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The Honorable Charles E. Grassley
The Honorable Ron Wyden
Committee on Finance

U.S. Senate

219 Dirksen Senate Office Building
Washington, DC 20510

Dear Chairman Grassley and Senator Wyden:

This letter responds to your February 22, 2019 letter regarding the price of insulin.! Eli
Lilly and Company (“Lilly”’) understands the importance of ensuring that our various insulin
products are both accessible and affordable to individuals with diabetes, and we continually
evaluate how to improve patient access to this important, life-saving medicine. We welcome the
opportunity to discuss this issue with you and your staff.

L Lilly’s Commitment to Affordable Access to Insulin

Affordable access to insulin is an issue that Lilly takes very seriously. We understand
that much work is underway among healthcare stakeholders and in Washington to find a long-
term solution to address gaps in our current healthcare system that expose some individuals to
high prescription drug costs. While that work proceeds, there is a real and pressing need for
more immediate solutions, particularly for those patients who take medications for chronic
conditions and face high out-of-pocket costs for those medications. Lilly has long provided
support for these patients, but in recent years we have recognized that there is an increased need
to address patient affordability challenges as more patients bear a greater share of the costs of
their medications.

Just this week, Lilly announced the introduction of Insulin Lispro, a lower-priced version
of Humalog, our most popular insulin drug.? This new version of Humalog will provide an
insulin option with a list price 50% lower than the current Humalog list price. Insulin Lispro is
the same molecule as Humalog. The list price of a single vial will be $137.35, and the list price
of a five-pack of KwikPens will be $265.20. Our efforts to bring this product to market have

! The enclosed separate response from counsel provides answers to the specific questions you raised and documents
responsive to your requests. In this response, Lilly has used its best efforts to be as accurate and responsive as
possible based on our understanding of the terms used in your letter. The representations herein are based on current
information and belief.

2 We are starting with Humalog U-100, which captures more than 80 percent of people who use our most commonly
used insulin.
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been underway since 2017, and vials and pens of the lower-priced insulin have already been
manufactured. Lilly will now work with supply chain partners to make them available in
pharmacies as quickly as possible.

Insulin Lispro will be made available as an authorized generic through a Lilly subsidiary,
ImClone Systems. By introducing an authorized generic, we can provide a lower-priced insulin
more quickly without disrupting access to branded Humalog, which thousands of insured
patients depend on and which will remain available for people who want to continue accessing it
through their current insurance plans. Introducing an authorized generic will provide payers time
to renegotiate downstream contracts and adjust to new system economics without making
patients wait for prices to drop. This lower-price version can help fill important gaps for the
uninsured, people on Medicare Part D, and people who may be in the deductible phase of their
high-deductible health plan. Importantly, Insulin Lispro does not prevent other generics from
entering the market. No patents prohibit competitors from launching products similar to Lilly
insulins, and any company willing to incur the expense of producing insulin may seek to bring a
product to market in the future. Additionally, both Humalog and Insulin Lispro will be covered
drugs available in the Medicaid program and subject to the corresponding federally mandated
rebate. Taking into account this rebate, both products will be made available at a net cost to the
Medicaid program of approximately $0. We hope the launch of Insulin Lispro will be a catalyst
for positive change across the U.S. healthcare system.

Additionally, in August 2018, Lilly launched new programs including the Lilly Diabetes
Solution Center (“LDSC”), a patient-focused hotline staffed by medical professionals, to better
connect people living with diabetes to various solutions based on their individual circumstances.
Every month, these new solutions help more than 10,000 additional people living with diabetes
more easily afford their insulin. For example, the LDSC can connect patients with an immediate
need to any one of the nearly 150 clinics across the United States to which Lilly donates free
insulin. In 2018 alone, Lilly donated more than 550,000 Humalog U-100 KwikPens. The LDSC
also can connect patients to Lilly Cares, a separate charitable organization that provides free
insulin to patients who do not have insurance or have Medicare Part D and a household annual
adjusted gross income of up to 400% of the federal poverty level.> For patients whose household
income exceeds 400% of the federal poverty level, the LDSC will help them evaluate available
options. Such options include Blink Health (www.blinkhealth.com) and Inside Rx
(www.InsideRx.com), which offer savings of up to 40% off the list price of Lilly’s most
commonly prescribed insulins.*

Our solutions already are helping to lower patients’ out-of-pocket costs. Currently, about
95% of patients filling prescriptions for Humalog, our most commonly prescribed insulin, at a

3 https://www lillycares.com/resources.aspx.

4 Although not a Lilly product, the availability of ReliOn—human insulin sold by Walmart at a price to the patient
of approximately $25—provides another option for patients unable to otherwise obtain access to affordable insulin.
See https://corporate.walmart.com/_news_/news-archive/2012/07/24/walmart-launches-effort-to-save-diabetes-
patients-up-to-60-million-annually.
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retail pharmacy pay less than $100 and 90% of patients pay less than $50.° That said, we
recognize that for some patients the financial burden of affording insulin remains too high. For
example, we estimate that each month there are approximately 1,600 likely uninsured patients on
Humalog who have not connected to the LDSC and who pay near list price—a group making up
approximately 0.27% of the approximately 600,000 total patients who fill a prescription for
Humalog each month. We want to reach these patients, make them aware of our LDSC, and help
them obtain affordable access. That is why we have publicized the LDSC in multiple ways—
using press releases, multiple social media channels, and advertising campaigns that directly
target people with diabetes, the general public, and specific communities that have a higher risk
of diabetes. Reaching this group of likely uninsured patients, along with those who are
shouldering increasingly higher out-of-pocket costs, is also the reason we are launching Insulin
Lispro.

Lilly has always sought to make our insulins as affordable as possible for as many people
as possible. By providing significant discounts off of the list price, Lilly has been successful in
keeping the cost affordable for the vast majority of patients via their insurance programs. In
recent years, however, as the insurance market has evolved, Lilly has increasingly realized that
not all patients have affordable access to insulin even though they are insured. That is why we
have redoubled our efforts to broaden access to affordable insulin by bringing Insulin Lispro to
the market at a 50% discount and by creating the LDSC and other measures, as discussed above.
Lilly also took an important step toward lowering insulin costs by obtaining approval in 2015 for
Basaglar, the first ever follow-on insulin product. Basaglar introduced significant competition in
the long-acting insulin market as the lowest-priced basal analog available.® Currently, over
400,000 patients fill a prescription for Basaglar each month, and the product has a list price that
is 23% lower than the list price of Lantus®.

But despite the success of these efforts, we recognize that more needs to be done.
Ultimately, a more sustainable model that addresses higher costs for the uninsured and people
with high deductibles is needed. We look forward to continuing to work with you on this issue.

I1. Lilly Provides Price Concessions To Ensure That Patients Have Access to Its
Insulins, But More Needs To Be Done To Ensure That All Patients Have Access to
Affordable Medicines

As described above, Lilly has been focused on providing affordable solutions within our
existing healthcare system. But we are aware that the Committee and others question why the
“price” of insulin has been increasing year over year. Any discussion of drug pricing within the
current system requires a clarification of terms because the “price” or “cost” of a medication may
represent different concepts to different participants in the healthcare system. Manufacturers like
Lilly typically set a medication’s “list price,” which is the amount that the manufacturer charges
to its wholesale distributor customers. The wholesalers then re-sell the medication to pharmacies

5> Almost 9 out of every 10 patients who pay more than $100 for Humalog are in Medicare Part D plans during the
deductible or coverage gap phases of their plan, and current law prohibits manufacturers from providing co-pay
assistance to those patients. Based on IQVIA data, FIA data (August 2018 — December 2018).

¢ https:/investor.lilly.com/news-releases/news-release-details/basaglarr-insulin-glargine-injection-100-unitsml-long-
acting.
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at a price that those parties separately negotiate. The pharmacies, in turn, dispense the
medication to patients and in most cases are paid a price that is individually negotiated by the
patient’s insurer or by a pharmacy benefit manager (“PBM?”) retained by the insurer.

Importantly, manufacturers typically provide rebates and/or fees to insurers or their
PBMs, and to federal and state health programs, that reduce the cost of the medication to those
entities. Manufacturers also pay other discounts and fees and incur costs related to co-pay
assistance to patients and affordability programs.” All of these payments reduce the amount that
is ultimately realized by the manufacturer (which is sometimes referred to as a “net price”). In
the case of insulins, it has become increasingly common for insurers and PBMs to offer only one
insulin manufacturer’s line of insulins on their formularies® to achieve the greatest discount
(rebate) and thereby the lowest cost. As a result, Lilly and other manufacturers aggressively
compete for placement on insurers’ formularies and pay rebates to PBMs and insurers to keep
medicines available on those formularies in crowded drug classes and, importantly, available to
insureds. Overall, average Lilly discounts on U.S. list prices for our products have grown from
41% to 54% in the past five years, with rebates for our insulin products substantially above these
rates.

Because of the rebates and fees that Lilly provides to purchasers and insurers (or their
PBMs), and other fees and costs Lilly incurs, increases in list prices for Lilly insulins do not
reflect corresponding increases in the net price. For example, as illustrated below, between 2013
and 2018, the list price of one of our particular Humalog products—the Humalog U-100
KwikPen—increased by approximately 86%. (Note that the list price of the Humalog U-100
KwikPen has not increased since May 2017.) During that same time period of list price
increases, however, the average amount that Lilly received—the net price—declined by
approximately 7%.

7 Reductions to list price include rebates and discounts paid to commercial insurers, PBMs, and federal and state
health programs; discounts mandated under the 340B program to eligible institutions; prompt pay discounts and fee-
for-service distribution costs paid to wholesalers; and costs related to patient assistance and affordability programs.

8 Drug formularies are ranked lists of drugs that insurers and PBMs use to determine whether certain medicines will
be covered by the patient’s insurance.
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U.S. Humalog U-100 KwikPen
List and Net Price by Year, 2013 to 2018
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As shown in the data provided in response to Questions 1(c) in your letter,® a similar
trend has been observed for Humalog generally (across all product presentations) for the period
from 2014 to 2018. During that time, the net price decreased by about 6% despite a list price
mcrease of approximately 55%. For the Humulin family of products, there is also a divergence
between list prices and net prices. Net prices increased by about 34% from 2014 to 2018, but did
so at a lower rate than list prices, which increased by about 52% during that same time. And in
that same time period, the average cost of medical care increased by over 14%.!° For Basaglar,
price data is available only from 2016 through 2018, due to its December 2016 launch date.
During that time, the net price declined by about 8%, despite a modest increase in the list price of
about 4%.

As noted above, the rebates that Lilly provides help ensure that our insulins are available
to most patients. But patients’ specific out-of-pocket costs vary significantly depending on
numerous factors, most notably the type and terms of their insurance coverage, which Lilly does
not control. While Lilly provides rebates in different patient channels for our insulins, in some
cases, patients may not directly benefit because of the terms of their insurance coverage.
Further, the design of high-deductible commercial insurance and Medicare Part D coverage may
lead increasingly to situations where patients must pay near full list price for the drug and the
manufacturer still pays a rebate. In such instances, the insurer profits by receiving a rebate even
though it has not paid for any portion of the drug’s cost. In these situations, even though

? See Letter to the Hon. Charles E. Grassley & the Hon. Ron Wyden from Reginald J. Brown, Mar. 8, 2019,
response to requests 1(c) (enclosed).

