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EXECUTIVE SUMMARY

In May 2015, when Isla Weston was just two months old, doctors diagnosed her with a
life-threatening parasitic infection known as toxoplasmasmnediate treatment was needed to
cure this infection; otherwise, the parasite
potentially leaving her with lifelong deficits in cognition and funcfioor even causing her
death.

Isla was prescribeddaprim, the standard of care, which would cure the active infection
in a year. To the shock and dismay of the in
this vital medicine,le price of the 6§earold drug that this child desperately neededjhatd
spiked from $13.50 a tablet to $750 a tatdetjncrease of more than 5,000 percentust one
day.

Testifying at a 2016 SenaBpecialCommittee orAging hearing, held just a few days
af ter | sl a®ea mdtherr Shannoh WestorisdBlaeg the impact of that staggering
pricetag:il was hopeless and depressed at the thou
girl if | was not able to help her.. I looked into any way | could think of to come up with the
almost $360,000 messary to treat my daughter for a year with a drug that she needed, knowing
that as long as she was treated befolre sympto
|l sl ads story is not unique. This familyodos
thousands of Americans in the face of soaring prescription drug costs. Nearly 60 percent of
Americans, includingoughly90 percent of seniors, take prescription drugs to treat conditions
ranging from cancer and diabetes to high blood pressure and d@preStaggering increases in
the price of some prescription drugs threaten not only the economic stability of American
households, but also the health of individuals who discover that drugs they need are unaffordable
and difficult to access.

This yearalone, Americans are expected to spend more than $328 billion on prescription
drugs. Of this amount, individuals will pay about $50 billion out of pocket. The federal
govenment will pick up another &b billion in payments through Medicare, Medicdiadg
Department o¥/eterans Affairs, and other programs. These price increases affect all Americans,
whether they take prescription drugs or not, as taxpayers shoulder a substantial portion of the
cost of federal health care programs.

In November 2015, Rairman Susan Collins ({Rlaine) and Ranking Member Claire
McCaskill (D-Missouri) launched a bipartisan Sen&feecial Committee oAging investigation
of abrupt and dramatic price increases in prescription drugs whose patents had expired long ago.
TheCommi tt eeds investigation centered on Turing
Pharmaceuticals International, Inc., and Rodelis Therapdutiosipanies that acquired
decadeld, off-patent affordable drugs and then raised the prices suddenly anbastally?

1 Sudden Price Spikes Decades Old Rx Drugs: Inside the Monopoly Business Model: Hearing Before the S.
Special Comm. on Agind14" Cong., 2d Sessat 2(Mar. 17, 2016 writtentestimony of Shannon Weston

2 Retrophin posMr. Shkreli appears to have repudiated Mr. Shkiedé s b u s,ibut eas sot laweredehke price
of Thiola.



The investigation uncovered a business model that these four compsadésith some
variation) to exploit market failures at the expense of patients. The Committee held three
hearings; interviewed scores of patients, doctors, hospital edrators, consumer advocates,

health experts, and pharmaceutical industry executives and board members; reviewed more than

one million pages of documents obtained from the four companies; and deposed or took
transcribed interviews of numerous corporatmesses.

The first hearing of the series, held on December 9, 2015, sought to identify and define
the problems resulting from these price increases. The second hearing, held on March 17, 2016,
at which Shannon Weston testified, took aig@pth lookinside the monopoly business models

of Turing and Retrophin, both formerly headed

broo by the medi a. The third hearing, hel
model, its investor relationships,dcathe harm caused to patients and the health care system by

the enormous price increases Valeant imposed on certain drugs it acquired.

This Report closely examines the business model used by these companies; provides case
studies of the four companies;pdares the influence of investors; assesses the impacts of price

d

hikes on patients, payers, providers, hospitals, and governments; and discusses potential policy

responses.
The Business Model

The Committee discovered that each of the four comparles/éal a business model
(with some variation) that enabled them to identify and acquirpaiéfint solesource drugs over
which they could exercise de facto monopoly pricing power, and then impose and protect
astronomical price increases. The businessetnmmhsists of five central elements:

SoleSource The company acquiredsalesource drugfor which there was only one
manufacturer, and therefore faces no immediate competition, maintaining monopoly pow
over its pricing.

Gold Standard The company ensured the drug was consideregoldestandar® the best
drug available for the condition it treats, ensuring that physicians would continue to presc
the drug, even if the price increased.

Small Market The company selected a drug that serveahall marketwhichwere not
attractive to competitorand whichhad dependent patient populations that were too small t
organize effective oppositiogiving the companies more latitude on pricing.

ClosedDistribution. The company controlled access to the drug throwbsad distribution
systenor specialty pharmacy wheeedrug could not be obtained through normal chanoels
the company used another means to make it difficult for competitors talentearket.

Price Gouging Lastly, the company engagedpinice gouging maximizing profits by jacking
up prices as high as possible. All of the drugs investigated had beeateft for decades, an
none of the four companies had invested a penmgsgarch and development to create or tc
significantly improve the drugs. Further, the Committee found that the companies faced
meaningful increases in production or distribution costs.

4
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Case Studies of the Four Companies

Table 1 provides an overview of case studies from Turing, Retrophin, Rodelis, and
Valeant. Each company selected a-saerced gold standard drug for which there is a small
market, created a closed distribution system or other means to block compeatiiceagaged in
price gouging, exercising elements of the business model to make massive profits from decades
old life-saving therapies.

Turing raised the price of Daraprim, the gold standard for toxoplasmosis, from $13.50 a
pill to $750a pill, and puthe drug in a closed distribution system to keep potential generic
competitors from getting access to the drug to conduct required bioequivalence tests for
developing generic alternatives. Retrophin raised the price of Thiola, the preferred therapy for
cystinuria, a rare, chronic, genetic kidney disease, from &ilt&bletto $30 per tablet, and also
instituted a closed distribution system. Rodelis raised the prieromycin, the gold standard
for multi-drug resistant tuberculosis, from $500 for apsules to $10,800 for 30 capsules.

Valeant, the largest of the companies investigated, presents the most complex case. This
company spiked the price of not one-p#tent gold standard drug, but four. Valeant raised the
prices of Cuprimine an8yprine, two drugs that treat Wilson disease, the rare genetic inability to
process copper, from about $500 to about $24 f0& 30day supply. Both drugs became
supported via apxclusive patient assistance progrdesigned tattract and retain higtalue
patients (cash paying or private insurance). This progrgomblyleft potential competitors
with little prospect of making a profit if they entered. Valeant also raised the price of Nitropress
and Isuprel, two hospital drugs that are-Bevingin emergency cardiac cases, from
approximately $2,000 to $8,800 and $17,900, respectively.

3 These figures are approximatéhe exact prices of Cuprimine and Syprine are listed in Table 1.
4 These figures are approximatéhe exact prices of Nitropress and Isuprel are listéchivie 1.

