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Washington, D.C. 20515

Dear Colleague:

Last year, the Committee on Oversight and Reform launched one of the most
comprehensive and in-depth investigations of drug price increases that Congress has ever
conducted. Initiated by then-Chairman Elijah E. Cummings as our first investigation of the
116th Congress, the Committee sent letters on January 14, 2019, to some of the largest and most
profitable drug companies in the world. These letters sought a broad range of documents and
information regarding price increases, executive compensation, and strategies the companies use
to limit competition and maximize profits.

Based on dramatic price increases over many years, Chairman Cummings made this
sweeping investigation a top priority. He explained:

For the past decade, | have been trying to investigate the actions of drug companies for
all sorts of drugs—old and new, generic and brand-name. We have seen time after time
that drug companies make money hand over fist by raising the prices of their drugs—
often without justification, and sometimes overnight—while patients are left holding the
bill.

After Chairman Cummings passed away in October 2019, we continued to aggressively
pursue this investigation, repeatedly pressing the companies for documents and information in
response to the Committee’s requests.

As a result, the Committee has now reviewed more than a million pages of documents.
Many of these documents are internal corporate strategy documents and communications among
top executives that provide significant new insights into how and why drug companies keep
increasing their prices so dramatically. The Committee has given each company an opportunity
to explain the context and significance of these documents as we determined which to release to
the American public.

This week, in conjunction with our hearings with drug company CEQs, | will begin
releasing a number of staff reports describing these documents and explaining in detail the
following key findings based on our review:
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o At the broadest level, the Committee’s investigation shows that although drug
companies make products we all need for our health and well-being, their
skyrocketing price increases are simply unsustainable going forward.

. The Committee’s investigation also reveals new details about the specific tactics
drug companies are using to raise prices, maximize profits, and suppress
competition among other companies.

. Finally, the Committee’s investigation demonstrates that drug companies are
taking full advantage of the federal law that currently prohibits Medicare from
negotiating directly with drug companies to lower prices. The drug companies
are bringing in tens of billions of dollars in revenues, making astronomical profits,
and rewarding their executives with lavish compensation packages—all without
any apparent limit on what they can charge.

One of the key legislative reforms being considered by Congress is to finally allow
Medicare to negotiate directly with drug companies to lower prices. On March 8, 2017,
Chairman Cummings went to the White House with Committee Member Peter Welch to meet
with President Trump, to present their draft legislation to implement this change, and to seek his
support for their legislation.

They were hopeful because President Trump, as a candidate and as President-elect, had
promised that Americans could save hundreds of billions of dollars if Medicare were allowed to
negotiate directly with drug companies. “We don’t do it,” the President said. “Why? Because
of the drug companies.” He said the U.S. must “create new bidding procedures for the drug
industry.” He added: *“Pharma has a lot of lobbies and a lot of lobbyists and a lot of power, and
there’s very little bidding on drugs.” He pledged to create a “fair and competitive bidding
process” that would result in prices “coming way, way, way down.” He also warned that the
pharmaceutical industry is “getting away with murder.”

According to a statement from Chairman Cummings after the White House meeting,
President Trump “seemed enthusiastic about the idea” and pledged to work together. However,
despite numerous good faith efforts by Chairman Cummings to follow-up, President Trump
never responded again. Instead, he abandoned his commitment to work jointly on this issue.

On December 12, 2019, the House of Representatives passed H.R. 3, the Elijah E.
Cummings Lower Drug Costs Now Act, landmark legislation that includes the key provision to
allow Medicare to negotiate directly with drug companies to lower prices. Unfortunately, this
legislation has languished as President Trump openly opposed it and Senate Republicans refused
to schedule a vote. The White House issued a statement opposing the legislation, declaring, “If
H.R. 3 were presented to the President in its current form, he would veto the bill.”

Instead of supporting H.R. 3, taking on the pharmaceutical industry, and giving Medicare
the authority to negotiate directly, President Trump appointed former pharmaceutical industry
executives to key health care positions, including Secretary of Health and Human Services Alex
Azar and former Director of White House Domestic Policy Council Joe Grogan. Mr. Grogan,
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who met with drug company executives on multiple occasions, led the Administration’s
opposition to H.R. 3, even penning an op-ed opposing the legislation a week before it was passed
by the House of Representatives.

Now, as the November election draws near, President Trump is scrambling to create the
impression that he is addressing a problem he has failed to take on for the past four years. But
his actions—such as claiming he will send seniors a “$200 drug discount card” for medications
that cost tens of thousands of dollars per month, or approving a “demonstration project” after
failing to reach a voluntary deal with the pharmaceutical industry—are deficient and
inconsequential, according to experts.

The bottom-line is that, as a result of the President’s decision to go back on his campaign
promise, drug prices have continued to skyrocket over the past four years. A recent report found
that drug companies have raised the list prices of more than 600 single-source brand name drugs
by a median 21.4% between January 2018 and June 2020.

My hope is that these hearings and staff reports will shed additional light on this problem
and spur the President and the Senate to finally act on H.R. 3. While the current trajectory of
drug prices rewards corporate executives handsomely, it is not sustainable for the American
taxpayers or American families.

Sincerely,

(ot B Yoty

Carolyn B. Maloney
Chairwoman




EXECUTIVE SUMMARY

This staff report describes the actions of Mallinckrodt Pharmaceuticals in acquiring and
pricing H.P. Acthar Gel, a drug used to treat a rare infant seizure disorder and other autoimmune
and inflammatory disorders. Acthar was approved in 1952 and sold for decades at less than $40
avial. Today, however,a typical vial of Acthar is priced at $39,864-—approximately 140,000%
more expensive than when it was approved 68 years ago. Acthar is one of the 20 most expensive
medications in the United States. In 2014, Mallinckrodt acquired Questcor Pharmaceuticals,
which owned the rights to Acthar.

The Committee has reviewed more than 140,000 pages of internal communications and
data from 2014 to 2018 regarding Acthar. This staff report focuses primarily on Mallinckrodt’s
acquisition of Questcor and pricing practices for Acthar after acquisition, but it also provides
relevant information about Questcor’s pricing and business strategies for Acthar prior to the sale.

e Uninhibited Price Increases: Acthar has increased in price by almost 100,000% since
Questcor acquired the rights to the drug in 2001. Questcor raised Acthar’s price from
$40 a vial to more than $31,000a vial. Mallinckrodt acquired Questcor in large part
because of Acthar’s already high price and has since raised the price of the drug by more
than $8,200 per vial—an additional 26% increase. Mallinckrodt executives have
attempted to minimize public criticism of Acthar’s price. For example, in June 2018,
Mallinckrodt CEO Mark Trudeau directed company leaders to explore the possibility of
selling smaller vials of Acthar ata lower price to make the drug seem less expensive.
Mr. Trudeau “was razor focused on being able to say” that ““Acthar cost [sic] 25k not
38k [per vial].””

e Corporate Profits Driven by Acthar: Mallinckrodt generated nearly $6 billion in net
sales of Acthar from 2014 through 2019. Sales of Acthar have accounted for nearly one-
third of Mallinckrodt’s total net sales from 2017 through 2019.

e Use of Price Increases to Meet Revenue Goals: After Mallinckrodt acquired Questcor,
the company continued to raise Acthar prices as high as possible to meet financial targets.
One executive offered the following assessment of Mallinckrodt’s pricing strategy:
“Bottom line is any price increase obviously has positive results. Really comes down to
what we are comfortable with externally. Personally I would go high. We will receive
the same press regardless within these ranges.” In 2017, Mallinckrodt raised Acthar’s
price to compensate for lower-than-expected sales volumes. One Executive Vice
President wrote, “The vast majority of the projected growth for Acthar in 2017 will come
from price appreciation as opposed to volume growth.” A commercial strategic plan
prepared for the Board in 2018 initially referred to Acthar as a “cash cow.” After one
executive asked, “do we really want to say ‘cash cow’ to the board?”” the company’s
Chief Commercial Officer responded, “Instead of ‘cash cow,” I will replace it with profit
maximizer.”

e Executive Compensation System Incentivizes Price Increases: Mallinckrodt
executives’ annual incentive compensation is linked to each executive’s individual
contribution to certain financial measures, including the company’s earnings per share




and net sales revenue. More than 90% of CEO Mark Trudeau’s direct pay is linked to
these performance goals. Mr. Trudeau’s overall compensation has more than doubled
since Mallinckrodt acquired Questcor in 2014. Over that same period, Mallinckrodt
increased the price of Acthar by more than $8,000 per vial.

Acquisition Driven by High Price and Profit Margin: Before acquiring Acthar,
Mallinckrodt executives emphasized that Questcor had “adopted aggressive pricing
strategy based on Orphan designation”—the Food and Drug Administration’s (FDA)
approval for drugs that treat rare diseases with small patient populations. As a result,
Acthar was a “premium-priced product” with a “robust cash flow profile” that would
enable the company to “Achieve aspirational goals with a single transaction.” Soon after
acquisition, Mallinckrodt executives highlighted that Acthar had contributed $123 million
towards net sales in just the six weeks since it was acquired. CEO Mark Trudeau
explained to investors that Mallinckrodt’s primary goal was to deliver “top-level
shareholder returns” by focusing on “highly profitable” specialty drugs and noted that the
margins from specialty pharmaceuticals are typically higher than average. In thatsame
briefing, the President of Mallinckrodt’s Autoimmune and Rare Diseases division noted
that Acthar “is a product which is approaching $1 billion in revenue; it is growing [sic]
double digit rates.”

Lack of Medicare Negotiation Costing TaxpayersBillions of Dollars: Because
Medicare is prohibited from negotiating directly for lower drug prices, it pays more for
Acthar than any other government or commercial payer. In 2018, Medicare Part D plans
spent more than $700 million on Acthar—up more than $220 million since 2015 and
more than 14 times higher than in 2011. From 2015 to 2018, Medicare spent more than
$2.5 billion on Acthar. Internal data show that Mallinckrodt’s discounts to Medicare Part
D averaged less than 1% from 2015 through 2018, as compared to approximately 6% for
the commercial marketand 26.6% for Tricare. If Medicare Part D had received the same
discounts as Tricare, taxpayers would have saved $656 million between 2015 and 2018.
Mallinckrodt has increasingly relied on Medicare to drive sales revenues for Acthar. An
internal draft strategic plan from 2017 noted that Medicare accounted for 50% of Acthar
sales for the year to date. Long-term planning documents reveal that Mallinckrodt
expects Medicare to contribute even more to Acthar sales in the future—asmuch as 70-
75% by 2025.

High Price Costing Local Governments: Acthar’s price has harmed local governments.
For example, the cities of Rockford, Illinois, and Marietta, Georgia, each spent
approximately $500,000 for a handful of patients to be treated with Acthar. A city
official from Marietta, Georgia wrote to Mallinckrodtin 2017: “We can’t sustain this.
We have gone over budget and have had to raise the premiums on all of our employees
and pre-age 65 retirees because of this one drug. This is maddening.”

Tactics to Maximize Profits: When Mallinckrodt acquired Questcor, it expected little to
no competition for Acthar—in part because Questcor had also acquired the rights to
market Synacthen, Acthar’s closest competitor drug. In researching whether to acquire
Questcor, Mallinckrodt’s market assessment concluded that Acthar “will face limited/no
competition in future.” In 2017, Mallinckrodt entered into a $100 million settlement with




the Federal Trade Commission (FTC) over Questcor’s acquisition of the rights to
Synacthen, which FTC described as intended to “maintain its monopoly pricing” and
“forestall future competition.”

Marketing to Physicians to Leverage Acthar’s High Price: In pre-acquisition
analysis, Mallinckrodt executives projected that Acthar revenue would grow
exponentially if the company maintained the drug’s high price while expanding sales
volume in currentand new on-label indications. Before acquisition, one consultant
emphasized to the company that Acthar’s growth potential for non-orphan indications
was “directly linked to, and driven by, size and aggressiveness of specialty sales force.”
Company talking points prepared immediately after the acquisition in 2014 emphasized,
“We believe that the sales potential for Acthar hasn’t even scratched the surface.”
Mallinckrodt drove sales through aggressive marketing to physicians. In September
2019, Mallinckrodt paid $15.4 million to settle Department of Justice (DOJ) claims that
Questcor had paid illegal kickbacks to doctorsfrom 2009 through 2013 to induce
prescriptions for the treatment of complications from multiple sclerosis.

Price Increases Not Justified by R&D: To justify the price of Acthar, Mallinckrodt
claims that it has invested more than $500 million into the drug. Yet, information
provided to the Committee shows that Mallinckrodt spent $363 million on research and
development (R&D) between 2014 and 2018, while the rest of its investment went to
“modernization efforts” focused on improving manufacturing and production. This
expenditure is less than 7.3% of the net revenue it received from Acthar during the same
period. Mallinckrodt’s R&D expenditures for Acthar are intended to drive prescription
volume and support payer reimbursement rather than provide the most clinically useful
data. Internally, Mallinckrodt described its R&D (and modernization) as a way to
“legitimize the brand” and respond to patient and physician skepticism. Although
Mallinckrodt frequently highlights six company-sponsored controlled trials relating to the
drug’s efficacy, according to a researcher of pharmacoepidemiology: “These studieswill
likely not provide the clinically relevant information necessary to support Acthar’s
effectiveness over lower-cost treatments.”

Price Increases Not Justified by Other Expenses: Internal data reveal that Acthar’s
average net price—the price of the drug after subtracting rebates, distributor fees, and
pharmacy price concessions—has continued to increase each year, meaning any rebates
or discounts from the list price of the drug were outpaced by the company’s price
increases. Manufacturing costs have also remained relatively stable since Mallinckrodt
acquired Acthar and are minimal compared to net revenue.