10 Data for the average cost of medical care in U.S. cities is available as part of the Bureau of Labor Statistics’
Consumer Price Index. The data used here is available at
https://data.bls.gov/timeseries/ CUURO000SAM?output _view=data.
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manufacturers pay rebates to ensure patients have access to needed medicines via formularies,
these savings are often not passed on directly to patients at the point of sale.

Lilly is committed to finding solutions that will ensure that the rebates and discounts it
pays actually reach patients at the point of sale. Lilly has advocated for directly passing rebates
on to patients, and, thus, we support the policy objective of reducing the patient out-of-pocket
burden as advanced by HHS’ recently proposed rule.!! We believe the proposal has the potential
to lower patients’ out-of-pocket costs at the pharmacy counter by enabling manufacturers’ price
concessions to flow directly to patients. We also support policy solutions for addressing
affordability challenges resulting from high-deductible plans, such as caps on patient out-of-
pocket costs per transaction and “first dollar” insurance coverage for select chronic medications.
We welcome the opportunity to work with you and your staff on these issues.

JIIR Innovation in Diabetes Treatments

Some have questioned why insulin, a product that was first available nearly a century
ago, is not priced lower simply because of its longstanding availability. A significant reason is
that today’s modern insulins have improved substantially since 1923. That year, Lilly pioneered
the manufacturing and distribution of Iletin, the first animal-based insulin. Iletin was the first
real hope for treating diabetes, a fatal disease with no effective treatment options. But that
insulin was created through processes most would view as crude today—extracting insulin from
animal pancreases—Ileading to purity and quality concerns. Decades later, modern innovation
led Lilly to introduce the first recombinant DNA insulin and, eventually, the first human analog
insulin. These improvements have been part of a dramatic change in the way diabetes is treated.

Lilly brought the first genetically engineered medicine, Humulin, to market in 1982,
ending concerns about whether there would be enough animal-based insulin to serve the growing
number of people with diabetes. This product saved lives by allowing the use of a biosynthetic
form of human insulin. In 1996, Lilly launched another biotech insulin, Humalog, which mimics
the body’s own rapid insulin response and has made it easier for people with diabetes to manage
their blood glucose. As noted above, in 2015, Lilly obtained approval for the first follow-on
insulin biologic, Basaglar. We also have developed a wide range of other diabetes treatments in
oral and easy-to-use injectable forms that help people control their glucose levels. The wide
range of therapies we offer is essential for physicians and patients to create individualized
treatment plans for diabetes.

A timeline showing some of Lilly’s significant insulin advancements is set forth below:

' See HHS, Proposed Rule, Fraud and Abuse; Removal of Safe Harbor Protection for Rebates Involving
Prescription Pharmaceuticals and Creation of New Safe Harbor Protection for Certain Point-of-Sale Reductions in
Price on Prescription Pharmaceuticals and Certain Pharmacy Benefit Manager Service Fees, 84 Fed. Reg. 2340
(Feb. 6, 2019).
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Contrary to some widely held assumptions, no patents prohibit competitors from
launching products similar to Lilly insulins. In fact, Sanofi launched a follow-on insulin lispro
product to compete with Humalog in April 2018, and no patent litigation or other regulatory
impediment inhibited Sanofi’s launch of its product. While neither patents nor periods of
regulatory exclusivity prevent the production and registration of alternative insulin products,
insulin production and patient support are expensive and technically difficult. This, coupled with
high start-up costs, also may explain why only existing insulin manufacturers have developed
insulin alternatives. Additionally, although Lilly has filed or holds patents on certain delivery
systems used with some of our insulins (e.g., U.S. Patent Number 7291132 covering “medication
dispensing apparatus with triple screw threads for mechanical advantage”™), this is not a barrier to
insulins delivered in a variety of other ways. Moreover, many of the insulin products Lilly has
developed over the years, including lower-priced options, remain available to this day. The
main, significant insulin product that Lilly has withdrawn is Iletin, which we stopped
manufacturing in 1998 because human insulin alternatives offered greater therapeutic and
lifestyle advantages for people with diabetes. Today, patients use newer insulin products
because they are more advanced and greatly improve quality of life.

As an innovation-based pharmaceutical company, Lilly continues to push the boundaries
of science today to bring better treatments to people with diabetes and other conditions
tomorrow. Only about half the people living with diabetes and using insulin are able to fully
control their condition. Increased innovation is needed to make diabetes easier to manage, and
Lilly is committed to driving new innovative treatments to ease the burden of living with
diabetes. For example, later this year, we expect to introduce an easier-to-use nasal glucagon
treatment for life-threatening hypoglycemia. And in 2020, if approved, we expect to introduce
an even faster-acting version of insulin. Lilly is also active in the space of digital health
solutions and is developing a connected diabetes system consisting of devices that we hope will
improve adherence, outcomes, and convenience.
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Over the last six years, Lilly has invested over $4 billion in research and development
relating to diabetes. This included significant investments in the development of many
potentially innovative treatments for diabetes or diabetes complications that were ultimately
unsuccessful—an unfortunate part of the development process for new medicines. For example,
Lilly made substantial investments seeking to develop new products to manage glucose levels,
including a basal insulin with a unique mechanism of action and an inhaled insulin product. We
also sought to develop medicines to address complications of diabetes, including a diabetic
retinopathy medicine and a medicine to treat diabetic kidney disease. In each case, despite
significant investment, the effort to develop the new medicine was unsuccessful.

Lilly has also invested more than $1.2 billion since 2012 to enhance our insulin
manufacturing facilities and in response to the growing diabetes epidemic and increased demand
for insulin around the world.'> More broadly, the company has invested $5 billion in its U.S.
facilities over the last decade. Lilly’s facility in Indianapolis—which makes insulin—alone is
more than 1 million square feet, the equivalent of about 18 football fields. In addition, the
company employs over 11,000 people in Indiana.'® Lilly also has a significant manufacturing
and research and development presence in New Jersey, California, New York, and
Massachusetts. In total, we employ over 16,000 people in the United States.

Moreover, Lilly has invested significant portions of our revenue, including from our
diabetes business, to pioneer other life-changing therapies—for cancer, mental health disorders,
autoimmune conditions, and, most recently, migraine headaches. From 2013-2017, Lilly spent
more than $25 billion on research and development, always investing at least 20% of its total
revenue in R&D. We have spent well over $3 billion searching—thus far without success—for
the first treatment that can slow the progression of Alzheimer’s disease. Those resources are
essential because pharmaceutical R&D is high-risk. Thousands of molecules are tested and fail
for every one that is approved as a new medicine. Even among molecules that make it as far as
human testing, only one in eight ends up being approved.

% % %

12 https://investor.lilly.com/news-releases/news-release-details/lilly-announces-72-million-investment-diabetes-
manufacturing,.

13 https://www.lilly.com/key-facts.
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Thank you for the opportunity to provide this response. We are grateful for the
Committee’s attention to this important issue, and we look forward to continuing a dialogue with
you and your staff.

Sincerely,

Joseph B. Kelley
Vice President, Global Government Affairs

Enclosures
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March 8, 2019
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Confidential Treatment Requested

The Honorable Charles E. Grassley
The Honorable Ron Wyden
Committee on Finance

U.S. Senate

219 Dirksen Senate Office Building
Washington, DC 20510

Dear Chairman Grassley and Ranking Member Wyden:

We are writing on behalf of Eli Lilly and Company (“Lilly” or the “Company”) in
response to your letter dated February 22, 2019. We appreciate the opportunity to address your
questions regarding the pricing of Lilly’s insulins. Answers to_your questions are set forth
below, and documents responsive to your requests are provided on the enclosed password-
protected CD at Bates numbers LLY-SFCOM-00000001 — LLY-SFCOM-00000047. The
requests you have made are broad and, as discussed with your staff, additional responsive
material will be provided on a rolling basis. The password for the CD will be sent under separate
cover. We appreciate your staff’s assistance and collaboration. Finally, as you know, Lilly has
provided a corporate response under separate cover (the “Lilly Letter”).! We would respectfully
ask that both responses be included in the Committee’s records.

* * *

1. Please provide a list of every insulin product sold in the United States since January
1, 2014, including any variations in formulation, delivery method, or dosing size that
would require a product to have a unique National Drug Code (NDC) label. For
each product, please provide the following information in an Excel Workbook and
in hard copy form:

! See Letter to the Hon. Charles E. Grassley & the Hon. Ron Wyden from Joseph Kelley, Mar, 8, 2019.

Wilmer Cutler Pickering Hale and Dotr e, 1875 Pennsylvania Avenue N'W, Washington, DC 20006
Beijing Berlin Boston Brussels Frankfurt London Los Angeles New York Oxford Palo Alto  Waltham  Washington
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a. A brief description of the product, its dosage size, the volume sold in the
United States for each year since January 1, 2014, revenue generated in the
United States for each year since January 1, 2014, and gross margin for each
year since January 1, 2014,

A list of Lilly’s insulin products sold in the United States since January 1, 2014,
including dosage size information, is attached at Bates LLY-SFCOM-00000001.

Sales volume information for these products is attached at Bates LL'Y-SFCOM-00000002
— LLY-SFCOM-00000004. For each product, Lilly has provided the quantities sold measured in
both SKU quantities and equivalent Active Ingredient Unlts (AIU). As detailed in the
methodology tabs, AIU are measured in milliunits (“MU”).% Lilly has also provided the gross
sales value for each National Drug Code (“NDC”)—the product of gross price multiplied by the
number of units sold. Note, however, that gross sales is not a measure of the “revenue” realized

by Lilly forthe reasons set forthrin-Section T-of the Lilly Tetter—Lilly-does-not-maintain-net———r o
revenue data at the NDC level on a consistent and audited basis. We have therefore provided
gross revenue at the NDC level and net revenue at the consolidated product family level.

Please note that Lilly does not maintain gross margin data at the product or NDC level on

a consistent and audited basis. The U.S. Securities and Exchange Commission requires gross
margin/net profit data to be compiled only at the enterprlse level. Asreflected in Lilly’s 2018
Form 10-K annual reports, Lilly’s global gross margin 1n 2018 was $18,125,700,000 for its entire
portfolio.

b. Every list price (i.c., the Wholesale Acquisition Cost or WAC) since January
1, 2014, including the date when each list price was set, changed and went
into effect. Please provide these prices on the basis of dosage units, i.e. the
form in which they are marketed and sold. Please also specify how you are
reporting the price, e.g. per box, per bottle or per milliliter.

A list of the Wholesale Acquisition Cost (“WAC?) price for each of Lilly’s insulin
products sold in the United States since January 1, 2014 is attached at Bates LLY-SFCOM-
00000001.

2 MU are not milliliters (mL), nor are they the number of pens or vials. Rather, they reflect the total amount of
active ingredient in a given presentation and dosage form. For example, 1,000 MU of insulin is the equivalent of a
10 mL Humalog U-100 vial (10 mL x 100 units per mL = 1,000 MU). Fur’ther Lilly sells insulin products in either
3mL or 10mL presentations. In the Humalog U-100 Kw1kPen there are 3 mL of medicine, which means there are
300 MU (3 mL x 100 units per mL = 300 MU). But, in the Huma]og U-200 KwikPen, there are also 3 mL but of a
more concentrated insulin, so there are 600 MU (3 mL x 200 units per mL = 600 MU).
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¢. Every net price that was in effect at any time since January 1, 2014, for Part
D plans, and all pharmacy benefit managers (“PBM”) or other entities that
represented or negotiated on behalf of a Part D plan, as well as your
company’s 10 largest commercial plans, as defined by the number of covered
lives. For each net price, please include the date on which the price went into
effect. Please provide these prices on the basis of dosage units, i.e. the form
in which they are marketed and sold. These prices should be reported on the
same basis as the response to Question 1(b).

