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Your New Healthcare Team

President Donald Tom Price
Trump Secretary of HHS

AW

Francis Collins Scott Gottlieb Seema Verma
Director of NIH FDA Commissioner CMS Administrator
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Administration’s Health Care Priorities
* Repeal and Replace the ACA

Addressing Drug Pricing

Reducing Regulatory Burdens

Cutting Medicaid

Reducing Medical Research Funding

Trimming the Budgets of Healthcare Agencies
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Executive Orders

“Minimizing the Economic Burden of the Patient

Protection and Affordable Care Act”

= Agencies to use all discretion to remove financial
burdens on states, individuals, families, providers and
insurers. Jan. 20, 2017

“Reducing Regulation and Controlling Regulatory

Costs”

= Includes requirement involving cost analyses that
could fundamentally alter the process and content of
regulations. Jan. 30, 2017

“Establishing the President's Commission on
Combating Drug Addiction and the Opioid Crisis”
Mar 29, 2017

....drug pricing EO??
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How ASCO Sets Policy Priorities

* Government Relations Committee considers
—Input from ASCO members
—Priorities from ASCO committees
—Initiatives driven by policymakers
—Assessment of political landscape

* Approved by ASCO Board of Directors
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ASCO PRIORITIES: 2017-2018

GOAL 1: pursue access to high quality, affordable care for every patient
with cancer
Examples: Drug Price, Access to Care

GOAL 2: Advance policies and delivery system reform that supports
oncology providers in their delivery of high quality, high value cancer care
Examples: MACRA, Payment Reform

GOAL 3: Advocate for policies that support a robust federally funded
cancer research, prevention, drug development and clinical trials system

Examples: Oppose Right to Try, Ensure Clinical Trials Coverage, Robust
NIH Funding

ADVANCE AT FEDERAL AND STATE LEVELS

n Society of Clinical Oncology

ASCE)

Top Practice Pressures, ASCO Oncology
Practice Trends Survey (2015-2016)

Increasing Practice/Facility Expenses
Drug Pricing

I
e
Electronic Health Records
Py T P SUreS
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Staffing Issues
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Happenings on Capitol Hill

“*Skinny Repeal” Fails

e

. /] © 4
JOHN MCCAIN HELPS SENATE VOTE DOWN
'SKINNY’ OBAMACARE REPEASILL
DURING LA_EE-NI'(?HT SESSION

—

July 28, 2017
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Health Reform or Taxes?

Senate Finance Chairman Orrin Hatch (R-Utah)

"We're not going back to health care....... I'm sick of it...'
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Efforts to Revive Repeal Continue

Problem Solvers Caucus

H H Figure 7
bi pamsa n More of the Public Have Favorable Views than Unfavorable
; Views of ACA
= adva n CI n g A you mary know a health reform bill veas signed into law in 2000, known commuonly as the Alfordable Care Act o
wou know about the health reform law, do you have a generally favorable or generally
temporary o '

solution

—Favorable — Uniavorable Don't know/Refused
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Next Steps Not Clear...ASCO'’s Position:
Ensure Access to Insurance Coverage

» Coverage for those with pre-existing conditions

» Coverage for cancer patients regardless of income and health
* No lifetime coverage caps

* Guaranteed renewability

» Coverage of cancer screenings

All individuals with cancer should have health
insurance that ensures access to high-quality
cancer care delivered by a cancer specialist

and provides the full range of services
needed by patients in a timely manner.

President’s Budget: Skinny

33% State Department
3% + i Agency

A% ¢———————— Agriculture Depariment
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Department of Veterans Affairs [—— +6%
Department of Hometand Securty [—— +7%

Defense Department f———— +9%




NIH Funding: Bipartisan Support

- sanater Roy Blunt © m
Continued investments in NIH medical

research will give doctors the tools they need
to pursue new treatments and cures.