On September 25, 2020, Mallinckrodt announced that it is readying a bankruptcy filing

within weeks and talking to creditors about a restructuring plan covering more than $5 billion in
debtdue to a $1.6 billion global settlement of claims regarding the abusive promotion of highly
addictive opioids and a $640 million court ruling that the company failed to pay statutorily-
required Medicaid rebates. Yet, directly ahead of Mallinckrodt’s possible bankruptcy filing, the
company’s announced on September 1, 2020, that it paid more than $5 million in cash bonuses to
its top five executives—in addition to their base compensation. The same executives collected
$30.6 million in total compensation in 2019.
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l. PRICE INCREASES

Acthar is an injectable drug that is sold in a 5-milliliter vial, containing 80 units per
milliliter.2 Acthar is not marketed outside the United States. Acthar is currently approved for
the treatment of infantile spasms and acute exacerbations in multiple sclerosis and may be used
for 17 other disorders and diseases.?2 Acthar dosing varies depending on the disease and medical
condition of the patient, but a typical course of treatment is between three and five vials.3

For decades, Acthar was available for less than $40 per vial. After Questcor acquired the
rights to sell Acthar from Aventis in 2001 for a $100,000 fee plus royalties, it raised the price
over several years to $1,650 per vial by the beginning of 2007.4 In August 2007, Questcor raised
the price of Acthar to more than $23,000 per vial.®

In August 2014, Mallinckrodt acquired the rights to market Acthar by purchasing
Questcor in a cash and stock transaction valued at approximately $5.8 billion.®¢ Since the
acquisition, Mallinckrodt has raised the price of Acthar an additional five times in five years,
collecting nearly $6 billion in net sales from Acthar over that period.’

Mallinckrodt asserts that, since itacquired Acthar, it has made only “modest price
adjustments,” and it has pledged that increases in the list price will be less than 10 percent per

! See Food and Drug Administration, Approved Label for H.P Acthar Gel (Oct. 2010) (online at
www.accessdata.fda.gov/drugsatfda docs/label/2010/0224325000Ibl.pdf).

21d. Mallinckrodtstates in public materials that Acthar is “approved for 19 indications.” The FDA labelis
more precise—it states that it is indicated for two conditions and may be used in 17 other diseases or disorders.

*1d.

* Medispan Price Rx, Wholesale Acquisition Cost and Average Wholesale Price H.P. Acthar Gel.
Securities and Exchange Commission, Asset Purchase Agreement between Questcor Pharmaceuticals, Inc. Aventis
Pharmaceuticals ProductInc. (July 27,2001) (online at
www.sec.gov/Archives/edgar/data/891288/000089843002003069/dex106.htm). Accordingto the Asset Purchase
Agreement, Questcor paid Aventis a fee andagreed to payanannual royalty on netsales above a predetermined
amount and to acquire inventory at a predetermined price. Newsarticles indicate thatthe feewas$100,000. See
Questcor Finds Profits, at $28,000a Vial, New York Times (Dec. 29,2012) (online at
www.nytimes.com/2012/12/30/business/questcor-finds-profit-for-acthar-drug-at-28000-a-vial.html).

> Medispan Price Rx, Wholesale Acquisition Cost and Average Wholesale Price H.P. Acthar Gel.

® Letter from Hogan Lovells, on behalf of Mallinckrodt Pharmaceuticals, to Chairman Elijah E. Cummings,
Committee on Oversight and Reform (Feb. 4,2019).

"See MNK-COR-00001947, Page2; see also Mallinckrodt plc, 2019 Form 10-K (Feb. 26, 2020) (online at
www.sec.gov/Archives/edgar/data/0001567892/000156789220000005/mnk10-k 1227 19.htm); Mallinckrodt plc,
2018 Form10-K (Feb. 26,2019) (online at
www.sec.gov/Archives/edgar/data/0001567892/000156789219000009/mnk10-k 122818.htm); Mallinckrodt plc,
2017 Form10-K (Feb.,27,2018) (online at
www.sec.gov/Archives/edgar/data/0001567892/000156789218000010/mnk10-k122917.htm; Mallinckrodt plc, 2016
Form10-K (Nov.29,2016) (online at
www.sec.gov/Archives/edgar/data/0001567892/000156789216000098/mnk10-k93016.htm).
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https://www.nytimes.com/2012/12/30/business/questcor-finds-profit-for-acthar-drug-at-28000-a-vial.html
http://www.sec.gov/Archives/edgar/data/0001567892/000156789220000005/mnk10-k122719.htm
https://urldefense.proofpoint.com/v2/url?u=https-3A__www.sec.gov_Archives_edgar_data_0001567892_000156789219000009_mnk10-2Dk122818.htm&d=DwMFaQ&c=L93KkjKsAC98uTvC4KvQDdTDRzAeWDDRmG6S3YXllH0&r=K63bf6Jmi2DIE5MxuhYkQGQ5nPwCL6T6ImS3iOEuXYA&m=aShelyuZcbupSuLP_dXAPwkMQoTucgh18Ft3z692QVQ&s=SXV7dPqyxH6wK_f6tlXGG3f1ZzOT44SkHQ9HdHwZ_tI&e=
https://urldefense.proofpoint.com/v2/url?u=https-3A__www.sec.gov_Archives_edgar_data_0001567892_000156789218000010_mnk10-2Dk122917.htm&d=DwMFaQ&c=L93KkjKsAC98uTvC4KvQDdTDRzAeWDDRmG6S3YXllH0&r=K63bf6Jmi2DIE5MxuhYkQGQ5nPwCL6T6ImS3iOEuXYA&m=aShelyuZcbupSuLP_dXAPwkMQoTucgh18Ft3z692QVQ&s=bOoa-73AqxYDzLOIDPmlneuGFHeAsEO4T_U9jbjBAao&e=
https://urldefense.proofpoint.com/v2/url?u=https-3A__www.sec.gov_Archives_edgar_data_0001567892_000156789216000098_mnk10-2Dk93016.htm&d=DwMFaQ&c=L93KkjKsAC98uTvC4KvQDdTDRzAeWDDRmG6S3YXllH0&r=K63bf6Jmi2DIE5MxuhYkQGQ5nPwCL6T6ImS3iOEuXYA&m=aShelyuZcbupSuLP_dXAPwkMQoTucgh18Ft3z692QVQ&s=0ZqcMjTliezc24u6LKJlD25nb0gv0QG8Q5J9QK33JCQ&e=

year.® Despite negative publicity and criticism from payers, patients, and physicians that the
price of Acthar is unsustainable, the company has steadily raised the price five times by an
average of 6% each time—a cumulative increase of more than $8,200 per vial since acquiring the
drug.®

Mallinckrodt currently prices Acthar at $39,864 per vial.1° This price is nearly 1,000
times greater than its price of $40 in 2001.11 Figure 1 below shows the increase in the price per
vial of Acthar from 2005 to the present.

Figure 1: Acthar Price Increases
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Internal documents show that Mallinckrodt executives explored strategies to make Acthar
seem less expensive—without actually lowering the price—in the face of significant
“headwinds” that affected sales in 2017. These headwinds stemmed from legal challenges,
increasing scrutiny from payers on reimbursement, and negative media coverage—including
coverage of a 2017 FTC settlement over alleged anticompetitive practices.1?

8 MNK_InCamera-000000016085, atPage 2; MNK_InCamera-00000004 7617, at Page 3; Mallinckrodt
Pharmaceuticals, Pledge on Drug Pricing and Innovation (onlineat www.mallinckrodt.com/pledge) (accessed on
Sept. 30, 2020).

°See, e.9., MNK_InCamera-000000030207, atSlide 10; MNK _InCamera-000000123846, atPage 2;
Medispan Price Rx, Wholesale Acquisition Costand Average Wholesale Price H.P. Acthar Gel.

10 Medispan Price Rx, Wholesale Acquisition Cost and Average Wholesale Price H.P. Acthar Gel.

11d.; see also Questcor Finds Profits, at $28,000 a Vial, New York Times (Dec. 29,2012) (online at
www.nytimes.com/2012/12/30/business/questcor-finds-profit-for-acthar-drug-at-28000-a-vial.ntml).

12 MNK_InCamera-000000051322, atSlide 5.
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In June 2018, Mallinckrodt CEO Mark Trudeau directed company leaders to explore the
possibility of selling smaller vials of Acthar ata lower price to make the drug seem less
expensive. Executive Vice President and Chief Scientific Officer Steve Romano relayed Mr.
Trudeau’s request and asked executives to develop a plan to market a smaller vial of Acthar. He
explained that Mr. Trudeau “was razor focused on being able to say” that “*Acthar cost [sic] 25k
not 38k [per vial.]’”13

When Mr. Romano emailed the draft timeline of the project to Mr. Trudeau, Mr. Trudeau
replied, “This would seem to be interesting” and added, “in my mind, speed to market is likely
more important than other considerations.”’4 Mr. Romano replied, “We should definitely
discuss the strategic value of pursuing this.” 15

Kassage

From Oteeill, Hugh WA [ Rsdacted 1]
Send: E/E/ LA 1:L7:54 PaA

Te: Romano, Steven ) [ Redscied |
Subject: R Acthar vial size

I know_we had the same conversation. | get it but we already did this work and this could end up just being a
distraction

O Jun 8 2018, at 1:11 PM, Romano, Steven | <f Fi;;ﬂj;_:t.ﬁ”' T wrote:

Mark's discussion w me was all about being able 1o say “Acthar cost 25k not 38K™ kind of thing. 1 said than the
commercial team had previously evaluaned everything between single mjection and Sml and there was NOT a
strong desire for 2 or 3. He was razor focused on being able 1o say the above

Sent from my iPhone

On Jun 8, 2018, at 2:05 PM, O'Neill, Hugh M < Redacted P werote;

I 'would ask that you let us buld this into our hifecyele plan o determine uliimate strategic fit and value
Un Jun & 20018, at 12:533 PM, Romano, Steven J <5 Redacted I wrote:
Agree

Sent from my iPhone

O Jun 8, 20018, at 1:51 PM, Trodeau, Mark C <7~ Fegacied 1= wiote

As we discussed, m my mind speed w markat 15 likely more imponant than other consaderations

Sent from my iPhone

¥ MINK_InCamera-000000127369,atPage 1.
41d., atPages1-2.
5 d., atPage 1.



The following month, Executive Vice President Hugh O’Neill proposed a confidential
effort called “Project Phoenix” to explore a reduction in Acthar’s price “to change the perception
of Acthar and, as importantly, MNK [Mallinckrodt].”16 Mr. O’Neill emailed CEO Mark
Trudeau on July 2, 2018 to describe the proposal:

In light of the compounding noise in the market (media, public, payers, policy, etc.)
regarding MNK [Mallinckrodt] and Acthar, I have sponsored a small work team to look
at strategic options for Acthar including but not limited to a price reduction. | realize
what it would do to the net sales line but we need to quantify the broader impact of the
move.1’

Mr. Trudeau responded: “Alwaysgood to look at options. I like the thinking.”18
Mallinckrodt did not follow through with the price reduction.

Three months later, in September 2018, Mr. Romano proposed another way to make it
appear that Mallinckrodt was responding to pressure on Acthar’s price without losing any profit.
He asked Mr. O’Neill and Mr. Trudeau, “Could we make a bolder move that would garner
appropriate attention but allow us to manage financials—for ex[ample]: ‘we will reduce the list
price for Acthar 10% annually blah blah blah.” 1 assume we could do this and manage
profitability through contract details.”19

Mr. O’Neill and Mr. Trudeau responded that they had discussed similar tactics. Mr.
Trudeau wrote, “Hugh and | have had similar discussionsand | know that he and his team are

thinking about options.”20

Mallinckrodt did not reduce Acthar’s list price, despite the concerns that led executives to
explore ways to obscure the price. Mallinckrodt executives held the price of Acthar steady for a
year, primarily to limit negative publicity, and Mallinckrodt raised Acthar’s price by $1,000 on
December 31, 2019.21

6 MINK_InCamera-000000135091, atPages 1-2.
7 MNK_InCamera-000000135097,atPage 1.

8 MNK_InCamera-000000135101.

19 MNK_InCamera-000000117189.

2 MNK_InCamera-000000117189.

2L MNK_InCamera-000000000052, atSlide 10. Executives recommended against raising the price because
of “market scrutiny, future competitive landscape, and changing policy environment.” MNK_InCamera-
000000118343, atSlide 7; Medispan Price Rx, Wholesale Acquisition Costand Average Wholesale Price H.P.
Acthar Gel.



1. CORPORATE PROFITS

Mallinckrodt has made billions of dollars in revenue from Acthar as it has repeatedly
raised its price year after year. Internal documents obtained by the Committee show that
Mallinckrodt executivesraised Acthar’s price as high as possible to meet revenue and earnings
goals and to compensate for lower-than-expected sales volumes in certain years.

A. Acthar Sales Drive Corporate Profits

Mallinckrodt has generated, in total, nearly $6 billion in net sales from Acthar from the
time it acquired the drug from Questcor through end of the 2019 fiscal year.22 Acthar has
contributed to nearly one-third of Mallinckrodt’s total net sales each year since 2017.

Figure 2 below reflects Mallinckrodt’s net sales for Acthar as a percent of its total sales
for 2017 through 2019.23

Figure 2: Net Acthar Sales v. Non-Acthar Net Sales from 2017-2019

Acthar Net Sales:
$3.258 billion

Net Sales from Other
Products: $6.343

billion

22 5ee MNK-COR-00001947, atPage 2; Mallinckrodt plc, 2019 Form 10-K (Feb. 26,2020) (online at
www.sec.gov/Archivesfedgar/data/0001567892/000156789220000005/mnk10-k 122719.htm).