5



Table 1. Case Studies of the Four Companies

SoleSource Gold Standard Small Market Closed Price Gouge
Distribution
Turing Daraprim was a Daraprim is the Has small patient Implemented Increased the
solesourcedrug, A gol d sfora population closed distribution price of Daraprim
Pyrimethamine, and Turing treating (congenital or to keep generic from $13.50 to
the Active attempted to lock  toxoplasmosis. immune companies from $750 per pild
Pharmaceutical up the supply of its suppressed obtaining Daraprim increase of more
Ingredient (API) API, adults). necessary to than 5,000%.
I EBETENIAVESES  pyrimethamine, to develop generics.
(o CVEI oS Ml ECIS  ensure it remained
Sso.
Retrophin No known generic  Thiola was one of Cystinuria is a Retrophin said Increased the
competitors to two drugs rare disease. Al c] | os ed price of Thioh
Thiola went to Thiola at time of approved for Retrophin distribution system from $150 to $30
market in 1988. acquisition. cystinuria, butis  estimated only prevents generics per tabled an
considered the 300 to 400 from accessing the increase of nearly
Apr ef er r e patients were on product for 2,000%.
thempy . O Thiola. bioequivalence

studies. 0

Rodelis There were no Treats mui-drug A very small Intended to pursue Increased the

(acquisition was generic competitors resistant numberofcases fA[ s] ev er a price of

reversed weeks to Seromycin. tuberculosid i t h of MDR TB per mechanisms and  Seromycin from

after the price only drug approvec yearinthe U.S%  barriers to entry o $500 to $10,800

increase) for MDR that treats most experts generic for 30 capsule®

Seromycinwas both pulmonary estimate in the competiti 2060% increase.

brought to market and extra hundreds.

in 1964. pul monary

Valeant Syprine is the only Experts consider  Wilson disease is Estalishedpatient Increased price of
trientine Syprine (and to a  very raréd about assistance program Cuprimine from

Cuprimineo 1956, EyYelgelslle]glol:! lesser extent, 2,00® 3,000 to attract and retain $445 to

Food and Drug available for the Cuprimine) to be  cases in the U.S. high-value patients $26,18% 5,78&%

Administration treatment of Wilson the gold standard (cash paying / increase; Syprine

( FDAO ppproved [sIEEEE:S for treating Wilson private insurance). from $652 to

in 1965. disease. $21,26D 3,162%

Syprined 1969, increase.

FDA approved in

1985.

Valeant Valeant viewed the Both drugs Both are used in  Valeant expected Increased the
drugs as effectively fic]onsidered hospitals in generics to enter, price oflsupré

SV ELERIERAN  solesourcej.e., standar d emergency but calculated FDA from $2,183.00 to

1956. Aithe onlyand @Amust settings. processing delays $17,901.12 for ten
avail abl e availablein limited would create de 5 mL vial®

Nitropres active [lelele](ellals])\% situations where facto monopoly for 720% increase;

(I ERIENNELEIEEN believed theyhad needed. o years. Nitropress from

in 19" C. more pricing $2,148.30 to
power. $8,808.80 for ten

2 mL vial®

310% increase.



Role of Investors

The business model employed by the four companies appears in some instances to have
been actively supported and promoted by investors. Additionally, many of the companies were
headed by senior management lacking in a pharmaceutical background androailitige
hedge fund world. This may help explain why these companies may have been run more like
hedge funds than pharmaceutical companies.

In the case of Retrophin, internal emails reveal how Dan Wichman, an investor from
Broadfin Capital, outlined #hbusiness model to Mr. Shkreli, who at the time Glaef
Executive Officel GEQO pf Retrophin:iFunny t hat these small C omp a
realized you can raise price aggressively and nobody gets too upset?

Mr . Shkr el ifuddsphammacetticahventli@Eeing, was notable for being run
by those who lacked pharmaceutical experience, but had ample experience investing and running
hedge fundsMr. Shkrelihailed from the world of hedge funds and lacked any pharmaceutical
experience. So too did his handpicked successor, Ron Tilles, a broker by training whose main
skillsetwas soliciting investors, and who, by his own admission, did not know the mosbbasic
phar maceuti cal concepts when deposed a week b
Rodelis, the boundaries between the company and its largest investor, Avego Healthcare Capital,
were practically invisiblé individuals holding senior offices irmkh companies took on
interchangeabl e rol es. These individuals act
model to create profits.

Patient and Family Impacts

Sudden price spikes in decadsd drugs have devastated patients and families aithes
nation. Dozens of Americans called the Committee to share their stories. Patients have been
forced to go without vital medicine, resulting in potentially mortal peril. Patients reported
having to skip doses or hoard pills. Poignantly, patieqtsrted the anxiety they felt as they
watched prices climb, knowing that they could lose access without warning. The drug could get
dropped from an insurance plan formulary; an application for a patient assistance program
(APAPRY) could get denied; a fountilan grant could run déy everyday, in the face of these price
spikes, patients and their families live in fear of future untold shock.

When the patients themselves are too ill to clear the hurdles imposed by PAPs, family
members champion their struggleSeveral individuals likened the paperwork requirements for
PAPs, which require continually reapplying and following up, to having aipzatjob. Several
also took on second jobs to help cover the increased cost of treatment, which often persists even
when help arrives through PAPs or insurac@eerage

The Committee heard from Americans of all ages and all backgrounds, from young
couples with infants struggling to make ends meet to grandparents with retirement on the
horizon. Berna Heyman, a ret@ who testified before the Committee, had been living with
Wilson disease that she controlled with Syprine three times a day. One day in 2014, she realized

5 Email from Dan Wichman to Martin ShkreBSCA_THIOL_037898at SSCA_THIOL_037903 (Mar. 6, 2014)
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that her projected epay would exceed $10,000 per y&@awith her insurance paying more than
$260,M08 and that such costs were untenable for her, despite having a good insurance plan.
After a series of attempts to obtain patient assistance to no avail, Mrs. Heyman ultimately took a

risk and switchedtoaziitased dr ug. She tsdablewith Syprihg andi [ m] y

my doctor and | made t°he change only under
Hospital and Community Impacts

Hospitalsinterviewed by the Committdgave also been forced to make extensive
changes, while simultaneously facing significant uncertaiatessuffering enormous budget
repercussions from the price spikes. Nitropress and Isuprel, two Valeant drugs, contributed
greatly to the overall rising cost of drugs for hospitals. The Ascension Health System, for
example, reported a $12 million budggtanpact in 2015 from pharmaceutical price increases,
with Nitropress and Isuprel ranking first and second among the hospital drugs that were
contributing to its increased costs. The Johns Hopkins Health System reported it suffered a $1
million hit in 2015 from price increases for Nitropress and Isuprel, and the Cleveland Clinic
spent over $5 million for the two drugs in 2015, compared to less than $2 million the prior year.

In an effort to reduce costs, these hospitals have taken aggressive stepsedneir
usage of Nitropress and Isuprelutting back or eliminating the use of Isuprel on hospital
emergency ficrash cartsodo; substituting other
approaches; aggressively monitoring usage; and redimsiagtories. Achieving these
reductions is itself a costly procesbhe tospital representatives reported that making the
change is not as simple as substituting a new drug in the pharmacy. Adminisidttos
develop new policies and protocols ashasltrain medical professionals in the proper use of the
drug, many of whom had been using Nitropress and Isuprel for decades. The increased time that
administrators, physicians, nurses, and others who treat patients spend developing policies and
learnirg and implementing new protocols is time away from patient care.

Dr . Richard Fogel, Chief Clinical Office
t he Commi t t eHedrisg thatpncreased Rofpitabspending on Nitropress and Isuprel
would cause the institution to cut back on providing health care services to the broader
community. Dr . Fogel <cited expansion of th
initiative, which connects lowncome and vulnerable communities with healthecsarvices,
food, transportation, and housing, as well as a number of initiatives to fight the opioid epidemic
as casualties of this price increase. The price spikes harm not only patients at the hospital, but
also the entire community around the hodpita Dr . Fogel testified,
hospitals c¢close because the financing was s
hardships for the communities they serve.

Val eant Pharmaceutical 6s Business Model: The Reperc
Before the S. Special Comm. orinfgg 114" Cong., 2d Sessat 2(Apr. 27, 2016 (written testimony of Berna
Heymar).

du
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Policy Responses

The Committeeds investigation focused on
gathered by the Committee suggests that additional companies have employed the business
model uncovered in this repoftrcing Americans to make difficult decisions abthair health
due to financial constraintsThis troubling practice must be stoppgedielp rein in price spikes
in off-patent, decadesld drugs purchased by companies that did not theaesearch and
development coster these drugs. The Committeealuated a number of potential policy
solutions and considered the views of a widege of health policy experts and cliniciaWgith
an issue as complex as drug pricing, members understandably have differing views on the merits
of the various optionsvailable to policymakers, including the responses described in this report.
While release of the report does not indicate unanimous support of each of these policy options,
we hope that it will help contribute to the ongoing discussion
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Enact the Increasing Competition in Pharmaceuticals Act of 2016 to provide solutions t
regulatory uncertainty, small market size, and other factors that serve as limitations to
generic entry by incentivizing competitiorintroduced by Chairman Collins and Ranking
Member McCaskill, this bipartisan bill sets a clear timeframe of 150 days féotteand
DrugAd mi ni st r a ttd egpeditd révieviDd cedtain generic appiicasand provides
an incentive in particular cases in ordekéep the marketplace competitive, drug prices
down, and improve access for patients. The introduction of the bill has already resulte:
succes8 after its introduction, the FDA announced thavould prioritize administratively
the review of generic applications for certainp#tent prescription drugs for which there i
only one manufacturer, a key provision of the bill.

