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2023 SENATE STANDING COMMITTEE MINUTES

Human Services Committee
Fort Lincoln Room, State Capitol

SB 2031
1/16/2023

Relating to a prescription drug reference rate pilot program; to provide for a legislative
management report; to provide a penalty; and to provide an expiration date.

9:00 AM Madam Chair Lee called the hearing to order. Senators Lee, Cleary, Clemens,
K. Roers, Weston, Hogan are present.

Discussion Topics:
e Food and drug law
Top 25 drugs
Prescription drug affordability
Public Employee Retirement System
Drug rebates

9:02 AM Representative Robin Weisz District 14 introduced SB 2031 in favor.
9:03 AM Jennifer Clark, Legislative Council provided verbal information neutral.

9:11 AM Representative Lisa Meier District 13 testimony with proposed amendment in favor
#13463.

9:13 AM Kathi Schwan, President AARP North Dakota testimony in favor #13440, 13441, 13442.
9:21 AM Bob Entringer Volunteer, AARP verbal testimony in favor #13439.
9:25 AM Josh Askvig State Director AARP ND verbal testimony in favor.

9:26 AM Drew Gattine, Senior Policy Fellow National Academy of State Health Policy
testimony neutral #13443, 13444,

9:45 AM Leah Vukmir Vice President of State Affairs, National Tax Papers Union online
in opposition #13236.

9:49 AM Jon Godfread, Commissioner North Dakota Insurance Department testimony
in opposition #13333.

9:54 AM Schauna Garnder, Director Midwest Region of State Policy PhRMA testimony
in opposition #13147, 13148, 13149, 13150.

10:05 AM Scott Miller, Executive Director ND PERS testimony in opposition #13245.

10:13 AM Tim Whalen, Chief of Injury Services Workforce Safety testimony with amendment
in opposition #13235.
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10:16 AM Rachel Sinness, Legal Director, and Attorney ND Protection Advocacy Project
testimony neutral #13417.

10:19 AM Kristen Dvorak, Executive Director ARC testimony in opposition #13398, 13399, and
13400.

10:20 AM Jack McDonald, Retained Counsel Americas Health Insurance Plans AHHP
testimony in opposition #13408.

10:22 AM Richard Glynn, Executive Director of Bioscience Association of North Dakota
in opposition #13306.

10:27 AM Andrea Pfennig, Director of Governmental Affairs Greater ND Chamber testimony
in opposition #13493.

Additional written testimony:

Betty Grande, CEO of the Roughrider Center in opposition #13288

Dylan Wheeler, Head of Governmental Affairs, Sanford Health in opposition #13305

Dustin Gawrylow, North Dakota Watch Dog Network in opposition #13372, 13373

Thomas Bradbury, Director of Advocacy in opposition #13378

Donene Feist, Director for Family Voices of North Dakota in opposition #13403

Andrew Nyhus, Americans for Prosperity in opposition #13419

Levi Andrist, Lobbyist in opposition #13496

10:28 AM Madam Chair Lee closed the hearing.

Patricia Lahr, Committee Clerk



2023 SENATE STANDING COMMITTEE MINUTES

Human Services Committee
Fort Lincoln Room, State Capitol

SB 2031
1/16/2023

Relating to a prescription drug reference rate pilot program; to provide for a legislative
management report; to provide a penalty; and to provide an expiration date.

2:51 PM Madam Chair Lee called the hearing back to order. Senators Lee, Cleary, Clemens, K.
Roers, Weston, Hogan are present.

Discussion:

e Price reference model bill

2:53 PM Drew Gattine - Senior Policy Fellow, National Academy of State Health Policy verbal
clarification on Medicare negotiations

3:04 p.m. Chair Lee closed the hearing.

Patricia Lahr, Committee Clerk



2023 SENATE STANDING COMMITTEE MINUTES

Human Services Committee
Fort Lincoln Room, State Capitol

SB 2031
2/1/2023

Relating to a prescription drug reference rate pilot program; to provide for a legislative
management report; to provide a penalty; and to provide an expiration date.

9:40 AM Madam Chair Lee called the meeting to order. Senators Lee, Cleary, Clemens, K.
Roers, Weston, Hogan are present.

Discussion Topics
e Distributors
e Medicare rate
¢ New rate implementation
e PERS pilot program

9:40 AM Josh Askvig, State Director AARP of North Dakota introduced amendment. #18451
9:41 AM Josh Askvig, provided additional information. #18473
9:42 AM Josh Askvig, additional information. #18490

10:18 AM Scott Miller, Executive Director, North Dakota Public Employee Retirement System
provided information verbally.

10:33 AM Senator Lee calls for recess.

Additional Testimony:

Rick Detwiller, Register Pharmacist in opposition #18452

Leah Lindahl, Senior Director, State Government Affairs, Healthcare Distribution Alliance in
opposition #18455

Thayer Roberts, Deputy Director, Partnership to Improve Patient Care in opposition #18457
Jennifer Clark, Code Revisor, Legislative Council in neutral #18453

Rebecca Fricke, North Dakota Public Employees Retirement System in neutral #18456

10:33 AM Madam Chair Lee closed the meeting.

Patricia Lahr, Committee Clerk
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Relating to a prescription drug reference rate pilot program; to provide for a legislative
management report; to provide a penalty; and to provide an expiration date.

11:01 AM Madam Chair Lee called the meeting to order. Senators Lee, Cleary, Clemens,
K. Roers, Weston, Hogan are present.

Discussion Topics
e Distributors
e Medicare rate
e New rate implementation
e PERS pilot program

11:01 AM Senator Lee reconvened the meeting.

11:01 AM Mike Schwab, Executive Vice President, North Dakota Pharmacy
Association, provided information on an amendment verbal

11:09 AM Jon Godfread, Insurance Commissioner, North Dakota Insurance
Department provided information verbal

11:10 AM Josh Askvig, provided addition information verbal

11:11 AM Mark Hardy, Executive Director, North Dakota Board of Pharmacy provided
information verbal

11:12 AM Madam Chair Lee closed the meeting.

Patricia Lahr, Committee Clerk



2023 SENATE STANDING COMMITTEE MINUTES

Human Services Committee
Fort Lincoln Room, State Capitol

SB 2031
2/1/2023

Relating to a prescription drug reference rate pilot program; to provide for a legislative
management report; to provide a penalty; and to provide an expiration date.

11:23 AM Madam Chair Lee called the meeting to order. Senators Lee, Cleary, Clemens,
K. Roers, Weston, Hogan were present.

Discussion Topics
e Medicare pricing
e Implementation cost

11:24 AM Dylan Wheeler, Head of Governmental Affairs, Sanford Health provided
information verbal

Senator Hogan moves to adopt amendment. #LC23.0092.01003
Senator Cleary seconded.
Roll call vote.

Senators

Senator Judy Lee

Senator Sean Cleary
Senator David A. Clemens
Senator Kathy Hogan
Senator Kristin Roers
Senator Kent Weston

Motion failed 2-4-0

ote

Z2Z2<2Z2<Z|<

Senator K. Roers moves DO NOT PASS.
Senator Clemens seconded.

Roll call vote.
Senators Vote
Senator Judy Lee Y
Senator Sean Cleary Y
Senator David A. Clemens Y
N
Y
Y

Senator Kathy Hogan
Senator Kristin Roers
Senator Kent Weston

Motion Passes 5-1-0

Senator K. Roers will carry SB 2031.
11:33 AM Madam Chair Lee closed the meeting.

Patricia Lahr, Committee Clerk



Com Standing Committee Report Module ID: s_stcomrep_18_016
February 1, 2023 1:28PM Carrier: K. Roers

REPORT OF STANDING COMMITTEE
SB 2031: Human Services Committee (Sen. Lee, Chairman) recommends DO NOT
PASS (5 YEAS, 1 NAY, 0 ABSENT AND NOT VOTING). SB 2031 was placed on the
Eleventh order on the calendar. This bill does not affect workforce development.
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The Use of Medicines in the U.S. 2022: Usage and Spending Trends and Outlook to 2026
IQIVA « April 21, 2022

Key Findings

e Net prices for brand medicines increased 1.0% in 2021, below the rate of inflation for the fifth year in a
row. Looking ahead, net price growth is projected to be 0% to -3% per year through 2026.

e Opverall net spending on medicines (net manufacturer revenue) increased 12.1% in 2021, driven by the
“‘unprecedented contribution” of the COVID-19 vaccine and treatments. Excluding spending on COVID-
19 vaccines and treatment, spending on medicines increased just 4.9% in 2021.

e Excluding spending on COVID-19 vaccines and treatment, net per capita spending on medicines
declined by 1% in 2021.

e Looking ahead, net spending growth is projected to return to pre-pandemic trends, increasing 1% to 4%
per year, on average, through 2026.

e Brand medicine net prices are, on average, 49% lower than their list price.

e Savings from loss of exclusivity (LOE) totaled $93 billion between 2016 and 2021, more than offsetting
the $87 billion spent on newly launched brand medicines over this period.

Full Summary

Medicine Spending
e Total net manufacturer revenue on medicines increased 12.1% in 2021, driven by the “unprecedented
contribution” of the COVID-19 vaccine and treatments, reaching $407 billion.
o Excluding spending on COVID-19 vaccines and treatment, spending on medicines increased
4.9% in 2021.
e Total net manufacturer revenue on medicines is projected to increase 1-4% per year, on average,
through 2026.
e Real per capita net medicine spending (net manufacturer revenue) grew by 5.8% in 2021 when
factoring in COVID-19 spending.
o Excluding spending on COVID-19 vaccines and treatment, real per capital net medicine
spending would have declined by 1% in 2021.
o Medicine spending per capita has increased just $204 since 2011, a 1.8% compound annual
growth rate, from $1,028 to $1,232.
e Total net spending on medicines increased by $82 billion from 2016 to 2021, driven by new products
and increased utilization
o COVID-19 vaccines and treatments accounted for $29 billion of this growth
o Savings from loss of exclusivity (LOE) totaled $93 billion between 2016 and 2021, more than
offsetting the $87 billion spent on newly launched brand medicines
o Between 2016 and 2021, changes in brand medicine prices reduced total spending on
medicines by $700 million.



Exhibit 22: Spending and growth at estimated net manufacturer prices 2015-2020, all channels, US$Bn
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Source: IQVIA Institute, Mar 2022.

e Specialty medicines accounted for 55% of total medicine spending in 2021 but accounted for 3% of
total prescription volume.

Medicine Prices
e Net prices for brand medicines increased 1.0% in 2021, below the rate of inflation for the fifth year in a
row. Looking ahead, net price growth is projected to be 0% to -3% per year through 2026.
¢ Brand medicine net prices are, on average, 49% lower than their list price.
e List prices for brand medicines increased 4.8% in 2021, below the rate of inflation.

Exhibit 24: Wholesaler Acquisition Cost (WAC) growth and net price growth for protected brands
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Source: IQVIA Institute, National Sales Perspectives, Dec 2021; Bureau of Labor Statistics, Annual Average Monthly CPI Growth, Dec 2021.

Patient Out-of-pocket (OOP) Spending
e The average OOP cost per retail prescription was $9.41 in 2021 (down from $10.14 in 2016)
e The average OOP cost per brand retail prescription was $24.87 in 2021 (down from $27.41 in 2016)



Exhibit 31: Average final out-of-pocket cost per retail prescription by product type and method of payment,
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e Across all patients, 29% had no annual medicine OOP costs, 8% reached annual OOP costs above
$500, and 2.1% paid more than $1,500 OOP in 2021.

o Among Medicare beneficiaries, 22% had no annual medicine OOP costs, 16% reached annual
OOP costs above $500, and 4% paid more than $1,500 OOP.

o Among commercially insured patients, 23% had no annual medicine OOP costs, 7.3% reached
annual OOP costs above $500, and 1.6% paid more than $1,500 OOP.

e Over 92% of total prescriptions (brand and generic) had a final OOP cost below $20 in 2021, while
0.9% (totaling 64 million prescriptions) had a final OOP cost above $125.

e 73% of brand prescriptions had a final OOP cost below $20 in 2021, while 4% had a final OOP cost
above $125.

e Coupons and debit cards provided by brand manufacturers totaled $12 billion in 2021.

e Total patient OOP spending increased by an average of 1.5% per year over the past five years, slower
than the growth rate of payer spending on medicines, manufacturer net revenue growth, and spending
at list price.

Exhibit 17: Medicine spending at selected reporting levels, US$Bn
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Source: IQVIA Institute, Mar 2022; CMS National Health Expenditures (NHE), Dec 2020.
Abandonment
e Patients starting a new therapy abandoned 81 million prescriptions in total at the pharmacy in 2021.
e 61% of patients did not fill their new prescription when OOP costs exceeded $250, while just 7% of
patients abandoned their prescriptions when OOP costs were less than $10.
e Abandonment of medicines to treat chronic conditions resulted in 5.3 billion fewer patient days of
therapy in 2021.



Market Dynamics

e There were 72 novel active substances (NAS) launched in 2021, including emergency use
authorizations (EUA) for COVID-19.

e Over the next five years, a projected 250-275 NAS will enter the market but are anticipated to
represent an average 6—7% of brand spending compared to 11% in the past five years.

e LOE reduced net spending on brand medicines by $93 billion over the past five years, with a $62 billion
savings from small molecules and $31 billion savings from biologics

e LOE is expected to lower brand spending by $56 billion from 2022 to 2026, with $41.6 billion from
reduced spending on biologics.
Exhibit 42: U.S. impact of brand losses of exclusivity 2017-2026, US$Bn
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Source: IQVIA Market Prognosis, Sep 2021; IQVIA Institute, Mar 2022.