2 MNK-COR-00001947,at Page 2; See MNK-COR-00001947, at Page 2; Mallinckrodt plc, 2019 Form
10-K (Feb. 26,2020) (online at www.sec.gov/Archivesfedgar/data/0001567892/0001 5678 9220000005/mnk10-
k122719.htm); Mallinckrodtplc,2018 Form 10-K (Feb. 26,2019) (online at
www.sec.gov/Archivesfedgar/data/0001567892/000156789219000009/mnk10-k122818.htm); Mallinckrodt plc,
2017 Form10-K (Feb.,27,2018) (online at
www.sec.gov/Archives/edgar/data/0001567892/000156789218000010/mnk10-k122917.htm). Theseyears reflect
the time period when Mallinckrodt’s calendar yearand fiscal yearalign, which was not thecase for2015and 2016.
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B. Revenue Targets and Earnings Goals Driving Price Increases

Documents reviewed by the Committee indicate that Mallinckrodt executives raised
prices as high as possible to meet financial targets while attempting to minimize negative public
attention. For example, in considering how high to raise prices in 2017, Mallinckrodt executives
focused on how the proposed increases would impact the bottom line. In January 2017, the
company evaluated three different price increases (5%, 6.5%, or 6.9%) based solely on their
impact on netsales.?* The presentation recommended an increase of 6.9%, noting that the
impact would be an increase of $2,348 per vial and “$33MM positive impact over budget.”2

Acthar Price Increase Considerations and
Recommendation

» Recommendation
» Implement 8.9% price change
» Effective date: Close of Business Thursday, January 28, 2017

» Impact
» Revised vial price $36,382
» Increase of 32,348 per vial
»  F33MM positive impact over budget* (details on next slide)

"Doas not considar polential impact of volume decreases resulting from an increase
in price
ConySnbal. o il Lse Cnly 2

Executives recommended this increase despite data illustrating that that the 6.9% price
increase would be the largest percent increase since 2011.26

When Mallinckrodt executives discussed taking another price increase in 2018, they
focused again on the bottom line. Asthey evaluated increases of 7%, 8%, 9%, or 9.9%, one
Mallinckrodt executive offered the following assessment of the company’s pricing approach:

2 MNK_InCamera-000000123912, atSlide 3. Mallinckrodtacknowledged that price increases have the
potentialto decrease volume.

%d., atSlide 2.
%1d., at Slide 4.



Bottom line is any price increase obviously has positive results. Really comes downto
what we are comfortable with externally. Personally I would go high. We will receive
the same press regardless within these ranges.?’

Sent: Wednesday, December 20, 2017 7:24 PM

Ta: L TTTTRedacted T ke (P Maill, Hugh M < Redasted b
Subject: FW: Frice increase slide
Importance: High

GTM nunbers based *.:.'1-.’\-'.1.' k and synced up w '.|1- and -':if.ltl-:.:'l' lirve I3 any
isly has positive results. Really comes down to what we are comfortable with externally. Persanally
would go high, We will receive the same press regardless within these ranges and key customers are protected with

Guys — below are the

price increase obwv

price protection. Let me know what yvou would like to do and we will implernent

ffal II'I-IZ![EI!{ P'!a:mac&ut:ca 5, INC.

1425 U.5. Route 206

Bedminster, NJ 07921 |
el J L .
____Redacted || www.mallinckrodt.com

Another executive wrote that a price increase of more than 8% had “more risk with less
to gain” and might impact sales volumes.2® Ultimately, the company increased the price in
January 2018 by 6.9%to a price of $38,892 per vial.2®

Mallinckrodt acknowledged that it used price increases to meet revenue goals when
experiencing a decline in sales volume. InaJuly 2017 email, Executive Vice President Hugh
O’Neill wrote, “The vast majority of the projected growth for Acthar in 2017 will come from
price appreciation as opposed to volume growth.” He went on to write that the price increase
reflected “the need to dig out of the hole created by the significant loss of returning patients.”30

Internal talking points for the first quarter of 2017 confirmed Mr. O’Neill’s assessment:
“Q1 2017 was a strong quarter with net sales growing 9% vs. prior year ($272M vs. $248M prior
year), largely driven by price increase.”3! Another internal document confirmed the same
assessment for the second quarter of 2017: “Growth driven by price increase.”32

2 MNK_InCamera-000000104743, atPage.1. Committee staff redacted thenames of junior executives.
2 MNK_InCamera-000000023611, atPage 1.

2 Medispan Price Rx, Wholesale Acquisition Cost and Average Wholesale Price H.P. Acthar Gel.

% MNK_InCamera-000000013838.

3 MNK_InCamera-000000119302, atPage 1.

32 MNK_InCamera-000000127104, atSlide 4.



1.  EXECUTIVE BONUSES

Company documents show that Mallinckrodt’s top executives were incentivized to raise
prices for Acthar. The company’s incentive program for its executive officers links
compensation to three major elements: (1) base salary; (2) annual incentive compensation;33 and
(3) long-term incentive compensation.34 In 2019, 80% of compensation for non-CEO named
executive officers was “at-risk pay,” linked to the company’s performance goals and stock value.
More than 90% of CEO Mark Trudeau’s direct pay was linked to these performance goals.3°

Figure 3 below illustrates the major elements of Mallinckrodt’s compensation program
for CEOs and executives.

Figure 3: Distribution of Value Among Three Elements of Compensation

*CEOQ Target Pay Mix *Other NEO Target Pay Mix (avg.)

b &

% 7
Tty &

Direct Pay Components

- = Salary
|

= Annual Incentives
= Long-Term Incentives

Mallinckrodt executives’ annual incentive compensation is linked to each executive’s
individual contribution to certain financial measures, including the company’searnings per share
and net sales revenue. In fiscal year 2019, Mallinckrodt assigned a 25% weight to an executive’s
contribution to net sales.36 Giventhat price increases have contributed to Acthar’s net sales
revenue, executives have been incentivized to increase Acthar’s price so they can increase their
own bonuses.

Mallinckrodt’s proxy statements have also explicitly linked executive compensation with
Acthar’s profitability. For example, the company’s 2019 proxy statement explained that Mr.

® Annualincentive compensation is designed to drive “specific behaviors that foster short-and long-term
growth and profitability.” Mallinckrodt plc, 2019 Proxy Statement (Apr. 2,2020) (online at
https://mallinckrodt.gcs-web.com/static-files/6370495b-468b-4755-9 1a7-30d 6a9acc994).

% Half of long-term incentive compensation is based on the adjusted net revenue compound annual growth
rate, and half is based onshareholder return. Mallinckrodtplc, 2019 Proxy Statement (Apr. 2,2020) (online at
https://mallinckrodt.gcs-web.com/static-files/6370495b-468b-4755-9 1a7-30d 6a9acc994).

% Mallinckrodt plc, 2019 Proxy Statement (Apr. 2, 2020) (online at https:/mallinckrodt.gcs-
web.com/static-files/6370495b-468b-4755-91a7-30d6a%acc994).

%1d.
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https://mallinckrodt.gcs-web.com/static-files/6370495b-468b-4755-91a7-30d6a9acc994

Trudeau’s lack of salary increases between 2018 and 2019 can be attributed, in part, to “Overall
net sales decline [of] 2%, primarily due to continued pressure on Acthar.”3’

Mallinckrodt’s shareholders have pressured executives to maximize revenue.
Recognizing negative scrutiny over Mallinckrodt’s ongoing opioid litigation and Acthar sales,
shareholders approved a proposal in 2019 requiring the company to disclose when senior
executives have had to forfeit incentive compensation upon a failure to meet key performance
indications—including revenue targets. 38

Mr. Trudeau’s compensation—including base salary, bonuses, stock and option awards,
and non-equity incentive compensation—more than doubled after Mallinckrodt acquired Acthar
in 2014. Since the acquisition, the average compensation for other named executive officers has
increased by 77%. Over that same period, Mallinckrodt increased the price of Acthar by over
$8,000.

Figure 4 below shows Mr. Trudeau’s compensation since the company acquired Questcor
in 201439

Figure 4: CEO Mark Trudeau Compensation
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% See Mallinckrodt plc, 2019 Proxy Statement (Apr. 2, 2020) (online athttps://mallinckrodt.gcs-
web.com/static-files/6370495b-468b-4755-91a7-30d6a%acc994); Mallinckrodt plc, 2018 Proxy Statement (Apr. 3,
2019) (online at https:/mallinckrodt.gcs-web.com/static-files/f28 36che-6079-4cdd-89b3-0dab08afchad);
Mallinckrodtplc, 2017 Proxy Statement (Apr. 4,2018) (online at https://mallinckrodt.gcs-web.com/static-
files/c07f7e2b-4003-41fc-a65b-333d4fb26260); Mallinckrodt plc, 2016 Proxy Statement (Jan. 18,2017) (onlineat
https:/mallinckrodt.gcs-web.com/static-files/3d618123-56 6f-4b3a-aea6-782bbcd62fd5); Mallinckrodtplc, 2015
Proxy Statement (Jan. 22, 2016) (online athttps:/mallinckrodt.gcs-web.com/static-files/1aec45d1-baf5-49cd-aelb-
1b0170cedb4b); Mallinckrodt plc, 2014 Proxy Statement (Dec. 19, 2014) (online at https:/mallinckrodt.gcs-
web.com/static-files/a4313a2e-a8bd-4¢c72-b0f0-31cdd31445d9).
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IV.  ACQUSITION DRIVEN BY HIGH PRICE AND PROFIT MARGINS

Mallinckrodt has sought to blame Questcor for price increases for Acthar. For example,
talking points prepared for CEO Mark Trudeau to respond to a 60 Minutes story on Acthar
stated:

The previous owner of the product—while facing financial insolvency—raised the price
on the compound significantly 10 years ago, as part of a survival strategy to keep it on the
market. Asaresult, there continues to be focus—much of it unwarranted—on the
compound and its history.40

In a call with investors in 2017, Mr. Trudeau stated: “The pricing actions that were taken
previously, under Questcor’s ownership, happened more than a decade ago.”#! In response to a
question about pricing, he argued:

There does seem to be some confusion in the marketplace about what Mallinckrodt has
done on pricing, what was done historically under Questcor’s ownership. Recognize
under Mallinckrodt’s ownership, our pricing approach to Acthar hasbeen very modest
and it’s consistent with our corporate pledge. 42

In another example, a media statement prepared to respond to questions about Acthar’s
2017 price increase claimed that Acthar is not an example of “pharmaceutical price gouging”
because “the last significant price increase on Acthar was nine years ago in 2007—seven full
years before Mallinckrodt acquired it.”43

Yet, the documents reviewed by the Committee show that Mallinckrodt purchased
Questcor primarily because of Acthar’s high price and expected profit margins, and that Acthar
quickly delivered on expectations. Mallinckrodt then proceeded to raise Acthar’s price even
further.

A. Acthar’s Orphan Drug Status and High Price

Mallinckrodt pursued the Questcor acquisition in part because it saw a market
opportunity to capitalize on Acthar’s high price increase by aggressively expanding the market
for Acthar to other approved uses with larger patient populations.

FDA granted Acthar an orphan drug designation in 2003 to research its use in treating
infantile spasms, a rare form of epilepsy that affects about 2,000 children in the United States

0 MNK_InCamera-000000136209.

' MNK_InCamera-000000124567, atPage 10.
“21d.

¥ MNK_InCamera-000000125058, atPage 2.

10



every year.#4 Orphan drug designations are intended to spur investment and innovation in rare
disease therapies that typically target fewer than 200,000 patients, and they come with tax credits
for research and development (R&D), as well as extended market exclusivity if products receive
FDA approval to bring them to market.4°

When Questcor was near bankruptcy in 2007, the company raised the price of Acthar to a
level “they believed was in line with orphan drug pricing” in order to keep the drug on the
market for children afflicted with infantile spasms.#6 In 2010, FDA approved Acthar for the
treatment of infantile spasms and granted orphan drug exclusivity—a seven-year market
exclusivity for the designated use.4

Mallinckrodt’s pre-acquisition documents emphasized that Questcor had leveraged the
2010 orphandrug exclusivity for infantile spasms to raise the price of Acthar again, despite the
fact that the drug was by that time marketed for a number of other indications that did not have
orphan drug status because of their larger patient populations.*8

One internal presentation included a slide on “Acthar Pricing” that noted: “New CEO
adopted aggressive pricing strategy based on Orphan designation,” “Pricing strategy contributes
to company’s growth,” and “Price increment due to orphan designation for IS [infantile spasms];
same leveraged for other indications (MS and NS).” This document also noted that, after Acthar
received orphan drug exclusivity in 2010, the company increased the price by 5% three separate
times within an 18-month period.*®

* Food and Drug Administration, Orphan Drug Designations and Approval (online at
https://www.accessdata.fda.gov/scriptsfopdlisting/oopd/) (accessed on Sept. 3,2020).

* In documents reviewed by the Committee, Mallinckrodt notes that it has used Orphan Drug Credits
related to Actharto reduceitstax burden. See,e.g., MNK-COR-00001894. In 2013, FDA granted Mallinckrodt’s
request for orphan status to use Acthar in patients with amyotrophic lateral sclerosis (ALS), also known as Lou
Gehrig’s disease. See Food and Drug Administration, Orphan Drug Designations and Approval (online at
www.accessdata.fda.gov/scripts/opdlisting/oopd/detailed Index.cim?cfgridkey=20133991) (accessed Sept. 3,2020).
Mallinckrodtinitiateda Phase 2 trial to assess the efficacy of Actharto treatthis disease, but thestudywas
terminated in 2019 because of safety issues. See Mallinckrodt Halts Phase 2B Trial Investigating the Use of Acthar
Gel (Repository Corticotropin Injection) in Amyotrophic Lateral Sclerosis (ALS), PRNewswire (July 16,2019)
(online at www.prnewswire.com/news-releases/mallinckrodt-halts-phase-2b-trial-investigating-the-use-of-acthar-
gel-repository-corticotropin-injection-in-amyotrophic-lateral-sclerosis-als-300886128.html).