Blunt Highlights NIH Research During Opening Remarks

News Releases

Sen. Murray Secures Major Funding Boost for the National Institutes
of Health

Jun o7 2016
Murray and colleagties advance bipartisan bill through key subcommittee. providing the

. ) NIH an increase of $2 billion to support medical research for patients and families in
§)) American Society of Clinical Oncology - - -
) vorid of di b Washington state and nationwide

But the Problem Remains

FUNDING FOR NCI RESEARCH?
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Congress Administration
Flat? Proposed 20% cut to
NIH and NCI

340B Program

= Established by Congress 1992

= Intent: allow hospitals caring for low-income patients to
obtain drugs at substantially reduced prices

= Program has experienced dramatic growth

= Bipartisan concerns about size, scope and impact on
consolidation

CHUCK GRASSLEY

EXPLOREIOWS  CONSTITUENT SERVICES ISSUES & LEGIBLATION MEWY CENTER STUDENTS CONTET

Grassley Requests Hearing on 3408 Prescription Drug Pricing Program in Light of GAQ
Report

9/13/2017



340B Activity

= Pending
Legislation/Hearings
on Capitol Hill

= \White House

InsideH dlthPQlic_V

An Inside Wash| ews servie

HOME LATESTHEWS FDAWEEK INSIDECMS  HEALTHEXCHANGEALERT  TOPICS

Weanasday, August 23, 2017
DAILY NEWS

CMS Advisers Recommend Against Cuts To Hospitals'
Reimbursement For 340B Drugs

o
. . oms', 180y (Aug 21)the
willingness to i - .
engage B v e e i e
B - .
ot T
= Administrative Action e e Zl
wise counsel.” Ted Siafsky. ‘Thase
ASC@ 4\‘1‘n<ri(..‘u?‘5‘v.l7ltfl{ o C]ul‘it‘.‘si?muwg)'
ASCO Position

* 340B eligibility for all
oncology providers providing
care to underserved and low-
income populations.

* Increase program oversight

+ Transparency by covered
entities on use of 340(b) funds

* Do not use inpatient data
(e.g. DSH) to determine
eligibility of providers to
participate in 340B.

ASCg ]})‘ American Society of Clinical Oncology

COMMITTEE ON ENERGY AND COMMERCE

Commitiee om Energy and Commerce

Subcommiteee on Gversight and Investigations
HEARING NOTICE
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Drug Price Definitely on the List

President Donald J. Trump
¥ @realDonaldTrump

Now that Ken Frazier of Merck
Pharma has resigned from
President’s Manufacturing
Council,he will have more time to
LOWER RIPOFF DRUG PRICES!

Tiweeted Just Nowr

fcnec
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A Growing Issue...

Express Scripts drug spending growth trend by therapy class, 2006 -2014

Specialty Drug Trend  ===Traditional Drug Trend  ===Overall Drug Trend
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...but what action?

DonqldJ;ﬁume 2 Follow

“I am working on a new system where there will be
competition in the Drug Industry. Pricing for the American
people will come way down!”
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Proposed Part B Demonstration Withdrawn

A Community Effort “too big”
“ alot of mistakes”

Debra Patt, MD Andy Slavitt

House Energy and Commerce Former CMS Administrator
Committee Hearing Politico Interview January, 2017
May 17, 2016
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MedPAC To Congress on Part B Drugs

June 2017
Report to

* Improved ASP system (reporting, inflation control)
» Transition to Drug Value Program (DVP)

ASCg ),)‘ American Society of Clinical Oncology
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Possible Steps

* President, Congress promising action:
— Medicare negotiation for drug price?
— Re-importation of drugs?
— Performance based pricing?
— Resurfacing Part B demo?

« ASCO position: hold physicians accountable for
utilization...not market entry pricing

ASCg ),)‘ American Society of Clinical Oncology
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Growing Administrative Burden

* Physicians spend 27% of time
with patients

» For every hour with patients,
two additional hours on EHR
and desk work

* 1-2 hours personal time each
night on EHR

ASCg ]})‘ American Society of Clinical Oncology
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Annals of Internal Medicine:
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GHGIAL ESUARCH 6 OECORBER 2016

Allocation of Physician Time in Ambulatory Practice: A Time and Motion
Study in 4 Specialties