Encourage generic competition by ensuring the right to obtaamples and simplifying
Risk Evaluation and Mitigation StrategieSIREMS0). TheCreating and Restoring Equal
Access to Equivalent Samples Act of 2&p®nsored by Senate Judiciary Committee
Ranking MembePatrickLeahy (DVermont) and Chairma@huckGrasley (Rlowa), and
cosponsored by Senators Collins and McCaskill, would provide a mechanism by which
potential generic entrarcbuldcommence expedited litigation to obtain access to sample:
the reference listed drug required for FDA approval fortami@l generic competitor.
Additionally, the Committee believes that the FDA should be allowed to exercise its
discretion to allow potential generic entrants to create their own REMS system, insteac
relying on the current single shared REMS systethefeference listed drug.

Allow highly targeted temporargrug importation to combat major price increases in off
patent drugs to provide prompt price relieThe Committee believes that temporary
importation may be a viable shdadgrm solution to combat sudden price spikes, but notes
while this approach is favored by a number of academic professionals, many caution tt
must be taken in structurirsgich a regime to avoid unintended consequences.

Prevent the misuse of patient assistance programs and copay cougdres Committee
found that selserving motives were often critical to understanding patient assistance
programs and is concerned that patient assistance can be used to steer patients towar
priced drugs, resulting in higher expenditures for beizefes, federal health care programs
and commercial providers. The Committee finds this issue warrants further study.

Reinvigorate the Federal Trade Commissi¢nfi F T G enforce action when it comes to
drug company mergers, operations, and drug marlgnamics The Committee encourage
the FTC to explore greater use of its existing authority and to conduct studies of the
marketplace; to consider partnerships with academia and other federal agencies; and t
with the U.S. Department of Health aHdman Services, the Department of Justice, and t
FDA to promote complementary work and harmonization between agencies. Based or
Commi tteebs review, the FTC needs mor e
the offpatent prescription drugarket.

Improve transparency in the health care systefhe lack of transparency in drug prices i
omnipresenin the prescription drug industry. Releasing, for example, the true price of ¢
drug, the Average Manufacturer Priedter a lag period add empower patients and doctor
prevent surprise costs at the pharmacy or on health bills, and provide Americans with ¢
refreshing dose of reality.
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Conclusion

For many decades, federal policy has sought to strike the right balance between
maintainingthe incentives needed to promote innovation and development of new drugs, and
keeping medicines affordable for patients. This balance has been struck by allowing a period of
patent protection for innovative drugs, and then opening the market to gemepietitmn to
help drive down prices. On average, generics cost 80 percent less thandrendrugs. That
balance never anticipated companies acquiringatént drugs, for which they contributed not a
single research and development dollar, and tih@matically increasing their prices in the
absence of generic competitors. This investigation has shed light on why such companies can
impose egregious price increases onpaitent drugs they have acquired and what federal
policies should be considereal¢ounter this disturbing practice.

This investigation has brought to light the stories of infants like Isla and seniors like Mrs.
Heyman. Isla ultimately received treatment, not through affordable access to Daraprim, but
through the genius and goodwali her health care team at the University of North Carolina.

Mrs. Heyman ultimately found affordable treatment by switching to an alternate therapy, but in
doing so, she endures lifestyle restrictions and uncertainties about future effectbfehess
drug. Americans are continuing to struggle with high drug costs.

During the course of the Committeeds inves
sharply. In April 2016 a studyfound that the mean price of insulin, a lifeline therapy for the 29
million Americans with diabetes, increased from $4o8dmilliliterin 2002 to $12.9per
millili terin 2013, a 200 percent increase. In July 2016, a flurry of news stories reported another
staggering price spike: the price of Naloxone, the antidqtestscription painkiller overdoses,
increased by 1,000 percent, amid an opioid public health crisis. And in August 2016, news broke
of a 500 percent price spike in the epinephrine-ayextor, EpiPen, which is used to save lives
during allergy emergeings.

The cost of prescription medications continues to be of great concern to the American
public. For every baby born tomorrow and every American who reaches retirement today, the
SenateSpecial Committee oAging is committed to improving access anfbafability of
prescription medications. The Committee strongly supports continued efforts to stop the bad
actors who are acquiring drugs that have beepatiént for decades, atften driving up their
prices, to paraphrasdr . Shkrel i, fAbecause | can. o

11



CHAPTER 1. BACKGROUND

Purpose andScope of thel nvestigation

Nearly 60 percent of Americans take prescription drugs to treat conditions ranging from
canceranddiabetego high blood pressuranddepressior. Thesemedicationsare vital to the
health and welbeing of AmericansThis isespecialijfrueofo ur nati ondés seni
approximately90 percent of whom take at least one prescription drug in any given.fonth
Soaring increases in the price of sgonescription drugthreaten not only theconomic stability
of American households, but also the health of individwéis find that vitaldrugsare
unaffordable and difficultor themto access This year alone, Americans are expected to spend
more than $328 billion on prescription driig®f this amount, individuals will pasnore than
$45 billion outof-pocket'® The federal government will pick up anothe@$billion in
payments through Medicare, Medicadepartment o¥/eterans Affairs, and other progradts
Theseprice increases affeétmericars, whether they take prescription drugs or, @@t taxpayers
shoulder a substantial portion of the cost of federal health care programs.

In November 2015, Chairman Susan ColljiRsMaine)and Ranking Member Claire
McCaskill (D-Missouri), launcled a bipartisaenateSpecial Committee on Agingvestigation
focused orabrupt and dramatic price increases in decattbprescription drugs that are no
longer protected by patents or other legal exclusivityparticular, heCo mmi t t ee 6 s
investigationcenteren pharmaceutical companies that devibeir business models to

acquire a drug over which they could exercise de facto monopoly pricing power due to a market

failure, and then impose anghintainastronomical price increaseshe Committee also
exploredpotentialpolicy changes$o respond tdhese market failuresThe Committedneld three
hearingsinterviewed patients, doctors, hospital administratmyasumer advocatesealth
experts pharmaceutical industry executives andrdaaembersreviewedmore than onenillion

or s

pages of documents obtained frommfecompanied Turing Pharmaceuticalk LC ( A Tur i ngo)

Retrophininc.( i Re t r,¥aeantPhasmaceuticalk nt er nat i onaland | nc.
RodelisTherapeutic§ i R o d;ard depasd or took transcribed interviewteatorporate
witnesses

7 SeeElizabeth M. Kantor, et alTrends in Prescription Drug Use Among Adults in the United States froni 1999
2012 314 J. Am. Medical Assocl818, 1818 (Nov3, 2015)

8 Linda Barret,Prescription Drug Use Among Midlife and Older Americ&an. 2005)Dima M. Qato, et al.,
Changes in Prescription and Ovére-Counter Medication and Dietary Supplement Use Among Older Adults in the
United States, 2005 vs 201%,6 J. Am. Medical Assoc. 473, 473 (Apr. 2016)

9SeeU. S. Depdt of Hs @ffice df theS8Asdittanh Segretadyefar Rlanning and Evaluation,
Observations on Trends in Prescription Drug Spendatd. (Mar. 8, 2016¥pund at
https://aspe.hhs.gowss/default/files/pdf/187586/Drugspending.pdf (last visited Dec. 9, 2016).