Medicine Use
¢ Medicine utilization, measured by days of therapy, grew by 3.3% in 2021
¢ In total, dispensed prescriptions increased by an average of 2.1% per year over the past five years,
driven mainly by the aging population.
e Retail drugs currently represent 86% of medicine use (by days of therapy), with non-retail accounting
for the remaining 14%.

Condition Specific Findings
e Oncology
o Oncology spending is projected to exceed $113 billion by 2026, with annual growth slowing to
9% due to competitive pressure from biosimilars
o Net prices for brand oncology products are, on average, 7% lower than the list price.
e Cell, Gene, or RNA Therapies
o There are currently 33 cell, gene or RNA-based therapies launched globally to-date, with 18
currently marketed in the U.S.
o An additional 55-65 new therapies are expected to launch globally by 2026
o “Even considering the large numbers of these products, they will not be more than 20% of all
new drugs expected to be launched in the next five years and less than 10% of the spending on
new drugs in the same period.”
o Spending on these treatments is projected to reach $11 billion by 2026, estimates range under
different assumptions ($7 to $20 billion).
e Diabetes
o Net prices for brand diabetes products are, on average, 78% lower than the list price.
o Total OOP costs paid by patients with insulin prescriptions amounted to $1.27 billion in 2021
= 44% of this total is from the 20% of prescriptions that cost patients more than $35
o Insulin OOP costs have declined by $500 million since 2018




= |finsulin OOP costs were capped at $35, patient spending would have been further
decline by $555 million.

o Net spending (manufacturer revenue) on diabetes medicines is projected to decline 12%

through 2026, while list prices are estimated to grow 10-13% annually
o Autoimmune

o Net prices for brand autoimmune products are, on average, 49% lower than the list price.

o Net spending on autoimmune disorder treatments is expected to exceed $70 billion by 2026,
slowing after 2022 due to key biosimilars
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Lessons Learned from Europe:

Price Setting Policies Erode Biopharmaceutical Leadership

Before adopting price setting policies,
Europe led the world in biopharmaceutical innovation.

Until the 1970’s the As Europearm govern'ments After adopting these
om . . . adopted stringent price measures, Europe
majority of innovative §= : ; .
medicines were ;_L setting measures, output trails the United States
develobed in Europe - fell and this leadership in R&D investment by
P pe- slipped away. more than 40%.*

Now biopharmaceutical innovation in the United States delivers
more new medicines than the rest of the world combined.

America leads the world in medical innovation because of the unique research ecosystem. The coronavirus
only highlights how important it is to have American companies and scientists finding new treatments and
cures to protect our citizens.

American innovation is responsible
for 57% of all new medicines that
treat patients around the world **

International reference pricing would threaten American
leadership in biopharmaceutical innovation.

International reference pricing is a form of government price setting in which U.S. bureaucrats would determine
the value of our medicines based on how foreign governments and politicians value these treatments and cures.

If the United States adopted European-style price setting policies, it would have resulted in an estimated
117 fewer new medicine compounds being developed between 1986 and 2004.***

We need U.S. innovation in new treatments and vaccines.

Tell policymakers to protect American biopharmaceutical innovation.

*Glinter Verheugen, Vice-President of the European Commission for Enterprise and Industry. 2005. “Biotechnology’s contribution to an innovative and competitive Europe.” Lyon. April 14, 2005.
**The Milken Institute (http://assets1c.mi insti g, icati hReport/PDF/C. port.pdf)

**Financial Effects of Pharmaceutical Price Regulation on R&D Spending by EU versus US Firms, Pharmacoeconomics (http://pubmed.ncbi.nim.nih.gov/20617857/)

Learn more at PhRMA.org %“A



INFLATION REDUCTION ACT
ALREADY IMPACTING R&D

Even before the Inflation Reduction Act passed and was signed into law, many predicted it would have an impact
on medical innovation. A recent survey of PhARMA member companies found many are already taking the law into
account when making R&D decisions. Here are some of the key findings from survey respondents:

of companies surveyed said the law and that they are already
creates significant uncertainty for reconsidering their RED investment
RED planning strategy

For those companies that answered the following questions:

O/ said early-stage pipeline projects said pipeline projects for new
78 /O are likely to be canceled 2/3 medicines that are planned but not yet
in clinical development will likely no
longer be pursued

630/ said they expect to shift R&D 570/ said they expect to reduce spending
O investment focus away from small O on new scientific platforms that may
molecule medicines take many years to develop

820/ of companies with pipeline projects in cardiovascular, mental health, neurology,
O infectious disease, cancer or rare diseases expect “substantial impacts” on R&D

OF MOYX @ decisions in these areas.

Learn more at

Source: Survey commissioned by PhRMA and conducted in November-December 2022 with 25 of 33 PhRMA member company responses.


http://PhRMA.org/Inflation-Reduction-Act

The United States vs. Other Countries:
Availability of Cancer Medicines Varies

RESEARCH e

PROGRESS e HOPE

The proposed International Pricing Index Model would set U.S. prices for medicines covered
under Medicare Part B based on the pricing policies of 14 foreign governments — many of which

set prices artificially low, resulting in severe access restrictions for patients.

New Cancer Medicines
Available

i
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Source: PhRMA analysis of IQVIA Analytics Link and FDA, EMA and PMDA data. June 2020. Note: New Active Substances (NASs) approved by the
FDA, EMA and/or PMDA and first launched in any country between January 2011 and December 2019. Average delay represents the time in months

since global first launch among NASs that have launched in a given country. IQVIA reports only the retail channel for Greece.

Updated July 2020




STATEMENT

RESEARCH PROGRESS HOPE

In Opposition to North Dakota SB 2031
— Prescription Drug Reference Rate Pilot Program
January 16, 2023

Position: PhRMA respectfully opposes SB 2031 — Prescription Drug Reference Rate Pilot
Program - because it allows the government to set the price of prescription drugs, which

could limit the prescription options available to patients in North Dakota, discriminate
against patients. stifle innovation, and raises significant legal concerns.

This proposed legislation requires state-regulated commercial insurance plans and pharmacies to
cap the amount paid for prescription medicines at a Canadian reference price. This legislation
could harm patient health outcomes because if a medicine cannot be purchased at the reference
price, it will not be available to patients—inserting the government between health care provider
and patient decision making. This legislation also could jeopardize the competitive market that
works to drive down drug prices if the number of medicines available on the market is reduced.

Implementing price controls at a time when the industry has been tirelessly dedicated to finding
treatments and vaccines for COVID-19 diverts industry resources elsewhere and risks current and
future innovation. We are in a new era of medicine that is bringing revolutionary, innovative
treatments, therapies, and cures to patients. Last year alone, the cancer death rate saw the biggest
one-year drop in history.! Unfortunately, this radical policy could freeze new, life-saving
innovation and force patients to face the uncertainty of a health care system where the government
sets prices for critical medicines, similar to what is done in other countries.

This proposed legislation ignores that there are meaningful policies for addressing
affordability without importing government price setting that could reduce treatment

options.

PhRMA is increasingly concerned that the substantial rebates and discounts paid by
pharmaceutical manufacturers, approximately $236 billion in 2021, do not make their way to
offsetting patient costs at the pharmacy counter. Patients need concrete reforms that will help lower
the price they pay for medicines at the pharmacy, such as making monthly costs more predictable,
making cost-sharing assistance count toward a plan’s out-of-pocket spending requirements, and
sharing negotiated savings on medicines with patients. These policies can be done without
importing international price setting, which can reduce the options available to treat patients.

1 Facts and Figures 2019: US Cancer Death Rate has Dropped 27% in 25 Years, Cancer.org. Available at https://www.cancer.org/latest-
news/facts-and-figures-2019.html.

2 Fein, A. “The 2021 Economic Report on U.S. Pharmacies and Pharmacy Benefit Managers,” Drug Channels Institute. March 202.
https://www.drugchannels.net/2021/04/gross-to-net-bubble-update-net-prices.html

#13149



International reference pricing could threaten drug development and replaces market
competition with government price setting.

This legislation replaces market competition with government price setting or price controls,
basing U.S. medicine prices on the policies of other governments that ration care in their own
countries. The legislation threatens to drastically reduce development of new medicines at a time
of remarkable scientific promise, undermining U.S. global leadership in biopharmaceutical
innovation. Government price setting diminishes the incentive for biopharmaceutical
manufacturers to invest in the research and development of new medicines. By requiring state-
regulated commercial insurance plans and pharmacies to cap the amount paid for prescription
medicines at a reference price, this creates a price control on these medicines that could have the
long-term effect of decreasing access to medications.

On average, it takes more than 10 years and $2.6 billion to research and develop a new medicine.
Just 12% of drug candidates that enter clinical testing are approved for use by patients. Efforts to
impart price controls on innovative manufacturers could chill the research and development of
new medicines by taking away the incentives that allow manufacturers to invent new medicines.

For years, Canada has imposed price controls and other measures that significantly undervalue
innovative medicines developed in the United States. Research shows that U.S. patients enjoy
earlier and less restrictive access to new therapies.> This is reinforced by the United States
Department of Health and Human Services’ own analysis of Medicare Part B drugs which showed
that only 11 of the 27 drugs examined (41%) were available in all 16 comparator countries, nearly
all of which have single payer health care systems.*

In fact, American patients have faster access to more medicines than patients anywhere else in the
world, and doctors and patients work together to decide which medicine is right for them. In
countries that use international reference pricing and other government price controls, patients can
access fewer new medicines and face long treatment delays. Nearly 90% of new medicines
launched since 2011 are available in the U.S. compared to just 50% in France, 46% in Canada
and 41% in Ireland — countries that use some form of international reference pricing.> Even the
medicines available in these countries take much longer to reach patients. On average, patients
must wait at least 18 months longer in France, 15 months longer in Canada, and 20 months longer
in Ireland than in the U.S.

By importing prices set in other countries, this legislation also imports cost-effectiveness
analvses that are known to be discriminatory.

Studies using cost-effectiveness analysis (CEA) rely on the use of discriminatory Quality Adjusted
Life Years (QALYs) and cost-per-QALY thresholds. Developed from population averages,
QALYs ignore important variability in patients’ individual needs and preferences. Experts have

3 1QVIA Institute, Global Oncology Trends 2017, Advances, Complexity and Cost. May 2017.

4U.S. Department of Health and Human Services, Office of the Assistant Secretary for Planning and Evaluation (ASPE). Comparison of U.S. and
International Prices for Top Medicare Part B Drugs by Total Expenditures. October 25, 2018.

5 The Catalyst, Setting the record straight on international reference pricing. July 19, 2019. Available at https://catalyst.phrma.org/setting-the-
record-straight-on-international-reference-pricing.




identified that QALY discriminate against people with disabilities by placing a lower value on
their lives. A report issued by the National Council on Disability in 2019 “found sufficient
evidence of the discriminatory effects of QALY's to warrant concern, including concerns raised by
bioethicists, patient rights groups, and disability rights advocates about the limited access to
lifesaving medications for chronic illnesses in countries where QALY s are frequently used.”®

In countries that rely on CEA to determine coverage and payment, like Canada, many patients face
significant restrictions on access to treatments, including those diagnosed with cancer, diabetes,
and rare diseases. An analysis noted that these types of cost-effectiveness assessments and
recommendations based on population-averages fail to properly adjust to the demands of an
evolving health care system and do not reflect the rapid pace of the science, or the needs and
preferences of the patients.’

This legislation raises significant legal concerns.

The proposed legislation raises constitutional concerns under the Supremacy Clause because it
would restrict the goal of federal patent law, which is to provide pharmaceutical patent holders
with the economic value of exclusivity during the life of a patent. Congress determined that this
economic reward provides appropriate incentive for invention, and [State] is not free to diminish
the value of that economic reward. Specifically, in the case of BIO v. District of Columbia, 496
F.3d 1362 (2007), the U.S. Court of Appeals for the Federal Circuit overturned a District of
Columbia law imposing price controls on branded drugs, reasoning that the law at issue conflicted
with the underlying objectives of the federal patent framework by undercutting a company’s ability
to set prices for its patented products. The court’s decision stated that “[t]he underlying
determination about the proper balance between innovators’ profits and consumer access to
medication ...is exclusively one for Congress.”

This legislation gives the insurance commissioner broad discretion to determine which products
will be subject to a price control, and biopharmaceutical manufacturers are not provided due
process at any stage of the commissioner’s determinations. In addition, there is no clear mechanism
for a biopharmaceutical company to appeal a penalty from the insurance commissioner and/or
Attorney General.

Finally, this legislation regulates extraterritorial transactions and discriminates against
manufacturers that sell patented products in other nations, raising Dormant Commerce Clause and
Foreign Commerce Clause concerns respectively.

PhRMA recognizes the access challenges faced by patients in North Dakota with serious diseases.
However, this legislation could limit the treatments available to patients and stifle
innovation. PhARMA stands ready to work with the legislature to develop market-based solutions
that help patients better afford their medicines at the pharmacy counter.

For these reasons, we respectfully oppose SB 2031.