% Letter from Hogan Lovells, on behalf of Mallinckrodt Pharmaceuticals, to Chairman Elijah E.
Cummings, Committee on Oversight and Reform (Feb. 4,2019); MNK_InCamera-000000024471,at Pagel. In
August 2007, Questcor raised the price from $1,650 per vial to $23,289.

*" Food and Drug Administration, Orphan Drug Designations and Approval (online at
www.accessdata.fda.gov/scripts/opdlisting/oopd/) (last accessed Sept. 3,2020).

8 MNK_InCamera-000000128172, atSlides 9 and 21.
491d., at Slide 9.
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Although Mallinckrodt has sought to deflect blame to Questcor for Acthar’s price
increases, internal documents show that Mallinckrodt executives were aware that Questcor had
“‘adopted aggressive pricing strategy’ based on Acthar’s Orphan designation” and planned to
expand marketing the drug for other indications at the same price.50

For example, one document indicated that Mallinckrodt pursued the Acthar acquisition in
part because Questcor’s orphan drug designation allowed Questcor to seta “premium price” that
could then be leveraged for larger patient populations.5? Documents provided to the Committee
demonstrate that Mallinckrodt sought to drive revenue growth by expanding Acthar’s sales
volumes across its non-orphan indications, primarily through aggressive marketing to providers
and patients, as discussed in Section VI below.

Before the acquisition, an outside consultant warned Mallinckrodt that it might face
challenges justifying Acthar’s premium price if it expanded the drug to indications with large
patient populations. The consultant noted that Questcor may have been able to justify its price
increase in 2007 because the “price was necessary solely to insure [sic] supply for IS [infantile
spasms], but was then followed by an unforeseeable expansion in use.” The consultant cautioned
Mallinckrodt, however, that the “same narrative cannot be used with the same degree of
plausibility by an acquirer of Questcor.”>2

4.
% See, e.9., MNK_InCamera-000000070570,atPage 1.
52 MNK_InCamera-000000131863, at Slide 22.
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Sociopolitical

* Public, turned to political, reaction to high prices of drugs in general, and
drugs for rare, life-threatening, diseases in particular, amplified by “over
night” price escalation of Acthar.

* Questcor’s defense: price was necessary solely to insure supply for IS, but
was then followed by an unforeseeable expansion in use. Once successful
at high price-point, fiduciary responsibility to shareholders precluded price
reduction.

* The same narrative cannot be used with the same degree of plausibility by
an acquirer of Questcor.

B. Acthar as “Cash Cow”

Mallinckrodt acquired Questcor in August 2014 for $5.8 billion. The company told
investors that the acquisition was part of its strategic plan to increase profits and divest lower-
margin, slower-growing businesses.53

Mallinckrodt executives consistently described Acthar to investors as a “durable asset
with significant growth potential” that offered the fastest way for Mallinckrodt to meet its
financial goals.>* Company talking points prepared just after acquisition described the deal as
“executing against our strategic plan, with a focus on driving revenues, increasing profit margins
and growing shareholder value.”

Internal documents reveal that, both before and after acquisition, Mallinckrodt executives
viewed Acthar as a product that would enable the company to quickly achieve its revenue goals.
In internal documents, Mallinckrodt executives described the potential acquisition of Questcor
(codename “Quincy”) as “a unique opportunity that should be pursued urgently” because the
“Deal would provide rapid revenue and earnings growth in the short- and medium-term.”%¢ Pre-
acquisition analysis prepared for the Board in March 2014 described Acthar as a “premium-
priced product” with a “robust cash flow profile.” 57

3 MNK-COR-00001283.

% See, e.9., MNK-COR-00001314.

% MNK_InCamera-000000135171, atPage 8.

% MNK_InCamera-000000128109, atSlide 6.

" MNK_InCamera-000000142599, atSlides 3 and 4.
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Quincy is a rapidly growing specialty pharmaceutical

Company overview

= Quincy is focused on serious, difficult-to-treat
autoimmune and inflammatory disorders

= H.P. Acthar Gel is a repository corticotropin

injection with 19 approved indications in 4

markets:

— Acute exacerbations of multiple sclerosis
(Ms)

— Proteinuria in ideopathic types of Nephrotic
Syndrome [NS)

— Infantile spasms (IS} in children < 2 years
old

— Rheumatology related conditions;
polymyositis (PM) and dermatomyositis (DM),
with potential for new on-label indications

Manufacturing process is a trade secret

Employees: ~560 as of Jan 31, 2013 (sales

force of ~230)

company with a premium-priced product

| Historical revenues and earnings
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Source: Barclays analysis: Quincy Earnings Conference, February 25, 2014

) Mallinckrodt

|' Quincy transaction would increase our scale and support

A broad-based specialty pharmaco with
a differentiated growth strategy

= Scale: potential market cap exceeding
$9B with EBITDA approaching $1B and
agreater capacity to grow organically and
inorganically

Strong, double-digit growth on both top
and bottom lines with competitive positions
through (at least) the end of the decade
Irish domicile and global footprint
Multiple growth platforms in
inflammation/immunotherapies, specialty
generics/API, hospital products, and office-
based pain/controlled substances
Combined management team and board
that can craft and execute strategy

) Mallinckrodt

key strategic initiatives for the combined portfolio

Mallinckrodt and Quincy have
complementary strengths

) Mallinckrod
Pharmaceuticals

= Specialty focus in difficult to
manufacture and controlled
substances

® Optimal tax structure

= Global footprint

" |ntegrated supply chain

" Protected franchise with
significant growth potential

® Robust cash flow profile

= Strong record of execution

The presentation also noted that the acquisition would enable Mallinckrodt to “Achieve

aspirational goals with a single transaction.”>8

8 d., at Slide 16.
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WHY QUINCY"

The possible transaction with Quincy is a unique

opportunity
Quincy ) Mallinckrodt
\al (
Why Quincy? Why now?
= Highly profitable company with = Willingness to strike an
unrivaled growth prospects immediate deal
among peers * Highly active and competitive
* Good strategic fit M&A environment with a
= Excellent size match with dwindling number of mid-
Mallinckrodt sized targets
= Achieve aspirational goals with * Deal would provide rapid
a single transaction revenue and earnings growth
= Best use of tax advantage of * Debt markets are currently
domicile very attractive

= Social issues straightforward

£ Mallinckrodt

Soon after the Questcor acquisition, Mallinckrodt executives boasted about how well this
strategy was working. In earnings scripts at the end of the fourth quarter of 2014, Mallinckrodt
executives highlighted that Acthar had contributed $123 million towards net sales in just the six
weeks since itacquired the product in mid-August.5?

In an investor briefing in October 2014, CEO Mark Trudeau emphasized that
Mallinckrodt’s primary goal was to deliver “top-level shareholder returns” by focusing on
“highly profitable” specialty drugs and noted that the margins from specialty pharmaceuticals are
typically higher than average.50 In that same briefing, Gary Phillips, then-Senior Vice President
and President of Autoimmune and Rare Diseases, said Acthar “is a product which is approaching
$1 billion in revenue; it is growing [sic] double digit rates.” 61

A commercial strategic plan prepared for the Board in 2018 provides the clearest insight
into Mallinckrodt’s internal view of Acthar’s potential. The firstslide of a draft strategic plan
being prepared for the Board of Directors initially read: “Acthar Modernization Strategy Defines
the Future of the Brand as either a Growth Asset or Cash Cow.” 62

% MNK-COR-00001446.

% MNK_InCamera-000000129996, atPage 4.

®11d., at Page 8.

2 MNK_InCamera-00000045618, atSlide 9; see also MNK_InCamera-000000045539, Slide 9.
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In discussing the presentation, one executive asked, “do we really want to say ‘cash cow’
to the board?” Mr. O’Neill, who was then the company’s Chief Commercial Officer, responded,
“Instead of ‘cash cow,” I will replace it with profit maximizer.”63

IV. HIGHU.S. PRICES AND LACK OF MEDICARE NEGOTIATION

Internal documents show that Mallinckrodt was aware of the burden Acthar’s high price
places on U.S. patients. Documents also show that Mallinckrodt charges Medicare more than
any other payer and that the company hasrelied on Medicare for a growing share of salesin
recent years. Mallinckrodt expects that, by 2025, Medicare will make up as much as 70%-75%
of Acthar sales.

A. Harmto U.S. Patients

Mallinckrodt’s price increases for Acthar have imposed thousands of dollars in out-of-
pocket costs on U.S. patients and left many unable to afford the drug. The average out-of-pocket
cost for a Medicare beneficiary on Acthar was $8,007 in 2015.%4 This is more than double what
it was in 2011, before Mallinckrodt acquired the drug. 6>

8 MNK_InCamera-000000116094, atPage 1. The language “cashcow” was removed in the final
presentationforthe Board. MNK _InCamera-000000116096, atSlide 9.

% 1n 2011, theaverage out-of-pocket cost fora Medicare beneficiary on Actharwas $3,555. Centers for
Medicare and Medicaid Services, Medicare Part D Drug Spending Dashboard and Data, Historical Data (online at
www.cms.gov/Research-Statistics-Data-and-Systems/Statistics- Trends-and-Reports/ Information-on-Prescription-
Drugs/MedicarePartD/Historical_Data); see also MNK _InCamera-000000020263 (hoting that, for non-low-income
subsidized Medicare patients, the share of Acthar costper patientis $8,000).

1d.
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Mallinckrodt informed the Committee that any “changes in the product’s list or
discounted price would likely have little or no impact on the out-of-pocket costs of Medicare
beneficiaries.”® However, in 2017—when Mallinckrodt raised the price of Acthar by more than
$2,000—Medicare beneficiaries” average annual out-of-pocket cost for Acthar was $12,030—
higher than any other drug that year. 67

Internal documents show that Mallinckrodt regularly received complaints from patients
about Acthar’s high price and requests for assistance in affording the drug. For example:

B.

One father contacted Mallinckrodt’s medical information line to ask for help with
the cost of his son’s treatment for infantile spasms. The father reported that his
son’s doctor ordered a six-week treatment of Acthar requiring six vials of the
drug, but his insurance plan only covered four vials. The father wrote: “We are
in a serious bind here. Your medication is extremely expensive and we are unable
to afford the 80,000 dollars needed for the remaining 2 vials.” 68

Another patient called Acthar patient support to express frustration with Acthar’s
increasing price. The multiple sclerosis patient, who said that she had never made
a call like this before, said: “My costin 1978 was $35. | got my summary for the
last quarter. We use CVS Silver Script. It said $166K.” The patient further said,
“I'think it’s a ripoff. Ithinkit’sillegal. I’mupset. Whatis going on? | have to
go to the assistance fund.” 9

Another complaint came from a market assistant at Walmart who expressed
frustration with the price on behalf of a patient: “The cost of this drug, even with
insurance coverage makes this necessary drug completely unattainable for this
patient.” 70

Burden on Medicare and Taxpayers

Acthar’s high price has placed a significant burden on the U.S. health care system and on
taxpayers. Documents and information reviewed by the Committee indicate that Medicare pays
significantly more for Acthar than any other payer, and that, in recent years, Mallinckrodt has
relied on Medicare for a growing share of Acthar sales.

% |etter from Hogan Lovells, on behalf of Mallinckrodt Pharmaceuticals, to Chairman Elijah E.
Cummings, Committee on Oversight and Reform (Mar. 29,2019).

87 Kaiser Family Foundation, How Many Medicare PartD Enrollees Had High Out-of-Pocket Drug Costs
in20177? (July 21,2019) (online at www.kff.org/medicare/issue-brief/how-many-medicare-part-d-enrollees-had-
high-out-of-pocket-drug-costs-in-2017/).

8 MNK-COR-00001949, at Page 7.

®d., at Page 8. One of the assistance programs, the Acthar Independent Charitable Foundation, provides
funding for government-insured patients seeking financial support.

d., atPage 10.
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In 2018, Medicare Part D plans spent more than $700 million on Acthar—up by more
than $220 million since 2015 and more than 14 times higher than in 2011.7* From 2015to 2018,
Medicare spent a total of more than $2.5 billion on Acthar. Figure 5 below illustrates the growth
in Medicare Part D spending on Acthar since 2011.

Figure 5: Medicare Part D Spendingon Acthar
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Although the above figure does not include rebates Mallinckrodt paid to Medicare, those
rebates were miniscule and averaged less than 1% from 2015 to 2018. In contrast, Tricare
rebates averaged 26.6%.

Medicare therefore paid thousands of dollars more per vial than any other payer—in
2018, Medicare’s average net price per vial was $4,300 more than commercial payers, $10,000
more than Tricare, and over $17,000 more than Medicaid.”? If Medicare had received the
discounts on Acthar that Tricare received, taxpayers would have saved over $656 million from
2014 to 2018. Figure 6 below highlights the differences in these discounts and the potential
savings.

™ Centers for Medicareand Medicaid Services, Medicare Part D Drug Spending Dashboard and Data,
Historical Data (onlineat www.cms.gov/Research-Statistics-Data-and-Systems/Statistics-Trends-and-
Reports/Information-on-Prescription-Drugs/Historical_Data) (accessedon Aug. 13,2020). Medicare Part D
Spending Dashboard does not reflect manufacturer rebates and price concessions, butas noted in Section V111, these
discounts were relatively limited.