Information responsive to this request is attached at Bates LL'Y-SFCOM-00000002 —
LLY-SFCOM-00000004. Note that Subsection (c) seeks information regarding the net price that
was in effect since January 1, 2014 for all Part D and commercial plans. Because net prices are
the function of a number of different variables, as set forth in Section II of the Lilly Letter, there
- is no single net price per plan. Therefore, we have provided information regarding the average

information was gathered from readily available data kept in the normal course at the Humalog,
Humulin, and Basaglar family levels. The response shows net price information per AIU. Using
AlUs allows us to aggregate prices for different products within each family (e.g., all of the

Humalog products).- For context, we have also provided average net price per year and average

gross price for each product line across all channels (i.e., “Total Molecule™).

These spreadsheets also provide the top ten commercial and Medicare Part D payer
contracts for each product family, covering over 90% of Lilly’s contracted revenues from sales
of insulin in these segments.

d. Every formulary placement since January 1, 2014, for any Part D plan, and
all PBMs or other entities that represented or negotiated on behalf of a Part
D plan, and your company’s 10 largest commercial plans, as defined by the
number of covered lives. '

As noted in Lilly’s response to Question 3(a) below, many PBMs maintain a number of
different national formularies, and Lilly’s insulin products may have different status on each
formulary. Additionally, many PBMs offer their insurance plan clients “custom” formulary
options, which may differ from the PBMs’ national formularies. Thus, for many PBMs and
plans, in both the Part D and commercial setting, there is no single “formulary placement” for
Lilly’s insulin products.
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2. For each product line, please describe all changes to the formulation, delivery
method or dosing size that have been made since January 1, 2014, For each product
line, please also answer:

Information responsive to this request is attached at Bates LLY-SFCOM-00000005 —
LLY-SFCOM-00000008. The attached information is drawn from submissions to the U.S. Food
and Drug Administration (“FDA”) relating to modifications to products in Lilly’s Humalog,
Humulin, and Basaglar families. The attached tables provide information regarding the new
indications, new label information, and significant product improvements for Humalog,
Humulin, and Basaglar since January 1, 2014.

In addition to the changes shown in the attached tables, Lilly has embarked on
manufacturing modernization initiatives to develop innovative ways to enhance the productivity
and efficiency of its insulin manufacturing operations to meet the growing need for insulins

while mraintaining productquatity—Eilly-continuously-considers-pessible-improvements-to-its
manufacturing process, and Lilly’s technical, manufacturing, and regulatory personnel meet
regularly to monitor the progress of ongoing manufacturing initiatives. Manufacturing
improvements are undertaken for a variety of reasons, including new regulations, changes in

__availability of raw materials, safety upgrades, improvements in patient experience and product

value, and responding to patient concerns. Lilly’s manufacturing process is never static and
requires constant improvement and investment.

a. How did the change(s) associated with a new NDC add value to patients?

See the “Rationale for Change” column on the charts attached at Bates LLY-SFCOM-
00000005 — LLY-SFCOM-00000008.

b. What were the research and development costs related to the changes
described in Question 2(a)? How did the changes described in Question 2(a)
affect manufacturing costs?

As noted below in response to Question 5, Lilly reports its research and development
expenditures on a company-wide basis in its Form 10-K annual reports filed with the U.S.
Securities and Exchange Commission. It has also provided estimates of research and
development expenditures at the product family level.

Lilly does not track manufacturing costs at the product modification level.
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¢. Please explain the relationship between the changes in formulation, delivery
method and/or dosing size, and any changes in list (WAC) or net dosage unit
prices.

Lilly does not make changes to the list price (WAC) of existing insulin products as a
result of changes in formulation, delivery method, or dosing size. Each of Lilly’s insulin
products, including the various presentations and dosage forms available within each insulin
product family, is priced individually. As described in response to Question 7(a) below, changes
in list prices reflect consideration of a number of factors, and decisions are made holistically.
Thus, while Lilly has continued to develop innovative improvements to the way diabetes is
treated, changes in list prices of existing products are not reflective of changes in product
presentation and dosage forms. :

d. Note any instance in which your company sought and/er received a new

patentsince January 1,2014:Please provide-all-patent-applications-and
approvals. Please also note any NDCs with which the patents are associated.

Lilly has not sought or received patent protection for changes in its insulin product lines

sold in the United States since January 1, 2014 that required a unique NDC label.

Patents are not typically associated with NDC labels. The FDA’s Orange Book, which is
the definitive source for drug patent information, identifies approved drug products and related
patent and exclusivity information but typically does not provide NDCs. Nonetheless, where

-applicable, we have listed the NDCs associated with the respective patents in the table below.
All other Lilly insulin NDCs associated with a patent are associated with patents that were
sought and received prior to 2014.

Lilly continues to innovate on ways to improve patient adherence and overall treatment
options for patients with diabetes. Lilly has filed 17 patent applications from 2015 to 2019 to
cover device innovations to improve the patient experience. Most of these patent applications
have not published and remain confidential in accordance with 35 U.S.C. § 122. The table below
represents the granted patents and patent applications that have published.
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N Lo Patent /
Application Application 1 i cation Title NDC
Number Date
Number
Medication Injection 00002-8824-27;
29/495028 6/26/2014 D770038 Device 00002-7712-27
Sensing System for )
15/505699 8/27/2015 US20170246399 Detecting a Piston in a

Medical Fluid Container
Dose Detection Module
16/317251 7/7/2017 WO02018/013419  for a Medication r
_Delivery Device
Dose Detection and
Drug Identification for a
Medication Delivery

Device.

PCT/US2018/019156  2/22/2018 W02018/160425

Dose Detection Module
PCT/US2018/046860 8/17/2018 WO0/2019/036576  for a Medication
: Delivery Device
Dose Detection Module
_— S .PCT/US2018/019108 . 2/22/2018 W0/2019/040117  for a Medication

Delivery Device

Dose Detection Module
PCT/US2018/019179 2/22/2018 . W0/2019/040118  for a Medication

Delivery Device

Medication Delivery -
PCT/US2018/046585 8/14/2018 W0/2019/040313  Device with Sensing

System

e. The gross and per-unit manufacturing costs for each insulin product with an
NDC.

Lilly’s cost of sales disclosures are included in its Form 10-K annual reports filed with
the U.S. Securities and Exchange Commission. Lilly’s audited financial data is publicly reported
on a consolidated basis for its global aggregate portfolio. Relevant excepts from Lilly’s Form
10-K annual reports, including the Consolidated Statement of Operations for each year, are
attached at Bates LLY-SFCOM-00000010 — LLY-SFCOM-00000034 and summarized in the

table below.
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Eli Lilly and Company and Subsidiaries
Cost of Sales (2014-2018)

Year Cost of Sales*
2018 $6,430.0
2017 ' $6,070.2
2016 $5,654.9
2015 $5,037.2
2014 $4,932.5

*Dollars in millions

3. For each PBM that has been provided a rebate, discount, or other price concession
for one or more of your company’s insulin products, please provide:

a. The amount of the rebate, discount, or other price concession for coverage of

the product and the dates the concession was in effect;

Like other manufacturers, Lilly competes for placement on PBM and payer formularies
on the basis of product attributes like efficacy and safety, and by providing rebates to reduce the
cost of insulin to PBMs, payers, and patients. Most PBMs maintain multiple formularies and
typically solicit bids that require Lilly to provide rebate offers corresponding to a variety of
possible formulary statuses. These formularies may include open formularies, closed
formularies, and formularies with multiple “tiers” of products available with different levels of
restrictions. Bids for all possible formulary statuses are often required so that PBMs can offer a
menu of options to a wide variety of insurer clients.

Because Lilly’s rebate agreements typically include multiple rebate rates corresponding
to different formulary statuses, there is no single rebate rate or “price concession” offered to a
PBM for coverage of insulin products. Although PBMs’ national formularies are widely adopted
by their insurance plan clients, most PBMs maintain multiple national formularies, as well as
custom formularies available to specific insurance plans. Thus, the rebate ultimately paid by
Lilly depends on the applicable formulary.

Although the rebates, discounts, and other price concessions paid by Lilly may vary
significantly even within the same PBM rebate agreement, the chart below provides the total
amount of rebates, discounts, and other price concessions paid under Lilly’s largest PBM
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contracts in 2018 for each insulin product family. The information provided in this response was
gathered from readily available data kept in the normal course at the Humalog, Humulin, and

Basaglar family level.

Total Price Concessions Paid to PBMs (2018)°

Commercial ' Medicare PartD

Basaglar $349,361,121 $194,265,686
CVS Caremark $209,686,586 $187,061,643
ESI $24,84l,914 $1,050,128
MedImpact $3,887,380 $12,684
Optum $106,060,632 $1,875,417
Prime Therapeutics $4,884,609 $4,265,815
Humalog - $1,703,889,056 $1,201,915,485
CVS Caremark $132,321,513 $22,725,551
ESI $933,642,249 $315,234,946
MedImpact $4,301,675 $4,312,707
Optum $594,323,517 $770,827,106

Prime Therapeutics $39,300,102 "$88,815,176
Humulin $173,735,817 $228,298,765
CVS Caremark $36,620,294 " $8,579,347
ESI $73,380,416 $56,301,472
MedImpact $322,397 $1,131,520
Optum $56,290,092 $143,938,343
Prime Therapeutics $7,122,617 $18,348,083
Total $2,226,985,993 $1,624,479,936

* This table shows the total price concessions disbursed during calendar year 2018 for Lilly’s major PBM customers,
which include; rebates for formulary access, value-based agreements, price protection penalties, patient adherence
support programs, and incremental rebates associated with product bundling. These figures also include
administrative fees, which PBMs require and which are categorized as price concessions for purposes of government
price reporting, These figures do not include discounts associated with mail order or cash card programs facilitated
by a PBM, since they neither contribute nor are tied to conditions affecting coverage of a product.

These figures have been rounded to the nearest dollar.
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b. A description of how the rebate or other price concession impacted the
product’s formulary placement; and

Please see Lilly’s response to 3(a) above for a description of how rebates impact
formulary placement.

¢. A description of any other terms or contract conditions that were agreed to
as part of the rebate or other price concession negotiation that would affect
patient access, including but not limited to, elimination of prior
authorization, step therapies, volume targets, revenue targets, and other
utilization management methods. Please include the dates such concessions
remained in effect.

For Lilly’s insulin products, Lilly’s PBM contracts rarely include prior authorization

— e requirements; step-therapy requirements;-or-other-utilization-management methods that would
affect patient access status. For example, no such conditions apply to any of the formulary
statuses for Lilly’s insulin products identified in response to Question 1(d) above. Lilly’s PBM
contracts also do not condition rebates or patient access on volume or revenue targets. Lilly may
be in a position to provide more information regarding the terms of its contracts with PBMs in

response to Question 4, as explained below. Lilly continues to gather information related to that
request and expects to make an additional submission in the near term.