6 National Council on Disability, “Quality-Adjusted Life Years and the Devaluation of Life with Disability (letter of transmittal).” November 6,
2019.
7 Context Matters. NICE Limits Reimbursement for Oncology Products beyond EMA Product Labeling. May 2014.
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POLICIES TO HELP
PATIENTS PAY LESS

FOR THEIR MEDICINES

America’s biopharmaceutical companies agree that, for too many Americans, the health care system is not working and needs to change.

While medical innovation has made the United States a world leader in the discovery of new medicines, these treatments won’t benefit patients

who can’t get them.

There are no easy solutions, but patients need real leadership from everyone involved in our health care system to make it work better. That’s

why our companies are calling for everyone in the health care system to join us in supporting common-sense reforms to make insurance work

like insurance and ensure that patients can access and afford the medicines their doctors prescribe.

We believe the following policies are the best way to achieve these goals and make sure that patients pay less for their medicines.

Share the Savings

Make Coupons
Count

Offer Lower, More
Predictable Cost
Sharing Options

Cover Medicines
from Day One

Cap Patient
Cost Sharing

On average, more than half of spending on brand medicines goes to health insurers, PBMs, the
government and others, not the manufacturer that researched and developed the medicine.
However, patients often do not benefit from these significant discounts in the form of lower
out-of-pocket costs for their medicines. That’s not right, and it needs to change. If insurance
companies and middlemen don’t pay the full price for medicines, patients shouldn’t have to either.
These rebates and discounts must be directly shared with patients at the pharmacy counter.

In some cases, health insurance companies are not allowing the coupons manufacturers
provide to patients to count towards deductibles or other cost sharing requirements, meaning
patients could be paying thousands more at the pharmacy than they should be. We need to
end this practice so that patients are getting the full benefit of programs meant to help them
access their medicines.

Actual spending on medicines is growing at the slowest rate in years. Unfortunately, it doesn’t
feel that way for patients. Insurers are increasingly using high deductibles and coinsurance that
result in patients paying more for certain medicines out of pocket. Patients should have more
choices when it comes to their medicine coverage. Every state should require health insurers
to offer at least some health plan options that exclude medicines from the deductible and offer
set copay amounts instead of forcing patients to pay an amount based on the full list price of
their medicines.

Insurers increasingly require patients to pay high deductibles before receiving coverage of
their medicines. This can lead to patients rationing or not taking their medicines, which can
result in devastating consequences to their health. Policymakers can help patients from day
one by requiring all plans to cover certain medications used to treat chronic conditions with
no deductible. Additionally, insurers should be mandated to offer some plans that cover all
medicines from day one.

Many commercially insured patients are being exposed to high out-of-pocket costs due to
increasing use of deductibles and coinsurance. High cost sharing is a barrier to prescription
medicine access, especially for patients with chronic, disabling or life-threatening conditions,
who shoulder the largest share of the burden. Cost sharing should not be so burdensome that
it prevents patients with insurance from accessing necessary prescription medicines.



2023 Senate Bill No. 2031
Testimony before the Senate Human Services Committee
Presented by Tim Wahlin
Workforce Safety and Insurance
Date: January 16, 2023

Mr. Chairman and Members of the Committee:

My name is Tim Wabhlin, Chief of Injury Services at Workforce Safety & Insurance (WSI). | am
here today to provide testimony regarding Senate Bill No. 2031. The WSI Board has taken a
neutral position on this bill as amended. In the event the amendment fails, the WSI Board would
oppose passage of this bill.

The proposed legislation appears to exclude the agency from its scope, but there is some
uncertainty. In an effort to clarify the agency’s exclusion we offer the attached amendment. The
amendment would treat WSI like North Dakota State Medicaid.

Workforce Safety and Insurance is a state agency responsible for providing workers’
compensation insurance to all North Dakota employers. Benefits paid include wage replacement,
all related medical, including pharmacy benefits for work related injuries. Consequently, the
agency contracts with a pharmacy benefit manager (PBM) to provide injured employees real-time
access at the time of these transactions.

WSI has just completed a request for proposal solicitation and engaged a new PBM. The
changeover occurred January 1 of 2023. As part of the contract with our PBM partner, pricing
formulations have been established. They have been built into a system according to our
requirements for the negotiated price. Were WSI included within this legislation, we would be
required to renegotiate the contract terms and reimplement this system. The costs for doing so
are unknown at this point. Likewise, our PBM partner’s ability to meet these terms is unknown.

The WSI system of pharmacy benefits as it exists is fully transparent regarding pricing and is
required for nationwide deployment because our injured employees reside in areas other than
North Dakota. The system proposed may well jeopardize our ability to remain engaged with our
current partner. That in turn would jeopardize our ability to service our injured employees.

For these reasons WSI’'s Board requests adoption of the clarifying amendment.

This concludes my testimony and I'd be happy to answer any questions you may have.

#13235



PROPOSED AMENDMENT TO SENATE BILL NO. 2031

Page 1, line 24, after “program” insert “or workforce safety and insurance”

Renumber accordingly
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NATIONAL TAXPAYERS UNION

January 16, 2023

The Honorable Judy Lee, Chairman
The Honorable Sean Cleary, Vice Chairman
Senate Committee on Human Services

Dear Chairman Lee, Vice Chairman Cleary, and Members of the North Dakota Senate
Committee on Human Services,

As a former state legislator and pediatric nurse practitioner, I am deeply concerned that, despite
the well-meaning intent behind Senate Bill 2031, North Dakota patients and taxpayers will not
be well-served if this bill becomes law.

Typically, I encourage efforts to use pilot programs to study the effects of new policies before
full implementation. But it is already well-documented that drug price controls create unintended
consequences that limit patient access to necessary medications, cause delays in therapeutic
regimens, and harm the development of new groundbreaking and life-saving medications. As a
recent December 2022 report from North Dakota State University’s Dr. Raymond March found,
“Thousands of examples and a large body of research consistently find price controls fail to
deliver while causing considerable harm. Implementing them in North Dakota would be a
disastrous misdiagnosis.”

National Taxpayers Union, the nation's oldest taxpayer advocacy organization, stands with
taxpayers and patients as you look at reducing the costs they pay for health care. Senate Bill
2031 will further imperil access to treatments for North Dakotans who need newly innovated
pharmaceutical solutions to their health problems. North Dakota patients shouldn’t rubber stamp
the Canadian government’s drug pricing system and hinder the availability of the latest
medications they will need.

The current version of this bill also attempts to penalize companies that might pull their drugs
from the state because of the proposed price-control schedule based on Canadian drug prices.
Beyond the question of how the state would enforce this provision, the inclusion of this language
acknowledges that prescription drug access will diminish under a system where the government
sets prices.

National Taxpayers Union stands ready to assist state lawmakers as they pursue a comprehensive
analysis of finding cost-saving measures for patients. I hope you will consider more viable,
free-market approaches that will lower costs and protect your constituents at the same time.



However, the unintended consequences of this North Dakota bill need to be considered, and it
should not pass.

Thank you for the opportunity to submit testimony on this bill, and I would be happy to answer
any questions you may have.

Sincerely,

Leah Vukmir
Vice President of State Affairs
National Taxpayers Union
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TESTIMONY OF SCOTT MILLER
IN OPPOSITION
Senate Bill 2031 — Prescription Drug Reference Rate

Good Morning, my name is Scott Miller. | am the Executive Director for the
North Dakota Public Employees Retirement System, or NDPERS. | appear
before you today in opposition to Senate Bill 2031.

As you are all aware, NDPERS administers the State’s health insurance
plan, including pharmacy benefits. We are acutely aware of the incredible
cost of prescription drugs in the United States, and we support efforts and
discussion on how to reduce those costs.

However, Senate Bill 2031 will not do that.

What Senate Bill 2031 does is attempt to put a cap on the amount that can
be paid for certain drugs. That cap is based on Canadian drug prices. The
Insurance Department would need to research those costs and set those
prices. The bill then prohibits pharmacies and NDPERS from paying a
higher price for those drugs than the Insurance Department sets. If
NDPERS or a pharmacy pays more than that price, the bill imposes a class
A misdemeanor as punishment. Note that NDPERS does not purchase
prescription drugs, so the punishment provisions would be inapplicable to
NDPERS. But they would apply to pharmacies.

What Senate Bill 2031 does NOT do is attempt to restrict the price set by
drug manufacturers and distributors. The bill instead requires
manufacturers to “negotiate in good faith with any payor or seller of
prescription drugs” for “a price that is within the referenced rate”. There is
no requirement that the manufacturer or distributor agree to sell the drug
for such a price.




As an example, the drug Ozempic sells in the US for $1,060, and in
Canada for $142. Since $1,060 is the going market price for the drug in the
US, there is little reason for the manufacturer or distributor to agree to sell
the drug for less. The debate on whether insisting on selling that drug for
the market price is not “in good faith” would be an interesting one, and |
don’t know who would make that argument on the State’s behalf.

In any event, our pharmacies could not buy that drug for more than $142
without facing criminal penalties.

As a result, this bill will not only fail to affect the price of prescription drugs
in North Dakota, but it will have two additional wide-ranging effects:

1. It will essentially remove those drugs from the drugs available to
NDPERS Group Health Insurance Plan participants, since
pharmacists will probably not be able to obtain those drugs at the set
prices; and

2. It will cause many, if not all, of the pharmacies in our network to
cease participation in the network, thereby removing all access to
prescription drugs for our participants.

There are a number of other notations from Deloitte, our health plan
consultant, which | provided to the Employee Benefits Programs
Committee:

1.  Determining the actuarial impact is difficult based on the
information available, the number of assumptions that would need
to be made, and the uncertainty of how the bill could be
implemented and administered



2.  The program would most likely yield lower costs if the legislation
can be implemented, operationalized, and complied with by the
various stakeholders, which present significant challenges

3.  The appropriate methodology used to identify the costliest 25

drugs and their “net price” is complex

The methodology for calculating “savings” is also challenging

A process for converting drug prices from $Canadian to $US will

need to be created

6. The Affordable Care Act prohibits the use of a metric used in
Canada to set prices

7.  The bill may lower prices and potentially future premiums, but may
not directly benefit members because of the typical
copay/coinsurance and annual maximums

8.  The penalty provisions attempt to apply to NDPERS, but NDPERS
does not purchase prescription drugs, and so the provisions would
be inapplicable

9. However, pharmacies in the state, which would be subject to the
penalty provisions, may elect to terminate participation in the
NDPERS network because of those penalties

10. Access to the affected drugs may be reduced

11. The reference rate may conflict with federal most favored nation
(MFN) requirements, which restrict manufacturers from offering
rates lower than what the federal government pays for Medicaid

12. The U.S. Constitution’s Commerce Clause may affect the ability to
assess penalties on manufacturers

oA

| think we can all agree that US citizens pay far too much for prescription
drugs. However, the solution to that problem has so far eluded even the
most impressive economic minds. This bill is not the solution. | ask you to
vote “do not pass” on SB 2031.



Complaining about a
problem without proposing a
solution is called whining.

#13288

Bette B. Grande
President & CEO

#

-Teddy Roosevelt POLICY CENTER

Chairman Judy Lee and members of the Senate Human Service committee,

My name is Bette Grande, and | am the CEO of the Roughrider Policy Center (RPC).
Thank you for this opportunity to submit testimony regarding SB2031.

As a research and education organization, RPC has a goal to support policies

that expand access, increase choice, improve quality, and reduce cost for all North
Dakotans seeking healthcare. We are all fighting for more affordable medications for
patients in need. However, this Bill is not the way to reach our goal. This proposal will
cause more harm than good, and we urge lawmakers to reject SB 2031.

This bill would impose price controls on prescription drugs, referencing prices from
Canada with significant unintended consequences. The history and experience of price
controls, in whatever form, has been harmful for consumers. Imposing a cap on
prescription drugs based on an entirely different healthcare system with different
policies in another country would simply not work in our American free market system.

Additionally, this price cap policy will risk future innovation in the field of medicine and
innovation has led to many of the breakthroughs we benefit from today. The United
States is a leader in this regard, and it has allowed Americans to get the quickest and
best access to new, life-saving medications. Especially during COVID-19, when we
need innovative ways to combat a new virus, we cannot begin to limit our research
opportunities.

For Liberty,

Bette Grande

Bette Grande is the CEO of the Roughrider Policy Center, North Dakotas Think Tank
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SANFDRD

HEALTH PLAN

Madam Chair and Members of the Senate Human Services Committee -

Good Morning, my name is Dylan Wheeler, Head of Government Affairs for Sanford Health. Sanford
Health respectfully opposes SB2031, which would establish a Prescription Drug Refererenced Rate
Pilot Program to many different health insurance markets in North Dakota. Sanford Health applauds
the effort from Represenative Meier in seeking to address the rising problem of high cost prescription
drugs. Additionally, Sanford Health generally supports efforts that address the root cause of rising
prescription costs for our patients and members. However, we have concerns about SB2031 and the
feasibility in operationalizing and implementing the proposal.

As Delloite notes in their actuarial memo (presented to the Employee Benefits Committee), compliance
with the proposal would likely present significant barriers with the listed stakeholders in the [
legislation. Sanford Health also has concerns with the impact the legislation will have on the avialbility

of medications to our members and patients. While the legislation does call for penalties to

manufacturers who withdraw from the market (which also may have legal implications), we have

concerns about the adverse actions or impact the new pricing will have on availability for critical

medications. Finally, attaching prescription drug prices to another nation or benchmark raisies

additional questions about whether that particular nation is proper to analyze against in terms of a

comparable market, but also whether another nation would have to comply or supply the information

laid out in SB2031.