UL ARTELE
i
s
Rty

Abstract

Backgroand: Litle Is known about T plrpaichan tems t alksid i sl

Object

Ann Intern Med.
2016;165:753-
760. doi:
10.7326/M16-0961

Easing Administrative Burden

* High quality pathways
* Interoperable EHRs

* Prior Authorization/Payer
requirements

» Streamline quality reporting:

one activity to satisfy many
requirements

ASCg ]})‘ American Society of Clinical Oncology
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Addressing Administrative Burden

* HHS Initiative
+ Congressional Inquiry

* RFlin Proposed Physician Fee Schedule Rule

ASCg J,)‘ American Society of Clinical Oncology
S wordd of di o

Utilization Management

» Streamline preauthorization ASCY

* Instead of step therapy,

specialty tiers, restrictive

formularies, use of high quality

value based pathways

* Provide oral parity

» Evidence driven policies

ASCg J,)‘ American Society of Clinical Oncology
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are you
ready for

MACRA"

= ASCO Top 10 Things to Prepare
» Help with “Pick Your Pace”

» The QOPI platform can be used to report the minimum
data in 2017 to avoid a 2019 penalty

www.asco.org/MACRA

of Clnical Oncology 31

MIPS Reporting Requirements

Cateqor 2017 2018
gory Pick-Your-Pace Proposed

Minimal: 1 measure, 1 patient/chart

6 Measures
Partial: 90 days, 50% of all patients .
Quality Full: 6 measures; at least 90 days, 50% . Fu!]l eelletsly year e
. *  50% of all patients
of all patients
Minimal: base score only- 5 measures; * Atleast 90 days
for 90 days » Hardship exemption for small
ACI No performance thresholds used in 4 practices e
scoring « 2014 Edition CEHRT
* Atleast 90 days
IA Minimal: 1 activity for 90 days 15 | ° 1-4 activities 15
Full: 1-4 activities for at least 90 days * Reduced reporting for small/rural
practices
Cost « Full year; Calculated automatically by 0 » Full year; Calculated automatically 0
CMS by CMS
Low- Criteria Criteria
W < $30,000 in Part B allowed charges, OR < $90,000 in Part B allowed charges,
< 100 Part B beneficiaries OR
Threshold +< 200 Part B beneficiaries
» Virtual Groups added
Misc » Facility-based reporting added
: » Bonus points for small practices
F 3 lu\_.y Making a world of differrnce in cancer can

9/13/2017
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Making Sure MACRA Works for You

* Monitor implementation
— Comments
— Meetings

+ GOALS
— Ensure the intent of the law is followed
— Test multiple innovative alternative payment models

— Ensure fair treatment in all MIPS scoring categories
(e.g., high cost drugs in resource use category)

w
@

ASC D)) American Society of Clinical Oncology
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2018 QPP Proposed Rule: ASCO Comments

* CMS should not subject Part B to a MIPS adjustment based on a MIPS
eligible clinician’s performance during the applicable performance period

» The use of raw, unadjusted cost data for oncology drugs creates perverse
incentives and impose counterproductive penalties on providers serving
vulnerable groups of Medicare beneficiaries with cancer

— CMS should measure adherence to high quality oncology clinical pathways

— If CMS proceeds with using cost data from Medicare claims as a measure of
cost performance in MIPS, the costs of Part B and Part D drugs must be
excluded or adequately risk-adjusted

— We support efforts to develop oncology-specific episodes for evaluating
resource use under MIPS

* ASCO supports the concept of providing additional points to MIPS
scoring based on the complexity of services provided
— the HCC system is fundamentally flawed, CMS should use a different methodology

ASC D)) American Society of Clinical Oncology
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2018 QPP Proposed Rule: ASCO Comments

* CMS should promote the use of measures that are clinically
relevant to cancer

* ASCO strongly supports the Agency'’s plans to include the ASCO
Quality Training Program and QOPI Practice Certification for credit
in the MIPS improvement activities performance category

* ASCO commends CMS for proposing to recognize leadership in
clinical trials within the inventory of MIPS improvement activities

— CMS should clarify that helping patients identify and participate in clinical trials
would qualify for recognition as a clinical practice activity

ASC D)) American Society of Clinical Oncology
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2018 QPP Proposed Rule: ASCO Comments

ASCO supports the Agency’s efforts to alleviate the regulatory burdens of
electronic health record reporting and to promote opportunities for small and rural
practices to achieve success in the Advancing Care Information performance
category