4. Please provide all contracts, including but not limited to, supply agreements, pricing
agreements, rebate agreements, and other pricing concession agreements involving
insulin preducts that were agreed to with Part D plans, PBMs or any other entities,
such as specialty pharmacies, that represented or negotiated on behalf of a Part D
plan, and your company’s 10 largest commercial plans, as defined by the number of
covered lives, that invelved insulin preducts. Please provide all contracts that were
in effect at any time on or after January 1, 2014,

Lilly’s agreements with PBMs typically contain confidentiality clauses and require notice
before Lilly produces the agreement pursuant to a legal requirement. Lilly is in the process of
seeking permission from the four largest PBMs to release to the Committee exemplar contracts,
potentially redacted as appropriate. Copies of Lilly’s notice letters are attached at Bates LLY-
SFCOM-00000039 — LLY-SFCOM-00000044. As these letters demonstrate, the company has
requested responses from the PBMs no later than March 11. Lilly may be in a position to make a
responsive production to the Committee in the near term. As indicated in our teleconference
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with Committee staff on March 5, 2019, Lilly intends to keep the Committee apprised of
responses by the PBMs and will confer with the Committee regarding appropriate next steps.

S. Please describe the Research and Development program for each of your insulin
product lines and what items are included in this cost category. For each fiscal year
since January 1, 2014, please provide an itemized accounting of your R&D costs
that breaks out cests by activity (e.g., basic research, clinical trials for marketing
approval, post-marketing research and surveillance, etc.). Please explain how each
activity directly supports R&D for insulin produects.

As explained in Section IIT of Lilly’s letter, Lilly engages in significant research and
development efforts. Lilly reports its research and development expenditures on a company-

wide basisirits FormT0=-K-anmual-reports-filed-with-the-t-8--Securities-and-Exchange
Commission. As noted in the most recent annual report released on February 19, 2019, at the
end of 2018, Lilly employed approximately 8,500 people in human pharmaceutical and animal
health research and development activities, including a substantial number of physicians,
_scientists holding graduate or postgraduate degrees, and highly skilled technical personnel.

Lilly’s research and development expenses were $5.31 billion in 2018, $5.36 billion in 2017, and
$5.31 billion in 2016. The relevant section of Lilly’s Form 10-K annual report filed pursuant to
Section 13 or 15(d) of the Securities Exchange Act of 1934 for the fiscal year ended December
31, 2018, including Lilly’s Consolidated Statement of Operations, is attached at Bates LLY-
SFCOM-00000034. ‘

For internal purposes only, Lilly estimates that between 2014 and 2018, it has spent -
approximately $244 million on research and development related to Humalog globally, $66
million on research and development related to Humulin globally, and $85 million on research
- and development related to Basaglar globally.* These estimates are likely under-representative
because certain costs, such as local medical expenses and billable hours for training and
administrative activities are not allocated by product. Accordingly, they are excluded. These
estimates include certain data that are neither reproducible nor validated through accepted
control mechanisms, and they therefore may be incomplete or inconsistent with Lilly’s audited
financial reporting, as the Securities and Exchange Commission requires research and
development data to be compiled only at the enterprise level. Given the limitations of these
estimates, Lilly requests that the Committee give special attention to preserving their
confidentiality.

* The estimate for Basaglar includes amounts reimbursed by Lilly’s alliance partner Boehringer Ingelheim,
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6 Please describe your Marketing and Advertlsmg program for each of your insulin
product lines. For each fiscal year since January 1, 2014, please provide an itemized
accounting of costs, including but not limited to your costs attributable to your sales
force, market research, product samples, third party vendors, and medical
conference sponsorships. Separately, for the same timeframe, please provide an
itemized accounting of the cost of marketing activities targeting prescribers, and
direct-to-consumer advertising,

Lilly’s marketing and advertising program for its insulin products is designed to provide
appropriate information to health care providers, patients, and payers (PBMs and insurers).

Health Care Providers. Lilly employs sales representatives who meet with physicians
and other health care providers and provide them with appropriate information regarding its
insulin products. Lilly also provides information to health care providers through emails

11

newsletters, internet advertisements in the form of banner-ads; and-print-ads-injournals—Lilly
also sponsors and sends representatives to certain conferences attended by health care providers.

Patients. Lilly does not conduct television or radio advertising for its insulin products.
_Its consumer advertising is over the internet and in print ads in popular press such as Reader’s

Digest. Lilly also engages in consumer-oriented education efforts, including efforts relating to
insulin adherence.

Payers. Lilly employs account managers who engage with PBMs and insurers regarding
its products, including insulins. Lilly also sponsors and sends representatives to certain
conferences attended by payers.

The requested information regarding the itemized cost of Lilly’s marketing and
advertising efforts related to its insulin products for the years 2016 to- 2018 is attached at Bates
LLY-SFCOM-00000045. The information provided in this response was gathered from readily
available data kept in the normal course at the Humalog, Humulin, and Basaglar family level.
Lilly continues to gather information regarding the cost of Lilly’s marketing and advertising
efforts related to its insulin products for the years 2014 and 2015 and expects to make an
additional submission in the near term.

7. With respect to your company’s process for pricing insulin, please answer the
following:
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a. Please describe your company’s process for making pricing and market
access decisions related to its insulin products, including how account
managers, brand managers, pricing committees, outside consultants and
other entities contribute to decisions regarding price, the steps that are
involved in determining prices, any internal approval processes, and how
prices are communicated to wholesalers, payers and other outside entities.

Lilly makes pricing decisions for its insulin products in a holistic fashion, taking into
account a variety of factors. It does not assign a specific percentage or weight to any individual
factor. As a part of Lilly’s regular business planning process, the company assesses the insulin
pricing environment to identify trends and changes in the market and to establish pricing
assumptions for the future. Factors that generally impact those pricing assumptions include:

o the value that the products bring to patients and the health care system;

e current markefplace conditions, including, but not liniited to; rebatesprovided to-insurers;
pharmacy benefit managers, and other payers and purchasers;

e the need to fund the research and development of the next generation of innovative
medicines;

* increasing costs associated with regulatory compliance and state and federal health care
program changes;

o selling expenses and other costs associated with bringing products to market; and

e costs to invest in manufacturing capabilities (e.g., technology, quality, and capacity
investments) for Lilly’s products.

Although Lilly generally seeks to follow the pricing assumptions established as a part of
its business planning, the company sometimes deviates from those assumptions as a result of
changes in the market. Authority to make pricing decisions for insulin products is vested in the
leadership of Lilly’s Diabetes Business Unit, in consultation with a steering committee of Lilly
stakeholders responsible for assessing pricing decisions. Account managers responsible for
contracting with PBMs and insurance plans are not involved in pricing decisions.

Price adjustments on insulin products are communicated directly to Lilly’s wholesaler
customers by fax and email. Other parties may become aware of price adjustments through
publicly available drug pricing databases or other means; Lilly does not provide direct notice of
price adjustments on insulin products to PBMs and insurance plans.
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b.

Please provide the names and titles of all company officials that have final
pricing authority for your company’s insulin preducts.

Enrique Conterno, Senior Vice President and President, Lilly Diabetes and Lilly USA,
LLC, has final pricing authority for Lilly’s insulin products.

c'

Please provide all written and electronic communications records that were
sent, received, or otherwise provided to your company’s senior leadership
related to propesed pricing changes for insulin products since January 1,
2014, Please include any marketing studies that were used in connection
with pricing decisions.

Lilly continues to gather information related to this request and expects to make an
additional submission in the near term.

8. Please provide a list all internal and external programs that your company has used
and funded since January 1, 2014, to financially assist patients purchasing insulin or

obtaining free insulin. For each program, please list:

a.

What type of program it is, for example, a coupon program, an internal
patient assistance program, an external patient assistance program, a charity
care program, or some other type of program. In each case, please describe
how these programs were administered, through an electronic system, debit
cards, physical coupens, vouchers, or some other method, and who
administered them.

Eligibility requirements and eligibility exclusions.

How much money the company has spent on the program for each fiscal year
since January 1, 2014. In your answer, please describe how your company
calculates its spending on such programs. In other words, when your
company accounts for free or discounted products, is it using a product’s
manufacturing price, retail price, list price, or some other method?

The number of patients in the United States whe were served by the program
for each fiscal year since January 1, 2014,

What percentage of total patients whe used your company’s insulin products
did the program cover each year?

As explained in Section I of the Lilly Letter, Lilly is committed to ensuring that patients
have affordable access to its insulins. In August 2018, Lilly launched new programs including
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the Lilly Diabetes Solution Center (“LDSC”), a patient-focused hotline staffed by medical
professionals, to better connect people living with diabetes to various solutions based on their
“individual circumstances. Every month, these new solutions help more than 10,000 additional
people living with diabetes more easily afford their insulin. For example, the LDSC can connect
patients with an immediate need to any one of the nearly 150 clinics across the United States to
which Lilly donates free insulin. The LDSC also can connect patients to Lilly Cares, a separate
charitable organization that provides free insulin to patients who do not have insurance or have
Medicare Part D and a household annual adjusted gross income of up to 400% of the federal
poverty level.> For patients whose household income exceeds 400% of the federal poverty level,
the LDSC will help them evaluate available options. Such options include Blink Health
(www.blinkhealth.com) and Inside Rx (www.InsideRx.com), which offer savings of up to 40%
off the list price of Lilly’s most commonly prescribed insulins. Information regarding the
discounts provided to patients through these programs is attached at Bates LLY-SFCOM-
00000046. '

Lilly also provides a variety of discounts for its Humalog, Humulin, and Basaglar
insulins to patients effectuated through Co-Pay Cards, Cash Savings Cards, and Electronic
Coupons.® Information regarding these programs is attached at Bates LLY-SFCOM-00000047."

‘The-first tab lists each of the separate programs and provides information regarding the

program’s period of availability, the program type, the third-party vendor administering the
program, the eligibility requirements for the program, and the out-of-pocket cost to participants
‘in the programs. The second tab of the attached spreadsheet shows a portion of the cost of these
programs—the reduction in price of the product provided to patients.® Lilly is separately
gathering information regarding patient utilization and the costs of administering the programs.

Over the years, Lilly has provided free insulin products to a variety of organizations that
support patients who live with diabetes. Since January 1, 2014, Lilly has provided free Lilly

5 https://www lillycares.com/resources.aspx.

6 Co-Pay Card means a physical or virtual card presented at the time a prescription is filled where the patient
discount is adjudicated as a secondary payer in addition to the patient’s insurance. Electronic Coupon is a patient
discount provided automatically during adjudication process as the prescription is filled at the pharmacy, Cash
Savings Cards are physical or virtual saving cards for patients without commercial insurance where Lilly provides a
discount to the patient that is adjudicated at the point of sale with Lilly serving as the primary payer. Consistent
with HHS OIG guidance on copayment coupons (OIG Special Advisory Bulletin — Manufacturer Copayment
Coupons September 2014) the programs are not intended to be utilized where payment may be made, in whole or in
part, under a federal health care program. For purposes of this response, Lilly has not included free product samples
or vouchers.

7 The chart does not include Point of Sales Discount Programs, such as Blink Health and Inside Rx, referenced in the
paragraph above. It is limited to Lilly’s Co-Pay Cards, Cash Savings Cards, and Electronic Coupons,

8 This information is not readily available prior to 2015.

4
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The programs described above vary in their qualifications depending on the nature of the
program and as determined by the organization, but in all instances, the insulin provided is
intended by Lilly to be provided free to qualifying patients. The programs are administered
through the provision of physical product to the patient through licensed health care practitioners
and/or pharmacists. Lilly does not consistently receive information regarding the number of
patients assisted each year, but it has provided the total number of pens and vials donated in the
chart above.

f. The amount of revenue and net income each program generated.

Lilly does not track the revenue and net income generated by its patient affordability
programs.

g. What was the abandonment rate of patients who were unable to fill their

prescriptions at the pharmacy? -Did your company-or-the-entities-it funded————
make any effort to follow up with patients who dropped out of these
programs?