I thank you for your diligent consideration and please do not hesitate to contact me directly should
their be any questions.

Respectfully Submitted,

Dylan C. Wheeler, ]JD, MPA
Head of Government Affairs
Sanford Health Plan

Page 1|1
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Bioscience Association of North Dakota
4200 James Ray Drive Suite 500 #503
Grand Forks ND
Ph: 701-738-2431
richard@ndbio.com

January 13, 2023
Dear Chairman Lee, Respected Members of the Human Services Committee:

The Bioscience Association of North Dakota opposes North Dakota SB 2031- a Prescription Drug
Reference Rate Pilot Program.

Position: BIO ND respectfully opposes SB 2031 a Prescription Drug Reference Rate Pilot Program which could
have significant and detrimental effects on North Dakota patients. Imposing government price controls on
manufacturers risks patient access to prescription drugs and would negatively impact the future of research
and development of new drugs.

It is no secret that both the State and Federal Governments are trying to find ways to reduce the cost
of prescription medications. One of the ways that the Government is trying to reduce the cost of prescription
medications is to place price controls on prescription drugs. This is what SB 2031 is attempting to achieve.

Five of the biggest reasons not to implement this program is (1) the fact that it will require extensive
state resources for the implementation and administration of such a program (the cost according to the Fiscal
Note is $3.1 million dollars per year just for the Insurance Division, but ignores the Attorney General, who
likely has to enforce it); (2). It is already being done by the Federal Government in the Inflation Reduction Act:
(3) it violates the concept of a “Free Market System”; (4) it can cause life threatening shortages of essential
drugs; and 5). would negatively impact the future of research and development of new drugs.

In the opinion of the Association, it would require the creation of a whole new bureaucracy to carry
out this program. Such a program would ultimately assign new responsibilities to the Insurance Department of
the State of North Dakota such as designing the program to comply with State and Federal Laws, hiring of an
outside consulting firm, and law enforcement problems such as jurisdictional questions, litigation, and
increased costs. It is the Association’s belief that such a program will not provide significant savings, nor
achieve appropriate levels of accessor availability. Further, it does not justify its annual cost of $3.1 million
while increasing the regulatory burden on the pharmaceutical industry.

But a better argument for not passing this legislation is that the Federal Government is already doing
it! A centerpiece of the Inflation Reduction Act as passed by Congress was drug pricing legislation, The
prescription drug provisions included in the Inflation Reduction Act will:

1). Require the federal government to negotiate prices for some drugs covered under Medicare Part B
and Part D with the highest total spending, beginning in 2026;

2). Require drug companies to pay rebates to Medicare if prices rise faster than inflation for drugs used
by Medicare beneficiaries, beginning in 2023;

3). Cap out-of-pocket spending for Medicare Part D enrollees and make other Part D benefit design
changes, beginning in 2024;

4). Limit monthly cost sharing for insulin to $35 for people with Medicare, beginning in 2023;

5). Eliminate cost sharing for adult vaccines covered under Medicare Part D and improve access to
adult vaccines in Medicaid and CHIP, beginning in 2023;


mailto:richard@ndbio.com

6). Expand eligibility for full benefits under the Medicare Part D Low-Income Subsidy Program,
beginning in 2024;
7). Further delay implementation of the Trump Administration’s drug rebate rule, beginning in 2027.

It is true, that people 65 and older pay the most for prescription drug expenditures (Health Policy
Institute, 2021). Medicare is the single largest customer in the pharmaceutical market. According to data from
the Centers for Medicare & Medicaid Services (CMS), U.S. prescription drug expenditures totaled $370 billion
in 2019.That is why the Inflation Reduction Act is so important. The Inflation Reduction Act will eventually
reduce the amount that those people over 65 will pay for prescription drugs, thereby reducing costs to the
government and consumers. So there is already Legislation in place to answer the needs of people 65 and
older which will have the effect of on reducing prices of prescription drugs to other consumers.

North Dakotans are believers in the “Free Market System”. They believe in an economic system based
on supply and demand with little or no government control. It contributes to economic growth and
transparency. It ensures competitive markets and adequate supply to meet demand. Consumers' voices are
heard in that their decisions determine what products or services are in demand. Supply and demand create
competition, which helps ensure that the best goods or services are provided to consumers at a lower price.

The “system” being proposed in SB 2031, is not a “Free Market System”, rather it is the opposite of a
market economy — i.e., a "non-market" or "planned" economy — one that is heavily regulated or controlled
by the government. The sale of Prescriptions Drugs in this State is going to be controlled by the Insurance
Commissioner and enforced by the Insurance Commissioner in collaboration with the Attorney General.
Violate the provisions of this act and in specific instances a company can be fined up to $500,000.00.

The way | interpret this law, let us say, | am the manufacturer of a specific referenced drug, as defined
in the act. | determine that | no longer wish to “sell” that drug in our State because the price | am allowed to
charge does not cover the cost of my investment, manufacture and distribution. If it is determined by the
Insurance Commissioner that this constitutes for the “purpose of avoiding the impact of this pilot program as
set forth in section 19 -25— 07", | can be “fined” five hundred thousand dollars or the amount of annual
savings determined by the insurance commissioner as described in subsection 4 of section 19 - 25 - 04,
whichever is greater.

Hardly a “free market system.” | wonder how this would go over if this was “beef cattle” and a law is
passed saying beef producers must sell their cattle at a price determined to be fair by the Commissioner of
Agriculture, or they can be fined out of existence.

But one of the greatest drawbacks to this type of system is that it causes “shortages”. As the Canadians
themselves found out.

“In 2018 alone, Canadian patients faced shortages for hundreds of medications,
including EpiPens, opioid drugs, and treatments for Parkinson's disease, schizophrenia, and depression.
In many cases, these shortages can have severe and life-threatening consequences. One of the reasons
behind this finding could be related to the lower reimbursement price for generic drugs based on the
pan-Canadian tiered pricing framework and provincial price-cap policies. The team also found that
markets with a larger proportion of their drugs covered under provincial formularies were more likely
to be in shortage.” (“One quarter of prescription drugs in Canada may be in short supply”; Published in
“Science Daily” Dated, September 1, 2020; Source: University of British Columbia;
https://www.sciencedaily.com/releases/2020/09/200901085306.htm)



https://www.sciencedaily.com/releases/2020/09/200901085306.htm

SB 2031 also would negatively impact the future of research and development of new drugs. For a new
drug entering the market in 2022, the costs behind its approval averages US S2 billion. In addition, the drug
development process takes around 14 years of research and regulatory procedures before it is approved for
sale (“The Process and Costs of Drug Development (2022)”, “Discovery To Market”; By Sean Lim,

Published On: June 28, 2018 by “For the Love of Science”, Last Updated: November 28, 2022,
https://ftloscience.com/). Many potential drugs never make it to market. Only about 12 percent of drugs
entering clinical trials are ultimately approved for introduction by the FDA (Congressional Budget Office, Apr 8,
2021; https://www.cbo.gov/publication/57126). That means the drug development business is very risky. It
takes a lot of “capital investment” and a lot of time from time of discovery to entry into the marketplace. Then
for each drug approved, there are about 9 failures. All of this is factored in when determining “price”. By
setting the price of medicine, North Dakota will be diminishing the incentive for biopharmaceutical companies
to invest robustly in Research and development.

In the Association’s opinion, history has shown that people are going to sell their goods and services in
markets where they can get the highest prices. If a manufacturer or distributer can get a higher price for his
goods in, say New York rather than North Dakota, he is going to service that market first and that is going to
lead to shortages in other markets. That is one of the reasons why price controls do not work.

We ask for an unfavorable vote on SB 2031.

Richard Glynn

Executive Director

Bioscience Association of North Dakota
richard@ndbio.com
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SENATE BILL 2031

Presented by: Jon Godfread
Insurance Commissioner
North Dakota Insurance Department

Before: Senate Human Services Committee
Senator Lee, Chairwoman

Date: January 16, 2023

Good morning, Chairwoman Lee and members of the committee. My name is Jon Godfread,
and | am the North Dakota Insurance Commissioner. | am here today in opposition of Senate
Bill 2031.

The intent behind this bill has merit because we too agree that drug prices are too expensive
for consumers, however there are many logistical issues with the concept of the Insurance

Department creating and running a pilot program to attempt to bring prices down.

First, SB 2031 would require the Insurance Department to create and administer a program for
which we have no current staff expertise. therefore, as indicated in our fiscal note, we would
require authorization for 2 FTE’s and funding for consultants with expertise in the field. We

project an appropriation of $3.1 million for the biennium to stand up this pilot program.

The Department arrived at this conclusion based on an analysis of SB 2031 conducted by an
independent consultant, whom we had on retainer for other studies completed during the
interim. Analysis showed that this bill, as it is currently written, would require 2 FTEs and
approximately 2,500 consultant hours per year or 5,000 hours over the course of the biennium.
The reason for this large number is due to the specific requirements and the consistent and
constant monitoring of those requirements to properly implement the legislation. The world of
prescription drugs is a very niche market and so we are also concerned that we would struggle

to find staff to fill those positions.



This bill also states, on page 2 line 7, that it is a violation for state entities and health plans to
purchase drugs for a cost higher than the referenced rate, but our question is would the
Commissioner then impose a penalty to another state agency if there is a violation? We
understand that this would need to be referred to the Attorney General as the bill states that a

violation is a Class A misdemeanor and we do not have prosecutorial authority.

Additionally, there is another issue related to the enforcement of this bill as the Insurance
Commissioner would have authority to enforce penalties on drug manufacturers and
distributors if there are violations, but if they choose not to pay then we do not believe that we

have any legal recourse.

Finally, we are also unsure of who is responsible for defending the state if this bill is ultimately
litigated. We are a special funded agency and thus any litigation that directly involves the
Insurance Commissioner is generally defended by our staff attorneys. However, in this
instance we lack the capacity and expertise to defend a lawsuit around pharmaceutical
regulation. Again, the Department currently has no experience or expertise in this area, and
that includes within out legal team. In the past we have relied on the Attorney General and
their expertise to assist in this kind of litigation, however that comes at a cost to a special
funded agency. If SB 2031 is passed, we would like to have the bill amended to clearly outline
that any litigation stemming from this legislation shall be handled by the Attorney General’'s
office. The Insurance Department, as the administrator of the program, would assist with the
defense, but cannot be responsible for the costs associated with any litigation that results from

this program.

We understand that this bill is a pilot program, and it is designed to help bring drug prices
down, but the requirements under this bill are extensive and we struggle to understand how
the Insurance Department would effectively administer this program if enacted. | believe that
my record shows that | stand in support of trying to lower health care and prescription drug
costs for North Dakotans, but as to this specific legislation the Department must stand in

opposition.

Thank Mr. Chairwoman and members of the committee, happy to take questions.
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SB 2031 — Testimony by Dustin Gawrylow (Lobbyist #266) North Dakota Watchdog Network

Madam Chair,

I stand in opposition of Senate Bill 2031 on the basis that while there is definitely a problem with
prescription drug prices, adding more government regulation to the mix is not the solution.

“There ought to be a law!” and “We have to do something!”

Those are two sentences that advocates of smaller government hate to hear, especially when said by
typically conservative lawmakers.

The jist of this bill is to create a pilot 17 19-25-04. Referenced drug identification.
program for the State Insurance 18 1 , i
Commissioner to be put iH the pOSitiOH 19 prescription drugs utilized under the public employees retirement system health

. e . 20 benefits coverage based upon net price times utilization.
of negotiating with drug makers to o1 )

. . i i i
IOWET prlces fOT retlred State employees' 22 the commissioner the list of prescription drugs referenced in subsection 1. For each of
(If the pﬂOt program “works” it is 23 these prescription drugs. the public employees retirement system also shall provide
presumed it would be expanded. 2% ¢ , , :

25 on each of those prescription drugs for the previous calendar year.
One question that Should be raised is: 26 3. Using the information submitted under subsection 2, before December of each year.
wouldn’t it be better to negotiate a deal ~ 27 = - - : HE :
. . 28 twenty-five drugs subject to the referenced rate and the referenced rate.

with the health insurance company that .

The commissioner shall determine the referenced rate by comparing the wholesale
provides all state employees with health 3, st i

insurance, and create a side-benefit for
retirees that way? - sort of our North
Dakota’s own version of Medicare Part

Page No. 2 23.0092.01000

D. It would seem that it would be ea s e /mm————————————
for an existing insurance company to
negotiate and cover these costs than
trying to invent a new process and new

Sixty-eighth
Legislative Assembly

1 a. Ontario ministry of health and long term care and most recently published
bureaucracies to put the state’s 2 on the Ontario drug benefit formulary:
insurance commissioner in charge of . . ; :
d . 4 the Quebec public drug programs list of medications:
rug prices. 5 c. British Columbia ministry of health and most recently published on the BC
i ic hill i 6 pharmacare formulary: and
The most egregious feature of this bill is
. A A £ d. Alberia ministry of health and most recently published on the Alberta drug
that it attempts to normalize deferring 3 T

North Dakota policies to the policies of
Canada. (Bernie Sanders would love this idea!)

Even more amazing is that recently, North Dakota State University published a paper regarding the
dangers of pharmaceutical price controls.

