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Presenter Notes
Presentation Notes
Thank you to the National Cancer Policy Forum for inviting me to speak today, I am excited to help set the table for our discussion on this first panel and the rest of the workshop over the next day and a half. My name is Dr. Robin Zon, and in addition to being the ASCO President-elect, I am a community oncologist, and past President of an independent practice,pastPI of our CCOP, Now associated part time , I  also provide free of charge second opinion telemedicine consults for a not for profit -CCA,which targets all audiences, esp underserved populations 
Next slide, please...



Factors Impacting Quality

From the 2013 Report New Developments

» Complexity of cancer Integrating New treatment paradigms-
treatment Precision Medicine

e Demands for care from an Care delivery / OrganizatiOnaI Change

aging population

Practice health, workforce, burnout
 Shrinking workforce

Evolution of ACA policies
e Cost of treatments

Heightened focus on equity

 Challenges with quality
metrics

Technology
« COVID-19 pandemic
« Artificial Intelligence
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Dr. Ganz / Patti did a wonderful job summarizing the 2013 report findings and recommendations, as well as what new factors are affecting cancer care delivery today- The big takeaway is that most of the issues highlighted in 2013 persist today, but as you are aware are more complicated due to a variety of factors including 
Precision oncology exploded after the 2013 report was published, and hasn’t shown signs of slowing down. Along with this are difficulties integrating cutting edge treatments into clinical practice more broadly, as well as issues with patient cost and access.
Care delivery and the practice of medicine are continuing to transform due to a variety of pressures, and not necessarily for the better. This has implications for the workforce, provider burnout, and practice health, all of which affect the quality of cancer care.
The evolution of policies implemented by the Affordable Care Act (ACA) has also continued, and the list here could be a separate presentation all on its own, but I will touch on some high-level policies that affect cancer care.
A heightened focus on cancer health equity has emerged partially out of the ACA, as well as other society-level shifts in our understanding of the impact of structural racism/sexism and other forms of discrimination.
Technology used in health care delivery has continued to evolve. Electronic health records are certainly part of this discussion, but also telemedicine, patient-reported outcomes, remote pt monitoring, quality reporting, health information exchanges, the generation of real-world evidence and others.
And intermingling with all of this since 2020 has been the pressure exerted on so much of our society by the response to the COVID-19 pandemic.
Next slide, please...
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Scientific Advances

Care Delivery Challenges & Opportunities

Technology

Developments to Watch

ASCQO Priorities
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For this presentation, I’ve bucketed all those items I just mentioned into the following categories, to hopefully make this as easily digestible as possible.
Next slide, please...
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Presentation Notes
First up is scientific advances.
Next slide, please...
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What a wonderful problem to have – an explosion of oncology knowledge- This figure you see here is from a paper that tried to map out all the cancer research institutional relationships over 5 years of publications, but I thought it also served as a great visual for just how rapidly the research literature is expanding.
You could measure this in many different ways, but as one example searching the term “neoplasm” resulted in an average of 445 new articles published per day between 2015 and 2023. 
It is no surprise then, that oncologists report having a hard time keeping up with the latest clinical research. Not only that, but the development of clinical practice guidelines is having to adapt to the need for rapid, groundbreaking changes to the standard of care. The same goes for clinical pathways.
Next slide, please...
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The rapid pace of research has translated into treatment advances over the past decade: precision oncology and biomarker-driven approaches have dominated cancer drug development since the 2013 report. Immune-oncology is a sub-set of that.
You’ll see from the figure here that anti-cancer drug approvals at FDA continued to rise steadily (note: this figure includes additional indications for existing drugs, not only New Molecular Entities).
The important thing to note here is that these drugs often require matching molecular profiling to optimize treatment selection; and it is here that some policy issues related to biomarker testing crop up.
For example, in addition to the usual difficulty in getting biomarker tests approved by payers, some studies have demonstrated particularly low levels of biomarker testing and EGFR inhibitor treatment in certain subpopulations with lung cancer, such as patients in rural areas or those on Medicaid. This obviously affects the quality of cancer care.
Next slide, please...