* We applaud CMS for proposing to implement virtual groups in 2018 allowing small
and independent oncology practices to benefit from the collaborative and technical
aspects of group reporting in MIPS

— CMS should expand this concept to permit groups of oncologists (and other
specialists) within large multispecialty practices to form their own virtual
groups

* We support the proposal to increase the low-volume threshold to help mitigate the
adverse impacts of MIPS on small practices, especially in rural and underserved
areas

* ASCO strongly urges the Innovation Center to implement additional oncology-
focused APMs, to provide flexibility to oncologists to choose the best option for
their patients and their practices

— CMS should embrace oncology-focused Advanced APMs that differ from the
Oncology Care Model (OCM)

ASC D)) American Society of Clinical Oncology
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You Need to Know These People

Steve Grubbs, MD
Vice President, Clinical Affairs

Walter Birch Elaine Towle
Division Director Division Director

ASCg )})' American Society of Clinical Oncology
W=7y Muking a world of difference in cane

MACRA readiness,
reporting

Financial analysis

Practice
transformation

Medical home

QOPI, QOPI
Certification

Performance
improvement

Alternative
payment models

Action Increasing in the States

9/13/2017
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State Affiliate Council Chair’s Report to
ASCO Board (August, 2017)

Reviewed Key Issues/Topics:

» Engaging Fellows in Community
Practice

MACRA Education Initiatives
Medicaid Changes

» Maintenance of Certification
* Medicare’s 14-Day Rule
Opioid Epidemic

ASC )y American Society of Clinical Oncology
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are you
ready for N

MACRA?

ASCO’s 2017 State Advocacy Priorities

High Priority:
Opioid Therapy

Safe Handling of Hazardous
Drugs

Oral Chemotherapy Parity

Clinical Pathways

New in 2017:
ASCO Utilization Management Policy

ASCO Statement on Access to
Investigational Drugs

ASC )y American Society of Clinical Oncology
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Also Tracking

Tobacco (“Tobacco 21,” Smoke
free workplace)

Medicaid (Clinical trials coverage)
Right to Try

HPV Vaccination

Prescription Drug Costs
Biosimilars

Brown Bagging/White Bagging
Prior Authorization

Specialty Tiers

Step Therapy/Fail First

9/13/2017
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Opioid Crisis

FIGHTING ADDICTION B
WEST VIRGINIA COUNTY: DRUG DISTRIBUTORS
TURNED BLIND EYE, AIDED OPIOID EPIDEMIC

IP1I0ID OVERDOSES ON THE RISE
LA ENPOACTMINT TRARSG 0 CARTY MARCAN

ASC( ) ) American Society of Clinical Oncology

“We lose a

VIETNAM [WAR]

every single year to drug overdoses.”

- HHS Secretary Tom Price

9/13/2017
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States are Reacting
>400 Bills in 46 States

Prescription
Drug
Monitoring

= Limitations on dose or number of days
= Central database
= Provider education

ASCO Weighs In

» Policy statement & brief ASCE

*« Comments to CMS and FDA

» Outreach to Congress during federal ==
legislation development : e

» Assistance to dozens of ASCO state
societies/affiliates with new
legislation/regulation pending

» Work with AMA on new resolutions
regarding data collection and PDMP
use

22



Federal Activity

¢ Commission on
Combating Drug
Addiction and the
Opioid Cirisis:
Executive Order
March 29

New Jersey Governor Christie o i _
it Multiple stand-alone

President Trump bills in Congress

ASCg ),)‘ American Society of Clinical Oncology
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Commission’s Preliminary Report

» Declare national emergency
* Investin treatment
* Mandate provider education

* Increase access to medication-
assisted treatment

» Federal funding to enhance
PDMPs

* NIH partner with industry to
develop non-opioid pain relievers

ASCg ),)‘ American Society of Clinical Oncology
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Clinical Pathways

« State Affiliate concerns with
development and use of
pathways

* Focus of advocacy: {

* Improving pathways
development

» Addressing practice
burden

ASCg ]})' American Socity of Clinical Oncology
o fa aworld of differvnce in cane
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Pathways Can Work