Lilly is continuing to review its records to determine if it has information responsive to

this request.

9. Please describe how the costs of the assistance programs are accounted for within
your company’s financial statements. Please also describe the types of market ,
information, such as prescribing and use patterns, that your company collects from
different types of patient assistance programs and patient hub services.

Lilly is continuing to gather information regarding the accounting treatment of its patient
affordability programs. Lilly does not receive prescribing pattern or trend information from the
recipients of its donations of free insulin products or from the third parties who administer its co-
pay and coupon programs. '

~ 10. Please provide a list of all contributions since January 1, 2014, that your company
has made to any tax-exempt organizations working on issues related to diabetes,
including but net limited to patient groups, disease awareness groups, medical or
professional societies, universities or hospitals, industry associations or leagues., For
each contribution, please provide the name of the organization that received the
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donation, the date the donation was made, the amount of the donation, and a
description of the purpese of the contribution (i.e., was the contribution for the
general fund, a specific purpese to a specific program, or continuing medical
education). Please also note whether the contribution was unrestricted or
restricted; if it was restricted, please explain all restrictions. Finally, if your
company maintains a foundation or other separate charitable arm, please provide
the name of all such entities, and list all diabetes-related donations made from that
entity or entities,

Lilly continues to gather information related to this request and expects to make an
additional submission in the near term.

11:-You have previously-discussed-the-ways-in-which the-current.rebate system.leads.to

higher costs for consumers, saying in 2018 that, “[w]e are shifting too much of the
cost via list pricing directly to consumers. If consumer pricing came down [it]
would improve volume and medication adherence for patients.”!? If the proposed
rule from the Department of Health and Human Resources and its Inspector

General, Removal of Safe Harbor Protection for Rebates Involving Prescription

Pharmaceuticals and Creation of New Safe Harbor Protection for Certain Point-of-

Sale Reductions in Price on Prescription Pharmaceuticals and Certain Pharmacy

Benefit Manager Service Fees,'! is implemented, please describe how it will impact
- the pricing of your company’s insulin preducts.

If the proposed rule is finalized for Part D only, the impact on the prices of Lilly insulins
is unclear. Part D patients will experience lower out-of-pocket costs for insulin if the significant
price concessions that Lilly provides are passed on, If additional actions are taken to extend this
approach to commercial payers, then Lilly would anticipate significant list price reductlons as
list price rather than rebates would become the basis of competition.

% * *

19 Nathaniel Weixel, Eli Lilly CEO denounces plan to consider dvug imports, THE HILL (Jul, 24, 2018),
https://thehill. com/pol1cy/healthcare/med1cal devices-and-prescription- -drug-policy/398599-ceo-of-eli-lilly-
denounces.

" Proposed Rule, Removal of Safe Harbor Protection for Rebates Involving Prescription Pharmaceuticals and
Creation of New Safe Harbor Protection for Certain Point-of-Sale Reductions in Price on Prescription
Pharmaceuticals and Certain Pharmacy Benefit Manager Service Fees, 84 F.R. 2340, (Feb. 6, 2019),
https://www.federalregister.gov/documents/2019/02/06/2019-01026/fraud-and-abuse-removal-of-safe-harbor-
protection-for-rebates-involving-prescription-pharmaceuticals.
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The table below shows what has been previously approved by PRASC compared to the revised
offer we are now seeking approval for. The incremental rebate amount for Humulin and

Humalog is $27.7 mil . |

[cid:image002.png@01CF236A.83751E30]

Although these offers appear net sales negative, given Aetna is a strategic account for the

DBU and the competitive offers in the marketplace for these products, these rates are required to
try to retain this business.

The net sales difference for all of these changes are captured below ( this shows the business
case impact to both Aetna and Coventry as they will be moving forward with a single formulary
decision) :

[cid:image006.png@O01CF236A.83751E30]

[ have attached the revised pre-read for further details. Feel free to contact me with any
questions,

Lisa Heid
Director, Contract Management and Analytics

<Pre-Deal Aetna MHC Humalog Humulin PRASC Revised Offers Feb 6 .pptx>
<image002.png>
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Alex M. Azar Il
President
Lilly USA, LLC

Lilly Corporate Center
: Y "

CONFIDENTIALITY NOTICE: This e-mail message from Lilly USA, LLC, (including all attachments) is for
the sole use of the intended recipient(s) and may contain confidential and privileged information. Any
unauthorized review, use, disclosure, copying or distribution is strictly prohibited. If you are not the intended
recipient, please contact the sender by reply e-mail and destroy all copies of the original message.

On Feb 7, 2014, at 12:27 PM, "Lisa J Heid" ||

Alex, Mike, Terry and frank,

Please approve Mike's revised request below to move the Dual fexclusive rates to 66% for the 2.5 year term of
the contract. The financial impact of this incremental 1 pp is $3.3 mil for Humalog and $.3 mil for Humulin. Please let
me know if you need any additional information. We are trving to get hack with Aetna late this afternoon with their
revised offer. Thanks for vour help in meeting this customer timeline.

Lisa Heid

Director, Contract Management and Analytics

From: Michael B Mason

Sent: Friday, February 07, 2014 11:19 AM

To: Alex M Azar; Lisa J Heid

Cc: Frank D Cunningham; Terrence M Lyons; Wilbur Van Tryon; Eric H Schultz; W Patrick Bruen; Louise Kathleen Bakker;
Steven C Benz

Subject: RE: Urgent - PRASC approval requested for revised offer for Aetna Commercial - Please respond by Noon
February 7, 2014

Lisa:

Thanks for your work on this. The teamwork between MHS and Eric’s team has been exceptional on this deal. Given the
long-term strategic value of this account and the fact that we will likely not be willing to outbid Novo if Prime and
Cigna/Catamaran want to move to Preferred this year, Enrique and | are supportive going up to a preffered rate of 66%
onthis deal. Approve,

Thanks,
Mike

From: Alex M Azar

Sent: Thursday, February 06, 2014 8:47 PM

To: Lisa J Heid

Cc: Michael B Mason; Frank D Cunningham; Terrence M Lyons; Wilbur Van Tryon; Eric H Schultz; W Patrick Bruen; Louise
Kathleen Bakker; Steven C Benz

Subject: Re: Urgent - PRASC approval requestad for revised offer for Aetna Commercial - Please respond by Noon
February 7, 2014

[ will defer to DBU leadership on this deal and approve.
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Director, Contract Management and Analytics

<Pre-Deal Aetna MHC Humalog Humulin PRASC Revised Offers Feb 6 pptx>
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sott I

Subject: Humalog and Humulin - list price
Mike,

Per our conversation this morning, | propose +9.9% list price adjustments for all NDCs of Humalog family
and Humulin family effective for orders received after 5pm on Wednesday evening June 4.

The resulting list prices:
e Humalog=5184.30 WAC per 10ml vial versus $184.85 for Novolog
e Humulin = $99.80 WAC per 10ml vial versus $99.65 for Novolin

Of course, the insulin category is among if not the most price competitive class at the contracted price
level. Please let me know if you have additional questions or would like to meet to discuss this price
adjustment.

Pat
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Reds,
Thane

ssident, Global Marketing ~ Lilly Dshetes
y and Company
5 rodmn &N oy

v Bam b lemin i TR AR NERE

g

CONFIDENTIAL TREATMENT REQUESTED LLY-SFCOM-UR-00003171
COMMITTEE MEMBERS AND STAFF ONLY / NOT FOR CIRCULATION
FOIA EXEMPT / BUSINESS CONFIDENTIAL / COMPETITIVELY SENSITIVE






We can discuss more about any of these topics next time we see each other.
Best regards,

Enrique
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reviewed by the Executive Committee). [JJjwas the one exception to that timing. As
a follow-up to the meeting, Steve Fry, Derica Rice and John Lechleiter authorized
December 3™ as the effective date for these year-end adjustments {see the email chain
below). This authorization was necessitated by the increases occurring prior to Board
approval of the 2015 Business Plan.

To pursue an earlier effective date for Humalog, Steve, Derica and John will need to
reauthorize. My recommendation is to proceed with the Humalog adjustment effective
December 3 since {1) the financial benefit of an earlier increase is relatively minimal and
{2) aligning the LillyUSA adjustments will avoid increases on two days in a short window
which may be perceived negatively by payers.

Please let me know your decision. If you decide to pursue the earlier timing for
Humalog then | will develop supporting information as requested.

Pat

From: Terrence M Lyons

Sent: Thursday, November 20, 2014 3:26 PM
To: W Patrick Bruen; Theresa Skowron Dunn
Cc: Hormaz M Dubash; John L. Washam; PETER HOOGERHUIS; Jennifer Davison
Niemeyer; Wilbur Van Tryon; Steve M Dellinger

Subject: Fwd: Approval Requested: LillyUSA List Price Increase Timing
Importance: High

Pat and Theresa:

Below please find confirmation of approval to implement our planned LillyUSA list price
increases effective at 5:00pm on Weds, Dec 3rd, with the exception of ||| | | EGEGzN

_”. Please feel welcome to inform other relevant BU leaders of

this approval as appropriate,

TML

Terrence M. Lyons
Vice President Finance & Strategic Marketing | CFQO, Lilly USA LLC

From: David A Ricks

Sent: Thursday, November 20, 2014 2:21 PM

To: Alex M Azar

Subject: Fwd: Approval Requested: LillyUSA List Price Increase Timing

Alex, | have networked this with Steve John and Derica, please move ahead as you
recommend.

Dave Ricks

Begin forwarded message:

From: Alex M Azar [N

Date: November 20, 2014 at 7:53:29 AM EST
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Please note that while this recommended timing is in advance of final
Board approval of the 2015 Business Plan, all increases will be executed
at the percentage increases approved by the corporate Executive
Cmte. The 2015 Business Plan for all Business Units assumed late
December execution, thus the December 3™ timing will not result in any
material price variance versus the Plan proposed for approval to the
Lilly Board.

TML

Terrence M. Lyons
Vice President Finance & Strategic Marketing | CFO, Lilly USA LLC
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CONFIDENTIALITY NOTICE: This e-mail message from Lilly USA, LLC, (including all attachments) is for the sole use of
the intended recipient(s) and may contain confidential and privileged information. Any unauthorized review, use,
disclosure, copying or distribution is strictly prohibited. If you are not the intended recipient, please contact the sender by
reply e-mail and destroy all copies of the original message.

From: W Patrick Bruen

Sent: Thursday, December 18, 2014 2:15 PM

To: Alex M Azar; Michael B Mason; Terrence M Lyons; Martin Bott; Frank D Cunningham; John Bamforth

Cc: Wilbur Van Tryon; Lisa J Heid; Theresa Skowron Dunn; Scott W Dell; Eric H Schultz; Alonzo Weems; Christopher Jon
Stokes; Timothy Michael Moore; Daniel D. Byrne

Subject: ACTION REQUIRED: PRASC Approval Request - CIGNA Commercial Offers

Importance: High

PRASC Members,

Please review and reply to all with vour position on the attached portfolio proposal for GGNA commercial. | would
appreciate your response by close of business on Friday, December 19.