We are expending tax dollars to develop academic research at our publically funded
universities showing that these are bad policies - but yet some legislators want to push forward.



Pharmaceutical Price Controls

Policy Brief

Destroy Innovation and Harm Patients

Raymond J. March, Ph.D.

December 2022

The IQVIA Institute [20Z1) forecasts total medical
spending in the 115, will reach between $380-$400
billion by 2025. A growing component of this jarring
figure is prescription drug costs. Nearly 48 percent of
Americans use at least one prescription drug daily
(CDC, 2019). More people might use prescription drugs
if they can afford them. A 2019 survey finds nearly 30
percent of prescriptions remain unfilled because
patients fear they will be too expensive (KFF, 2020).
Skyrocketing health care costs have motvated
politiclans to step In and look for solutions. Price
controls are thelir latest (of many failled) artempts to
address pharmaceuticals. While price controls for
drugs were once political rhetoric, they might soon
become the next foolhardy attempt to fix healtheare
woes. Colorado recently became the first state to
implement a price cap on insulin (Zialcita 2021). Even
North Dakota has considered similar policies. 2021's
Senate Bill No. 2170 aimed to fine producers $1,000 for
charging higher prices than Canadian pharmacies and
will be reintroduced in 2023.

North Dakota does have a preseription drug
expenditure problem. In 2019, North Dakotans spent
nearly $1.5 billion on prescription drugs (Definitive
Healtheare, 2022). This ranks amongst the highest per
capita expenditures in the country. But price controls
are no solution. At best, they fail. At worst, they create
severe unintended consequences which  harm
consumers and producers.

Price controds for pharmaceuticals are a clear example
of the dangers of well-intended but poorly thought out

policy- crippling suppliers from innovating new and
cheaper products while also slashing patient access to
much-needed (even life-prolonging) medical goods.
Morth  Dakota's characteristics and economic
conditions would only make these consequences
WOTSE,

Price Controls: Bad in Theory, Worse in
Practice

Prices play an indispensable role in the economy.
They inform both buyers and sellers how much of a
good is available. Higher prices motivate producers to
find profitable ways to make more. They also
encourage consumers o buy less (or buy something
else).

When policies prevent prices from rising, consumers

buy more while prodecers make less [or
make something else). Price controls reduce
patient availability when the  product s

prescription drugs while cutting motivation and
resources for drugsuppliers to invest and improve
(now less profitable] goods (Calfee, 2001). Both
parties are worse off- the worst outcome a policy can
create.

This fundamental economic lessom applies o all
products in all markets. Shuttenger (2014) reviews the
use and effects of price controls extending back
thousands of years and for hundreds of products. The
results are always the same: less avallabllity and
rippling effects across other markets worsen an
already difficult situation.

December 2022



Numerpus studies demonstrate that prescription drug
prices, even when high, are no exception to this
predictable pattern. Klye [2007] and Schulthess and
Bowen (2021] find drug developers were less likely to
dedicate funds to R&D and Introduce new drugs within
countries with pharmaceutical price controls. Eger and
Mahlich {2014) similarly find that firms selling drugs
in price-regulated European markets ovse less RED
spending. Philipson and Durie (2021) review the
Lower Drug Costs Now Act proposed by the Biden
Administration and estimated the act would cost
between 167-342 new drug approvals while also
reducing R&ED spending by about $952.2 billlon to
$2 illion across 18 years.

Cutting R&D comes at the cost of future Innovation-
meaning fewer ploneering medical  discoveries,
cheaper drugs, and lifesaving medications. Motkuri and
Mishra (2018) find that India’s efforts to implement
price controls considerably reduced patent access to
lifesaving drugs. In their illustrating but concerning
paper entitled The Cost of .S, Pharmaceutical Price
Reductions: A Financlal Simulation Model of R&D
Decisions, Abbat and Vernon [2005) note that even
modest price controls m the W, pharmaceutical
market could truncate R&D expenditures across the
pharmaceutical market by 5 percent. For reference,
federal funding provided to Pfizer to produce the first
authorized Covid-19 vaccine was only an B percent
R&D increase.

Current drug availability will also sharply decrease
because of decreased profitability (Ingram 2011).
While some “blockbuster” drugs have high-profit
margins, most prescription drugs made modest gains.
Abbot and Vernon (2005) note that enly 30 percent of
drugs recoup thelr RED expenditures once they reach
L5 patients.

Drug shortages caused by price controls are also well
documented. Slin (2007) chronicles a decade of drug
shortages in the United Kingdom through the
1950-1960s following their attempts to set price

controls to make drugs cheaper. Even price controls on
more lucrative drugs fail to deliver on their goals. In
2019, Colorado became the first state to cap insulin co-
pays to $100 per month. Nearly a year later, a survey
found 40% of Coloradan diabetics still rationed their
insulin because of a lack of availability (March, 2021).

WNorth Dakota and Minnesota residents frequently
travel to Canada (which also uses price controls] to
buy cheaper insulin (Davie, 2019). Consequently,
Canadian pharmacies often restrict how many vials of
insulin patients can purchase at a time- leaving
Canadians with less access { Mueller, 201 7).

What Prescription Drug Price Controls
Would Mean for North Dakotans

Healthcare's complex network of insurance providers,
employers, third-party agencles, and medical
professionals means the harmful effects of price
controls extend well beyond patents and drug
producers. Price controls and ill effects cast a wide and
devastating net in a state with predominantly rural
health like Morth Dakota,

When drug producers lose profitability, they produce
fewer drugs with lower profit margins. Consequently,
cheaper drugs become harder to find and other drugs
get prescribed for thelr secondary effects. Changing
pharmaceutical prices also requires PEMs, PSAOs, and
similar organizations to renegotiate drug prices with
pharmacies and insurance providers. The ocutcome s
cost-shifting strategies that place further financial
burdens on the drug providers [including wholesalers)
and patients to cover the costs of drugs that remain on
the market

With nearly 40 percent of North Daketans living in a
rural population, higher Insurance premiums and
lower coverages put many farther away from aceessing
pharmaceuticals (N.Iv Chamber of Commerce, 2021).
This & especially harmful as rural populations
frequently have higher rates of dlabetes and other
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chronic health conditions (Smith, Humphries, and
Wilson, Z008). Rising premiums are especially
financially difficult for the already 9 percent of North
Dakotans without any health insurance coverage [KFF,
2020).

Less access to drugs would also be particularly harmful
to North Dakotans. Although North Dakota is one of the
least populated stares, it ranks 20th in the number of
prescription drugs filled and 11th in the number of
unique prescripdons filled annually. These figures
indicate Morth Dakota patients need diverse and
frequent pharmaceutical access [Definitive Healthcare,
2022).

Pharmaceutical price controls would also harm: small
businesses. Nearly 60 percent of US. emplovees
receive some health insurance from worlk, making
employers one of the largest health Insurance
providers. When the cost of providing health Insurance
to employees rises, so does the cost of retaining and
hiring new employvees, leading to fewer jobs. Balcker
and Chandra [2005) estimate a 10 percent increase In
health insurance premiums results in 1 fewer hour

worked per week with a two percent lower chance of
being hired (health insurance premiums have risen 50
percent since 2000].

As categorized by the Small Business Administration,
nearly 98 percent of businesses incorporated in North
Dakota are small businesses {Boland 2021). Combined
with a persistent state-wide labor shortage (0Day,
2021), the secondary effects of pharmaceutical price
controls would likely have a considerable negative
impact.

Conclusion

Higher prices for vital goods like prescription drugs
have falsely led many to call on price controls to make
them cheaper. While well intended, price controls only
attempt to limit price increases. Thelr actual effect is to
limit innovation and access. Thousands of examples
and a large body of research consistently find price
controls fail o deliver while causing considerable
harm. Implementing them in North Dakota would be a
disastrous misdiagnosis.

Citations available upon request.
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North Dakota's Price Control Bill Threatens

Prescription Drug Access
by Mattias Gugel January 10, 2023

As legislatures ramp up across America, states are seeing new attempts to help expand access and
decrease the cost of health care for Americans.

Lowering the actual cost of health care — specifically prescription drug costs —
requires an overarching look at the system patients use to obtain medicine. Waving
a simple magic wand and enacting price controls won't solve the problem. In fact, it
creates new problems for patients whose cures still need to arrive on the market.

As the nation's oldest taxpayer advocacy organization, National Taxpayers Union
stands firmly on the side of taxpayers and patients as we look at reducing the costs
taxpayers and patients pay for health care.

State legislators have already introduced a bill in North Dakota that creates a pilot
program seeking to lower the prices of high-cost drugs in state-regulated health
plans. NTU has voiced concerns about previous versions of this bill because the
general enforcement mechanism of price setting will, unfortunately, backfire and
create unintended consequences of lower access and reduced innovation in the

prescription drug market. As a September 2019 study by the Information
Technology & Innovation Foundation finds, "it is simply not true that government
can impose significant price controls without damaging the chances for future
cures.”

North Dakota Senate Bill 2031 will further endanger access to lifesaving treatment
for North Dakotans who need newly innovated pharmaceutical solutions to their
health care problems. The cost of bringing a prescription drug to market is
expensive. North Dakota patients shouldn’t let the Canadian government’s drug
pricing system become their own and hinder the availability of the latest
medications they need.

The current version of this bill also attempts to penalize companies that might pull
their drugs from the state because of the proposed price-control schedule based on
Canadian drug prices. Beyond the question of enforceability, the inclusion of this
provision itself acknowledges that prescription drug access will diminish under a
system where the government sets prices.



Arecent December 2022 report from North Dakota State University’s Dr. Raymond
March concludes, “Thousands of examples and a large body of research
consistently find price controls fail to deliver while causing considerable harm.
Implementing them in North Dakota would be a disastrous misdiagnosis.” He’s
right.

National Taxpayers Union stands ready to assist state lawmakers as they pursue a

holistic and thorough look at how to find cost-saving measures for patients and
increase competition for health care. However, the unintended consequences of
this North Dakota bill need to be considered, and it should not pass.



Sheila and Robert Challey Institute
for Global Innovation and Growth

North Dakota State University
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Pharmaceutical Price Controls

Destroy Innovation and Harm Patients

Raymond J. March, Ph.D.
December 2022

The IQVIA Institute (2021) forecasts total medical
spending in the U.S. will reach between $380-$400
billion by 2025. A growing component of this jarring
figure is prescription drug costs. Nearly 48 percent of
Americans use at least one prescription drug daily
(CDC, 2019). More people might use prescription drugs
if they can afford them. A 2019 survey finds nearly 30
percent of prescriptions remain unfilled because
patients fear they will be too expensive (KFF, 2020).
Skyrocketing health have motivated
politicians to step in and look for solutions. Price
controls are their latest (of many failed) attempts to
address pharmaceuticals. While price controls for
drugs were once political rhetoric, they might soon
become the next foolhardy attempt to fix healthcare
woes. Colorado recently became the first state to
implement a price cap on insulin (Zialcita 2021). Even
North Dakota has considered similar policies. 2021’s
Senate Bill No. 2170 aimed to fine producers $1,000 for
charging higher prices than Canadian pharmacies and
will be reintroduced in 2023.

care costs

North Dakota does have prescription drug
expenditure problem. In 2019, North Dakotans spent
nearly $1.5 billion on prescription drugs (Definitive
Healthcare, 2022). This ranks amongst the highest per
capita expenditures in the country. But price controls
are no solution. At best, they fail. At worst, they create
unintended consequences which harm

consumers and producers.

a

severe

Price controls for pharmaceuticals are a clear example
of the dangers of well-intended but poorly thought out

policy- crippling suppliers from innovating new and
cheaper products while also slashing patient access to
much-needed (even life-prolonging) medical goods.
North  Dakota's
conditions would only make these consequences
worse.

characteristics and economic

Price Controls: Bad in Theory, Worse in
Practice

Prices play an indispensable role in the economy.
They inform both buyers and sellers how much of a
good is available. Higher prices motivate producers to
find profitable ways to make more. They also
encourage consumers to buy less (or buy something
else).

When policies prevent prices from rising, consumers

buy more while producers make less (or
make something else). Price controls reduce
patient availability = when  the product is

prescription drugs while cutting motivation and
resources for drug suppliers to invest and improve
(now less profitable) goods (Calfee, 2001). Both
parties are worse off- the worst outcome a policy can
create.

This fundamental economic lesson applies to all
products in all markets. Shuttenger (2014) reviews the
use and effects of price controls extending back
thousands of years and for hundreds of products. The
results are always the same: less availability and
rippling effects across other markets worsen an
already difficult situation.
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Numerous studies demonstrate that prescription drug
prices, even when high, are no exception to this
predictable pattern. Klye (2007) and Schulthess and
Bowen (2021) find drug developers were less likely to
dedicate funds to R&D and introduce new drugs within
countries with pharmaceutical price controls. Eger and
Mahlich (2014) similarly find that firms selling drugs
in price-regulated European markets use less R&D
spending. Philipson and Durie (2021) review the
Lower Drug Costs Now Act proposed by the Biden
Administration and estimated the act would cost
between 167-342 new drug approvals while also
reducing R&D spending by about $952.2 billion to
$2 trillion across 18 years.