ASCO Road to Recovery Recommendations: Cancer Research

1 > Ensure that clinical trials are accessible, affordable, and equitable for patients

Equity and
Accessibility

2 Design more pragmatic, versatile, and efficient clinical trials that are
better integrated intoroutine clinical care

Efficienciesand

Patient Safety

J

3 Simplify, streamline, and standardize protocol requirements and trial
operations to minimize administrativeand regulatory burdens on sites

Scientific

Integrity

4 Recruit, retain, and support a well-trained clinical trial workforce that is
committed to providing patients with access to high-quality research

5 > Promote appropriate oversight and review of clinical trial conduct and results

Pennell, Dillmon, Levit, et al. American Society of Clinical Oncology Road to Recovery Report: Learning form the

. . . ASCO® AMERICAN SOCIETY OF
COVID-19 Experience to Improve Clinical Research and Cancer Care. Journal of Clinical Oncology. 2020. 39:2, 155-1609. CLINICAL ONCOLOGY
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In the wake of COVID-19, and the difficulties posed to clinical research, ASCO prepared the Road to Recovery Report to reflect on some of the changes to clinical trials that occurred early in the pandemic and to identify opportunities to improve cancer care and clinical trials in the future.
I believe some other panelists will touch on this report as well, so I’ll be brief, but the report identifies multiple goals including equity and accessibility, efficiency, patient safety, and scientific integrity, to improve cancer research.
Next slide, please...
[Additional points to either use during the talk, or for the panel discussion
The goals are focused on ensuring that clinical trials are:
Accessible and equitable for patients
Designed to be more pragmatic and efficient, and integrated into routine care
Simplified, streamlined, and standardized to minimize administrative and regulatory burdens on research sites
And that there is a well-trained clinical trial workforce is recruited, retained, and supported
We also highlighted the need for appropriate oversight and review of clinical trial conduct and results (e.g., to better understand the impact of protocol deviations on patient safety and data integrity)]
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I will now pivot to discussing trends affecting care delivery since 2013.
Next slide, please...



Consolidation and Geographic Distribution

Practice Health, consolidation, burnout, and

workforce issues affect the quality of care

« The number of oncology practices is shrinking
(-18%) while practice size is growing (40% of med

onc in largest 5% practices).

 Demand increases due to aging population and increase

survivors

« 20-25% nearing retirement age

 High rates of regional hospital consolidation tend
to predict oncology practice consolidation.

* Oncologists are also not evenly

distributed across the

U.S. 19.3% U.S. pop rural, less than 7% of med onc

bill from rural sites

Practice consolidation among U.S. medical oncologists over time. Michael Milligan, Parsa Erfani, E.John Orav, Gabriel A. Brooks,
and Miranda lam.Journal of Clinical Oncology 2022 40:16_suppl,e13627-e13627
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Americans living in rural areas who have
or had cancer say there aren't cancer
specialists near their home.”
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At the outset, it is important to emphasize that practice health, consolidation, burnout, and other workforce issues all affect the quality of care that patients receive.
This is particularly alarming due to trends in consolidation: Between 2015 and 2022: The number of practices declined 18.0%, while the number of medical oncologists increased by 14.5%. As of 2022, 40% of medical oncologists were employed by the largest 5% of practices.
Even though the number of practicing oncologists might be increasing slightly, this increase is not keeping up with increases in demand for oncology care due to an aging population, which were predicted in the 2013 report, as well as by ASCO and others in subsequent years. Additionally, between 20-25% of oncologists are nearing retirement age. The end result is an overall oncology workforce shortage, which has the potential to further deteriorate.
It is important to note, and the figure on this slide speaks to this: oncology workforce shortages tends to be geographic in nature. Rural areas are particularly in need of oncology care.
Next slide, please...



~o .+ Burnout in oncology remains an issue.

= Increasing age (>40), RVU-only compensation, and
IR L. being female were positively correlated.
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g“}\f L~ = Studies report COVID-19 exacerbated burnout.