0sSeeU. S. Depodt of Hsa@tl foriMedareBuMedicaid SerydPrescription Drug
ExpendituresNational Health Expenditures by Type of Service and Source of FGYd4$9602015, line 284,

found at https://www.cms.gov/ResearStatisticsDataand Systems/Statistiesrendsand
Reports/NationalHealthExpendData/NationalHealthAccountsHistorical (fastlvisited Dec. 12, 2016).

11 1d. at lines 287, 289, 292, 294, 2299, 302, and 308, which totals to $126.246 hillion.
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The first hearing of the serigseldon December 9, 201Soughtto identify and define
the problemsesulting from these price increasésThe second hearing, held on March 17,
2016, took an irdepth look inside the monopoly business models of Turing and Retrophin, both
formerly headed bgxecutiveMartin Shkreli*® The third hearing, held on April 27, 2016,
investigated Valeant business modeits investor relationshipsndtheharm caused tpatients
and the health care systdiymtheenormougrice increases Valeant imposed on certain drugs it
acquired

For many decades, federal policy has sought to strike the right balance between
maintaining the incentives needed to podetheinnovation and development of new drugsd
keeping medicines affordabler patients That balancelid not account focompanies acquiring
off-patent drugsfor which they played no role in the research and developmedthen
dramaticallyincreasing their priceis the absence of generic competitofschief goal ofthe
Co mmi tinvestgdtienhas beemo understand why such companies can impose egregious
price increases on effatent drugs they have acquired and wedéralpolicies slould be
consideedto counter this disturbing practice.

This Reportcloselyexamines the business modekd by these companjesimmarizes
case studies from the four companies; assesses the impacts of price hikes on patients, payers,
providers, hospital and governments; adiéscussepotentialpolicy responses

Il. An Overview: Drug Pricing in the United States

Pharmaceutical companitke into account a number of factors when deciding what
price to set for their drugsThese factors include the market for a particular type of drug, the
cost of comparative treatments for a disease, the cost of supporting current and future research
and developmenthe price of manufacturing and ingredieratsgd how to maximize profitsThe
marketfor a particular drug plays a crucial part in benchmarking witeprice will be set A
manufacturer generally will not set the price beyond what the market will bats flooduct at
the risk of losing market shar&his is particularlytrue in the case of effatent drugs for which
there are a number of competitors in the marketgardless of how much a manufacturer may
want to maximize profits in that instance, market competition will likely keep the price low.

Although many drugs hva& a welldefined market and clear competitoesy statins,
antrhistamines, pain Kkillers, etc.), there are many other drugs that do not because they are the
only drugs of their kind These drugs run the gamut from the truly innovative drugs thatare t
first to cure a disease.@, Sovaldi which is used to treat hepatitis C virus infectitmolder

12 Sudden Price Spikes in cRatent Drugs: Perspective from the Front Linétearing Before the S. Special

Comm. on Agingl14"Cong., #Sess. (Dec. 9, 2015) (hereinafter MfADecemb
13 Sudden Price Spikes In Decades Old Rx Drugs: Inside the Monopoly Business Model: Hearing Before the S.

Special Comm. on Aging14"Cong., 2d Sess. (Mar. 17, 201A80giscugsecer ei naft
infra, at 41 42, RetrophinpostMr . Shkr el i appears to have ,belmsrmbi at ed Mr .
lowered the price of Thiola.

“Val eant Phar mac e ut The Rdpdrcsissi@ne foriPatienss end e ldealth Care System:

Hearing Before the S. Special Conon Aging114"Cong. , 2d Sess. (Apr. 27, 2016) (
Hearingodo).
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drugs that have been around for decades without any generic compétdiaie innovative

drugs, patent protection attte U.S.Food and Drug Admintsation (iFDAG) market exclusivity
provide atimeframewithin which a manufacturer can charge whatever it wishes for a drug
These innovative drugs retgostlyon their therapeutic value to gain market share once they
enter the marketOn the other handn offpatentdrug generally has no monopoly protection
andin the event it has generic drug competitioms gupposed to compete for market share based
on price!®

There are a large number of drugsweverthat are offpatent and yefaceno generic
competition In the case of thesels-source drugs, the manufactuegrjoysa de facto
monopoly and there is no market force to prevent the manufacturer from charging whatever it
wishes for the drug

The prescription drug industry consists of an opaque and complex network of entities
engagedn multiple distribution and payment structures for drugs. s€katities include
pharmaceutical companies, wholesalers, pharmacies;phitg payers that prode insurance
coverage, pharmacy benefit managarsl consumersAdditionally, group purchasing
organizations negotiatmntracts with vendors on behalf of a large number of hospitals or other
providers.

PharmaceuticalCompanies Pharmaceutical companies that own the rights to
manufacture and market drugs are also knowiagy manufacturel8 even i f they <co
the actual production of the prescription driyRights can be original to the compaitmat
invested in theéesearch and development of the drugheycan be acquiredt any stageuring
the developmendf the drugor afterit has come on the markEt.Pharmaceutical companies
typically own or contract witlfiacilities thatmanufacturehe drugsand then selheir product to
wholesalerg?®

Wholesalers After production, many manufacturers send their drugs to-Féfstered
drug wholesalers for further distributiéfi.Wholesalers act as distributorsurchasing,
inventorying, and selling pharmaceutigabducts to a variety of providers, including retail
pharmacy outlets, hospitals, and clim@sStates license or authorize wholesatbetsell and

B“In this reptoent amugofifs a drug that is not currently
one that is a biological equivalent to anotherd(itiis worth noting that as generic drugs do not have patent

protection, they are also technically-pfitent drugs). A manufacturer can make a generic drug copy of-an off

patent drug, but not all offatent drugs have a generic drug that is its copy.

SeeU. S. Depdt of Co mmePharneaceltinal lddustryTProfiat @ (July®®i0)fiound af
http://www.trade.gov/td/health/PharmaceuticalindustryProfile201@ladf visited Dec. 9, 2016).

17 SeeMark KesselThe Probl ems with Todadyains ORI asri Maea @eNatifea |s pBws ii nv
27,27,(Jan. 2011).

18 See, e.gErnst Berndt and Joseph NewhouBgging and Reimbursement in U.S. Pharmaceutical Markets,

Harvard Kennedy School, National BurezfuEconomic Research, 8, (Sept. 2010).

9 d.

20 SeeFDA, Guidance for Industry: Prescription Drug Marketing Act Requiremeatt8(Nov. 2006) found at
http://www.fda.gov/downloads/drugs/guidancecomplianceregulatoryinformation/guidances/ucm1343a& pdf

visited Dec. 11, 2016).
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distribute pharmaceuticals within their bord&rsThe wholesaler market in thenited Statess
dominatel by three companiesAmerisourceBergen Corp., Cardinal Health Inc., and McKesson
Corp??

Third-Party Payers Third-party payers submit payments on behalf of insured
individuals tohealth care providsrfor servicegendered® Third-party payers includself
insured businesses; insurance compasigd) asnsurers that participate in Medicaid and
Medicare; and unionun health plang* Thesehealth care payers span public and private
insurance programs as well as managed care afetnekprovider network®.

Pharmacy Benefit ManagersPharmacy benefit managef®®B8Ms0) act as
intermediaries between manufacturers and health care payeBiMs handle a variety of
services, including prescription billing, the negotiation of drug prices with drug companies, and
the creation of retail pharmacy networks for insurers, including contracting witfordei
pharmacies and negotiating reimbursatrates with them’

PBMs also desigtheir ownformularies, which are lists of drugs covereda®BM and
its memberg® In determining which drugs to coverPBM groupsdrugsit considers to be
therapeutically similaf® For drugs with several closeibstitutesa PBMnegotiats with
manufacturers for rebates in return for placi
giving the drugs preferential placeméhtPreferential placement may entail charging a lower
co-payment for the preferredutys compared tother (norpreferred) drugs that are
therapeutically simila?* ThePBMs can have a significant impact on the price of a,dsigvell
as the drug market as a whas they essentially control access to a drug for large portions of
the healtlcare market through their formularies and negotiated contracts. PBMs generate
income through service fees from large customer contracts for processing prescriptions,
operatingmail-order pharmacies, aricbm spreads off of rebateggotiaedwith drug makers.
Their contracts can include incentives for cutting céstEhe largest PBMs include Express
Scripts, CVSHealth Corp UnitedHealth Group, and Catamardn.