Cutting R&D comes at the cost of future innovation-

meaning fewer pioneering medical discoveries,
cheaper drugs, and lifesaving medications. Motkuri and
Mishra (2018) find that India’s efforts to implement
price controls considerably reduced patient access to
lifesaving drugs. In their illustrating but concerning
paper entitled The Cost of U.S. Pharmaceutical Price
Reductions: A Financial Simulation Model of R&D
Decisions, Abbot and Vernon (2005) note that even
modest price controls in the U.S. pharmaceutical
market could truncate R&D expenditures across the
pharmaceutical market by 5 percent. For reference,
federal funding provided to Pfizer to produce the first
authorized Covid-19 vaccine was only an 8 percent

R&D increase.

Current drug availability will also sharply decrease
because of decreased profitability (Ingram 2011).
While some “blockbuster” drugs have high-profit
margins, most prescription drugs made modest gains.
Abbot and Vernon (2005) note that only 30 percent of
drugs recoup their R&D expenditures once they reach
U.S. patients.

Drug shortages caused by price controls are also well
documented. Slin (2007) chronicles a decade of drug
shortages in the United Kingdom through the
1950-1960s following their attempts to set price

controls to make drugs cheaper. Even price controls on
more lucrative drugs fail to deliver on their goals. In
2019, Colorado became the first state to cap insulin co-
pays to $100 per month. Nearly a year later, a survey
found 40% of Coloradan diabetics still rationed their
insulin because of a lack of availability (March, 2021).

North Dakota and Minnesota residents frequently
travel to Canada (which also uses price controls) to
buy cheaper insulin (Davie, 2019). Consequently,
Canadian pharmacies often restrict how many vials of
insulin patients can purchase at a time- leaving
Canadians with less access (Mueller, 2017).

What Prescription Drug Price Controls
Would Mean for North Dakotans

Healthcare’s complex network of insurance providers,
employers, third-party
professionals means the harmful effects of price
controls extend well beyond patients and drug
producers. Price controls and ill effects cast a wide and

agencies, and medical

devastating net in a state with predominantly rural
health like North Dakota.

When drug producers lose profitability, they produce
fewer drugs with lower profit margins. Consequently,
cheaper drugs become harder to find and other drugs
get prescribed for their secondary effects. Changing
pharmaceutical prices also requires PBMs, PSAOs, and
similar organizations to renegotiate drug prices with
pharmacies and insurance providers. The outcome is
cost-shifting strategies that place further financial
burdens on the drug providers (including wholesalers)
and patients to cover the costs of drugs that remain on
the market.

With nearly 40 percent of North Dakotans living in a
rural population, higher insurance premiums and
lower coverages put many farther away from accessing
pharmaceuticals (N.D. Chamber of Commerce, 2021).
This is especially harmful populations
frequently have higher rates of diabetes and other

as rural
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chronic health conditions (Smith, Humphries, and
Wilson, 2008). are especially
financially difficult for the already 9 percent of North
Dakotans without any health insurance coverage (KFF,
2020).

Rising premiums

Less access to drugs would also be particularly harmful
to North Dakotans. Although North Dakota is one of the
least populated states, it ranks 20th in the number of
prescription drugs filled and 11th in the number of
unique prescriptions filled annually. These figures
indicate North Dakota patients need diverse and
frequent pharmaceutical access (Definitive Healthcare,
2022).

Pharmaceutical price controls would also harm small
businesses. Nearly 60 percent of U.S. employees
receive some health insurance from work, making
employers
providers. When the cost of providing health insurance
to employees rises, so does the cost of retaining and
hiring new employees, leading to fewer jobs. Baicker
and Chandra (2005) estimate a 10 percent increase in
health insurance premiums results in 1 fewer hour

one of the largest health insurance

worked per week with a two percent lower chance of
being hired (health insurance premiums have risen 50
percent since 2000).

As categorized by the Small Business Administration,
nearly 98 percent of businesses incorporated in North
Dakota are small businesses (Boland 2021). Combined
with a persistent state-wide labor shortage (O’Day,
2021), the secondary effects of pharmaceutical price
controls would likely have a considerable negative
impact.

Conclusion

Higher prices for vital goods like prescription drugs
have falsely led many to call on price controls to make
them cheaper. While well intended, price controls only
attempt to limit price increases. Their actual effect is to
limit innovation and access. Thousands of examples
and a large body of research consistently find price
controls fail to deliver while causing considerable
harm. Implementing them in North Dakota would be a
disastrous misdiagnosis.
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AMERICAN
CONSERVATIVE
UNION

January 16, 2023

Senate Human Services Committee
State Capitol

600 East Boulevard Avenue
Bismarck, ND 58505

Via Electronic Delivery

Re: ACU Opposes Druqg Price Controls (SB 2031)

We at the American Conservative Union (ACU) call on you and your colleagues to reject big-
government price control provisions included in SB 2031. If enacted, this bill could limit
access to needed medicines and disincentivize the innovation of new medicines.

Of course, all policy makers want to ensure that critical pharmaceuticals are available and
affordable to everyone, regardless of their socioeconomic class. While well intentioned,
the “Canadian Reference Rate” drug pricing scheme as envisioned in SB 2031 will not
accomplish that goal. Instead, it will replace market competition and base U.S. medicine
prices on the policies of foreign governments that ration care in their own countries. This
will ultimately lead to worse healthcare outcomes for all North Dakotans.

The current healthcare system in the United States is the envy of the world. People from
across the globe travel to this nation in order to get the highest quality care because they
understand, that in America, we have a thriving healthcare system built on the power of
incentivizing innovation in new treatments, medicines, and approaches to better health.

Unfortunately, the Left has launched an all-out assault on our healthcare system,
continually barraging the U.S. Congress and state legislatures with failed big-government

proposals. SB 2031's “Canadian Reference Rate” inserts the government between health
care providers and patient decision making.

As we have seen for thousands of years, government attempts to “fix” the market through
price controls always result in the same disastrous outcomes: reduced economic output
and shortages. From Lenin, to Mao to Maduro, every effort to invoke price controls has
resulted in starvation and death. Even in America, the famous Nixon-era price controls led
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to economic catastrophe. There is simply no substitute for capitalism and the free-
market.

Because socialized medicine has such significant consequences for all Americans, our
sister organization, the ACU Foundation’s Center for Legislative Accountability (CLA), has
made it a priority to score such proposals. Through both its Ratings of Congress and
Ratings of the States, the CLA has held lawmakers accountable by scoring countless
legislation containing price controls, and other measures which disrupt free-market
forces within the healthcare industry.

ACU will continue to monitor policy proposals that make their way through the legislature.
We appreciate your service in the legislature.

Sincerely,

Thomas R. Bradbury
Director of Advocacy

About the American Conservative Union

Founded in 1964, the American Conservative Union (ACU), host of the Conservative
Political Action Conference (CPAC), is the nation’s oldest conservative grassroots
organization and seeks to preserve and protect the values of life, liberty, and property for
every American. Learn more about the ACU and CPAC here: www.conservative.org


http://ratings.conservative.org/issues?issues=F9_G18&multiselect=1
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National Council on Disability

An independent federal agency making recommendations to the President and Congress
to enhance the quality of life for all Americans with disabilities and their families.

Letter of Transmittal

November 6, 2019

The President
The White House
Washington, DC 20500

Dear Mr. President:

On behalf of the National Council on Disability (NCD), | am pleased to submit Quality-Adjusted Life
Years and the Devaluation of Life with Disability, part of a five-report series on the intersection of
disability and bioethics. This report, and the others in the series, focuses on how the historical and
continued devaluation of the lives of people with disabilities by the medical community, legislators,
researchers, and even health economists, perpetuates unequal access to medical care, including life-
saving care.

When health insurance will not cover medically necessary medications and treatments, individuals
experience poorer health and a lower life expectancy. Nonetheless, in an effort to lower their healthcare
costs, public and private health insurance providers have utilized the Quality Adjusted Life Year (QALY)
to determine the cost-effectiveness of medications and treatment. QALYs place a lower value on
treatments which extend the lives of people with chronic illnesses and disabilities. In this report, NCD
found sufficient evidence of the discriminatory effects of QALYs to warrant concern, including concerns
raised by bioethicists, patient rights groups, and disability rights advocates about the limited access to
lifesaving medications for chronic illnesses in countries where QALYs are frequently used. In addition,
QALY-based programs have been found to violate the Americans with Disabilities Act.

The US government does not have a single comprehensive policy on QALYs. Some federal agencies
are banned from utilizing measurement tools like QALYs, while some state and federal partnership
programs, such as state Medicaid programs, may. NCD is troubled that health insurance providers,
government agencies, and health economists are showing increasing interest in using QALYs to
contain healthcare costs despite QALYs' discriminatory effect.

The lives of people with disabilities are equally valuable to those without disabilities, and healthcare
decisions based on devaluing the lives of people with disabilities are discriminatory. Quality-Adjusted
Life Years and the Devaluation of Life with Disability explains QALYs and their effect on the availability
of medical care for people with disabilities and chronic illnesses. It makes recommendations to
Congress, federal agencies, and public and private insurers directed at rejecting QALYs as a method of
measuring cost-effectiveness for medical care and offers alternatives.

1331 F Street, NW = Suite 850 = \Washington, DC 20004
202-272-2004 Voice = 202-272-2074 TTY = 202-272-2022 Fax = www.ncd.gov


http://www.ncd.gov

NCD stands ready to assist the Administration, Congress, and federal agencies to ensure that people
with disabilities and chronic illnesses have access to the medical care they need.

Respectfully,
N0 frreet™
{

/

Neil Romano
Chairman

(The same letter of transmittal was sent to the President Pro Tempore of the U.S. Senate and the Speaker of the
U.S. House of Representatives.)
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Executive Summary

Purpose

ealthcare coverage decisions are of vital

importance to people with disabilities

and their families. If the medications
and treatments that extend or improve the lives
of people with disabilities are not covered by
insurance, they will not have access to needed
health care, and will have lower quality of life
and lower life expectancy. Public and private
insurance providers

of life simply by lowering the value of a year of
treatment by the degree to which an illness,
disability, or other health condition is perceived
to harm the person'’s quality of life during

that year.

There has been increasing interest among
national health insurance programs (like Medicaid),
private health insurance companies, and pharmacy
benefit managers (PBMs; managers of drug

benefits for health

sometimes attempt to
limit their healthcare
spending in ways that
reduce people with
disabilities” access to
health care. One of the
means by which they do
so is by refusing to cover
(or by limiting access to) healthcare treatments
based on their cost-effectiveness. One metric
often used to help calculate cost-effectiveness—
quality-adjusted life years (QALYs)—may have

a negative impact on the health and welfare of
people with disabilities.

QALYs are a number which (theoretically)
represents the degree to which a drug or
treatment extends life and improves quality
of life—although quality of life is a difficult
concept to define, quantify, and measure.
However, QALYs aggregate quality and quantity

[T]he QALY calculation reduces the
value of treatments that do not bring
a person back to “perfect health,” in
the sense of not having a disability
and meeting society’s definitions of
“healthy” and “functioning”. . .

insurers) in using QALYs
to inform their decisions
about which drugs and
treatments they will
cover. Many individuals,
however, have serious
concerns with the use
of QALYs.

The use of QALYs has been opposed by
people with disabilities and disability rights
advocates for more than 20 years. Their use is
also opposed by some bioethicists and patient
rights organizations. These stakeholders fear that
use of QALYs undervalues vital treatments that
extend or improve the lives of people with
disabilities. This is because the QALY calculation
reduces the value of treatments that do not bring
a person back to “perfect health,” in the sense of
not having a disability and meeting society’s
definitions of “healthy” and "“functioning”; uses

Quality-Adjusted Life Years and the Devaluation of Life with Disability




simplified assessments of value that do not
account for the complexity of patient experience;
and does not to take into account clinical
expertise on rare disorders that may not have an
extensive research literature available for use.
Other stakeholders—often from the medical,
health economics, and health insurance fields—
argue that QALYs provide payers with valuable
information on a treatment’s potential benefits
and costs and aid them in negotiating a
reasonable price with the drug (or treatment)’s
manufacturers.

Although QALYs have not historically
been utilized for benefits and reimbursement
decisions in the United States, prominent
nonprofit corporations

includes recommendations aimed at ensuring
that cost-effectiveness assessments of

drugs and medical treatments, considered

in benefits and coverage decisions, are fair

and nondiscriminatory. NCD'’s research team
used multiple methods to gather information,
including a comprehensive literature review and
interviews with experts and stakeholders who
understand how QALYs may impact people with
disabilities.

Background

Payers in the healthcare context—both private

health insurance companies (for example,

Anthem) and public health insurers (for
example, Medicaid

and professional
associations are now
using QALYs to evaluate
the cost-effectiveness
of new drugs and
treatments. These
evaluations now have chronic illnesses.
a strong influence
on many private and public health insurers’
decisions about which drugs and treatments
they will cover. Additionally, the use of QALYs
to inform benefits and coverage decisions in
other countries has limited access to lifesaving
medications for people with disabilities and
those with chronic illnesses.

NCD undertook this report to examine
how use of QALYs may impact people with
disabilities in the United States and will
inform Congress and the executive branch
on the ways in which QALYs impact people
with chronic illnesses and disabilities’ access
to treatment and health care. The report

National Council on Disability

[T]he use of QALYs to inform
benefits and coverage decisions in
other countries has limited access
to lifesaving medications for people
with disabilities and those with

and the Veterans
Administration)—
typically have a limited
amount of money to
spend. Payers therefore
want to fund treatments
or drugs that are of
high value and clinical
effectiveness. For many payers, a high-value
drug or treatment is equivalent to a cost-
effective one, but patients may have different
opinions on what constitutes value.