From: Louise Kathleen Bakker

Sent: Thursday, December 18, 2014 1.30 PM

To: W Patrick Bruen

Cc: Lisa J Heid

Subject: PRASC Approval Request - CIGNA Commercial Offers
Importance: High

Pat,

Please circulate this CIGNA pricing request to PRASC members. This e-mail is being sent to you to request
PRASC approval for the CIGNA commercial offers below that are outside guidelines and the total financial commitment
>S50M. These offers are effective 4/1/15 —12/31/16. As you recall, CIGNA notified manufacturers that they will be
taking back contracting responsibility from Catamaran beginning 4/1/15. These offers are in response to their request
for a portfolio offer. Sorry for the last minute request, but CIGNA is scrambling in order to complete contract
negotiations with all manufacturers by April 1%,

Humalog - 45% for Unrestricted LBC formulary status (Dual) (same rate that is available to Catamaran
clients under ESI agreement)

* Humalog - 55% for Exclusive LEC formulary status

*  Humulin - 45% for Unrestricted LBC formulary status (Dual)(same rate available to Catamaran clients
under ESl)

Humulin - 55% for Exclusive LBC formulary status

None of the rates listed above are precedent setting rates.

Deal Essence:
e Insulin: Lilly insulin is currently ‘Bual’ status on Commercial Tiered and ‘Fxclusive’ on IFP/Fxchange
formularies. CIGNA has previously evaluated moving to a single insulin line far the Commercial Tiered
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3). There are a number of strategic nuances to this proposal that would be shared
shared in a live setting. John, | think there would be benefit in having a brief discussion
when we are all back in the office, to share the longer term implications of this deal in
our overall contracting strategy. Enrique was able to provide some very helpful insights
beyond the content of the email.

Enrique, please add to this message if | missed something. | very much appreciate the
patience of everyone on this matter. Itis complicated, and your allowance for

appropriate understanding is valued.

Thanks everyone!

Regards,
Derica

Hresaichant

mp'any

£

On Feb 24, 2015, at 12:32 PM, Michael B Mason ||| G - <

John and Derica,

This morning Lisa Heid will be requesting your approval for an offer to
secure an exclusive status for Humulin and Humalog on United’s Part D
formularies. In order to meet United’s timeline we need your response
by the end of the day today. | apologize for the short turnaround on
this one. We will strive to provide you with more time to review these
offers as we move forward.

When Enrique, Martin and | recently met with you to review our insulin
pricing and contracting strategy, we highlighted five accounts that
would likely move from having both Humalog and Novolog on equal
formulary status to selecting an exclusive meal time / human insulin
partner. The largest and most attractive of these accounts is United’s
Part D business. In addition, our access in Part D trails Novo, so winning
this account would allow us to secure a much stronger position in the
important and growing Part D segment. Consistent with our strategy of
competing to win when an account decides to make the transition to an
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exclusive partner we would like to make an offer that is attractive
enough to win the business.

In this case, United is highly motivated to move to single meal time /
human insulin brand. They are planning on doing so in either 2016 or
2017. We have a contract with United that goes through the end of
2016. We believe Novo’s contract is on a year-to-year basis. Due to this
timing, United has the choice of either going to an exclusive
arrangement with Lillyin 2016 or waiting until 2017 to go through a
bidding process betwezn Lilly and Novo. Novo has a higher share in
United’s Part D business so it will be difficult to for us to win vs. Novo in
2017. We think it is prudent for the long-term to make a 2016 offer.

In the business case sent by Lisa you will see two scenarios. The first
business case is one that ties directly to our plan price increase
assumptions (9% every 9 months). It generates a 3 year positive
business case of $88M. In order to prevent having to secure additional
FRAP approvals if our price increases become more aggressive, our MHS
finance team have an additional case assuming very aggressive price
increases (9% every 6 months). In this scenario the deal would be 544V
negative over the three year deal. In order to arrive at the business
case each deal is compared to a scenario in which we lose the business
to Novo and retain 5-10% of United’s Part D business at no rebate. The
value of this residual business becomes more attractive in the more
aggressive price increase scenario. We believe that the plan price
increase scenario is the much more likely pricing scenario. In addition,
the business case in tha lose scenario is highly dependent upon our
ending share assumption which is controlled more by United’s efforts
than our efforts. If United drives to a lower share the value of the
residual share quickly erodes. We think it's best to secure this business
to gain the strategic acdvantage of the improved access in Part D.

Our walk-in offer to United would generate a $200+ million upside for

the company over the next three years. Martin and Enrique are in
Japan. If you have any questions, feel free to reach out to me. My cell

number to [

| appreciate your consideration of this request,
Take care,

Mike
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portfolio of contracting discussions within the diabetes
business (at the full walk-away terms).

In terms of key takeaways:

1). This deal is consistent with the the contracting
strategic review we had earlier

2). We are not obligated to move forward if we can not
reach acceptable terms. We would allow the existing
contract to run its course

3). There are a number of strategic nuances to this
proposal that would be shared shared in a live setting.
John, | think there would be benefit in having a brief
discussion when we are all back in the office, to share
the longer term implications of this deal in our overall
contracting strategy. Enrique was able to provide some
very helpful insights beyond the content of the email.

Enrigue, please add to this message if | missed
something. |very much appreciate the patience of
everyone on this matter. It is complicated, and your
allowance for appropriate understanding is valued.

Thanks everyone!

Regards,
Derica

nessage.

On Feb 24, 2015, at 12:32 PM, Michael B Mason

A o=
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John and Derica,

This morning Lisa Heid will be
requesting your approval for an offer to
secure an exclusive status for Humulin
and Humalog on United’s Part D
formularies. In order to meet United’s
timeline we need your response by the
end of the day today. | apologize for
the short turnaround on this one. We
will strive to provide you with more
time to review these offers as we move
forward.

When Enrique, Martin and | recently
met with you to review our insulin
pricing and contracting strategy, we
highlighted five accounts that would
likely move from having both Humalog
and Novolog on equal formulary status
to selecting an exclusive meal time /
human insulin partner. The largest and
most attractive of these accounts is
United’s Part D business. In addition,
our access in Part D trails Novo, so
winning this account would allow us to
secure a much stronger position in the
important and growing Part D

segment. Consistent with our strategy
of competing to win when an account
decides to make the transition to an
exclusive partner we would like to make
an offer that is attractive enough to win
the business.

In this case, United is highly motivated
to move to single meal time / human
insulin brand. They are planning on
doing so in either 2016 or 2017. We
have a contract with United that goes
through the end of 2016. We believe
Novo’s contract is on a year-to-year
basis. Due to this timing, United has
the choice of either going to an
exclusive arrangement with Lilly in 2016
or waiting until 2017 to go through a
bidding process between Lilly and
Novo. Novo has a higher share in
United’s Part D business so it will be
difficult to for us to win vs. Novo in
2017. We think it is prudent for the
long-term to make a 2016 offer.
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In the business case sent by Lisa you
will see two scenarios. The first
business case is one that ties directly to
our plan price increase assumptions (9%
every 9 months). It generates a 3 year
positive business case of $88M. In
order to prevent having to secure
additional FRAP approvals if our price
increases become more aggressive, our
MHS finance team have an additional
case assuming very aggressive price
increases (9% every 6 months). In this
scenario the deal would be $44M
negative over the three year deal. In
order to arrive at the business case
each deal is compared to a scenario in
which we lose the business to Novo and
retain 5-10% of United’s Part D business
at no rebate. The value of this residual
business becomes more attractive in
the more aggressive price increase
scenario. We believe that the plan
price increase scenario is the much
more likely pricing scenario. In
addition, the business case in the lose
scenario is highly dependent upon our
ending share assumption which is
controlled more by United’s efforts
than our efforts. If United drives to a
lower share the value of the residual
share quickly erodes. We think it's best
to secure this business to gain the
strategic advantage of the improved
accessin Part D.

Our walk-in offer to United would
generzte a $200+ million upside for the
company over the next three

years. Martin and Enrique are in
Japan. If you have any questions, feel
free toreach out to me. My cell

number to I

| appreciate your consideration of this
request,

Take care,

Mike
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CONFIDENTIALITY NOTICE: This email message (including all attachments) is for the sole use of the intended recipient{s) and may
contain confidential information. Any unauthorized review, use, disclosure, copying or distribution is strictly prohibited. If you are not the
intended recipient, please contact the sender by reply email and destroy all copies of the original message
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We received feedback from Abarca that the 8% APP offer approved at
PRASC on Wednesday was not enough.

The AM is meeting with the account on Tuesday. Along with walking
them through the BIM, she would like to have an enhanced offer
availabie it needed.

The attached business case represents the following changes:
e <I--[if IsupportLists]--><!--[endif]-->Reduced APP cap from 8%
to 6%
e <!--[if IsupportLists]--><!--[endif]-->Fnhanced rebate from 52%
to 54%

We are seeking approval for both enhancements to save on review
time, but the AWM has been instructed to offer the enhancements {only if
needed) in the following order:
1. <!--[if |supporiLists]--><!--[endif]-->APP Reduction: -5250k net
sales
2. <!-[if lsupportLists]--><!--[endif]-->Rebate Enhancement: -S1M
net sales

All scenarios are still BUC positive vs No Deal.

Given the governance needed for Puarto Rico, we will nead your and
Alex's approval to make the offer,

if you approve, please reply to this email with the approval,

Let me know if you have any questions. My cell is || | EGTGTGcGcNINIBG

Thanks,
Bill

*FINTERNAL USE ONLY. NOT FOR USE WITH CUSTOMERS*®*

{including all
spiplentis) and may

. Any unauthonized review,
use, disclosure, copying or distibulion 15 strictly prohibitad. 1 you are not
the intended recipient, please cortad! the sender Dy reply e-mali and
destroy ali coples of the orignal message,

From: Steven Mark Kidd
Sent: Friday, March 27, 2015 3:23 PM
To: William F. Riesner; R Bruce Christian; Maridel Marti; Lisa ] Heid
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Subject: Abarca Part D 2016-2017 Enhanced Walk Away
Importance: High

Team,

| have updated the Pre-Read with a Maximum walk away offer of 54%
Rebate and 6% APP with the understanding Brand has the following
preference in any enhanced offer:

Thanks Steve,

Brond is supportive of both the 6% APF cop ond the 54% rebate.
Maridel/Bruce: If an erhancement of the current offer is needed, { would
nrefer the terms be offered in the following order;

1. Reduce 8% APP cup to 6% APP
increase 52% base rebote to 54%

I

Let me know what else you nesd from me.

Thanics,
Biii

The next steps that CMA needs are for Bill to ensure Mike Mason is
supportive of the enhanced offer and will also be supportive of the
FRAP figures. Then Lisa will connect with Alex, who is on vacation, for
his Puerto Rico review purposes.

It is understood that Bruce and Maridel have a meeting with the
customer Tuesday afternoon.

Regards,
~Steve

Steven M. Kidd

Associate Consultant — Business Development — Managed Healthcare
Services

Managed Healthcare Services

<imageUlT. |pg
CONFIDENTIALITY NOTICE: This email message from Eli Lilly and
Company (including all attachments) is for the sole use of the intended
recipient(s) and may contain confidential and privileged information. Any
unauthorized review, use, disclosure, copying, or distribution is strictly
prohibited. If you are not the intended recipient, please contact the
sender by reply email and destroy all copies of the original message.

<Abarca Part D Insulins 54% Rebate--6% Price Protection Pre-
Read.pptx>
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<Abarca Part D Insulins 54% Rebate--6% Price Protection Pre-Read.pptx>
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We believe our bid properly balances a competitive offer that would provide a good return to the
company. Given that this will be a highly competitive bidding process with Novo and potentially Sanofi,
it’s difficult to forecast the outcome.

Enrique is supportive of our proposal. Feel free to reach out to me, Anat Ashkenazi or Enrique if you
have questions or want to have a live conversation to review our bid.