21 SeeFDA, Profile of the Prescription Drug Wholesaling Industry, at 3 (undafegid at,
http://www.fda.gov/ohrms/dockets/dockets/05n0403/0803bkg000104-02-1.pdf (last visited Dec. 11, 2016).
22 SeeSusan Thaul, Condresearch SeryR43106,Pharmaceutical Supply Chain Securigt 4 (Oct. 31, 2013).
23 SeeThomasBodenheimerHigh and Rising Health Care Costs. Part $eeking an Explanatiod42 Ann Intern
Med. 847, 847(May 17, 2005).

24 d.

25 SeeSherryGlied, Chapter 13 Managed Carein Handbook of Health Economics, 0709 (Anthony J. Culver
and Joseph P. Newhouse 1A. 2000)

%6 SeeGryta Thomaswh at i s a #fPhar malheywalBStn(dufy21t2018)anger o

27 d.

28 SeeRobert F. AtlasThe Role of PBMim Implementing the Medicare Prescription Drug Benéf&,Health
Affairs, wa4-504, w4507 (July2004).

29 d.

30 |d.

31 d.

32 d.

33 SeePharmacyBenefit ManagersThe Wall StJ. (Mar. 30, 2015¥ound at,
http://blogs.wsj.com/briefly/2015/03/30/pharmdognefitmanagerahe-shortanswef (last visited Dec. 15, 2016)
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Group Purchasirg Organizations Group purchasing organization$5PO®) negotiate
contracts with wholesales manufacturers on behalf of a large number of hospitals or other
providers** GPOs may be used by hospitals and other providers to purchase a range of goods
and services, including drugs, hospital equipment, and high technology pr&dasts. result of
their large member base, GPOs are able to negotiate much more favorableviphice
wholesalers/manufacturers for a particular item or serviceahardividual hospital or provider
could onitsown®® AGPO3 main source of operating income
admi ni st radited pereenthge paid bythe supplier to®RO as part of closing a
specific sale between supplier and hospitalhese contract administrative fees are typically a
percentage of the costs of the products that a GPO is purchasing from a wholesaler for its
members through a GRP@egotiated contracf. Ninety percent of hospitals use national GPOs.
Many hospitals also use regional and local GPOs in addition to national &F®an if a
hospital is a member of a GPO, it will typically seégotiate for some products.

Figure 1, which appears dhe end of this sectiofl|ustratessome ofthe different entities
and thecommonrelationshipsamongthem. While payment varies from drug to drug, the basic
payment structure followthis pattern: The patient pays the health insufea their health
insurance premiumyvhich pays the pharmacy, which pays the pharmaceutical drug company.
Similarly, while distribution systems vary across drugs, the common structure involves
dispensing drugl patientsvia retail and mail order pharmacias the figurellustrates*2

Payment Structure When a drug is dispensed to a patient, the insurer or health plan
pays the pharmacy. The pharmacy obtains the drugs from wholesédigtshave purchased
them directly from the manufacturers, the pharmaceutical caegfdnMany of these
transactions are opague because the cost from one party to the nextasladnowrand there
are overlapping factors that influence prite.

34 SeeCarl A. Johnston & Curtis D. Roone@POS and the Health Care Supply ChaMarketBased Solutions

and RealWorld Recommendations t@&uce Pricing Secrecy and Benefit Health Care Provijd&s). Contemp.
Health L. & BRBoldéy 72, 75 (201

35 |d. at 80.

36 Id. at 79.

7 Id. at 81.

38 GPOs are allowed to collect such contract administrative fees as long as they meet the requirements of a safe
harbortothe AntKi c k bac k A SeA2UBALK ALBI0Zb(b) (2006). The AKA would otherwise

prohibit such fees.

3% Seel awton Robet Burns and Rada Yovovicho s pi t al Supply Chain Executives?o
Purchasing: Results from a 2014 Survyeat 6(Sept. 2014).

40 1d.

41 Committee Staff Interview with Erin Fox, Bim.D. (University of Utah) (Nov. 5,201%) i Fox Ilont er vi ew
2U.S. Govdt Ac c Ganerit rigs Undet MediefSAO- 16§06, at 7 (Aug. 2016).

¥ SeeU. S. D e p 6 t Humdn Sefvs Bhe Asdista® Secretary for Planning and EvaluatiBrescription

Drug Prices, at 100 (Apr. 1, 200@und at,https://aspe.hhs.gov/sites/default/files/pdf/172171/c3pdf visited

Dec. 11, 2016)

44 SeeUwe E. ReinhardfThe Pricing of U.S Hospital Services: Chaos Behind a Veil of Se@gdyealth Affairs

57, 58 (Jan. 2006).
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When a manufacturer sets a price for its product, it is generally known as the wholesale
acquisition costifWACO).*® This isthema n u f a didt pricetor sleto wholesales.*®
Depending on the volume being sold to the wholesaler, the manufacturer may provide some
rebates or discounts to the wholeséleThe wholesalehandles the salend distribution of
drugs to both retail and neetail (hospitals, clinics, etc.) pharmacfésPharmacies may
negotiate rebates or discounts with wholesalers or manufacturers if a manufacturer is selling
directly to the pharmadi?. In order to maximize #ir purchasing power, nertail pharmacies
belonging to hospitals, nursing homes, and dtieatth caresystems will typically use GPOs to
negotiate further discounts with the wholesafeThis complex price system can lead to
different entities payingitferent prices for the same drefy

The discrepancy between the markgigde and the actugdrice of drugs is further
obscuredy confidential agreements between the drug company and the puseftasarmay
include chargebacks, rebates, stockitigwances, and a number of other discoghtSince
these agreements are confidential, the various parties involved in these transgutaftlg do
not knowwhat other parties paid or earned for their role in the flow of m&hey.

From thelens of thandividual consumetthe health payment system relies largely on
costsharing®* Most consumers purchase insurance coverage from apthitg payer, including
private health insurance plans, such as those offerechployersor public plans, such as theos
offered by the federal governmentThe consumetypically pays a fixed monthly amount to the
health insurance plan, plus apayment for medical visits or medications, tiered based on an
established contractual agreem&nihe plan sponsors determifeemulary coverage,
copayment tiers utilization management, and pharmacy channel optiBesause most people

45 SeeMedicaid and CHIP &ymentAccess CommMedicaid Payment for Outpatient Prescription Drutgsue
Brief, at 2 (Sept. 2015).

46 |d.

47 SeeRichard G. FrankPrescription Drug Prices: Why Do Some Pay More Than OthersZDoRealth Affairs,
115, 124 (Mar. 2001)

48 |d.

4 |d. at 121.

50 SeeCarl A. Johnston & Curtis D. Roone@POS and the Health Care Supply Chain: MaiRasal Solutions
and RealWorld Recommendations to Reduce Pricing Secrecy and Benefit Health Care Pr@8d&r€ontemp.
Health L. & BRBoldy 72, 79 (201

51 SeeRichard G. FrankPrescription Drug Prices: Why Do Some Pay More Than OthersdDa#ealth Affairs,
115, 115(Mar. 2001)

2U. S. Depét of HesgTheAssistam Secretarynia Rlandirg and EvaluatRnescription Drug
Prices at 95 (Apr. 1, 2000¥pund at https://aspe.hhs.gov/sites/default/files/pdf/172171/c3pdf visited Dec. 11,
2016).