A cost-effective treatment is generally
considered to be a treatment for which, from
the perspective of the payer, the cost of the
treatment does not outweigh the health
improvements it provides. QALYs are used as
one possible measure of the degree to which
a treatment improves both quality and quantity
of life. A drug or treatment that provides its
beneficiaries with more QALYs is considered
more effective. Therefore, a drug that provides its




beneficiaries with more QALY for less money is
considered more cost-effective.

QALYs are used in cost-effectiveness studies,
in particular a type of cost-effectiveness study
called a cost-utility analysis (CUA), as well
as in decision-making tools known as value
frameworks. Both are relied on by payers as
a source of evidence of a drug or treatment’s
cost-effectiveness. The final decision made by
payers is not dependent on cost-effectiveness as

measured in QALYs, but instead is informed by it.

Key Findings

= QALYs have been the subject of
considerable ethical debate since they were
first invented. The

QALYs are used more heavily to obtain
coverage of needed health care.

The Federal Government does not have a
single, comprehensive policy on the use

of QALYs. The Federal Government has
considered increasing its utilization of cost-
effectiveness research and rejected the

idea at different points in its history, leading
to inconsistent policies across federal
agencies. Some agencies are banned from
using QALY's to make benefits and coverage
decisions, while others use them frequently.

There has been increasing interest by
the Federal Government in reducing the
cost of health care by

primary ethical
issues concern
whether or not
use of QALYs

to calculate the
cost-effectiveness
of drugs and treatments discriminates
against people with disabilities and chronic
illnesses, how exactly they do so, and,

if they do, whether or not that is ethical.
There is not universal agreement on

any of these issues. However, NCD has
found sufficient evidence of QALYs being
discriminatory (or potentially discriminatory)
to warrant concern, including: (1) concerns
raised by stakeholders in the interviews
NCD undertook for this report (including
bioethicists, patient rights groups, and
disability rights advocates); (2) compelling
arguments from prominent bioethicists
condemning the use of QALYs; and (3)

the inability of patients in countries where
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NCD has found sufficient evidence
of QALYs being discriminatory

(or potentially discriminatory) to
warrant concern . . .

modeling parts of its
national health insurance
programs after the
healthcare systems of
other countries, such
as the United Kingdom.
Several of these countries utilize QALY's
to make benefits and coverage decisions.
The coverage denials and loss of access
to care faced by people with disabilities

in these countries illustrate what might
happen if the United States made a

similar choice.

QALYs and cost-effectiveness research are
one of many different types of evidence
insurers consider when making their
decisions. There is limited publicly
available evidence that shows to what
extent private health insurance companies
use QALYs and cost-effectiveness research
to inform their medicine and medical
treatment-related decision making.




QALYs and the analyses that rely on them
are most likely utilized in insurers’ internal
decision-making processes, for which
there is little transparency.

= There are alternatives to the use of
QALYs. These alternatives range from
well-established methods regularly
used by United States federal agencies
already, such as cost-benefit analysis, to
unexplored but promising alternatives
such as value frameworks that use patient
preferences to determine the value of
healthcare treatments. Many alternatives
may themselves be discriminatory if used
in certain contexts, or if they are used
without paying

= Avoid creating provisions of any bill that
would require the agency with management
and oversight responsibilities (such as, for
example, HHS) to cover only the most cost-
effective drugs and treatments, or to require
the agency to impose restrictions on less
cost-effective treatments.

Congress should pass legislation:

= Prohibiting the use of QALYs by Medicaid
and Medicare.

= Provide funding to Health and Human
Services (HHS) for research on best practices
on the use of cost-effectiveness to inform
benefits and coverage decisions with respect
to US national health insurance programs,
such as Medicare

sufficient attention
to the possibility
that discrimination
may occur.
However, several
(such as multi-
criteria decision transparency.
analysis [MCDA],

which allows its user to consider multiple
unrelated benefits of a treatment and
weight each benefit individually before
arriving at a decision) can be used in a
nondiscriminatory manner. It is much more
difficult, if not impossible, to use QALYs

in a nondiscriminatory manner. No single
alternative serves all of the functions

of QALYs.

Key Recommendations
Congress

When enacting health reform bills, Congress
should:
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QALYs and the analyses that rely

on them are most likely utilized in
insurers’ internal decision-making
processes, for which there is little

and Medicaid. “Best
practices” in this case
refers to a means of
utilizing cost-effectiveness
research that facilitates
greater access to care,
and does not reduce
access to care for people with chronic health
conditions and disabilities.

US Department of Health and Human
Services (HHS), Office for Civil Rights
(OCR); US Department of Justice (DOJ)
Civil Rights Division
DOJ and OCR should jointly issue guidance
clarifying that the ADA applies to coverage
programs that states operate such as Medicaid.
OCR, in consultation with DOJ as appropriate,
should issue guidance to HHS sub-agencies,
such as the Centers for Medicare and Medicaid
Services (CMS) as well as to state Medicaid
agencies, clarifying that:




Section 504 and Section 1557 also apply
to Medicaid programs because they
receive federal financial assistance. The
guidance should specifically discuss

how these authorities apply to benefits
and reimbursement decisions, and that
payment decisions should not rely on cost-
effectiveness research or reports that are
developed using QALYs.

Section 504 and Section 1557 apply to
health insurance programs operated by
recipients of federal financial assistance
from HHS. The guidance should discuss
that covered health insurance programs
should not rely on cost-effectiveness
research or reports that gather input from
the public on health preferences that do not
include the input of people with disabilities
and chronic illnesses.

HHS

= HHS should consider including explicitly
recruited people with disabilities and chronic
illnesses as members of committees and
working groups formed to develop effective
healthcare reform and strategies for
lowering the cost of prescription drugs.

= HHS should support healthcare providers by
issuing guidance on what steps to take if their
patient’s health insurance agency refuses to
cover recommended treatment on the basis
of that treatment's cost-effectiveness.

HHS, OCR

= OCR should issue guidance to HHS sub-
agencies, such as Centers for Medicare

and Medicaid Services, State Medicaid
Agencies, clarifying that:

e Title Il of the Americans with Disabilities
Act (ADA) applies to national health
insurance programs jointly run by the
Federal Government and the States,
such as Medicaid. The guidance should
specifically discuss how the ADA applies
to benefits and reimbursement decisions,
and that payment decisions should not
rely on cost-effectiveness research or
reports that are developed using QALYSs;
and

® |nsurance programs jointly run by the
Federal Government and the States, such
as Medicaid, should not rely on cost-
effectiveness research or reports that
gather input from the public on health
preferences that do not include the input
of people with disabilities and chronic
illnesses.

HHS, CMS

CMS should utilize well-established
alternatives to QALYs, such as MCDA,
which is a method that better acknowledges
the complexity of healthcare coverage
decisions, or cost-benefit analysis, when
the exact benefits and costs of a drug or
treatment are known. CMS could utilize
these methods in combination, such

as using cost-benefit analysis as one
component of an MCDA. If CMS does
utilize cost-effectiveness analysis, it should
consider utilizing it as one component of a
condition-specific MCDA.
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Acronym Glossary

ADA Americans with Disabilities Act
ASAN Autistic Self-Advocacy Network
CBO Congressional Budget Office

CDC Centers for Disease Control and Prevention
CEA cost-effectiveness analysis

CMS Centers for Medicare and Medicaid Services
CUA cost-utility analysis

DOJ US Department of Justice

DREDF  Disability Rights Education & Defense Fund
evLYG equal value of life years gained

FDA US Food and Drug Administration

GDP gross domestic product

HHS Health and Human Services

HTA health technology assessment

ICER Institute for Clinical and Economic Review

IPI International Pricing Index

ISPOR International Society for Pharmacoeconomics and Outcomes Research

MCDA multi-criteria decision analysis

NCD National Council on Disability

NHS National Health Service

NICE National Institute for Health and Care Excellence
OCR Office for Civil Rights

PBM pharmacy benefit managers

PCORI Patient Centered Outcomes Research Institute
PIPC Partnership to Improve Patient Care

PPVF Patient Perspective Value Framework

QALY quality-adjusted life years

VA Department of Veterans Affairs
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and people with disabilities, have argued that

QALYs are built on a faulty premise: that life
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Introduction

ealthcare spending has become a major

concern in policy discussions across the

United States. Concern is growing in
large part due to the rapidly rising cost of health
care. In 1973, healthcare

or treatment is merely a cost-effective one.

A cost-effective treatment is a treatment that

significantly extends life or improves patient

quality of life (or both), at a cost which, to the
payer, does not outweigh

spending amounted to
7.5 percent of US gross
domestic product (GDP),
while in 2017, healthcare
spending more than
doubled to approximately
18 percent of US GDP!
In 1973, the United
States spent just $102.8 billion dollars? on health
care, while in 2017 total US healthcare spending
had risen to nearly 3.5 trillion dollars.? In this
context, policymakers have rightly sought various
means of lowering total healthcare costs.

One of the major

In 1973, healthcare spending
amounted to 7.5 percent of US gross
domestic product (GDP), while in
2017, healthcare spending more
than doubled to approximately

18 percent of US GDP

the improvements to
health it provides. Payers
may rely on a variety of
evidence to determine
cost-effectiveness,
particularly cost-
effectiveness analysis
(CEA) studies, which
examine the cost-effectiveness of drugs and
treatments.

Several nonprofit organizations and
professional associations in the United States
have also attempted to help payers determine
which treatments are

means that has been

Patients and payers may

considered by healthcare
policymakers (such as US
federal agencies, health
economists, etc.) is the
idea of health insurers
and other payers funding “high-value” treatments
over “low-value” treatments.* Patients and payers
may significantly differ in how they interpret
which treatments are of “high value” to them.
For many payers, however, a high-value drug

significantly differ in how they
interpret which treatments are of
“high value” to them.

of the highest value.

To this end, they have
created decision-making
tools known as value
frameworks, many of
which primarily focus on
cost-effectiveness.® Value frameworks can be
used to produce reports that evaluate new drugs
and treatments (sometimes known as health
technology assessment reports, or HTAs).¢ The
most influential of these HTAs are produced by
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the Institute for Clinical and Economic Review
(ICER), whose reports are relied on by payers
as varied as the pharmacy benefit manager CVS
Caremark and the Veterans Administration.

In prioritizing cost-effective treatments
and treating cost-effectiveness as identical to
value, however, payers may risk using means of
quantifying which treatments are cost-effective
that are simplistic and potentially discriminatory,
such as QALYs.

QALYs are a measure that attempts to show
the extent to which a particular treatment
extends life and improves quality of life at the
same time. QALYs are an important outcome
measure in several influential value frameworks,
such as ICER's value framework. QALYs are also
used extensively to make healthcare coverage
and reimbursement decisions in other countries.
For example, the National Institute for Health and
Care Excellence (NICE) in the United Kingdom
uses QALYs when determining what Britain
and Wales' single-payer healthcare system,
the National Health Service (NHS), will cover.
Health outcomes for some patients with chronic
illnesses and disabilities (such as patients with
lung cancer) are notably worse in the United
Kingdom than in the United States.”

Many stakeholders are therefore concerned
that the way QALY's are calculated devalues
treatments that extend the lives of people with
disabilities, or treatments that mitigate—without
eliminating—the impact of disability on their
health. They argue that if value frameworks that
use QALYs become more influential, people
with disabilities will lose access to needed care.
Other stakeholders view QALYs as a way to
provide necessary information on the benefits
and costs of healthcare in a healthcare system

20 National Council on Disability

that has been put under strain by rising costs.
This report examines how QALYs are calculated,
the bioethical implications of using QALYs,

and the history of the use of QALYs in the
United States.

Summary of Methodology

In order to get a clear and comprehensive picture
of the use of QALYs in the United States, the
NCD research team consulted bioethicists,
patient rights advocates, researchers and health
economists, people with disabilities and their
families, and relevant scholarly articles from
bioethical, economic, insurance agency, and
healthcare system perspectives.

Qualitative Data

To understand how the quality-adjusted life year
was used by payers and to better inform the
conclusions reached, NCD conducted seven
in-depth interviews with disability rights
advocates, representatives of advocacy
organizations who serve patients, two
bioethicists with a significant understanding

of the ethical issues presented by QALYs, a
representative of an organization that reviews
value frameworks to determine their degree of
patient-centeredness, and a representative of
the nonprofit Institute for Clinical and Economic
Review, which uses QALYs. Additionally,

the research team conducted a stakeholder
convening on September 24, 2018 to inform and
aid NCD in the initial development of this report.

Literature Review

To obtain information on how QALYs are used,
as well as the perspectives and opinions of
ethical experts and experts in the field of health




economics on its use, NCD reviewed articles including FasterCures’ Patient Perspective

from research journals, bioethics journals, Value Framework, ICER’s Value Assessment
and news articles pertaining to the use of the Framework, and the condition-specific decision-
quality-adjusted life year. NCD also conducted making tools created by the Innovation and

an in-depth review of several value frameworks, Value Initiative.
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Chapter 1: How QALYs Are Calculated and the Impact
on People with Disabilities and Patients with Chronic
and/or Degenerative llinesses

The Purpose of QALYs

n order to understand how to calculate QALYs,
it is important to explain both what QALYs are
supposed to represent, and why they are used.

