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MEMORANDUM
March 29, 2019
To:  Subcommittee on Oversight and Investigations Members and Staff
Fr:  Committee on Energy and Commerce Staff

Re:  Hearing on “Priced Out of a Lifesaving Drug: The Human Cost of Rising Insulin
Prices”

On Tuesday, April 2, 2019 at 10:30 a.m. in room 2322 of the Rayburn House Office
Building, the Subcommittee on Oversight and Investigations will hold a hearing entitled, “Priced
Out of a Lifesaving Drug: The Human Impact of Rising Insulin Costs.” The hearing will
examine insulin affordability and the ensuing financial and health challenges and effects on
patients’ lives.

l. OVERVIEW: DIABETES AND INSULIN

Approximately 30 million people are living with diabetes in the United States, and 1.5
million people receive new diagnoses in the country each year.> Over the last 20 years, the
number of adults diagnosed with diabetes has more than tripled, and it is estimated that roughly
one in four living with diabetes in the United States are undiagnosed.? According to the Centers
for Disease Control and Prevention, diabetes is the seventh leading cause of death in the United
States, and is the number one cause of kidney failure, lower-limb amputations, and adult
blindness.® Diagnosed diabetes is associated with $327 billion in direct medical costs and
reduced productivity costs each year.*

Type | diabetes is an autoimmune disease that occurs when an individual does not
produce enough insulin to enable blood sugar to enter cells for energy.® Usually diagnosed in
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children and young adults, there is no known way to prevent Type 1 diabetes.® In the United
States, approximately 1.25 million adults and children have Type 1 diabetes, which comprises
five percent of all diabetes diagnoses.” About 90 percent of diabetes diagnoses in the United
States are for Type 2 diabetes, when one’s body does not use insulin well or keep blood sugar at
normal levels.® Unlike Type 1 diabetes, Type 2 diabetes can be prevented through lifestyle
changes including losing weight, diet and exercise.’

Insulin, which was discovered nearly 100 years ago, is a critical part of treatment for
diabetes.'® Approximately 7.4 million Americans rely on one or more formulations of insulin.
Due to dramatic price increases for insulin in recent years, some people with diabetes are going
without insulin or rationing their doses, risking their health and even suffering death.*2

1. RISING INSULIN PRICES

When the discovery of insulin was made in 1923, the co-inventors wanted everyone who
needed the medication to be able to afford it. Accordingly, they sold the insulin patent to the
University of Toronto for a single dollar.* Approaching a century later, while the estimated
manufacturing cost of most insulins, human and analog, range from $2.28 to $6.34 per vial,*
patients can pay beyond $400 per month for the lifesaving drug.'®
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There have been dramatic price increases for insulin in recent years, with the price
tripling between 2002 and 2013.1° The prices continued to climb, nearly doubling between 2012
and 2016. %" Over that same period, the average list price of the four insulin categories—short-
acting insulin, long-acting insulin, rapid-acting insulin vials, and rapid-acting insulin pens—
increased between 15-17 percent per year.*® During the same four years the price that
pharmacies paid and Medicare Part D spending on insulin also increased at similar rates.®
People with diabetes with employer-sponsored insurance saw the average price for a 40-day
supply of insulin rise from $344 to $666 over the course of those same years.?°

In the past two decades, prices for the most commonly prescribed insulins have increased
from about $20 per vial to over $250 per vial—a more than 700 percent increase after adjusting
for inflation.! This steep price increase has made insulin unaffordable even for some high-
income individuals.??

I1l.  IMPACT OF RISING INSULIN PRICES ON PEOPLE WITH DIABETES
When people with diabetes go without insulin, or ration their doses, there can be tragic
consequences, including death.?® People with Type 1 diabetes need to take insulin every day to

survive.?

The 7.4 million people who rely on insulin to treat their diabetes use at least one vial of
insulin each month, though some patients require multiple vials or multiple types of insulins each
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month.?> Adherence to an individualized medication regimen is critical for someone living with
diabetes to avoid complications such as diabetic ketoacidosis which can develop within 24 hours
and cause severe dehydration, kidney damage, brain swelling and damage, stroke, and
respiratory failure.?®

A 2018 Yale University survey of patients with Type 1 or Type 2 diabetes who use
insulin found that one in four patients were rationing their insulin due to cost.?” The patients
who indicated insulin underuse were three times more likely to have poor glycemic control—an
indicator of ineffective diabetes management—than other surveyed patients.?® Among patients
surveyed by the American Diabetes Association in 2018, 27 percent reported that insulin costs
affected their past year’s purchase or use of insulin and these patients were more likely to
experience adverse health effects.?® In addition to being more likely to ration their insulin, these
patients also reported having to forego other needs such as transportation, utilities, housing,
doctor’s visits, or other medications.*

IV. KEY PLAYERS IN DETERMINING INSULIN PRICES

Experts attribute the rapidly increasing price of insulin for patients to a range of factors,
including a supply chain system that creates incentives to artificially raise the price of insulin,
lack of competition in the insulin market that includes just one follow-on biologic and one
authorized generic, and to a lesser extent, a shift among patients towards use of more expensive
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products.® Experts also say that evergreening, the practice of seeking extra patents on variations
of an original drug, contributes to reduced competition on the insulin market.*?

Insulin manufacturers set list prices of their drugs, and Pharmacy Benefit Managers
(PBMs) also influence prices within the insulin supply chain.®® Three insulin manufacturers
serve the U.S. market: Eli Lilly, Novo Nordisk, and Sanofi.®* Additionally, three PBMs—who
administer prescription drug programs for commercial health plans and set the list of drugs
covered by those plans (known as formularies)—cover about 70 percent of all prescription
claims in the United States: CVS Health, Express Scripts, and UnitedHealth Group.®

Factors that contribute to the price of insulin, such as a lack of transparency in financial
agreements between stakeholders in the supply chain, geographical differences in cost, and
variations in insurance coverage, make it difficult to decipher the overall cost to patients.3®
Ultimately, however, the price for insulin that a person with diabetes pays at the point of sale is
the result of a combination of factors driven by the manufacturer list price as well as rebates and
fees negotiated among the supply chain stakeholders.*’

People living with diabetes with commercial high-deductible insurance plans, Medicare
Part D prescription drug coverage, or who are uninsured are particularly vulnerable to
prohibitively high insulin prices, as they are most likely to pay the manufacturer’s full list price
for insulin at some point during the year.® All three of the insulin manufacturers provide a range
of patient assistance programs and discount cards with varying eligibility requirements and
enrollment processes. While these options may provide short-term financial relief for some
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patients, they can be restrictive, difficult for patients to navigate, and do not provide long-term
solutions to insulin affordability.*

V. WITNESSES
The following witnesses have been invited to testify:

Gail DeVore
Patient Advocate
Coloradan living with Type 1 diabetes for 47 years

William T. Cefalu, M.D.
Chief Scientific, Medical & Mission Officer
American Diabetes Association (ADA)

Alvin C. Powers, M.D.

Endocrine Society Representative

Director, Vanderbilt Diabetes Center

Director, Division of Diabetes, Endocrinology, and Metabolism
Vanderbilt University Medical Center

Kasia J. Lipska, M.D.

Clinical Investigator

Yale-New Haven Hospital Center for Outcomes Research and Evaluation
Yale University School of Medicine

Christel Marchand Aprigliano, M.S.
Chief Executive Officer
Diabetes Patient Advocacy Coalition (DPAC)

Aaron J. Kowalski, Ph.D.
Chief Mission Officer
JDRF
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