R AN _ © » Workforce shortages are largely geographic.
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threatened.
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Burnout has been a hot topic for several years now, but oncology is obviously no exception. Besides the affects of COVID-19 on the health care workforce, studies in oncology report specific risk-factors that seem to be driving burnout: increasing age, being female, and being paid based on RVUs (i.e., not salaried)
Notably, working frequently with Advanced Practice Providers like PAs and NPs is inversely correlated with burnout, and this speaks to the need to better leverage these providers as cancer care delivery continues to evolve. That said, these providers are experiencing burnout issues of their own as well (there are no easy solutions to be found).
Overall, practice health has deteriorated over the last 10 years, and this has direct implications for the quality of care patients receive.
Next slide, please...



Evolution of ACA policies and programs

 Improvements in cancer outcomes tied State Uptake of Medicaid Expansion —July 2023
to Medicaid expansion

= Medicaid expansion continues but is far
from complete

« CMMI payment models for oncology:
Value — based OCM and now EOM

= 8 of 12 process measures struggle to
predict real patient outcomes

= Cost-savings tied to measures remain a

problem |
° Oth er pOIicy imprOvem entS, however, B Adopted and Implemented W Adopted but Not Implemented Not Adopted
many Americans remain un- and under-
. . https://www.kff.org/medicaid/issue-brief/status-of-state-medicaid-expansion-
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Implementation of the Affordable Care Act has continued to evolve since 2013. This figure shows the uptake of Medicaid expansion as of this summer. By now numerous studies have demonstrated the positive impact on cancer outcomes tied to Medicaid expansion (and specifically, decreased stage at diagnosis for this patient population). But of course not every state has opted to expand their program, depriving patients on Medicaid living largely in the South of these benefits.
Another big piece of the ACA was moving away from fee for service and toward value-based care delivery. I won’t go into too much detail here, but the Oncology Care Model was CMS’ first attempt in cancer care, and despite some modest success the savings envisioned by the program never materialized (analysis reports that any savings per episode were offset by MEOS or other performance-based payments). 
The measures in OCM were also problematic: 8 of the 12 were self-reported process measures that struggle to predict real patient outcomes. For the next program iteration, the Enhancing Oncology Model, it remains to be seen how well that program does.
[Other policy improvements include: closing the gap on covering routine costs associated with clinical trial participation, improving care coordination under OCM or other Alternative Payment Models (for example, to improve incorporation of palliative care).] Overall, many Americans still remain uninsured or underinsured, as the cost of cancer care is simply too high even for those with health care coverage.
Next slide, please...
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Costs of Care and Payer Pressure kbl
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* Drug shortages
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- States are not waiting for federal
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management issues

= Not consistentacross the states
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The high costs of care are increasingly driving intrusive utilization management, which I am sure everyone here is familiar with. In the 5 states I visited these past 2 months 100% cite pre auth as an onging  problem , further verified by ASCO 2022 survey stating the same.  Prior authorization rates continue to rise, as well as denials, requiring appeals which are entirely inappropriate in the context of cancer where time is of the essence. 
(The figure in the top right here is from a marketing campaign ASCO ran to support legislation to reduce prior auth in Medicare; a bad CBO score stalled that effort.)
Another example of high costs driving bad behavior: Alternative funding is a relatively new practice where insured patients are denied coverage for prescribed therapy, while a 3rd party attempts to secure the drug through charitable programs run by manufacturers... legally murky, at best, and has resulted in some manufacturers paring back their support for patients who truly need assistance.
Drug shortages are ever present, but this year in particular was very bad. Both cisplatin and carboplatin experienced the most severe shortage in over a decade. It is a complex ecosystem, but the bottom line is the cost of generics is simply too low to sustain the market, and legislative fixes are hopefully on the way to prevent this from continuing to occur.
On the whole, however, particularly as it relates to payer pressure, state-level action is moving more quickly than Capitol Hill, with states moving to restrict certain practices (e.g., mandatory white-bagging) from state-regulated plans.
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Next I will try and boil down a decade’s worth of changes to technology in a few slides.
Next slide, please...



Technology

* Despite some progress, the vision of a
learning health care system has been
slower to materialize than hoped

- Efforts to integrate real-world evidence
(RWE) continue.