2 MNK_InCamera-000000142895, atPage 1.
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Figure 6: Lost Medicare Part D Savings on Acthar

Acthar
Net Part D
Gross Medicare Part Average Part D Net Part D Average Tricare Expenditures if
Year D Sales Discount % Expenditures Discount % Tricare Discount | Lost Part D Savings
2015 $503,999.371.37 0.35%| $ 502.235.373.57 25.7%| % 37447153293 | § 127.763.840.64
2016 $636.174.839.71 0.50%] $ $32.993.965.51 25.3%%| 44920305432 | § 183.790.911.19
2017 $680.958.459.15 0.55%| $ 677.213.187.62 23.02%| $ 52420182185 % 153.011.365.77
2018 $724.638.119.00 1.87%| 3 711.087.386.17 28.3%| 3 519.348.139.89 | § 191.739.246.29
Total § 2,545,770,789.23 0.87%| § 2,523,520,012.88 26.65%| § S

1.867,224,548.99

656,305,363.89

Although companies selling drugs with very small patient populations sometimes set
higher prices to recover their costs, Acthar’s price is much higher than other Medicare Part D
drugs with similar patient populations. A recent study examined the most expensive Medicare
drugs and number of beneficiaries and found that Acthar is a “conspicuous outlier” compared to
other Medicare drugs. The study concluded that “although it was prescribed for about 3,000
Medicare Part D beneficiariesin 2016, it was priced like a drug with at most a tenth as many
potential beneficiaries.””3

Since 2015, an increasing share of Mallinckrodt’s sales for Acthar have come from
Medicare. Around the time of acquisition, Medicare accounted for approximately 25% of
Acthar’s overall business.” Butthat grew quickly. A July 2017 draft strategic plan reported that
Medicare contributed 50% of Acthar vials sold for the year to date, driven by rheumatology,
nephrology, and pulmonology patients.” Documents provided to the Committee indicate that, in
2018, Medicare accounted for 55% of Acthar vials sold and constituted more than 60% of
Mallinckrodt’s net sales from Acthar.”® Figure 7 below shows the contribution of sales through

Medicare Part D to Mallinckrodt’s overall Acthar net sales.

™ Daniel Hartunget al., Repository Corticotropin Versus Glucocorticoid for Nephrotic Syndrome: When
Will We See the Evidence?, American Journal of Kidney Diseases (Feb.11,2019) (online at
https://pubmed.nchi.nlm.nih.gov/30765104/).

* MNK_InCamera-000000135183, atPage 5.

> MNK_InCamera-000000030207,atSlide 12. The presentation reported thatnearly 60% of patients with
commercial insurance were under contract for Acthar, but the company expected flator declining patients with
commercialinsurance throughthe end of the year dueto payer pressure untilan “indication flexible contracting
strategy” could be executed.

® MNK_InCamera-000000142895, at Page 2.
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Figure 7: Medicare Part D Contributions to Mallinckrodt’s Total Acthar Net Sales?”
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Long-term planning documents indicate that Mallinckrodt expects Medicare to contribute
an even greater percentage of its sales in future years—estimating that competition and other
pressures would reduce the share of commercial payers and could result in Medicare accounting
for as much as 70%-75% of Acthar’ssales by 2025.78

A 2018 draft business narrative explained that one reason that Medicare’s costs for
Acthar continue to escalate is because Medicare plans are required to approve payment for
Acthar despite skepticism about the drug’s clinical value. The document noted that “Acthar
currently has higher than average approval rates in Medicare Part D business, with approvals in
the 85% range,” which compares to average commercial rates of approximately 45% among the
same plan sponsors.”

The document acknowledged that these approvals were not based on greater clinical
acceptance, but on regulatory limitationson Medicare:

However, these approvals are not based on plan sponsor clinical acceptance of Acthar,
but rather limitations in the effectiveness of utilization management techniques, such are
[sic] cost differentials. In additiona regulated and uniformed appeals process that
ultimately results in the approval of any product with and [sic] FDA approval.&

7 1d.

8 MNK_INCamera-000000045618, atSlide 10; see also MNK_INCamera-000000067071, atSlide 3.
" MNK_InCamera-000000063852, at Slide 3.

80 4.
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The narrative concluded, “If plan sponsors were granted the ability to manage Part D
exactly as they manage commercial books of business this would have a significant impact on
Acthar.” 8l

Mallinckrodt’s pricing practices for Acthar have strained local governments. Several
cities have complained that the exorbitant price of Acthar has impacted their entire budgets. For
example:

o In 2017, the City of Rockford, Illinois sued Mallinckrodt alleging federal antitrust
violations and unconscionable trade practices.8 In an interview with 60 Minutes,
the Mayor of Rockford said that Acthar financially crippled the city after two
children of city employees were prescribed the drug. He said that because the city
spent close to $500,000 on Acthar for these two children, he had to squeeze other
essential city functions, such as “hiring police and firefighters, keeping firetrucks
and other equipment on the street.” According to this report, the city’s “health
care budget was going bust,” and the city was “bleeding money.” The mayor
described the effect of the drug’s exorbitant prices as “exploiting children” and
“abusing taxpayers.” 83

. The Director of Human Resources and Risk Management for Marietta, Georgia
also complained that the exorbitant cost of Acthar was impacting the city’s
budget. In 2017, he emailed CEO Mark Trudeau to complain that one citizen’s
Acthar prescription cost the city $500,000 per year, impacting premiums for all
employees. He wrote, “We can’t sustain this. We have gone over budget and
have had to raise the premiums on all of our employeesand pre-age 65 retirees
because of this one drug. This is maddening.”84 He implored Mr. Trudeau to
help “alleviate the burden onthe employees (and incidentally, the taxpayers) of
the City of Marietta.”8> In February 2020, the city filed a class action complaint
against Mallinckrodt—on behalf of third-party payers and their beneficiaries—on
the grounds that the city had paid $2 million to cover the cost of Acthar for an
employee and that Mallinckrodt is being unjustly enriched. 86

8 1d., at Slides 3-4.

8 City of Rockford v. Mallinckrodt ARD, Inc., 360 F. Supp. 3d 730 (N.D. 11. 2019).

8 60 Minutes: The ProblemwithPrescription DrugPrices, CBS News (May 6,2018) (online at
www.cbhsnews.com/video/the-problem-with-prescription-drug-prices/).

8 MNK_InCamera-000000127175.
& 4.

8 Complaint (Feb.6,2020), City of Marietta v. Mallinckrodt ARD LLC, N.D. Ga. (No. 1:20-cv-00552); see
also Mallinckrodtplc,2019Form 10-K (Feb. 26, 2020) (online at https://mallinckrodt.gcs-web.com/static-
files/d761443c-4166-4d85-8aea-30299f918005).
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VI. TACTICSTO MAXIMIZE PROFITS

Mallinckrodt acquired Questcor in part because it expected to be able to charge high
prices for Acthar without competition, while significantly expanding Acthar’s use beyond its
original orphan patient population. In the years following acquisition, Mallinckrodt engaged in
an aggressive physician marketing campaign to maximize profits from Acthar.

A. Stifling Competition by Acquiring Competitor

Documents reviewed by the Committee show that when Mallinckrodt acquired Questcor,
it expected little to no competition for Acthar. In researching whether to acquire Questcor,
Mallinckrodt’s market assessment concluded that Acthar “will face limited/no competition in
future.”8” Mallinckrodt’s transaction team explained that there were “multiple barriers to entry
related to formulation, manufacturing, and regulatory” and that Questcor had also “walled off”
possible competition, in part by acquiring the supplier of the active pharmaceutical ingredient for
Acthar.88

Quincy is a rapidly growing specialty pharmaceutical
' company with a premium-priced product

Company overview Historical revenues and earnings

* Quincy is focused on serious, difficult-to-treat USD millions
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Source: Barclays analysis

Mallinckrodt assured investors that Acthar would not face generic competition. In
investor presentations after acquisition, Mallinckrodt noted, “Current regulatory guidelines drive

8 MNK_InCamera-000000128172, atSlide 22.

8 MNK_InCamera-000000128109, atSlide 9; see also MNK_InCamera-000000128172, atSlide 7;
MNK _InCamera-000000142572, atSlide 23 (noting that Questcor created an “integrated supply chain” with a single
partner fordistributionanda sole source supplier of the finished product).
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complicated development and make a generic unlikely.”8 A presentation prepared for
Mallinckrodt’s board of directors prior to acquisition highlighted several factors that made
competition unlikely, including “Biologic formulation that is hard to replicate,” “Undisclosed
composition with impurities that would need to be replicated in a generic version,” anda
complex manufacturing process that would make a generic challenging to create.

Ina 2017 discussion with investors, Mallinckrodt’s Executive Vice President and Chief
Scientific Officer Steven Romano explained that FDA standards for placebo-controlled trials
make it “essentially impossible” to develop a competitor to Acthar.9!

Mallinckrodt executives noted that Questcor had walled off potential competition by
acquiring the rights to market Synacthen, Acthar’s closest competitor drug, in 2013.92
Documents show that Mallinckrodt viewed Questcor’s acquisition of Synacthen as an advantage
of the deal, even though the FTC had launched an investigation in 2014 into the Synacthen
acquisition as potentially anti-competitive.93

FTC alleged that Questcor “stifled competition” by acquiring the Synacthen assets in
order to prevent other bidders from developing the alternative drug to sell ata “significant
discountto Acthar’s price,” in violation of antitrust laws.% FTC Chairwoman Edith Ramirez
alleged that “to maintain its monopoly pricing, [Questcor] acquired the rights to its greatest
competitive threat, a synthetic version of Acthar, to forestall future competition.”% FTC also
noted that the “supracompetitive price that Questcor charges for Acthar and its restriction of
Acthar’s output are direct evidence of this monopoly power” and that “Questcor has encountered

8 MNK-COR-00001291.
% MNK_InCamera-000000142599, at Slide 19.
% MINK_InCamera-000000124567, atPage 8.

%2 See, e.9., MNK_InCamera-000000128109, atSlide 9; MNK_InCamera-000000128172, atSlide 7.
Synacthenis “a synthetic analog of Acthar” andhas “similartherapeutic properties.” MNK _InCamera-
000000131709, atSlide 8.

% MNK_InCamera-000000131709, atSlide 8; MNK_InCamera-000000142572, atSlide 14;
MNK_InCamera-000000128172, atSlide 7; see also MNK_InCamera-000000142542, atSlide 7.

% Federal Trade Commission, Press Release: Mallinckrodt Will Pay $100 Million to Settle FTC, State
Chargesit lllegally Maintained its Monopoly of Specialty Drug Used to Treat Infants (Jan. 18,2017) (online at
www.ftc.gov/news-events/press-releases/2017/0 1/mallinckrodt-will-pay-100-million-settle-ftc-state-charges-it.); see
also Complaint (Jan. 25,2017), FTC v. Mallinckrodt ARD, Inc. D.D.C. (No. 1:17-cv-00120) (online at
www.ftc.gov/system/files/documents/cases/170118mallinckrodt_complaint_public.pdf). Severalgovernmentand
third-party payers broughtcharges against Mallinckrodt alleging anti-competitive behavior through the Synacthen
acquisition. See,e.g., United Ass’n. of Plumbers & Pipefitters Local 322 of S. N.J. v. Mallinckrodt ARD, LLC, et al.,
No. 20-188 (RBK/KMW) (D.N.J. Aug. 18,2020); Cityof Rockfordv. Mallinckrodt ARD, Inc., 360 F.Supp. 3d 730
(N.D.I1. 2019).

% Federal Trade Commission, Press Release: Mallinckrodt Will Pay $100 Million to Settle FTC, State
Chargesit lllegally Maintained its Monopoly of Specialty Drug Used to Treat Infants (Jan. 18,2017) (online at
www.ftc.gov/news-events/press-releases/2017/01/mallinckrodt-will-pay-100-million-settle-ftc-state-charges-it).
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no competitive constraint on its ability to repeatedly and profitably increase Acthar’s price and
earn extremely high margins.”%

Mallinckrodt settled the FTC case for $100 million in 2017 while admitting no
wrongdoing.9’

B. Expanding Sales at High Orphan Price

Internal documents show that after acquiring Questcor, Mallinckrodt sought to drive
revenue growth for Acthar by maintaining its premium price while expanding sales volumes
across its non-orphan indications. Mallinckrodt did this primarily through aggressive marketing
to providers and patients, even though clinical trials demonstrating effectiveness for many of
those indications were lacking.

Documents reviewed by the Committee show that Mallinckrodt aimed to drive revenue
by expanding sales volumes for Acthar’snon-orphan indications through an aggressive sales
push. In pre-acquisition analysis, Mallinckrodt executives projected that Acthar revenue would
grow exponentially if the company maintained the drug’s high price while expanding sales
volume in currentand new on-label indications. %

Investor presentations and internal documents set forth Mallinckrodt’s strategy to “drive
prescription volume growth” in currently marketed indications and indications not yet in play. 9
Company talking points prepared immediately after the acquisition in September 2014
emphasized, “We believe that the sales potential for Acthar hasn’t even scratched the surface.”100

% Complaint (Jan. 25,2017), FTC v. Mallinckrodt ARD Inc. D.D.C. (No. 1:17 cv-00120) (online at
www.ftc.gov/system/files/documents/cases/170118mallinckrodt_complaint_public.pdf).

% Mallinckrodt News Release, Jan. 18, 2017, Mallinckrodt and Federal Trade Commission Resolve
Questcor Matter (online at www.mallinckrodt.com/about/news-and-media/2238262).

% See, e.g., MNK_InCamera-000000128109, atSlides 11-12; MNK_InCamera-000000142599, at Slide 18.
Analysts forecasted thatthe lead indication for Acthar would become rheumatology and thatrheumatology would
grow by a compound annual growth rate 0f 150%. MNK_InCamera_000000128172,atSlide 16. The company
expected rheumatology to become the largest market, estimating approximately 250,000 combined patients with
these conditions in need of treatment. MNK _InCamera-000000131709, at Slide 13.

