to hold that likely add to unacceptable error rates.  The quality of these crucial conversations relates strongly with medical errors, patient safety, quality of care, staff commitment, employee satisfaction, discretionary effort, and turnover.Broken rules:  84% of physicians and 62% of nurses and other providers see some coworkers taking shortcuts that could be dangerous to patientsMistakes:  92% of physicians and 65% of nurses and other providers work with some people who have trouble following directions	88% of physicians and 48% of nurses and other providers see some colleagues show poor clinical judgment when making assessment, doing triage, diagnosis, suggesting treatment, or getting helpLack of support:  53% of nurses and other providers report that 10% or more of the colleagues are reluctant to help, impatient, or refuse to answer their questions	83% have a teammate who complains when asked to pitch in and help	however, 76% say that half or more of their colleagues give them emotional support when they are down and 64% will pick up a share of their work when they need helpIncompetence:  81% of physicians and 53% of nurses and other providers have concerns about the competency of other members of the care teamPoor teamwork:  88% of nurses and other providers  have one or more teammate who gossips, is part of a divisive clique, or tries to look good at others’ expenseDisrespect:  77% of nurses and other providers work with some who are condescending, insulting, or rude and 33% work with a few who are verbally abusiveMicromanagement:  52% of nurses and other providers work with some who abuse their authorityWe need to work with our colleagues, clinical teams, patients, vendors to identify the systemic problems and be willing to beak this chain by dpeaking up and having crucial conversations that support our colleagues and excellence in clinical care, to improve patient safety and employee performance.These numbers seem to reflect that about 10% of employees exhibit the problems; the other 90% do their jobs appropriately



Laboratory Data Analytics:  what should we be measuring to 
assess value?

Health system 
reliability

Per clinical 
practice unit

Per laboratory 
test

•TAT
•Accuracy
•Process Quality

Quality

Global benefit

Benefit per test

Benefit per case

•Variation
•Consistency with:
•Guidelines
•Expert opinion

Patient 
Benefit

Total cost to 
laboratory

Cost per test

Cost per case

Costs

Executive

Front Line 

Adapted from:  Jackson B.  Data Analytics. Pathology Informatics 2015.  Entire presentation available on-line in the Pathology 
Informatics meeting archives.
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What can we do to develop value-based evidence?Focus on addressing these questions:What is the unmet need?What works to make patients better off?How does this demonstrate value to decision makers?Answer the questions with evidence:Research studies showing the degree to which an intervention achieves a desired outcome in practice.  Most of what we have talked about up to this point is heavily dependent on good data analytics.  We need enhanced capabilities that emphasize quality, patient benefit, and costs.  Currently, we have pretty good measures for the boxes in the corners that I have highlighted here, but we really need to cover the entire grid, particularly the middle patient benefit column.The government says we measure global benefits with global measures of healthcare quality such as HEDIS, CMS ACO, and Choosing Wisely.  But this really means we pull off resources to game the system and meet measures for payment rather than examining and resolving difficult issues around patient care.Benefit per test needs to examine the function of how a test is used to benefit the patient, not the intrinsic value of the test itself. Benefit per case means adopting best practices and eliminating care variation so that the patient has a better experience, both for the things they can see and the things they don’t see, but we know are critical to great care.In order to cover this grid, we will need access to both high level and granular data, plus the tools to evaluate the data in the context of how changes in laboratory practices enable collateral and downstream improvements in quality, patient benefit, and costs.In practice, quality usually means adherence to evidence-based guidelines, and quality measurement focuses overwhelmingly on care processes.  For example, of the 78 HEDIS measures proposed in 2010, all but 5 were clearly process measures, and none were true outcomes. Data and metrics needed for clinical diagnostics all into 3 categories:  quality, patient benefits, and costThe data and metrics need to cover the gamut from aggregated data needed for executive decision making, down to granular data needed for front line management.Patient Benefit:Global benefits of diagnostic care quality: a few measures in national program such as PQRS (physician quality reporting system) and HEDIS (health plan employer data and information set), but lack breadth to assess hundreds of thousands of diagnostic related activitiesPatient benefit per test: requires a cost effectiveness analysis; the value of a diagnostic test is not simply measured by its accuracy, but depends on how it affects patient healthPatient benefit per case:  looking at physicians’ diagnostic actionsCosts:Total cost to laboratory:  total lab budget and can be broken down into accounting categories like labor and supplies



Laboratory Data Analytics:  what should we be measuring to 
assess value?