= FDA Sentinel program (2008)- dedicated to
medical product safety; FDA RWE guidance for
industry (2023).
= EHR challenges:
o Focus has been as a billing, not clinical, tool
o Interoperability
o Need for structured data elements

'Evidence |

i
&
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Q.

Systematically gather and
create evidence.
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Overall, the vision of a learning health care system has been slower to materialize than all had hoped.
On the regulatory side, FDA has been trying to help provide a framework for incorporating real-world evidence into drug development, and recently published guidance for industry.
Technological issues remain an obstacle to a true learning health care system, however. Electronic health records (EHRs), which were increasingly required by the ACA, remain billing tools for the most part. They added a vast amount of work, and currently may not provide a commensurate level of benefit to the provider/institution. Certainly not as a true learning health care system: despite years of progress, issues persist with interoperability between EHR systems and unstructured data elements.
Next slide, please...



New Patient-Facing Technology - Pro's/Con's

Telemedicine

E-consent

Patient-reported
outcomes

Remote
patient monitoring

Telemedicine improves patient access
and convenience (traveltime, costs).

Patient access to health records.

Enabling collection of e-consent,
and patient-reported outcomes.

Potential for real-time patient
monitoring outside of care setting,
allowing more timely response.

Con

Telemedicine raises
conflictsregarding interstatelicensure.

Open access without provider setting
context.

Challenging to fit within practice
workflow;

lack of standardized approach;
outcomes linked to multiple providers.

Information overload; difficult to filter
and prioritize. Need
infrastructure/resources to allow timely
intervention.
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I won’t read this whole slide, but there have been multiple technological developments on the patient-facing side with real benefit, such as the increasing use of telemedicine, e-consenting, remote patient monitoring, as well as patient-reported outcomes.
The important thing to remember is that, these are all relatively new developments that we are still figuring out how best to utilize and incorporate into high-quality care. The “Con” side of this table speaks to these sorts of issues. Telemedicine is largely a win for patients, but does have some implications for interstate licensure that require solutions.
Other concerns exist for incorporating e-consent and remote patient monitoring into clinical workflows.
Next slide, please...



New System-level Technology - Pro's/Con's
- Quality reporting . P | G0

More convenient transfer of records. Interoperability issues persist between
* Health Information VS EIE Al
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Similarly for bigger-picture technological improvements that are largely at the health-system level:
Quality reporting has come a long way since 2013; and yet until recently many measures in oncology were self-reported or difficult to link to patient outcomes. Despite the promise of EHRs to enhance communication between providers and institutions, interoperability issues persist and often the sharing of records simply amounts to folders full of PDFs that need to be individually read through, rather than being imported into the EHR itself based on structured data.
All of these issues help explain the inability to truly achieve a learning health care system, although hopefully we can continue to move closer to that goal.
Next slide, please...
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Here I will summarize just a few items that are timely and important to keep in mind as they relate to delivering high-quality cancer care.
Next slide, please...



Inflation Reduction Act (IRA) implementation

IRA and Medicare

 Positive impacts: cost containment, lower patient
OOQOP spending.

Part D Improvements

* Oncology drugs largely excluded from first round
of drugs to be negotiated (one exception:

ibrutinib). .

Medicare Drug Price
Negotiation

Inflation Rebates in
Medicare

= Oncology (Part B) likely in 2028
= I[ndustry asserting harm to innovation
= Not all legislators support

Changes to Medicare
Part B
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The Inflation Reduction Act has many provisions related to Medicare which I don’t have time to go into, although there is a summary box to the right of this slide. Briefly, the law should have multiple positive impacts on patient spending, and cost containment, which given the rising costs of care are a good thing.
Notably, the IRA will allow HHS to negotiate the price of drugs for the first time. Oncology drugs largely have been excluded from this first round of negotiations, although it is likely they will feature largely in negotiations under Medicare Part B in 2028, and it remains to be seen how that will play out and what impacts it will have.
Industry are asserting harm to innovation and filing lawsuits; it remains to be seen how that will play out, as well.
Next slide, please...