Take care,

Mike
<04-Humalog Humulin-VA DOD Sole Source Bid Pre-read.pdf>
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From: Michael B Mason

Sent: Tuesday, May 12, 2015 4:57 PM

To: William F. Riesner

Cc: Anat Ashkenazi; Steven Mark Kidd; John Joseph Peters
Subject: Re: ACTION: SIS Commercial Insulins Review with APP

Bill

| am supportive.
Mike

Sent from my iPad

On May 12, 2015, at 11:56 AM, William F. Riesner <} G o<

Apologies. Correction ta the request {already reflected in the Business Case outputs), just a typo inmy
explanation.

THE PRASC APPROVAL REQUESTED I5:
e <!-[if IsupportLists]--><!--[endif]-->Enhanced Humalog Dual Rate {16% ~» 25%) Walkin=
19% {+3% Admin Fee)
o <I-[if IsupportLists]--><!--[endif]-->Enhanced Humulin Dual Rate {19 -» 25%) Walk in=22%
{+3% Admin Fee}
e <!--[if IsupportLists]--><!--[endif]-->Addition of 8% APP

*HINTERNAL USE ONLY. NOT FOR USE WITH CUSTOMERS**
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From: William F. Riesner

Sent: Tuesday, May 12, 2015 11:39 AM
To: Michael B Mason
Cc: Steven Mark Kidd; John Joseph Peters

Subject: ACTION: SIS Commercial Insulins Review with APP

Anat Ashkenazi
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Mike/Anat,
SIS is the largest commercial payer in Puerto Rico. Given the account is in Puerto Rico, yvour and Alex’s
approvals are required for all offers per our governance.

The account is currently dual. The current SOM/rebates are as follows:

Humalog Humulin

Current SOM 69% 83%
Rebate 16% 19%
Admin Fee 3% 3%

The contract is set to expire on 6/30/2015 and the customer is requesting enhanced dual rate + price
protection for the next 2 years.

The customer tends to reguire very auick turnaround, so the Account Manager is asking for some
flexibility to negotiate, with the full intention of walking in below the walk away rates for Humalog.

THE APPROVAL REQUESTED IS
e <!--[if IsupportLists]--><!--[endif]-->Enhanced Humalog Dual Rate {16% = 22%) Walkin=
19% {+3% Admin Fee)
e <!-|if IsupportlLists]--><!--[endif]-->Enhanced Humulin Dual Rate {18 -2 22%) Walk in= 22%
{+3% Admin Feg}
e <I--[if IsupportlLists]--><!--[endif]-->Addition of 8% APP

Please let me know if you have any guestions or concerns.
if you approve, please Reply to All with vour approval,
Thanks,

i
FHINTERNAL USE ONLY. NOT FOR USE WITH CUSTOMERS™™

2ifl Rissner
Associate Brand Manager - Insuling Pever Bliatagy

LiliyUsA, LLC

From: Steven Mark Kidd

Sent: Friday, May 08, 2015 12:30 PM

To: William F. Riesner

Subject: SIS Commercial Insulins Review with APP

Bill,

Take a look and let me know if you are supportive and 1 will build the Pre-Reads. This will need Mike’s
okay and (Alex’s lack of a veto) Not PRASC. Also as a reminder the (Additional Expense) represented by
a grey line in the Net Price Chart is the 3% DACO.
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Lisa Heid

Director, Contract Management and Analytics
Managed Healthcare Services

Lilly USA, LLC

<02—-Express Seripts Inc. (commercial) pdf>
<Express Scripts DRB Slides ||| | G o <
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Blink — Lilly Partnership
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 Lilly transaction with ESI

Lilly and ESI will negotiate terms and conditions as a separate exhibit within the
current ESI Rebate Agreement

A significant portion of the rebate (proposed at 98%) will be passed through to the
patient via a third party administrator, in this case Blink Health

The patient will see this pass through in the transaction price in the Blink Health application
The portion of the rebate that is not passed through to the patient (proposed at 2%)
and an administrative fee (proposed at 4.875%) will potentially be shared by ESI and
Blink Health through their contractual relationship

« Patient, pharmacy, and reimbursement transaction

YIATRGS

Patient pays for product through the Blink application (WAC grossed up for pharmacy
markup less pass through rebate)

Patient shows their receipt from the Blink application and their Rx at the pharmacy

Pharmacy processes the Rx with a $0 copay (patient has already paid Blink Health in
the application) and dispenses the product

Claims adjudicator reimburses the pharmacy and Blink Health reimburses the claims
adjudicator based on their contractual relationships

ESI receives Rx data from the claims adjudicator and submits to Lilly for rebate and
administrative fee payment per the terms and conditions of the contract between ESI
and Lilly

Com pany Cordidential @208 EN Litly and Company g
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* As a condition of rebate, 98% of the rebate provided must directly
benefit the patient via Blink Health

— The objective is to provide a 50% discount to WAC directly to patients for
Humalog/Humulin and a 40% discount to WAC directly to patients for Basalglar.
The rates below reflect the rate necessary to achieve this objective with the 98%
pass-thru.

 Provide a rebate of 51% of WAC to patients via Blink (via ESI) for,
the following products:

— Humalog U-100 (pens & 10mL vials)
— Humalog U-200 KwikPen
— Humalog Mixes (pens & 10mL vials)
— Humulin N, R & 70/30 (pens & 10mL vials)
* Provide a rebate of 40.9% of WAC to patients via Blink (via ESI) for
the following products:
— Basaglar

* Provide a 4.875% admin fee to ESI to administer the program on
behalf of Blink Health.

PTG Com pany Cordidential @208 EN Litly and Company

CONFIDENTIAL TREATMENT REQUESTED LLY-SFCOM-UR-00004912
COMMITTEE MEMBERS AND STAFF ONLY / NOT FOR CIRCULATION
FOIA EXEMPT / BUSINESS CONFIDENTIAL / COMPETITIVELY SENSITIVE



'ales Director Call — Broad Solution Announcement

DBU DSM Call — Broad Solution Announcement

DBU Sales Force Call — Broad Solution Announcement

MHS Market Manager Communication: Broad Solution Announcement
TLAC Communication and Training

Basaglar Price Announcement

Solution Announcement and Press Release

Diabetes Blogger Call — Detailed Solution Announcement
DBU Sales Force Video - Detailed Solution Announcement
ommunication — Detailed Solution Announcement

Solution Launch
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Humalog Pen $470M

Humulin Pen $52M

Basaglar Medicaid Best Price*

*Medicaid Best Price impact assumes the total differential between 45.775% and 23.1% is
burdened on this contract. Once verbally agreed upon contracts are signed, the Best Price impact
is estimated at $3.5 M

Cost to ESI $12.1 M
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Begin forwarded message:

From: “LisaJ Heid" ||

To: "W Patrick Bruen“— "Theresa Skowron Dunn‘_
Cc: "Wilbur Van Tryon" || - </ - White" . -
Joseph peters” [ " c>rco  Garc'
*william F. Riesner" ||| G

Subject: Urgent Request PRASC and FRAP approval for Clgna Part D - Basaglar and Revised
Humulin/Humalog Offers - Please respond by Noon, Friday - January 20 th

Pat,
Please circulate to appropriate PRASC members. Sorry for the tight timeline but Brand and Account
Manager have meeting with CIGNA at 2pm on Friday.

Key elements of the deal:

Humulin and Humalog — Cigna is exploring moving Lin and Log to generic tier for MAPD
lives. We are requesting an incremental 1% rebate (total of 68% rebate) in the MAPD book of
business. As a walk away Brand is requesting the 68% rebate for Generic tier or LBC. Incremental gross
sales for Humalog are 515.2 mil and incremental rebates are $12.7 Mil over previously approved rate for
the life of the deal. Incremental gross sales for Humulin are $2.7 Mil and incremental rebates are $1.4
mil over previously approved rates for the life of the deal. This includes 6% LPP with an anchor date of
12/31/16 as Cigna is in the first year of their 3 year Insulin deal.

Basaglar — Brand is requesting 2 offers for Basaglar as well as a contingent bundle with
Humalog. This isa two year deal term (1/1/18 through 12/31/19).

Option 1 — Basaglar — 1 of 2 manufacturers, exclusive Insulin Glargine — 58% rebate with 6% LPP,
12/31/17 anchor date.

Option 2 — Basaglar — 1 of 3 manufacturers, exclusive u-100 Glargine — 55% rebate with € % LPP,

12/31/17 anchor date.

Contingent bundle with a 1% incremental rebate for Humalog to gain access for Basaglar. This
would be applied to either Option 1 or 2 above. This contingency represents an additional 55.6
mil in rebates. The deal margins shown below do not include the incremental Humalog
contingent rebates. The adjusted deal margins would be $38.5mil for 1 of 2 manufacturer status
and $32.7 Mil for 1 of 3 manufacturer status for the deal period. The business cases for Basaglar
are shown below:
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ooying or distiibution s
VT3 ted, i you are not the intended rscipient, please contact the sendser by reply emall and destioy all copies of

ihe origmal message.
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1. Significant year over year growth reflected in the 2017 LD Plan
submission... +25% revenue growth and +44% BAC growth in 2017

2. Trulicity remains Lilly’s largest growth driver and one of the largest
products globally at nearly $1.9B... 2017 Plan assumes 100% of supply
capacity is utilized with no supply disruption

3. Insulin franchises remain the foundation to our wide-range of therapy
offerings with $3.3B in revenue

4. Jardiance Plan assumes a positive US label outcome in December and a
subsequent inflection in revenue uptake... 2017 Plan assumes US market
growth of 25% coupled with 30% share of market

5. 2017 Plan reflects an investment prioritization towards sustainable
growth engines while harvesting resources from established brands

Executive Committee- 2017-2018 Business Plan Review Company Confidential © 2016 Eli Lilly and Company 2
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Lilly Diabetes Revenue Evolution Lilly Diabetes SG&A Evolution

Other Other

DPP IV ¢

b Insulin

GLP-1

= Trulicity revenue grows to 30% of total Diabetes in 2018, representing 63% of total revenue growth over
this period... SG&A investment grows to $600m or 40% of total SG&A

* |nsulin revenue declines 9% through 2018... share of total SG&A investment declines from 22% to 16%

= QOrals represent 23% of total revenue growth through 2018, primarily due to Jardiance increasing from
$170M in 2016 to $595M in 2018... SG&A investment stabilizes at ~25% of total SG&A

Executive Committee- 2017-2018 Business Plan Review Company Confidential © 2016 Eli Lilly and Company 10
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1. Significant year over year growth reflected in the 2017 LD Plan
submission... +25% revenue growth and +44% BAC growth in 2017

2. Trulicity remains Lilly’s largest growth driver and one of the largest
products globally at nearly $1.9B... 2017 Plan assumes 100% of supply
capacity is utilized with no supply disruption

3. Insulin franchises remain the foundation to our wide-range of therapy
offerings with $3.3B in revenue

4. Jardiance Plan assumes a positive US label outcome in December and a
subsequent inflection in revenue uptake... 2017 Plan assumes US market
growth of 25% coupled with 30% share of market