What QALYs Represent

Normally, when a researcher or scientist tries to
determine whether or not a healthcare treatment
(like chemotherapy) improves health, they are
looking at one of two different things:

= whether the treatment extends the patient’s
life, or

= whether the treatment improves the quality
of the patient’s life.®

While measuring whether or not a treatment
extends life is fairly straightforward, measuring
the degree to which a treatment improves
someone'’s quality of life is more complicated.
The portion of a person’s quality of life that
relates to their health is called their health-related
quality of life.®

Health-related quality of life is a broad
concept. According to the Centers for Disease
Control and Prevention (CDC), at the individual
level, it may include a person’s mood and
energy levels, their physical and mental health,
and the elements of the person’s life that
contribute to these factors—such as some
aspects of the person’s disabilities, health risks,

and their social and socioeconomic status.

If measured at the population level, it includes
any "“conditions, policies, and practices that
influence a population’s health perceptions and
functional status.”'® Health researchers and
government agencies (including the CDC itself,
by conducting population-level surveys using

a set of 14 questions called “Healthy Days
Measures”)" have created different means of
measuring health-related quality of life.

When healthcare payers decide how to spend
their money, they are often looking for some way
to represent all the benefits a particular treatment
provides at once, as this saves them time.
However, studies of treatments tend to measure
benefits of treatment that are qualitatively
different from one another, such as life extension
and quality of life, separately from one another.
For example, a study could measure the length
of time a patient survives after treatment, or the
number of days the person is free from pain,
but perhaps not both in the same study.' It may
be difficult, therefore, to directly compare the
value of a treatment that primarily extends life to
the value of a treatment that primarily improves
quality of life.”

QALYs are one attempt to get around this
problem. QALYs are the product of an equation
designed to “combinle] the effects of health
interventions [treatments] on morbidity [quality
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of life] and mortality [quantity of life] into a single
index."™ The QALY equation does this in a rather
simplistic fashion. It simply lowers the value of a
year of treatment by the degree to which an
illness or disability is perceived to harm the
person'’s quality of life during that year.’® QALYs
typically are calculated before and after treatment
to determine the degree to which a treatment
improves the number of QALYs gained by the
patients being studied.’®

QALYs are calculated by multiplying a decimal
number between 0 and 1, which represents a
person'’s health-related quality of life, by a number
representing quantity of life. The “quantity” can
be the number of years

you assigned 0.5 to a mobility impairment,
then a year in that person’s life would equal
50 percent of a nondisabled life year.

A flowchart showing how QALYs would be
calculated if the researcher or scientist used a
commonly utilized questionnaire—the EQ-5D—is
included as Appendix A of this report.

Why QALYs Are Used

Why would it be necessary to measure both

quantity of life and health-related quality of life

at the same time? The most frequently provided

explanations in research literature for the use of
QALYs are: (1) to compare

by which the treatment
extends life, the number
of years a person expects
to have to take the
treatment, the amount
of time a person has
left to live, or any other
time period relevant
to the researcher. A
typical QALY calculation
is shown in the "QALY
Calculation” box.

Ari Ne’eman, a disability rights advocate and
expert on QALYs, described what QALYs are and
what they do in this way:

The QALY works by weighting the lives

of people with disabilities: If we were to
assign autism a disability weight of 0.2, that
[number] would mean that a year in the life of
an autistic person would be worth 80 percent
of a nondisabled person’s life. Different
disabilities would get a different number, if
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“The QALY works by weighting the
lives of people with disabilities: If
we were to assign autism a disability
weight of 0.2, that [number] would
mean that a year in the life of an
autistic person would be worth

80 percent of a nondisabled person’s
life. Different disabilities would get

a different number . ..”

the impact of multiple
treatments for unrelated
conditions to one another;
or (2) to assess whether
a new treatment or drug
would be more cost-
effective than the drug or
treatment that is currently
being used."”

This report focuses on
the most common use
of QALYs: their use by
health economists, researchers, and nonprofits
to perform cost-effectiveness analyses (CEAs)
and health technology assessments (HTAs); the

QALY Calculation

Number between 0 and 1 representing
quality of life of x number of years = number
of QALYs




subsequent use of CEAs and HTAs by private and
public health insurers to determine what drugs

or treatments they will fund; and the real and
potential negative impact CEAs and HTAs have
on people with chronic illnesses and disabilities’
access to physician-recommended drugs and
treatments.

Cost-Effectiveness Studies

Cost-effectiveness studies are designed to
compare various healthcare treatments to each
other and determine whether the benefits of a
healthcare treatment are worth the treatment'’s
cost. The type of cost-effectiveness study that
uses QALYs is called a cost-utility analysis
(CUA)."8 In a CUA,

QALYs are also used in some of the
decision-making tools known as “value
frameworks.” When QALYs are used in a
value framework, it is typically because CUA
studies are used as evidence of the benefits
and costs of the treatment being evaluated
by the report. Use of the report can mean
that, instead of having to weigh any number
of complex considerations relating to whether
or not a treatment should be covered, payers
can simply fund the treatment that has a better
“cost per QALY according to its corresponding
report. CUAs and other QALY-based reports
and research studies are not healthcare policies
in and of themselves, but rather are used to

inform the development

the number of QALYs
gained from treatment
is a measure of the
“health outcome,” or
the overall benefit of the
treatment. China.

The difference
between the cost-effectiveness of the
treatment being examined and another
treatment being examined by the researcher
(typically, the treatment currently in use) is
referred to as the treatment’s incremental
cost-effectiveness ratio, or “ICER."" The
ICER is often used when comparing the cost-
effectiveness of multiple treatments.?° When
using QALYs, the ICER is often referred to as
the treatment’s “cost per QALY,” although it is
possible to get the “cost per QALY" of a single
treatment.?! At its most simple, it is important
to know that the lower the cost per QALY, the
more cost-effective the treatment is considered
to be.
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The EQ-5D, a questionnaire
frequently used to calculate QALYsS,

the United Kingdom, Iran, and

of healthcare policies
(for example, insurers’

drug formularies).

is used in countries as diverse as

Calculation of
Quality-Adjusted
Life Years

While the equation used to calculate QALYs
is always the same, there is no one single
way to calculate the numbers that go into
that equation. For instance, there are many
different ways to calculate the number
between 0 and 1—often called the “health
utility"—that represents health-related quality
of life. However, there are common methods
typically used by many health economists and
researchers employing QALYs in CUA studies.
Many components often used to calculate
QALYs are used internationally. The EQ-5D,%?
a questionnaire frequently used to calculate
QALYs, is used in countries as diverse as the
United Kingdom,? Iran,?* and China.?®




Health Utilities

To calculate a QALY, it is necessary to determine
by how much not being in perfect health impacts a
person’s quality of life. QALYS do this by assigning
a number between 0 and 1, called a health utility,
to the various conditions a person'’s health could
be in (often called “health states”).?® A 0 would
represent the lowest possible quality of life, while
a 1 would represent the highest possible quality
of life. Health states are represented by points on
the scale of 0 to 1—for example, 0.2, 0.5, 0.8.
Health utilities are

or iliness impacts a person. Typically, in order
to obtain this information, the researcher has a
sample of patients with the illness, condition,
or disability fill out a survey or questionnaire.?
There is no one, single definitive questionnaire
or survey that is used.?® The most common
questionnaire is the EQ-5D.%° The EQ-5D is
extremely popular internationally.®’

The EQ-5D takes an extremely limited
approach to measuring “quality of life” Use of
the EQ-5D requires patients to rate the degree

to which they have

typically derived from
surveys, which attempt
to determine how much
survey participants would
prefer to be in one health
state as compared to
another. Health states do
not correspond directly to
specific disabilities—they
instead represent the
degree of impairment

a person has in specific, limited categories of
functioning (such as mobility, ability to perform
tasks, etc.). However, most disabilities share
some or all characteristics of a health state.
Therefore, the goal of a "health utility” is, in
effect, to measure the degree to which having a
particular form of a disease or disability, such as
“having late-stage cancer” or “having a specific
type or degree of type 2 diabetes,” is viewed as
negatively impacting quality of life as compared
to a state of perfect health.?”

Questionnaires Used to “Describe”
the Health State, and Their Flaws

As noted above, the first thing the researcher
has to do is determine how having a disability
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Use of the EQ-5D requires patients
to rate the degree to which they
have “problems” with only a

few extremely broad categories

of “physical, cognitive, or social
functioning,” rather than the myriad
of effects someone’s health could
have on their quality of life.

“problems” with only

a few extremely broad
categories of “physical,
cognitive, or social
functioning,” rather than
the myriad of effects
someone’s health could
have on their quality

of life.

The EQ-5D surveys
patients’ health as it
relates to five “dimensions” of quality of life:
mobility, self-care, usual activities, pain/
discomfort, and anxiety/depression.®? These five
categories do not measure the wide variety of
impacts a disability or iliness could have on
quality of life. NCD interviewed the bioethicist
Joseph Stramondo, who said “| think that,
while there is a relationship between disability
and quality of life, it is extremely variable,
and impossible to generalize. There are all
kinds of things [about disability and illness]
that impact quality of life on a case-by-case
basis: relationships, income, accessibility
considerations.” Moreover, neither “self-care”
nor “usual activities” are defined in detail
anywhere in the sample questionnaires available




on the EQ-5D website, meaning that many
patients may not know what these terms mean
for them. Furthermore, there is no way to
account for external factors, like the availability
of reasonable accommodations or the
accessibility of the built environment, as a factor
in the assessment of quality of life with a
disability, despite the fact that these factors play
a significant role in determining the life
experience of many people with disabilities.

Impacts on these dimensions are then rated
by “severity." Different

Note that this question is focused on whether
a person has problems “walking about,” and
the most severe problems are described as the
person “being confined to bed.” The questions
do not appear to consider the possibility that a
person who cannot “walk about” can still move,
such as a person who cannot walk but who can
use a wheelchair.

Nor does the EQ-5D consider the possibility
that a person who can walk may nevertheless
have significant trouble leaving the home due

to other concerns, such

forms of the EQ-5D
exist. The oldest and

“l think that, while there is a
relationship between disability and

most commonly used
form, the EQ-5D-3L,*®
assigns three “levels of
severity” to each of the
five dimensions. For each
dimension, it is possible
for the person taking

the survey to respond

“| have no problems,” considerations.”
"I have some problems,’

or "I have extreme problems.”3* For example,
the EQ-5D-3L User Guide includes the following
sample question on mobility:

Questions Asked on the EQ-5D-3L
Questionnaire

Mobility

= | have no problems in walking about

= | have some problems in walking about

= | am confined to bed
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quality of life, it is extremely variable,
and impossible to generalize.

There are all kinds of things [about
disability and illness] that impact
quality of life on a case-by-case basis:
relationships, income, accessibility

as the need to stay near
medical equipment,
concerns about exposure
to infections, or
agoraphobia.

As noted by
Stramondo and a
colleague in an article
on disability and its
relationship to quality
of life, impairment in
performing a specific
task may have no relationship to quality of life.®
The questionnaire assumes that a person will
experience difficulty with walking as a significant
barrier to subjective quality of life when, in fact,
this is not true of many people with mobility
impairments. Although there are several
versions of the EQ-5D, and other versions do
not phrase the question and/or questions in this
manner, the other versions also assume that
being unable to walk has a severely negative
impact on quality of life.3¢

In the EQ-6D-3L, each dimension receives a
score from 1 to 3, where one is the best possible
score and 3 is the worst possible score. Thus, a
person who checked the first box, “| have no




problems,” would be assigned a score of 1 for
mobility.®” Filling out the entire questionnaire
generates a series of five numbers, each of
which is between 1 and 3. For example, a score
of 11111 means the person is in perfect health,
whereas a score of 11223 means the person
has no problems with the first two dimensions,
some problems with the next two, and extreme
problems with the final dimension.38

When using the EQ-5D-3L to calculate
QALYs, it is this series of five numbers which
was actually evaluated, as opposed to the actual
disability and the actual

Patients with two conditions with the same
utility value may have very different opinions
about which aspects of their conditions are
most important to address, and what kinds of
treatments would most improve their lives.
Nonetheless, treatments that improved their
health utility scores to the same degree would
be treated as having the exact same value to the
patients. For example, patients with Disability A
could place a higher value on reducing pain and a
lower value on reducing anxiety and depression.
Patients with Disability B could place a lower

value on reducing pain

effect of the disability on
physical or psychological
functioning as reported
by people with that
disability. The people
who decided the value
of life with a particular
condition only saw those
five numbers and/or a
description of what those
numbers meant.*®

Aside from
the dehumanizing
implications of
disability’s impact on quality of life being
reduced to a series of five numbers, if two
different disabilities had exactly the same impact
on physical or psychological functioning, they
would have exactly the same health utility value
for the purpose of calculating QALYs—even if
they had other differences that some people
may consider relevant to “quality of life.” The
numbers are based only on the disability or
illness’ impact on “physical, psychological,
cognitive, social or other kinds of functioning,”*°
as defined by the survey.
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Patients with two conditions with
the same utility value may have
very different opinions about which
aspects of their conditions are most
important to address, and what
kinds of treatments would most
improve their lives. Nonetheless,
treatments that improved their
health utility scores to the same
degree would be treated as having
the exact same value to the patients.

and a higher value on
reducing anxiety and
depression. If patients
with these disa