53 Id.)

54 SeeRobert P. Navarro and Rusty Hailéyverview of Prescription Drug Benefits in Managed Caite 7, in,
Robert NavarroManaged Care Pharmacy Practi¢2"® Ed. 2009.

55 d.

56 SeeAHIP FoundationA Consumer 6s Gui de to Undet28,foumchad,i ng Heal th P
http://www.ahipfoundation.org/InteractiMéonsumeitGuide.pdf(last visited Dec. 10, 2016).

57 SeeAnna Cook, Julie Somers, and Julia ChristenBeescription Drug Pricing Congressional Budget Office, at
5, (Jan. 30, 2009jpund at http://www.nhpf.org/library/handouts/Cook.slides-8109.pdf (last visited Dec. 11,
2016).
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have health insurance, they are direct pagelg for the deductible and qmay portionsof their

health carexpenses® When a patient eitmgicks up their prescription fromretail pharmacy

or receives a prescription drug from a hospital procedure, the patient will typically papas co
tothepharmacgand t he pharmacy receives the balance
company (the payeff. Thi s, however, doesnodot reflect the 't
on behalf of the patienas the insurer has negotiated prices for these @mndjseceives

additional rebates from its PBRM. The PBMs provide the rebates to insurers because they have

in turn negotiated prices and rebates from manufacturers on behalf of insurers (while taking a cut

of the rebates)!

For drugs thatare notcoverega n i ndi vi dual 6s heal th insur a
seek alternate sources of financial support, incluttfimg patient assistance programs and
patient access network grafifsPatient assistance programs are often funded and run by
pharmaceutical copanie$® Patient assistance network grants are often run by independent
non-profit foundations, which may receive financial support from pharmaceutical companies.
Both provide support directly to individudis.These programs typically include eligibjl and
authorization criteria that are renewed on a monthly or annual basis, and specific parameters vary
depending on the program and the dftigdiost programs include criteria regarding income to
better serve loweincome individual$! All of these prgrams by statute exclude individuals
who are on federally funded health programs, such as Medicare or Médi¢atient assistance
programs serve as a way to bypass insurance or obtain drugs at a lower cost when insurance
coverage is inadequat®.Additionally, individuals without insurance may pay the pharmacy the
full price of the drug, as advertised by the pharmaceutical company

On the surface, patient assistance programs would appear to be a mechanism through
which drug companies, acting altruistically, can ensure that critical drugs are made available at
affordable prices to patients who need them. Beneath the surface, hahev@smmittee

58 SeeStephanie Marker).S. Uninsured Rate 11.9% in Fourth Quarter of 20Gallup (Jan. 7, 2016fpund at
http://www.gallup.com/poll/188045/uninsuredte fourth-quarter2015.aspx (last visited Dec. 5, 2016).

59 SeeRobert P. Navarro and Rusty Hail&verview of Prescription fug Benefits in Managed Caré&9,in Robert
Navarro,Managed Care Pharmacy Practi¢ad Ed. 2009.

60 SeeCongressional Budget OfficBrescription Drug Pricing in the Privat8ector at12 (Jan. 1, 2007).

61 |d.

62 SeePhilip E. JohnsorPatient Assistance Programs and Patient Advocacy Foundations: Alternatives for
Obtaining Prescription Medications When Insurance F&i%Am J. of Health Sys Pharmacy, S13513(Nov. 1,
2006).

63 SeeMarie A. Chisholm and Joseph DiPiro, PharmaceutichManufacturer Assistance Progran&Arch Intern
Med, 78Q 780(Apr. 8, 2002).

64 SeeBenjamin Elgin and Robert Langrethow Big Pharma Uses Charity Programs to Cover for Drug Price
Hikes,Bloomberg Business Week (May 19, 201f6lnd af https://www.bl@mberg.com/news/articles/2006
19/therealreasonrbig-pharmawantsto-help-pay-for-your-prescription (last visited Dec. 11, 2016).

55 1d.

56 SeeMarie A. Chisholm and Joseph DiPiro, Pharmaceutical Manufacturer Assistance Prograimgych Intern
Med., 780,781 (Apr. 8, 2002).

57 1d.

58 1d.

69 Philip E. JohnsorPatient Assistance Programs and Patient Advocacy Foundations: Alternatives for Obtaining
Prescription Medications When Insurance Fadd, Am J. of HealthSys Pharmacy, S1,3513(Nov. 1, 2006).
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found that selserving motives are critical to understanding wsbyne of theompanieghat

were the subject of this investigatiestablished these programs and structured them as they did.

For example, as describe in greater detail @low, internal documents show that Valeant

viewed its patient assistance progtaschu b bed t he AVal eant Coverage
(AVCPR))0as a means to fAmaximize patient acquisit
patient val ue®Vafeantundels ¢ oodmpamy. t he fACopay Car
through VCPP to privatelinsured individuals would reduce their incentive to complain to the

press about ValeantoéSsVaueamigeowusnpdeserimed eiat
marketing initiative &

VCPP demonstrates how a company can use a patient assistance program to erode
competitive market pressure by subsidizing purchases of its own products. In the context of
federal health insurance programs such as Medicare, Congress has prohihistchsegies
through the federal AnKickbackAct, passed in 1972. The AntiKickback Act bars
individuals or entities from offering, paying, soliciting, or receiving remuneration in order to
obtain any business that is reimbursed under the Medicageam, state health care programs,
or other applicable federal programs. Many experts have praised the Act, noting that removing
kickbacks promotes a more effective and better functioning mérket.

There are also a number of government programs éf@akieep the price of drugs low
for certain entities. Many neprofit health care providers that serve safety populations also
get government 340B programnicing that requires manufacturers to provide their drugs at a
reduced pricé® Medicare, Mediaid, and théepartment of DefensandDepartmen{ i DOD 0 )
of Veterans Affair{ f V Aléo)pay reduced prices from the retail price for prescription drugs
per statute®

0 Seeinfra, at 58

1 d.

2 |d.

73 See42 U.S.C. 1320A47B. Valeant does not offer copay assistance to individuals who are insured through
Medicare. SeeDeposition of J. Michael Pearson, at24390 : 21 ( Apr . 18, 2016) (APearsor
74 See, e.gDavid H. HowardDr ug Co mp a nAssistaidce Pregtamdseielping Patients or Profits371

New England Journal of Medicine, 97, 99 (J10, 2014).

5> The Health Resources and Services Administration calculates a 340B ceiling price for each covered outpatient
drug. On average, hospitals in the 340B program receive a minimum discount of 22.5% of the average sales price
for drugs. SeeMedPAC,Overviewof the 340B Drug Pricing Progranvii (May 2015).

76 Congress created the 340B program in November 1992. It is codified as Section 340B of the Public Health
Service Act (created under the Veterans Health Care Act of 1992). The law gives certain clinics and hospitals access
to reduced prices on drugs. Meate pays 106% of the Average Sales Price for each drug, which is calculated by
each manufacturer inclusive of rebates. For Medicaid, the rebate for drugs varies, but for most of them,
manufacturers must provide at least a 13% rebate discount to Megliogrdms. DOD and VA have their own

negotiated prices for drugs with at least a 24% discount from th&ederal average manufacturer priGee

Alison MitchelL,Cent er s f or Medi care & Medi caiGbngessionaliResedsc: Pr es i
Service, pages 17, 21 (May 15, 20%é)nd at https://fas.org/sgp/crs/misc/R43446.fidfst visited Dec. 11, 2016);

Uu. S. Depdt of HsMdditare P&t BHReimbareemé&eaof Rrescription Drudan. 2014)found

at, https://aspe.hhs.goefport/medicargartb-reimbursemenprescriptiondrugs (last visited Dec. 7, 2015); Center

for Medicaid and CHIP Servicebledicaid Drug Rebate Prograrfound at http://www.medicaid.gov/medicaid
chip-programinformation/bytopics/benefits/prescriptiedrugs/medicaiedrugrebateprogram.html (last visited
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Distribution Structure. Most prescription drugs are distributed through retail or mail
order pharmacies of a customero6s choosing or
For certain drugs, however, there is a separate distribution structure through specialty
pharmacies.