 Policy statement
defining high quality
pathways published
January 2016

* ASCO criteria
published February
2017

* Model legislation

ASCO Special Article

o oo e it e,

American Society of Clinical
Oncology Policy Statement on
Clinical Pathways in Oncology

b . 2o, MEL s . e, M, Mchool . i, M, Aoy 1 o, 00, P8
Do § ok, MK Srven Somne, M 0, o i 0 Bosseeman, 40
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2017 Clinical Pathways State Bills

« Connecticut: House Bill 5960
 Establishes requirements for pathways used by health carriers
» Led by CT Oncology Association and CT State Medical Society
* No hearing date set

» California: Assembly Bill 1107
» To improve development of oncology pathways by plans

» Supported by Association of Northern California Oncologists (ANCO)
and Medical Oncology Association of Southern California (MOASC)

* Opposed by health plans
» Passed out of committee

ASC W)} American Society of Clinical Oncology
W= Making a world of difference in cancer can

Right to Try

37 States enacted laws ~

Concerns About Bills Two Developments

* Removing FDA
review of safety
and efficacy

* No provision for
IRB, associated
patient
protections

* No systematic
data collection
on safety and
efficacy, which
could help all
patients

oooD RoR

9/13/2017
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Safe Handling of Hazardous Drugs

ASCO Task Force working
on updated safety
standards

» Supporting State Affiliates
on state regulatory activity

» Submitted comments on
USP <800>

» Supported AMA Resolution

« Reaching out to h’&lﬂ
2 US"T‘\#N\C
ComnP

WHAT IS THE USP 8007

CDC/NIOSH

=

n Society of Clinical Oncology
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Advancing Oral Parity Laws

. 2 internation al SPEAC
* Laws in 43 states and Myeloma g
DC Oral Chemotherapy Access Legislative Landscape - April 2017

@ Active Campaign Signed into law

* ASCO participate in o
cancer treatment fairness £,
coalitions '

* ASCO supports 2017

b| | |S. 43 s{ra'x‘es ha:e enacted y _n
oral chemmotherapy access laws:
* AR HB1592: Passed! 2008 Oregon
2009 Indiana, lowa, Hawaii, District of Columbia
° NC H206/5152 2010 Vermont, Connecticut, Kansas, Colorado, Minnesota

2011 lllinois, New Mexico, Texas, New York, Washington
2012 New Jersey, Virginia, Maryland, Nebraska, Delaware, Lovisiana
° TN H B 1059/8 B 922 2013 Massachusetts, Oklahoma, Utah, Nevada, Florida, Rhode Island, California
2014 Maine, Missouri, Wisconsin, Kentucky, Georgia, Arizona, Ohio
2015 Wyoming, South Dakota, West Virginia, Mississippi, North Dakota, New Hampshire
° MI SB 492 2016 Alaska, Pennsylvania
2017 Arkansas

-9
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Fall 2017, State Affiliate Council
Meeting Topics

Meeting Topics:
* Maintenance of Certification

 Financial Stressors in Oncology

Practice ASCE STATE/REGIONAL
- USP 797/800

— White Bagging AFFI LIATE
— Pharmacy Benefit Managers PROG RAM

Medicaid Changes

* Prescription Drug Monitoring Programs
MACRA

ASCO’s QOPI QCDR Initiative

* Emerging Issues: Preparing for 2018

ASC 9y Anerican Society of Clinical Oncology
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Be Involved. Make Your Voice Heard.
Join ASCQO’s ACT Network today!

= Contains draft messages on federal bills that you can
personalize and send directly to Congress

= Sends advocacy alerts and policy updates on important
issues

= Provides ASCO’s position on federal legislation

For more information: Visit

W |ACT S
ASC@ Network

9/13/2017
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New State Advocacy Resources

ASCO.org State Advocacy page

AT
ASC [ AGLR

— State legislative calendar
— State cancer fact sheets

State ACT Network

— Congressional Quarterly clickable map
tracking state bills

— State action alerts

[ v s

Toolkits

— On opioids, pathways, oral parity, the safe handling of hazardous drugs, step therapy,
prior authorization, and specialty tiers

— May include policy statements and briefs, model legislation and FAQ’s
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