Health system 
reliability

Per clinical 
practice unit

Per laboratory 
test

•TAT
•Accuracy
•Process Quality

Quality

Global benefit
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Adapted from:  Jackson B.  Data Analytics. Pathology Informatics 2015.  Entire presentation available on-line in the Pathology 
Informatics meeting archives.
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What can we do to develop value-based evidence?Focus on addressing these questions:What is the unmet need?What works to make patients better off?How does this demonstrate value to decision makers?Answer the questions with evidence:Research studies showing the degree to which an intervention achieves a desired outcome in practice.  Most of what we have talked about up to this point is heavily dependent on good data analytics.  We need enhanced capabilities that emphasize quality, patient benefit, and costs.  Currently, we have pretty good measures for the boxes in the corners that I have highlighted here, but we really need to cover the entire grid, particularly the middle patient benefit column.The government says we measure global benefits with global measures of healthcare quality such as HEDIS, CMS ACO, and Choosing Wisely.  But this really means we pull off resources to game the system and meet measures for payment rather than examining and resolving difficult issues around patient care.Benefit per test needs to examine the function of how a test is used to benefit the patient, not the intrinsic value of the test itself. Benefit per case means adopting best practices and eliminating care variation so that the patient has a better experience, both for the things they can see and the things they don’t see, but we know are critical to great care.In order to cover this grid, we will need access to both high level and granular data, plus the tools to evaluate the data in the context of how changes in laboratory practices enable collateral and downstream improvements in quality, patient benefit, and costs.In practice, quality usually means adherence to evidence-based guidelines, and quality measurement focuses overwhelmingly on care processes.  For example, of the 78 HEDIS measures proposed in 2010, all but 5 were clearly process measures, and none were true outcomes. Data and metrics needed for clinical diagnostics all into 3 categories:  quality, patient benefits, and costThe data and metrics need to cover the gamut from aggregated data needed for executive decision making, down to granular data needed for front line management.Patient Benefit:Global benefits of diagnostic care quality: a few measures in national program such as PQRS (physician quality reporting system) and HEDIS (health plan employer data and information set), but lack breadth to assess hundreds of thousands of diagnostic related activitiesPatient benefit per test: requires a cost effectiveness analysis; the value of a diagnostic test is not simply measured by its accuracy, but depends on how it affects patient healthPatient benefit per case:  looking at physicians’ diagnostic actionsCosts:Total cost to laboratory:  total lab budget and can be broken down into accounting categories like labor and supplies



What is the CL2.0 focus this 
year?

Building for Tomorrow

Science & 
Building the 
Evidence

Business 
Modelling

Technology, 
Data Science, 
& Informatics

Education for 
Transformation



What is on our To-Do List? Getting to Tomorrow

• Assist laboratories to define customers and provide tools to assess their needs 
and capabilities

• Design an implementation playbook for CL2.0 with multiple options that can be 
locally customized

• Facilitate CL2.0 implementation through training, education, and project 
management

• Define measures for demonstrating value, whole person health, and decreasing 
risk to individuals and in populations

• Provide tools for collecting, aggregating, and returning actionable data
• Provide tools for assessing success and promoting continual improvement

Constantly reevaluate the industry and regulatory environment, form new partnerships, and 

facilitate continuous learning because there is always a new tomorrow
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Clinical Lab 2.0 Committees in Action

FACILITATOR: JAMES CRAWFORD, MD, PHD

Professor and Chair Emeritus, Department of Pathology and Laboratory Medicine, Northwell Health
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Clinical Lab 2.0 Committees in Action
Multi-Institutional Demonstration Projects 
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