Specialty pharmacies typically distribute specialty drugb@erform a number of other
services, which may include helping to administer complex drugs that must be infused or that
can have serious side effects, performing pat
prescribed medicationg.g.chemoherapy drugs). In addition, specialty pharmacies may handle
paperwork associated with insurer reimbursement, manufacturer data reporting, and FDA
reporting requirementsThere is currently no industry standard for what qualifies as a specialty
drug.

In some cases, manufacturers sell drugs in exclusive or limited networks that only allow
dispensing from one or more specialty pharmacies. Traditionally, this type of limited
distribution network involves drugs that require specific and complex dosing prdaitoring
Sometimeghe FDAalsopredicatesirug approvabn specialty pharmacy distribution for these
reasons For examplethe Food and Drug Administration Amendments Act of 2@3érved the
right of the FDA to order Risk Evaluation and MitigatiStrategiesfREMS0) for the approval
of drugs with increased toxicity and risk factéfsThese drugs are sold in specialty pharmacies
where pharmacists are trained to follow special dosing and storage requirements, conduct
continual lab monitoring, and maintain safety protocdisthis scenario, by restricting access to
a drug,the FDA anda manufacturer can ensure tpatients only receive the drug fr@apecialty
pharmacies thdtave been trainesh the necessary monitoring to reduce risks.

Recently,however,some manufacturers have begun to use specialty pharmacies as a way
to increas salesnstead of for the traditional uses discussed above.

As a result, gecialty pharmacies today sell a wide range of dafigs at steep prices
including drugs to treat conditiossich as toenail fungus and acne that do not meet the
traditional speialty drug criteriordiscussed abovedn 2015, drugs sold in specialty pharmacies
representedneto two percent of prescriptions y#tese drugaccounted for more thar83
percent odrugspending’®

Dec. 7, 2015)Comparison of DOD and VA Direct Purchase PricEke Government Accountability Offic&AO-
13-358, at 2(Apr. 2013).

77121 Stat. 823 (2007godified af 21 U.S.C. 8551.

8 SeeThe PewCharitable Trust Fact Sheet: Specialty Drugs and Health Care C{ists/. 16, 2016)found at
http://www.pewtrusts.org/en/researahdanalysis/facsheets/2015/11/specialtihugsandhealthcarecosts (last
visited Dec. 6, 2016).
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Figure 1. Structure of Drug IndustryNote thainsurance provider includes government payers,
such as Medicare.
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Il FDA Regulation of Pharmaceuticals

TheFDA, within the Department of Health and Human ServiéeliS0), oversees the
approval and regulation of drugs entering the.th&ket TheFDAS&s r egul at ory
responsibilities include the safety and effectiveness of potential entries into the market, both for
new innovabr products and for generic produgtsopies of approved drugahich are
formulations chemicallynd biologicallyequivalent taalready approved drud8. The agency
also has postpproval regulatory responsibilities

® The FDA defines generic drug as one thiatbiologically equivalent to another drug product in dosage form,
strength, route of administration, quality, and intended use. Committee Staff BriefintpeWDA (Nov. 20, 2015)
(ANovember 2015 FDA Briefingo).
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A. New Drug Applications

To obtainFDA approval foranew drugasponsor subnsta New Drug Application
(ANDA) containing data on the safety and effectivenesBenfirug as determined through
clinical trials and other research for FDA revigWCompilingthis evidence involveseveral
discrete steps, from preclinical testing to small scale and then larger scale humaf'testing
Following human clinical testingpse sponsors will formally file an ND#A which includes
findings from alltests as well as data on hétve product is manufacturédaskingthe FDA to
approve the drutp bemarkeedin the United State®¥ TheFDA has 60 days from submission
of an applicatiorto determie whetheit can be filed for review and assigned to a review t&am

B. Abbreviated New Drug Applications

The FDA process for approving generic drugsi@estreamlineccompared tahe NDA
process Generic drugs are required to subantAbbreviated\New Drug Application GANDA 0)
to demonstrate equivalence to a product the FDA has aleggutgved This application allows
a company to make use of the patented drugods
with the FDA, andhegerericdrugs are generally not required to include animal and human
testing data to establish safety and effectivenbsteada generic applicant must scientifically
demonstrate thats product is bioequivalent.é., performs in the same manner asitimovator
drug)® One wayto demonstrate bioequivalence is to measuredteof absorption of the
generic drug, théme it takes to reach the bloodstream24 to 36 healthy volunteef$ The
generic version mustave the same rate of absorption a&sitimovator drug, indicating that it
deliversthe same amountof aciv i ngr e d i e n $ doodstreanoin tlee sgma amoenh t 6
of time as the innovator drif§ In addition to determining bioequivalence of a proposed generic
product,the FDA reviewsmanufacturing facilitie and drug labeling information prior to
granting approval’ Generally, ANDA reviews consist of data review, the FDA has the
discretion to (and sometimes does) run tests to confirm the accuracy of data in ANDAs.

As part of itsoversight of drug manufacturing, the FI2#sohas requirements specific to
the manufacturing of active pharmaceutical ingredigift®[0), which are in addition tds

80 |d.

81 |d.

82 |d.

83 SeeFDA, Drug Approval Procesfundated)found at
http://www.fda.gov/downloads/drugs/resourcesforyou/consumers/ucm284393.pdf (last visited Dec. 9, 2016).

84 November 2015 FDA BriefingUsing bioequivalence as the basis for approving genepies of drug products

was established by tharug Price Competition and Patent Term Restoration Act of 1886 known as the Hatch
Waxman Act. 9&tat. 1585 (1984), codified in provisions of 21 U.S.C. This Act, among other provisions,
expedites the availability of less costly generic drugs by permitting FDA to approve applications to market generic
versions of branshame drugs without conductingstly and duplicative clinical trialsSee generallyid.

85 SeeU.S. FDA,Abbreviated New Drug Application (ANDA): Gener{biov. 16, 2016)found at
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedand Approved/Approval Applicati
ons/AbbreviatedNewDrugApplicationANDAGenerics/ (last visited Dec. 13, 2016).

86 |Id.

87 November 2015 FDA Briefing

88 |d.
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guidance for the manufacture of finished drug prodtfctBhe requirements includguality
review programs, personnel, manufacturing facilitee®]distributionprocedures, among others
TheFDA maintains a list ofacilities that meet the requiremers.

C. Controls on Importation

All drugs imported into the United States requ#i®A approval, and that approval is
granted only to U.Sharmacists and wholesalétsin 1954, the FDA issued a personal use
exemption that allows individuals bying up to a 9eday supply of a drug to the United States
under certain conditiortbeir personal us& The FDA has also usete personal use exemption
to allow imports in other casgacluding the importing of new AIDS drugs in 1988In
addition, in 2003Congress passed tMedicare Prescription Drug, Improvement, and
Modernization Ac{fiMMA ¢). ®** Thislaw, in addition to implementing Medicare Part D, pesmit
limited importation of certain drugs from Canada, providedtheretary of Health and Human
Services first certifies that those druagesafe and that the programould lower coss for U.S
consumer€® To t he Commi t toHHS Secrétaryhaslerakleg dis step The
FDA has identified concerngith drug safety as a primary reason ot exercising this
authority®® Others have raised concerns that importatiofoxign drugs could stifle U.S