5. 2017 Plan reflects an investment prioritization towards sustainable
growth engines while harvesting resources from established brands
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bogg | SalEsS w0y . OPEXS Trulicity 2016 2017 2018
'3
Market Growth 30.4% 28.1% 10.1%
5 000 688 SOM 248% 363% BT7%
' 508 Yolume Growth 301.0% 94.1% 22.5%
Price Growth {45.4%; 9.3% 1.1%
1.568 3RS P L0
France Market Growth 19.7% 25.0% 17.0%
L.060 300 France SOM 232%  341%  39.0%
i France Volume Growth 1435%  285%
- &k France Price Growth 0.0% (215%)  00%
' 100 Germany Market Growth 248% 230% 2B5.0%
Germany SCM 38.8% 48.3% 49.3%
¢ - e S g - . Germany Volume Growth 1731%  685% 5.0%
B - ' - ‘ Germany Price Growth (100.9%)  (1.0%)  (00%)
#@Us SEEILAN R S |EUCAN HIAPAN
italy Market Growth 18.5%  300% 200%
us EUCAN . italy SOM 210%  323%  41.5%
i ; . T Haly Volume Growth 131.1% 565.8%
* Trulicity net sales forecast requires all  * Currently achieving better uptake than " ]y ety SL5h (8 50/? ,1250/?
i i Victoza in 4 key geographies: Germany (8™ b Abea s S0 L0000 a0
key market dynamics to break in % ' 4 Spain Market Growih B 105%  16.0%
Trulicity’s favor — continued robust month), Frar.1ce (16" month), Italy (12 Spain SOM 185%  303%  34.0%
market growth (28% on a meaningfully month), Spain (24" month) Spain Volume Growth 1180%  25.0%
i i ; Spain Price Growth (98, 1% 0.3% 0.0%
larger base), LEADER benefit that + By 2017, Trulicity will represent more than gern e 12 L 2 :
. UK Market Growth 8.2% 8.0% 10.0%
accrues to the class rather than only to 0
) e - e 30% of the segment DOTs in EUCAN. UK SOM 93%  167%  16.7%
Victoza, minimal competitive impact . . ’ : :
; | basal duct fasal / Germany will be the highest share at UK Yolume Growth 1305%  348%
rom NOvel basal proaucts, new basa 49.3%, UK Price Growth QD23% (04%)  (0.0%)
GLP-1 combination products and Japan : : :
generic Syetiaand noagaress it oaamon i oG e w9 B0
competitive co-pay card / pricing . Alllgunce wlth Dam'lppon sumltpmo helps to (97 A7) (Tes) A7)
dynamics achieve high SOV in GP first injectable market Market Growth B/O%  382% 11.2%
1 O, O,
. . . * Trulicity is the 5th to market in the GLP-1 class el Sl Hle 900
« Higher rebates driven by continued N e Valume Grawth 1360%  457%
. t tai - yet reached 30% DOT SOM upon lifting the 14- Brice Growth 01%  16.9% 53.4%
access @provemen contain net price day prescribing limitation period : : '
growth in 2017 and 2018 Volume Growth 3201%  965%  237%
* Accounts for 55% of Japan’s 2017 sales growth Price Growth (51.9%) 5.9% 0.8%
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*As of 10/25/2018

CVS/caremark Regional Payers
Custom Accounts
{18M)
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*As of 10/25/2016
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Brand Name Generic Name Strength Dosage Form Package Size WAC Effective Date* WAC Package Price
05/02/2017 $274.70
07/13/2016 $254.80
12/01/2015 $237.00
00002-7510-01 HUMALOG insulin lispro 100 unit/mL VIAL (ML) 10 milliliters  |05/29/2015 $222.70
11/25/2014 $202.60
06/05/2014 $184.30
12/12/2013 $167.70
05/02/2017 $82.41
07/13/2016 $76.44
12/01/2015 $71.10
00002-7510-17 HUMALOG insulin lispro 100 unit/mL VIAL (ML) 3 milliliters |05/29/2015 $66.81
11/25/2014 $60.78
06/05/2014 $55.29
12/12/2013 $50.31
05/02/2017 $284.70
07/13/2016 $264.10
12/01/2015 $245.60
00002-7511-01 HUMALOG MIX 75-25 insulin lispro protamine and insulin lispro 100 unit/mL (75-25) VIAL (ML) 10 milliliters |05/29/2015 $230.80
11/25/2014 $209.99
06/05/2014 $191.00
12/12/2013 $173.75
05/02/2017 $284.70
07/13/2016 $264.10
12/01/2015 $245.60
00002-7512-01 HUMALOG MIX 50-50 insulin lispro protamine and insulin lispro 100 unit/mL (50-50) VIAL (ML) 10 milliliters  |05/29/2015 $230.80
11/25/2014 $209.99
06/05/2014 $191.00
12/12/2013 $173.75
05/02/2017 $510.45
07/13/2016 $473.50
12/01/2015 $440.40
00002-7516-59 HUMALOG insulin lispro 100 unit/mL CARTRIDGE (ML) 15 milliliters  |05/29/2015 $414.00
11/25/2014 $376.65
06/05/2014 $342.60
12/12/2013 $311.75
05/02/2017 $424.32
. - . _— 07/13/2016 $393.60
00002-7712-27 HUMALOG KWIKPEN U-200 insulin lispro 200 unit/mL (3 mL) INSULIN PEN (ML) 6 milliliters 12/01/2015 $366.12
07/23/2015 $344.16
00002-7714-59 HUMALOG JUNIOR KWIKPEN insulin lispro 100 unit/mL INSULIN PEN, HALF-UNIT (ML) 15 milliliters  |08/14/2017 $530.40
. . . . . _— 12/15/2017 $326.36
00002-7715-59 BASAGLAR KWIKPEN U-100 insulin glargine,human recombinant analog 100 unit/mL (3 mL) INSULIN PEN (ML) 15 milliliters 11/17/2016 $316.85
05/02/2017 $148.70
07/13/2016 $137.90
12/01/2015 $128.30
00002-8215-01 HUMULIN R insulin regular, human 100 unit/mL VIAL (ML) 10 milliliters  |05/29/2015 $120.60
11/25/2014 $109.70
06/05/2014 $99.80
12/12/2013 $90.80
05/02/2017 S44.61
07/13/2016 $41.37
12/01/2015 $38.49
00002-8215-17 HUMULIN R insulin regular, human 100 unit/mL VIAL (ML) 3 milliliters |05/29/2015 $36.18
11/25/2014 $32.91
06/05/2014 $29.94
12/12/2013 $27.24
05/02/2017 $148.70
07/13/2016 $137.90
12/01/2015 $128.30
00002-8315-01 HUMULIN N insulin NPH human isophane 100 unit/mL VIAL (ML) 10 milliliters |05/29/2015 $120.60




Brand Name Generic Name Strength Dosage Form Package Size WAC Effective Date* WAC Package Price
11/25/2014 $109.70
06/05/2014 $99.80
12/12/2013 $90.80
05/02/2017 $44.61
07/13/2016 $41.37
12/01/2015 $38.49
00002-8315-17 HUMULIN N insulin NPH human isophane 100 unit/mL VIAL (ML) 3 milliliters  |05/29/2015 $36.18
11/25/2014 $32.91
06/05/2014 $29.94
12/12/2013 $27.24
05/02/2017 $1,487.00
07/13/2016 $1,379.00
12/01/2015 $1,283.00
00002-8501-01 HUMULIN R U-500 insulin regular, human 500 unit/mL (Concentrated) VIAL (ML) 20 milliliters |05/29/2015 $1,206.00
11/25/2014 $1,097.00
06/05/2014 $998.00
12/12/2013 $908.00
05/02/2017 $148.70
07/13/2016 $137.90
12/01/2015 $128.30
00002-8715-01 HUMULIN 70-30 insulin NPH human isophane/insulin regular, human 100 unit/mL (70-30) VIAL (ML) 10 milliliters ]05/29/2015 $120.60
11/25/2014 $109.70
06/05/2014 $99.80
12/12/2013 $90.80
05/02/2017 $44.61
07/13/2016 $41.37
12/01/2015 $38.49
00002-8715-17 HUMULIN 70-30 insulin NPH human isophane/insulin regular, human 100 unit/mL (70-30) VIAL (ML) 3 milliliters |05/29/2015 $36.18
11/25/2014 $32.91
06/05/2014 $29.94
12/12/2013 $27.24
05/02/2017 $530.40
07/13/2016 $492.00
12/01/2015 S457.65
00002-8797-59 | HUMALOG MIX 75-25 KWIKPEN insulin lispro protamine and insulin lispro 100 unit/mL (75-25) INSULIN PEN (ML) 15 milliliters |05/29/2015 $430.20
11/25/2014 $391.50
06/05/2014 $356.10
12/12/2013 $323.95
05/02/2017 $530.40
07/13/2016 $492.00
12/01/2015 $457.65
00002-8798-59 | HUMALOG MIX 50-50 KWIKPEN insulin lispro protamine and insulin lispro 100 unit/mL (50-50) INSULIN PEN (ML) 15 milliliters |05/29/2015 $430.20
11/25/2014 $391.50
06/05/2014 $356.10
12/12/2013 $323.95
05/02/2017 $530.40
07/13/2016 $492.00
12/01/2015 $457.65
00002-8799-59 HUMALOG KWIKPEN U-100 insulin lispro 100 unit/mL INSULIN PEN (ML) 15 milliliters  |05/29/2015 $430.20
11/25/2014 $391.50
06/05/2014 $356.10
12/12/2013 $323.95
05/02/2017 $471.30
07/13/2016 $437.25
12/01/2015 $406.80
00002-8803-59 HUMULIN 70/30 KWIKPEN insulin NPH human isophane/insulin regular, human 100 unit/mL (70-30) INSULIN PEN (ML) 15 milliliters  |05/29/2015 $382.35
11/25/2014 $347.83
06/05/2014 $316.50
01/13/2014 $288.00
05/02/2017 $471.30




Brand Name Generic Name Strength Dosage Form Package Size WAC Effective Date* WAC Package Price
07/13/2016 $437.25
12/01/2015 $406.80
00002-8805-59 HUMULIN N KWIKPEN insulin NPH human isophane 100 unit/mL (3 mL) INSULIN PEN (ML) 15 milliliters |05/29/2015 $382.35
11/25/2014 $347.83
06/05/2014 $316.50
01/13/2014 $288.00
05/02/2017 $574.20
00002-8824-27 HUMULIN R U-500 KWIKPEN insulin regular, human 500 unit/mL (3 mL) (concentrated) INSULIN PEN (ML) 6 milliliters  |07/13/2016 $532.58
03/28/2016 $495.50

*The WAC Effective Date represents the price effective date reported by Lilly to the drug information database First Databank.




Lilly USA, LLC

Basaglar Shipment Dollars and Units by NDC

March 2019
Active

Year NDC-11 NDC-11 Description Gross Sales SKU Quantity Ingredient Units

2016 00002-7715-59 BASAGLAR U880 KWIKPEN 100UMLX5PEND AM $41,298,402 134,472 201,708,000
Total Gross Sales Dollars and Units $41,298,402 134,472 201,708,000
Total Net Sales Dollars $15,818,122

2017 00002-7715-59 BASAGLAR U80 KWIKPEN 100UMLX5PEND AM $744,066,485 2,343,376 3,515,064,000
Total Gross Sales Dollars and Units $744,066,485 2,343,376 3,515,064,000
Total Net Sales Dollars $310,495,688

2018 00002-7715-59 BASAGLAR U80 KWIKPEN 100UMLX5PEND AM $1,874,621,011 5,743,327 8,614,990,500
Total Gross Sales Dollars and Units $1,874,621,011 5,743,327 8,614,990,500
Total Net Sales Dollars $622,860,850

Grand Total  Total Gross Sales Dollars and Units $2,659,985,898 8,221,175 12,331,762,500

Total Net Sales Dollars

$949,174,660