% MNK-COR-00001446.
100 MNK_InCamera-000000135171, atPage 8.
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this update, the label included over 50 approved indications; now there are 19 listed indications

) Mallinckrodt
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In an October 2014 briefing with investors, Gary Phillips, then-Senior Vice President and
President of Mallinckrodt’s Autoimmune and Rare Disease Unit, used the graphic belowto
summarize Acthar’s marketing strategy as targeting four million potential patients the company
believed suffered from “Acthar-related conditions.”101

11 MNK-COR-00001275, at Slide 17.
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Although Mallinckrodt and Questcor had used Acthar’s small patient population as
justification for its high price, the presentation contained no indication that Mallinckrodt would
reduce the price of Acthar if it reached a larger patient population.

Mr. Phillips pointed out that Acthar’s potential growth was based on its ability to reach
additional patient populations in current indications and to initiate commercial efforts in other
indications, specifically highlighting rheumatology and pulmonology.192 In the same briefing,
Mr. Trudeau highlighted the “untapped opportunity in marketed indications and additional, but
unaddressed, approved indications.”103

An investor presentation in 2015 emphasized the strategy of increasing “patient
penetration” and prescriber growth across all approved indications, yet again showed no
indication that Mallinckrodt would reduce the price as Acthar reached larger patient
populations.104

102 Id
103 MNK-COR-00001447.
104 MNK-COR-00001333, at Slide 20.
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Multiple sclerosis ] ~25K
Kiopathic nephioticsyndroms e i
Rheumatoid arthritis (adjuvant therapy) ] ~§5K
Dermatomyositis/polymyositis ] ~20K
Symptomatic sarcoidosis '] ~20K
SLE {lupus) ] ~75K
Psoriatic arthritis [ ] ~30K
Ankylosing spondylitis ] ~50K

Other documents confirm that, in the years following the acquisition, Mallinckrodt’s
long-term strategy for Acthar continued to be driving more prescriptions and increasing volume
across non-orphan indications. For example,in a 2017 presentation, Hugh O’Neill, Executive
Vice President and then-President of Autoimmune and Rare Diseases, stated that Acthar’s
strategy continued to be increasing “new patient and prescriber growth for all promoted Acthar
indications.” 105

2017 ARD Strategic Objectives focus on Acthar key drivers of growth plus
inorganic expansion to diversify the portfolio

ARD Strategic Objectives/Initiatives Critical Growth Drivers

Increase new patient and prescriber Expand ‘_3|ihif_2§| and
.| growth for all promoted Acthar Economic Evidence
B Indications

Improve Reimbursement

Improve commercial and Medicare
& Patient Experience

[ reimbursement for Acthar patients

Improve customer experience when starfing
and using Acthar to reduce withdrawals and
W improve adherence

Commercial Execution

Inorganic growth delivering near-term

revenue and pipeline via accretive deal Expand ARD Portfolio

followed by pipeline build . In pian
financials

Proactively mitigate risks including market, —

"\ competitive and enterprise/requlatory risks ﬂna[rI\::I:n

10 Confidential

105 MNK_InCamera-000000051322, atSlide 10. Thisstrategic goalis repeated frequently. See, e.g.,
MNK _InCamera-000000118343,atSlide 5.
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C. Marketing to Physicians

Before Mallinckrodt acquired Acthar, a consultant emphasized that Acthar’s growth
potential to non-orphan indications was “directly linked to, and driven by, size and
aggressiveness of specialty sales force.”106

Mallinckrodt appears to have adopted this strategy, aggressively targeting prescribers to
drive growth. A 2018 study by researchers at Oregon State University and Oregon Health and
Science University found more than half of Medicare’s expenditure for Acthar in 2015 was
attributable to 300 prescribers. The study found that that 90% of physicians who frequently
prescribed Acthar received at least one payment from Mallinckrodt, and the payments by
Mallinckrodt to these physicianswere larger than in other cases (almost a third of frequent
prescribers received more than $1,000). 107

A separate analysis based on Medicare data from 2016 found a similarly aggressive
marketing push by Mallinckrodt. The analysis noted that more than 80% of doctors who filed
Medicare claims in 2016 for Acthar received “money or other perks” from Mallinckrodt. The
analysis found that Mallinckrodt and Questcor “paid 288 prescribers more than $6.5 million for
consulting, promotional speaking and other Acthar-related services between 2013 and 2016.7108

From 2013 to 2018, spending on Acthar in the Medicare program was driven by an
approximately 73% increase in prescriptions per beneficiary.10?

Mallinckrodt’s aggressive sales push contradicts the company’s public statements that
acknowledge Acthar’s limited application and that, for most indications, the drug should be used
only when all other treatments have failed.11° For example, in an investor call in 2017, CEO
Mark Trudeau acknowledged: “Acthar is the drug that has a number of indications, but has very

106 MNK_InCamera-000000131863, atSlide 23.

97 Daniel Hartung et al., Industry Payments to Physician Specialists Who Prescribe Repository
Corticotrophin, Journal of the American Medical Association Network Open (June 29,2018) (online at
https://jamanetwork.com/journals/jamanetworkopen/fullarticle/2686039). See also DanielHartungetal., Trends
and Characteristics of US Medicare Spending on Repository Corticotropin, Journal of the American Medical
Association Internal Medicine (Nov. 1,2017) (online at
https://jamanetwork.com/journals/jamainternalmedicine/fullarticle/2653010); Something Weird’s Going On withthe
Doctors Prescribing Oneof Pharma’s Most Controversial Blockbuster Drugs, Business Insider (Mar. 21,2017)
(online at www.businessinsider.com/acthar-risks-including-doctors-prescribing-and-efficacy-questions-2017-3).

108 Medicare Spent $2 Billion for One Drug as the Manufacturer Paid Doctors Millions, CNN (June 29,
2018) (online at www.cnn.com/2018/06/29/health/acthar-mallinckrodt-medicare-claims-doctor-
payments/index.html).

109 Center for Medicare and Medicaid Services, Medicare Part D Spending Dashboard & Data (online at
www.cms.gov/Research-Statistics-Data-and-Systems/Research-Statistics-Data-and-Systems) (accessed Sept. 1,
2020). Average prescription per beneficiarywas measured asthe total number of Acthar claimsin a given year
divided by the number of beneficiaries receiving Acthar through Medicare Part D over the same period.

110 5ee, e.g., Mallinckrodt Pharmaceuticals, About Acthar (online atwww.mallinckrodt.com/about/acthar/)
(accessed Sept.. 30,2020) (“Aside fromtreatmentof IS, Acthar Gelis often prescribed by doctors predominantly as
a later-line treatmentto a small subset of patients suffering from various devastating diseases forwhom other
approved FDA treatment options have failed.”).
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limited application. And frankly, we would agree with that.”111 He added, “Our positioning for
Acthar outside of infantile spasms, is that this drug should be used for patients that are highly
refractory, meaning they’ve tried and failed on virtually everything else.” 112

In September 2019, Mallinckrodt paid $15.4 million to settle DOJ claims that Questcor
had paid illegal kickbacks to doctors from 2009 through 2013 to induce prescriptions for the
treatment of complications from multiple sclerosis. The government alleged that Questcor sales
representatives who were marketing Acthar provided lavish meals and entertainment to doctors
to induce Acthar Medicare referrals and that this behavior “cheats taxpayers and the patients who
rely on government health care programs for essential care.”113

VIlI. RESEARCH EXPENSES DO NOT JUSTIFY PRICE OF ACTHAR

When discussing Acthar price increases, Mallinckrodt executives frequently cite the
company’s significant R&D investment in Acthar. Mallinckrodt’s pricing decisions were not
needed to recoup past R&D expenditures, as Acthar has been on the market for nearly 70 years.
Documents reviewed by the Committee indicate that Mallinckrodt’s R&D is not likely to provide
the clinically relevant information necessary to support Acthar’s effectiveness and use over
lower-cost treatments. Instead, Mallinckrodt’s R&D efforts appear designed to support
Mallinckrodt’s aggressive marketing strategy and justify Acthar’s use with skeptical physicians
and payers. Mallinckrodt’s R&D is based on a reverse business model—while other drug
companies argue that high drug prices are needed to recover the costs of their R&D investment,
Mallinckrodt set a high price and then claimed that additional R&D would support that price.

A. Acthar’s Unique FDA Approval History

FDA’s initial approval of Acthar predated the 1962 enactment of the “Drug Efficacy
Amendment” to the Federal Food, Drug, and Cosmetic Act, which introduced the requirement
that drug manufacturers demonstrate proof of effectiveness, in addition to the required proof of
safety.114

In 2010, FDA approved Acthar for the treatment of infantile spasms and reassessed the
evidence in support of each of the previously-approved indications.11> FDA’s review at that time

11 MNK_InCamera-000000125930, atPage 4.
112 |d

113 Departmentof Justice, Press Release: Drug Maker Mallinckrodt Agreesto Pay $15.4 Millionto
Resolve False Claims Act Allegations for “Winingand Dining” Doctors (Sept. 4,2019) (online at
www.justice.gov/usao-edpa/pr/drug-maker-mallinckrodt-agrees-pay-154-million-resolve-false-claims-act-
allegations).

11421U.S.C. 98301 et. seq.

115 Food and Drug Administration, Orphan Drug Designations and Approval (online at
www.accessdata.fda.gov/scripts/opdlisting/oopd/detailed Index.cfm?cfgridkey=20031681); Mallinckrodt plc, 2019
Form10-K (Feb.26,2020) (online at https://mallinckrodt.gcs-web.com/static-files/d76 1443 c-4166-4d85-8aea-
3b299f918b05); see also Food and Drug Administration, Full Prescribing Information for H.P. Acthar Gel (Oct.
2010) (online at www.a ccessdata.fda.gov/drugsatfda_docs/label/2010/022432s000Ibl.pdf); Mallinckrodtplc, Acthar
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was less robust than it would be for a new drug application today—while the review included a
medical and scientific review of Acthar and each indication and an evaluation of available
clinical and non-clinical literature available, FDA did not require additional clinical trials.116

As a result of this review, FDA removed approximately 30 indications from Acthar’s
label and approved the safety and efficacy of Acthar in two indications—treatment of infantile
spasms and acute exacerbationsin multiple sclerosis. FDA allowed Mallinckrodt’s label to state
that it “may be used” for 17 other disorders and diseases. 11/

Due to this history, only two of Acthar’s indications—infantile spasms and multiple
sclerosis—are supported by clinical trials of safety and efficacy presented to FDA. The lack of
such trials for Acthar’s other uses and its expensive price tag have contributed to physician and
payer skepticism of the drug across therapeutic areas.118

B. Research Expenditures Insignificant Compared to Revenue from Acthar

To justify the price of Acthar, Mallinckrodt claims that it has invested $500 million into
the drug.11® Yet, documents reviewed by the Committee show that Mallinckrodt spenta much
smaller amount—$363 million—on R&D between 2014-2018,120 while the rest of its investment

Gel—Clinical Benefitsto Appropriate Patients (Mar. 27,2019) (online at
www.mallinckrodt.com/globalassets/images/acthar/h.p.-acthar-gel-clinical-value-presentation-03-27-19.pdf).

116 Mallinckrodt plc, 2019 Form 10-K (Feb. 26, 2020) (online at https:/mallinckrodt.gcs-web.com/static-
files/d761443c-4166-4d85-8aca-3b299f918b05).

17 Food and Drug Administration, Approved Label for H.P. Acthar Gel (Oct. 2010) (online at
www.accessdata.fda.gov/drugsatfda docs/label/2010/0224325000Ibl.pdf).

118 See, e.9., MNK_InCamera-000000051322, atSlide 9 (noting that one of physicians’ biggest issues is
Acthar’s “lowlevel of clinical data” andthat payers’ biggest issues are “broad indications and high price” and
“Limited prospective & cost offset data makes justification difficult)”; MNK_InCamera-000000046209, atSlide 9
(noting “Brand Perceptionas overpriced steroid” and “Lack of Acceptance of Academic Opinion Leaders”across
therapeutic areas); MNK_InCamera-000000000089, atSlide 5 (noting that physicians are “skeptical of Acthar

data”).

119 Mallinckrodt Pharmaceuticals, About Acthar (online atwww.mallinckrodt.com/about/acthar/) (accessed
Sept. 30, 2020) (“Since acquiring Acthar Gelin 2014, Mallinckrodthas invested more than $660 million into the
drug, specifically: buildingon substantial clinical experience as wellas previously completedand largely
independentclinical case series and smaller trials; modernizing manufacturing; expandingmedicalaffairsand
research activities; and initiating seven well-designed, company-sponsored randomized, controlled clinical studies,
targetingcombined enrollimentof nearly 1,100 patients.”). Mallinckrodt’s pricing pledge commits to increasingthe
company’soverallR&D spendingin absolute dollars by at least 50% by 2021. MallinckrodtPharmaceuticals,
Pledge onDrug Pricing and Innovation (online atwww.mallinckrodt.com/pledge) (accessed Sept. 30,2020). While
Mallinckrodtoften claimsthat it is investing in Actharwhile Questcor did not, Questcor expanded its R&D budget
20-fold afterincreasing Acthar’s price. See Terence Burnham, Samuel Huang, and Andrew Lo, Pricingfor Survival
in the Biopharma Industry: A Case Study of Acthar Gel and Questcor Pharmaceuticals, Journal of Investment

Management (Sept.22,2017) (online at https://papers.ssrn.com/sol3/papers.cfm?abstract_id=3040369).

120 MNK-COR-00001704. Thisdocumentindicates total Acthar Scienceand Technology investments of
$363.3 million, which includes Acthar’s clinical testing, spending on clinical trials, and other R&D activities, and
Acthar manufacturing investments of approximately $165.6 million. Another documentreviewed by the Committee
statesthat $313million was spenton Acthar R&D between2014and 2018. MNK-COR-00001894. See Letter from
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went to “modernization efforts.” 121 This expenditure is less than 7.3% of the net revenue it
received from Acthar during the same period.