Maintaining Equity Focus

« Backlash exists to EDI; Recent SCOTUS decision on affirmative action
(Students For Fair Admissions, Inc. V. President And Fellows Of Harvard

College)

Dobbs v. Jackson Women's Health
Organization

» Geographic implications for health care workforce; potential impact
on cancer care in persons of child-bearing age
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Given our increasing focus on cancer health equity over the past years, I would be remiss if I failed to mention that backlash does exist to this concept. The Supreme Court recently overturned prior case law regarding affirmative action, and it remains to be seen what other implications this or future decisions might have on efforts around racial/ethnic health equity, social determinants of health, and other related policy areas.
The Dobbs decision this year, in addition to the obvious implications for reproductive health, threatens physician autonomy to recommend optimal cancer care for patients of child-bearing age who may discover they are pregnant at diagnosis. This would depend upon what state the physician practices in. There are also early reports that geographic disparity in reproductive health law is influencing decisions about where the next generation of health care providers seeks to practice, which has implications for the oncology workforce.
Next slide, please...



Artificial Intelligence

* Applied to diagnostics, treatment |,
supportive/ palliative care

* May be able to assist with practice
workflow

» Potential to help standardize data elements
in EHR

 Avatars (CHATBOT, etc) is the future
» Addressing EDI remains a challenge
* Potential for quality improvement?
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Has incredible power but implementation will require interaction/collaboration with other disciplines while maintaining the integrity of our profession and our knowledge while caring for our patients in an equitable and high quality manner
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To conclude, I’ll briefly summarize ASCO’s priorities for the near future as they relate to the delivery of high-quality cancer care.
Next slide, please...



ASCO Strategic Plan

MISSION VISION CORE VALUES

Conquering cancer through research, education, and A world where cancer is prevented or cured, and every

promotion of the highest quality, equitable patient care. sunvivor is healthy. el || Qe | ImEEE.

Over five years we will advance equity in access to cancer care and research, develop more sustainable
work environments and improve the delivery of information that drives better patient outcomes.

5-year goals

ACCESS PROFESSION KNOWLEDGE
Remove barriers and promote access to high Drive healthy clinical and research work Be the trusted source for timely and high-
quality, equitable care and patient-centered environments that lead to fulfillment for impact evidence and continuous
research oncology professionals learning

Equity, Diversity and Inclusion

Global Impact

FLAGSHIP PROGRAMS

Clinical Conquer ) . Practice Professional
Meetings Publications Advocacy
Research Cancer Grants Support Development
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Apologies, this is a busy slide, but the noteworthy portion is in the 3 boxes across the middle reflecting ASCO’s 5-year goals: Access, Profession, and Knowledge.
These reflect key areas I have touched on today while summarizing the last decade of developments in cancer care delivery. I do not have time to go into more detail about specific programmatic activities, but broadly:
ASCO is prioritizing efforts to address barriers to accessing care, including high costs, as well as the implications for cancer health equity.
The state of the profession is always a high priority area for ASCO, and directly relates to delivering high-quality cancer care. Any improvements to practice health which ASCO can help facilitate will go a long way to strengthening the cancer care workforce and meeting the need for cancer care services in the future.
Knowledge here refers not only to ASCO's Annual Meeting and Journals, although those remain a high priority. ASCO wants to be the source for timely and high-impact evidence and continuous learning, which refers not only to improving our guidelines development in light of the rapid pace of scientific advances; it also reflects a commitment to the learning health care system through certification, quality improvement, and facilitating the use of structured oncology data elements.
Next slide, please...



Call to Action

1) Working to improve equitable access to care and clinical
research for patients with cancer

2) Improving the professional experience and the health of
practices and the workforce

3) Improving the dissemination and implementation of
knowledge, including the use of innovative technology
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As far as a broad call to action, it would be along those lines I just discussed as priorities for ASCO: 
First, working to improve equitable access to care and clinical research for patients, 
Second, improving the professional experience and the health of practices and the workforce, and 
Third, improving the dissemination and implementation of knowledge, including the use of innovative technology.
Next slide, please...



Thank You!
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Thank you again for the opportunity to help set the stage for this workshop, and I very much look forward to the panelist presentations and discussions to follow.
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