Figure 8 below shows total U.S. revenue from Acthar as compared to R&D costs, from
the time when Mallinckrodt acquired Acthar in 2014 through 2018.

Figure 8: R&D for Acthar vs. Net Sales

$363 million

$4.64 billion

= R&D for Acthar = Net Sales from Acthar - R&D

Internal communications undermine Mallinckrodt’s claims that Acthar’s high price was
needed to fund future R&D. In October 2017, the company’s executives drafted a letter to the
editor of a medical journal to respond to an article about Medicare spending on Acthar. In a
comment on a draft of the letter, Steven Romano, Executive Vice President and Chief Scientific
Officer, wrote, “I also suggest we don’t say that the revenues are needed for reinvestment.
Naturally we commit a certain amount of revenuesto fund RD [sic], but I wouldn’t link Acthar
to that directly.”122

Contrary to this caution, the final version of the letter stated:

Hogan Lovells, on behalf of Mallinckrodt Pharmaceuticals, to Chairwoman Carolyn B. Maloney, Committee on
Oversightand Reform (Sept. 11, 2020).

121 The company uses the term “modernization” to refer to clinicaltrials and R&D investments, as well as
manufacturinginvestments. See, e.g., Letterfrom Hogan Lovells, on behalf of Mallinckrodt Pharmaceuticals, to
Chairman Elijah E. Cummings, Committee on Oversightand Reform (Feb. 4,2019); MNK-COR-00001704;
Mallinckrodt Pharmaceuticals, About Acthar (online atwww.mallinckrodt.com/about/acthar/) (accessed Aug. 13,
2020).

122 MNK_InCamera-000000000931, atPage 1.
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Revenue generated from sales of Acthar enable Mallinckrodt to conduct additional
research and, importantly, generate the evidence to fill the gap identified by
[researchers].123

C. Research Motivated by Marketing and Reimbursement Strategy

Mallinckrodt frequently touts its research investments to support the value of Acthar,
including sponsoring seven clinical studies, conducting health economics and outcomes research,
and funding more than 40 investigator-initiated research programs.124# However, documents
reviewed by the Committee indicate that Mallinckrodt was primarily motivated to invest in R&D
to support its aggressive marketing and revenue goals and overcome physician and payer
skepticism about Acthar’s effectiveness for most of its marketed uses.

Mallinckrodt has long acknowledged that the lack of clinical evidence related to Acthar is
a danger to its business. Mallinckrodt’s 2016 annual reports admitted, “Clinical trials
demonstrating the efficacy for Acthar are limited.” The report also warned:

The absence of such clinical trial data could cause physicians not to prescribe Acthar,
which could negatively impact our business, financial condition, results of operationsand
cash flows.12

After acquiring Acthar, Mallinckrodt recognized that it needed to strengthen the “value
proposition” of the drug by developing scientific evidence to support it.126 For example, Hugh
O’Neill, then-President of the Autoimmune and Rare Disease Unit, wrote in his notes fora 2017

122 Tunde Otulana, Uses of H.P. Acthar Gel in the Clinical Setting, Journal of the American Medical
Association Internal Medicine (Apr. 2018) (online at
https://jamanetwork.com/journals/jamainternalmedicine/article-abstract/2677015). In media talking points prepared
to respond toquestions about Acthar’s 2017 price increase, the company claimedthatR&D investments justified
Acthar’s price: “The single digit price increase will help Mallinckrodt continue to ensure the clinical value Acthar
bringsasa later line treatmentoptionfor patients suffering from a number of complex and devastating diseases
through thecompany's investments in R&D.” MNK_InCamera-000000125058, atPage 1.

124 Mallinckrodt plc, Acthar Gel—Clinical Benefits to Appropriate Patients (Mar. 27,2019) (online at
www.mallinckrodt.com/globalassets/images/acthar/h.p.-acthar-gel-clinical-value-presentation-03-27-19.pdf).
Mallinckrodtnotes often that evidence of safety and efficacy does notneedto come justfrom clinicaltrials, but can
come in otherforms, suchas clinical experience and published literature. Mallinckrodt’s investor presentations
frequently describefive goals for Acthar’s R&D investment—expand evidence base, strengthen clinical profiles,
generatecompelling value proposition, defend integrity of product, and establish differentiation from steroids. See,
e.g., MNK-COR-00001353; MNK _InCamera-000000051322, atSlide 11.

125 Mallinckrodt plc, 2016 Form 10-K (Nov. 29, 2016) (online at
www.sec.gov/Archives/edgar/data/0001567892/000156789216000098/mnk10-k93016.htm); Mallinckrodt plc, 2016
Form10-K (Nov.29,2016) (online at
www.sec.gov/Archives/edgar/data/0001567892/000156789216000098/mnk10-k 9301 6.htm); Mallinckrodt plc, 2015
Form10-K (Nov.25,2015) (online at https://mallinckrodt.gcs-web.com/static-files/5c5e81b9-73a1-4133-83de-
bc2bccebadac).

126 MINK_InCamera-000000135171, atSlide 3.
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Investor Day presentation that Mallinckrodt had expanded Acthar clinical studies “in order to
provide the data necessary to address questions on the brand.”127

Mallinckrodt was aware that some physicians were frustrated with the limited clinical
evidence related to Acthar. The company noted that one of its consistent challenges was the
perception of Acthar as an “overpriced steroid” and that Acthar has not been accepted among
academic leaders across therapeutic areas.1286 When the Acthar Competitive Strategy team
conducted physician research in 2018, it reported that almost all physicians said that Acthar’s
“clinical data lacked rigor,” that there were not trials comparing Acthar “head-to-head” with
steroids, 12° and that some physicians reported “Frustration/anger over ‘unwarranted price’ vs.
clinical evidence.”130

Internally, Mallinckrodt described R&D (and modernization) as a way to “legitimize the
brand” and respond to patient and physician skepticism.31 In response to a question about
Acthar’s price duringa Q4/FY 2017 earnings Q&A, Mallinckrodt stated:

Patient penetration and uptake for Acthar is much more closely tied to data than to
price—the more data that exists, the higher likelihood of prescribing. Where the data set
is less robust, we see less penetration. That’s why we continue to invest [hundreds of
millions] in data generation. 132

A 2018 presentation described Mallinckrodt’s Phase 1V clinical trials as driving “positive
impact on HCP [Health Care Practitioner] demand” and supporting “growth in demand and
payer coverage.”133

Similarly, in describing the actions necessary to deliver on the Autoimmune and Rare
Disease Unit’s 2019 budget, a presentation identified two priority actions as “Data generation
and increased dissemination to justify the utilization of Acthar” and “Increased referral growth in
multiple indications based on new data generation.” 134

Mallinckrodt executives also recognized that the lack of clinical evidence was a barrier to
reimbursement by insurers and other payers. For example, Mallinckrodt’s pre-acquisition
analysis noted that the insurance company Aetnawould no longer be covering Acthar beyond
infantile spasms because of Aetna’s conclusion that “there is no clinical evidence that the [sic]

127 MNK_InCamera-000000023124, atSlide 6.

128 MNK_InCamera-000000046209, atSlide 9. See also MNK_InCamera-000000028645, at Slide 13.
129 MNK_InCamera-000000000089, at Slide 5.

B301d., at Slides 5-6.

131 MNK_InCamera-000000028645, at Slide 13.

132 MNK_InCamera-000000038586, atPage 2.

133 MNK_InCamera-000000067071, atSlides 2 and 4.

13 MNK_InCamera-000000028645, atSlide 7.
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Acthar is more effective than steroids.”135> A July 2017 market access plan noted that “payers”
were telling Mallinckrodt that Acthar is an “Old drug/old FDA label—high cost steroid,” that
“Pricing is egregious,” and that “Evidence base and clinical support is lacking.” 136

Here is what payers are telling us:

Old drug/old FDA label — high cost steroid

Public scrutiny and negative perception of Acthar

Pricing is egregious; payers want 30-50% rebates

Evidence base and clinical support is lacking and doesn't support access

Concerned about managing utilization and risk of opening access without clearly defined patient population,
UM criteria and expected outcomes

Worried about adverse selection

Payers need to offer competitive programs that control specialty drug spend for clients

Ina 2018 draft business narrative, the company emphasized that “Acthar will continue to
face access barriers based on payer perceptions of insufficient evidence to justify price.” The
presentation noted that payers perceive a “value gap in Acthar because it is priced significantly
higher than both FDA approved and unapproved alternative therapies across indications” and
that “for many indications, payers believe that Acthar lacks sufficient clinical evidence to
support coverage at its current price.”137

Documents reviewed by the Committee demonstrate that Acthar’s R&D was motivated in
large part by a need to justify its cost to payers. Forexample, in an earnings call with investors
in 2017, CEO Mark Trudeau said:

[W]e believe that it’s the result of the positioning and creation of the data, both the
clinical data and the health economic data, that has enabled us to go into payers, position
the drug appropriately and get open access to our drug on now almost 60% of
commercial covered lives.138

1% MNK_InCamera-000000128172, atSlide 9.
1% MNK_InCamera-000000030207, at Slide 10.
137 MNK_InCamera-000000063852, atPage 3.
138 MNK_InCamera-000000124567, atPage 10.
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A 2018 market access presentation emphasized that the key to engaging payers and
protecting coverage is to “proactively reinforce efficacy with any/all new data” and to “reinforce
clinical evidence to build medical acceptance consensus.” 139

D. Research Provides Limited Clinically Valuable Information

In 2019, a team of researchers at Oregon State University and Oregon Health and Science
University investigated the quality of the evidence likely to emerge from all studies of Acthar for
kidney disease. The review of 75 trials concluded that the study designs would not provide
clinically relevant information on efficacy. Specifically, the studieswere all either dose-finding
(comparing Acthar doses) or placebo-controlled, and the enrollment sizes were small. No
studies compared Acthar to a corticosteroid treatment. The researchers noted that “the continued
emphasis on small studies that lack a control arm receiving [a steroid] or another [Acthar]-free
active treatment is perplexing.” The researchers concluded that “it is highly unlikely that
compelling data supporting the use of rACTH [Acthar] over gluco-corticoid [i.e. steroid]
treatment for any renal indication will emerge soon.”140

In another research paper, the same Oregon researchers concluded more broadly that
Mallinckrodt’s research will not produce clinically relevant data to justify its use, stating:
“Given the preponderance of small and uncontrolled single-arm studies, we have serious doubts
that these studies will provide scientific evidence sufficient to justify use of Acthar at its current
price.” 141

An article by Duke rheumatologists noted that the way Acthar studies are designed—
mostly small, nonrandomized trials—was not likely to produce clinically helpful information. In
the article, the rheumatologists criticized the limited studies comparing Acthar to the steroid
prednisone:

Most importantly, it [Acthar] has not been tested head-to-head with prednisone except for
a few small studies on ACTH for infantile spasms. Given this lack of data, we simply
have no way to know how the efficacy of Acthar compares with prednisone for the vast
majority of indications listed on the drug label.142

1% MNK_InCamera-000000117110, atSlide 28.

40 Daniel Hartunget al., Repository Corticotropin Versus Glucocorticoid for Nephrotic Syndrome: When
Will We See the Evidence?, American Journal of Kidney Diseases (Feb.11,2019) (available at
https://pubmed.nchi.nlm.nih.gov/30765104/).

141 Daniel Hartung, Dennis Bourdette and David Cohen, Uses of H.P. Acthar Gel in the Clinical Setting—
Reply, Journal of the American Medical Association Internal Medicine (Apr. 2018) (online at
https://jamanetwork.com/journals/jamainternalmedicine/article-abstract/2677031).

142 Megan Elizabeth Bowles Clowse and Daniel Leverenz, Do Not Get Us Started on Acthar, Duke Forge
Blog (Sept. 10,2018) (online at https://forge.duke.edu/blog/do-not-get-us-started-acthar).
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The rheumatologists ended the article by emphasizing that “patients, insurers, prescribers
and the FDA should mandate large-scale, randomized, prednisone-controlled trials of Acthar
prior to allowing further prescriptions for rheumatic indications.”143

In defending its investment into Acthar, Mallinckrodt specifically highlights six
company-sponsored controlled trials relating to the drug’s efficacy.144 Accordingto a researcher
of pharmacoepidemiology at Oregon Health and Science University who applied the same
methodology to evaluate these trials: “These studies will likely not provide the clinically
relevant information necessary to support Acthar’s effectiveness and use over lower-cost
treatments.” 145> Of these trials, two provide no comparison to alternative treatment, and the other
four do not compare Acthar to continued treatment with a steroid—which would be necessary to
evaluate the effectiveness of the drug compared to alternative less-expensive treatments. 146

This analysis is supported by Mallinckrodt’s own internal documents. A Mallinckrodt
presentation reviewing the Autoimmune and Rare Disease Unit’s science and technology
portfolio describes the primary “opportunity drivers” of its studies as, among other things,
developing a “refined marketing message” and driving “depth” and “breadth” in the prescriber
physician base.147

Mallinckrodt was not always forthcoming about data that might negatively impact the
company’s bottom line. For example, in discussing updates to the “Acthar Statement” for the
website in 2017, senior executives debated whether to cite a prospective article on the use of
Acthar in patients with sarcoidosis, an inflammatory disease. The article found 40ml of Acthar
to be as effective as the regular 80ml dose and that patients suffered fewer side effects with the
lower dose. A senior executive wrote in an email that Mallinckrodt may be able to use the
results promotionally, but needed to develop talking points about the lower dose:

[W]e are urgently working through talking points as most customers use the higher dose.
I just wanted to share, as an astute investor may have questions about the financial
implications of using 40 units for patients vs. 80 units ... i.e. Do you lose half the value
you once recognized for sarcoidosis patients?148

143 |d

144 Mallinckrodt Pharmaceuticals, About Acthar (online atwww.mallinckrodt.com/about/acthar/) (accessed
Aug. 27,2020). Althoughthe website explains that the company has sponsored seven clinicaltrials, the footnote
linksto only six trials.

145 Email from Daniel Hartung, Associate Professor, Pharmacy Practice, College of Pharmacy, Oregon
State University, to Committee Staff (Sept. 17, 2020).

146 |d

147 MNK_InCamera-00000013271, atSlides 13,15,and 17. Forthe eight Acthar studies describedat this
Autoimmune and Rare Disease Unit meeting, the strategic objective for sevenofthem was listed asto “Expand
evidence base” and/or “strengthenclinical profiles,” and in only one study, the Acthar ALS program, to “Expand
Actharinto novelareas of unmetclinicalneeds.”

148 MNK_InCamera-000000012255, atPage 1 (ellipsesin original).
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Another executive asked, “So the half dose was just as effective AND better tolerated,
right? (and thus cheaper as well.).” The first executive replied, “The implication of half the dose
is definitely half the price.”149 The executives ultimately decided not to cite the study at the time
and stated instead, “We might as well not cause more issues for ourselves.”150

VIIl. OTHER COSTS DO NOT JUSTIFY ACTHAR’SPRICE

A. Manufacturing Costs and Pharmacy Benefit Manager Rebates

Pharmaceutical companies frequently cite rising costs of manufacturing or other
commercial expenses to justify their pricing practices.'> However, internal data produced by
Mallinckrodt do not support this justification for the price of Acthar. Manufacturing costs have
remained relatively stable since Mallinckrodt acquired Acthar and are minimal compared to net

revenue.152
Figure 9 below shows Acthar net revenue compared to costs of goods sold.

Figure 9: Acthar Cost of Goods Sold v. Total Acthar Net Sales 2015-2018
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149 Id
150 MNK_InCamera-000000012417,atPage 1.

151 See, e.g9., Big Pharma’s Go-To Defense of Soaring Drug Prices Doesn’t Add Up, The Atlantic (Mar. 23,

2019) (online at www.theatlantic.com/health/archive/2019/03/drug-prices-high-cost-research-and-
development/585253/); Drug Makers Try to Justify Prescription Pricesto Senators at Hearing, New York Times
(Feb.26,2019) (online at www.nytimes.com/2019/02/26/us/politics/prescription-drug-prices.html).

152 See MNK-COR-00001947, atPage 2.
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The pharmaceutical industry often attributes price increases to rebates or discounts to
payers and pharmacy benefit managers (PBMs).1%3 In defending its price increases, Mallinckrodt
has stated that it provides “discounts to the drug’s list price to both public and private payors”
and that its average rebates have increased each year.1>* In December 2016, Mallinckrodt CEO
Mark Trudeau noted that, in the two and a half years since owning Acthar, “list price adjustments
have averaged mid-single price digits,” but “net price for all payers after contracting,
discounting, and government rebates, reduced that price change impact by roughly a third.”155

Internal documents reviewed by the Committee indicate that Mallinckrodt executives
sought to perpetuate the narrative of attributing price increases to PBMs and rebates.
Responding to a report about drug price inflation in January 2017, a senior executive emailed
colleagues that she was “searching for messages” and asked Executive Vice President Hugh
O’Neill if they could argue that, “with our most recent increase, the list price of Acthar grew by
6.9% but with the contractual discounts included in our payer strategy, the net effective increase
IS Y.Y%"156

From:

Sent: Monday, January 23, 2017 7:47 AM

To: O'Neill, Hugh M

Subject: FW: Pharmaceuticals - Quantifying "real” price growth vs. list price grawth

May not make a difference but 'm searching for messages. ¥

Mr. O’Neill replied, “we have the data and can certainly pull it together.” 157 Another
executive replied that the company looked into this previously and it did not help the narrative
because “it was still showing a net increase as a result of rebate payments not being as high as
originally estimated.” 158

153 See, e.g., Drug Makers Try to Justify Prescription Prices to Senators at Hearing, New York Times (Feb.
26,2019) (online at www.nytimes.com/2019/02/26//us/politics/prescription-drug-prices.html).

1% MNK_InCamera-000000024471,atPage 1.
15 MNK-COR-00001430.

1% MNK_InCamera-000000124918, atPage 2.
171d.,atPage 1.

158 d.
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From: [
Sent: Monday, Janu
To: O'Neill, Hugh M;
Cc:
Subject: RE: Pharmaceuticals - Quantifying "real” price growth vs. list price growth

Hugh,

We will absolutely look into this. We did last fall and it was still showing a net increase as a result of rebate payments
not being as high as originally estimated. rd 1 will takee another look.

Also, if you trend the ASP that is published it was still showing a positive. This is a data point that some of the analysts
will calt out,

Internal data indicate that Acthar’s average net price—the price of the drug after
subtracting rebates, distributor fees, and pharmacy price concessions—continued to increase
each year the drug was on the market, meaning any rebates or discounts from the list price of the
drug were outpaced by the company’s price increases. 15°

Figure 10 below shows Acthar’s average net price per vial—excluding rebates, fees and
other negotiated discounts—under Mallinckrodt’s ownership, from 2015 to 2018. 160

1% MNK-COR-00001947. Mallinckrodt did notinclude Medicaid rebates as part of this calculation.
160 |d
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Figure 10: Average Net Price Per Vial of Acthar
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B. Patient Assistance Programs

In responding to criticism about its pricing, Mallinckrodt has highlighted the generosity
of its patient assistance programs to help defray the costs of price increases. Yet, a review of
these programs reveals that they are not as generous as they appear, serve the company’s own
strategic and business interests, and are not always reliable for patients and constitute a small
fraction of Mallinckrodt’s revenue from Acthar.

Accordingto information reviewed by the Committee, from 2014 to 2018, Mallinckrodt
spent approximately $125 million in charitable activities relating to Acthar or “disease states for
which Acthar is an FDA approved treatment,” including approximately $109 million in
donations to 501(c)(3) independent charitable co-pay foundation funds for government-insured
patients.161 Mallinckrodt’s expenditures on patient assistance includes the costs of administering
a free goods program for the uninsured (excluding the costs of drugs provided) and co-pay
assistance for patients with commercial insurance, as well as the costs of an injection training
program. 162

161 |_etter from Hogan Lovells, on behalf of Mallinckrodt Pharmaceuticals, to Chairman Elijah E.
Cummings, Committee on Oversight and Reform (Mar. 29, 2019). Approximately $109 million was donated to
independent501(c)(3) patient assistance organizations. Letter from Hogan Lovells, on behalf of Mallinckrodt
Pharmaceuticals, to Chairwoman Carolyn B. Maloney, Committee on Oversight and Reform (Sept. 11, 2020).

162 |_etter from Hogan Lovells, on behalf of Mallinckrodt Pharmaceuticals, to Chairman Elijah E.
Cummings, Committee on Oversight and Reform (Mar. 29,2019), at Page 1. Although companies often claim to
have donated significantamounts of their drugs for free, the costis often not as significant. Forexample, while
Mallinckrodthas stated thatthe value of Acthar donated was $1 billion, this was the commercial value of the
productandnot the actual cost. 1n one exchange, Mallinckrodt’s Senior Vice President of Investor Strategy wrote,
“| dont [sic] believe eventhe theoretical numbers have everbeen ‘$1 billion+’.” MNK_InCamera-000000001867,
atPages3-4.
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The total cost of these programs accounted for approximately 2.5% of Mallinckrodt’s $5
billion in Acthar net revenues from the same period.

Documents reviewed by the Committee indicate that the company views patient
assistance programs as an important part of its business growth strategy and key to retaining
patients. Before acquisition, a presentation by a Questcor Vice President highlighted that patient
assistance and co-pay assistance “are a critically important component of Acthar strategy.”163

Mallinckrodt executives recognized that the company’s profits would suffer if patients’
out-of-pocket costs forced them to abandon the drug. For example, one internal document
describing market trends in 2018 stated, “For patients on specialty pharmaceuticals, out of
pocket costs are unaffordable and they must rely on financial assistance provided by
manufacturers or foundations.” 164

To ensure that it continued collecting significant revenue from insurers, Mallinckrodt
used its patient assistance programs to reduce out-of-pocket costs. One internal strategic
planning document noted that “rising patient OOP [out-of-pocket] cost, decreasing external
support leads to increases in Rx abandonment.”165> The document acknowledged that “Co-pays
are challenging for patients and result in withdrawals” and noted that “fortifying our patient’s
experience getting and staying on drug via superior patient services” was a “critical growth
driver.”166

The federal Anti-Kickback Statute prohibits pharmaceutical manufacturers from
subsidizing the co-pay and other cost-sharing obligations incurred by Medicare Part D
patients.167 A DOJ suit alleges that Questcor—now part of Mallinckrodt—violated the law by
using a foundation to funnel co-pay subsidiesto Medicare patients on Acthar from 2010 to 2014.
According to the government, this scheme was designed to enable Mallinckrodt to raise the price
of Acthar and collect higher payments from Medicare without losing sales due to patients’ higher
out-of-pocket posts. 168

163 MNK_InCamera-000000128699, atSlide 3.
164 MNK_InCamera-000000063852, atPage 2.
165 MNK_InCamera-000000051322, atSlide 6.
168 1d., at Slides 3,9, and 10.

167 See 42 U.S.C. § 1320a-7b(b); Department of Healthand Human Services, Office of Inspector General,
Special AdvisoryBulletin: Patient Assistance Programs for Medicare Part D Enrollees, 70 Fed. Reg. 70623 (Nov.
22,2005) (online at www.govinfo.gov/content/pkg/FR-2005-11-22/pdf/05-23038.pdf); Department of Health and
Human Services, Office of Inspector General, Supplemental Special AdvisoryBulletin: Independent Charity Patient
Assistance Programs, 79 Fed. Reg. 31120 (May 30,2014) (online at
https://oig.hhs.gov/fraud/docs/alertsandbulletins/2014/independent-charity-bulletin.pdf).

168 See Complaintin Intervention (June 4,2019), United States ex rel. Struncket al.v. Mallinckrodt ARD,
Inc.,E.D. Pa. (No. 12-CV-0175); United States ex rel. Strunck et al. v. Mallinckrodt ARD, Inc., Nos. 12-175 13-
1776,2020WL 362717 (E.D.Pa.Jan.21,2020) (denying Mallinckrodt’s motionto dismiss allegations that it
violatedthe federal Anti-kickback statute).
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The health insurance company Humana Inc. has also recently sued Mallinckrodt
claiming, among other things, that Mallinckrodt artificially inflated demand for the drug by using
a charitable foundation to subsidize patient copays.16° Mallinckrodt denies these allegations.170

Patient assistance programs are not always reliable for patients. Qualifying for the
programs depends on several factors (such as income requirements and insurance coverage
decisions), so patients may fall in and out of eligibility. Mallinckrodt received complaints from
patients who once received patient assistance and relied on Acthar to manage their conditions
and were then told that the funds were no longer available for their disease or that there was no
more assistance available to them.171

For example, the adult child of a 90-year-old patient contacted Mallinckrodt’s medical
information line to complain that, after two years of receiving assistance, the patient was no
longer eligible. The complaint stated that “the medicine is priced way above her means of being
able to pay—or anyoneelse for that matter” and that “she is unable to afford the astronomical
copay required.”172 In other cases, patients reported being out of medicine and behind on
treatment because they were waiting for co-pay assistance to come through.173

IX. CONCLUSION

Mallinckrodt’s pricing and business practices for Acthar are not unique. During
President Trump’s first term, drug companies have continued to aggressively raise prices. A
recent report found that drug companies have raised list price of over 600 single-source brand
name drugs by a median 21.4% between January 2018 and June 2020.174

The Committee’s investigation makes clear that without significant structural reforms
like Medicare negotiation, the pharmaceutical industry will continue to raise prices on critical
and lifesaving medications, and many Americans will remain unable to afford their prescriptions.

169 Demand for Jury Trial (Apr. 24,2020), Humana, Inc. v. Mallinckrodt ARD LLC, C.D.Ca. (No. 2:19-cv-
06926-DFS-MRW). Humana’s complaint alleges that it overpaid for Acthar by $700 million because of the
company’s “complex, multipart schemeinvolving monopoly, bribery, racketeering, fraud, and other deceptiveand
unfairpractices.” See also HumanaSues Drugmaker Mallinckrodt Over Alleged Price Gouging, MedCityNews
(Aug. 12,2019) (online at www.medcitynews.com/2019/08/humana-sues-drugmaker-mallinckrodt-over-alleged-

price-gouging/).
10 Humana, Inc.v. Mallinckrodt ARD LLC, CV 19-06926 DFS (MRW), 2020 WL 3041309 (C.D. Ca. Mar.

9,2020). In March2020, the Court granted in part and denied in part the company’s motion todismiss Humana’s
claims. The Court denied the company’s motion to dismiss Humana’s RICO and other fraud-based claims.

171 See, e.9., MNK-COR-00001949, at Pages 5, 8.
172 MNK-COR-00001949, at Page 5.

173 MNK-COR-00001949, at Page 13. In anotherexample, a patient complained about trying to get patient
assistance butneeded two moredenials from insurance beforeeligibility forthe program. See MNK-COR-

00001949, atPage 10.

174 See State of California, Office of Statewide Health Planning and Development, Prescription Drug
Wholesale Acquisition Cost (WAC) Increases (Aug. 17,2020) (online at
https://oshpd.ca.gov/visualizations/prescription-drug-wholesale-acquisition-cost-increases/).
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