89 November 2015 FDA BriefingThe FDA, in resources for industry, further defines an API as:
[Alny substance that is represented for use in a drug and that, when used in the manufacturing, processing,
or packaging of a drug, becomes an active ingredient or a finished dosage fhendafg. Such
substances are intended to furnish pharmacological activity or other direct effect in the diagnosis, cure,
mitigation, treatment or prevention of disease, or to affect the structure and function edyh&f bumans
or other animals.
FDA, For the Industry: What Must | do to Import a Human Drug Product Thias Been Approved by the FDA
Into the United Statemndated)found 4, http://www.fda.gov/Forindustry/FDABasicsforindustry/ucm238032.htm
(last visited Dec. 10, 2016).
% November 201%DA Briefing. The list, which also includes some facilities that produce only Finished Dosage
Forms (a different intermediate product) includes 2,515 facilities, of which about 70 percent are outside the United
States. India is the largest producer algshe United States, followed by China, Italy, Germany, and Cargata
GMP NewsFDA Publishes List of GMP Facilities Producing for the US Market (Generic Drug ABts) 24,
2013),found at http://www.gmpcompliance.org/enews_ 03940 FEAblishesList-of-GMP-facilities-producing
for-theUS-market-generiedrug-productsandAPIs-.html (last visited Dec. 10, 2016)
91 21 U.S.C. §331 prohibits the importation of unapproved drugs.
92 SeePeter SReichertz & Melinda S. FriendHiding Behind Agency DiscretioriThe Food and Drug
Administrationds Person,al9 UGcr ealulg J.mp o& tRub .onP dlodyi,cy49
9 Id. at 500.
94 117 Stat. 2066 (2003).
% |Id. at 2464 69.
9% Seelmportation of Prescription Drugs: Hearing Before S. Comm. on Health, Educ., Labor, and Peta&ighs
Cong., 2d Sess., S. Hrg. 1@§0, at 1112 (May 20, 2004) (testimony of John M. Tayl&iDA); Some States have
attempted to allow importation of cemadrugs from certaicountries. For example, in 2013 Maine passed
amendments to the Maine Pharmacy Act (32 M.R..F® 1 13847), which allowed its residents to import
prescription drugs through a broker from licensed pharmacies in Australia, Canaddealend and the United
Kingdom. See2013 Me. Legis. Serv. Ch. 373 (S.P. @0)D. 171). In 2015, the U.Ristrict Court ruled that the
law was invalid, because it was preempted by federal laws prohibiting such imporgieuellette v. Mills 91
F. Supp.3d. 1, §12 (D. Me. 2015).

23



innovation?” Somescholars maintaithat ®veralothercountries have regulatorggimes
similar to those of the United Stateghich ought to mitigatquality concerns®

Usingt he principle of howevérihe FOAIMbepashadi scr et i or
approvedhe temporary importation of foreign drugs in cases when there is a shortage of an
approved US. drug that is critical to patiestif the shortageannot be resolved by
manufacturers of the approved3Jdrug inthe immediate futur& In these cases, FDA
searches for similar products approved in foreign markets that may help meet critical patient
needs in théJnited Stated® The FDA identifies the product, evaluatearitd its manufacturing
chainfor quality andsafety, and ensures that th@nufacturers willing and able to import the
drug'®® TheF DA 6 s e xteigerfdrceneent di§cretiotanprovide a supply of foreign
drugs to theJnited Statesluring a critical medical shortage; however, this licensengporary,
and is not equivalent to attaining FDA approval for marketing iruthieed State$®? According
to FDA estimates, the agency useshenforcement discretioextremely sparingy deploying
it in aboutfive percent of drug shortage cas€sNotable instances include the 2012 importation
of a substitute forahnson& Johnso® s Doxi | manufactured by an 1In
2012 license to Hospira to import methotrexate from one of its Canadian facilities; and the 2013
importation of téal parenteral nutrition drug§?

D. FDA Approval for Generics
1. Generic Approval Times

While FDA requirements for the approval of generic drugs is streamlined relative to the
requirements for new drug entities, the processlidengthy Mediantimes from ANDA
application submission to approval was 36 months in 204i8g to43 months in 2014 and 48
months in 2015% Currently, nore than half ofheapplications for generic entrants take four
years or more to attain approvdalhe FDA has attributed these long approval periods to

97 Committee &ff interviews with compendium of experts from the following institutions: Duke University,

Georgetown University, Harvard University (Aaron Kesselheim and others), Johns Hopkins University (Gerard

Anderson Joshua Sharfstein, and others), Massachusetts Institute of Tagphrdhiversity of California

Berkeley, University of Chicago, University of Minnesota, dupe c e mb e r 2016 (nAnExpgtert Comp
Compendium

% |d.

99 SeeFDA, Frequently Aske@Questions: Temporary Importation of Lipodax 1 2 (undated), found at,
http://www.fda.gov/downloads/Drugs/DrugSafety/DrugShortages/UCM295225.pdf (last visited Dec. 6, 2016);
Committee Staff Briefing with FDA (Dec. 17, 2015) (fADe:q
100 December 2015 FDA Briefing.

101 |d

102 |d

3 FDA,About FDA: Executive Summary: A Revi e(undatefl), FDAOG s .
found af http://www.fda.gov/AboutFDA/ReportsManualsForms/Reports/ucm277744.htm (last visited,Dec

2016).

104 SeeAlexander GaffneyRegulatory Affairs Professional Society, Facing Dire Shortage of IV Saline, FDA Again
Turns to Enforcement Discretion Approa@pr. 30, 2014)found af http://www.raps.org/focusnline/news/news
article-view/articleA933/ (last visited Dec. 6, 2016).

105 SeeFDA, Industry and FDA Overview on GDUFA: PDA/FDA Join Regulatory Conferetcks(Sept. 29,
2015),found af http://www.fda.gov/downloads/Forindustry/UserFees/GenericDrugUserFees/UCM470981.pdf (last
visited Dec6, 2016).
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increases in annual ANDA submissions, including a growing number of foreign facilities making
generic drugs, that has outpaced the increadeiR DA6s resources for gener
oversight, as wellsathe time it has taken to clear out a historical backlog of applicafions

2. Application Feesfor Generic Drugs

Generic applicants can face FDA fees well in excess of $700@®phrase generic
drug submissioganrefer to an ANDA, an amendmetatan ANDA, or a prior approval
supplement to an ANDA, and each process carries a separateofdei s ¢ a | FYdY poan, ( i
the ANDA fee is $70,48Gand theprior approval supplemefge is $35,248%" These fees are
due on the date of submission of tipplecation Genericdrug applicats alsopayotherfees
ranging from $44,234 to $59,234 for the use of appréveifacilities. Lasly, each API facility
must pay an annual fée the FDA to remain approveéf® The cost of bringing new novel drugs
to the market is, of course, substantially higher. A 2015 analysis estimated thbaftests
for research and development plus-angl postapproval expenditures (including FDA fees)
averaged abau$1 billion for drugs introduced in the United States from 2005 through %509.

Long approval times and lack of information on applicatiatd uncertainty to the
business calculation efhether to enter the market with a genedrigg While the FDA has
taken steps tamprove transparency related to certain aspects of its oversight process
information onANDA applications submitted to the FDA and the status of those applications
is not publicly availablelue to potential trade secret and securities conéé&trighus a potential
generic drug applicant does not know whether other drug companies have filed applications or
what the status of those applicatianay be Some drug companies hire consultants to uncover
any available information, without guarantees of kelisy. Some stakeholders and experts have
maintained that the lack of information on potential competitor entry makes it difficult for
industry to predict FDA timing anid makeinformed decisions regarding their own entRor
example, knowing whethercompany is likely to be treecondgenericentrant or theseventh
could affecta ¢ 0 mpeatry gedisson

TheFDA hastaken steps tonprove transparenaglated to certain aspects of its
oversight processvhich improves its visibility into the drugupply chain and facilitates
decisionmaking by generic entrant$or exampleFDA databasgnow include more accurate
information on facilities involved in the manufacture of drugish more tharB8,900 facilities

106 Committee Staff Briefing with FDA (Aug. 2, 2016)i August 20 1 6. InROLR théd-DA reckivedh g 0 )
1103 ANDA submissions; in 2000, it received 338. Seeinfra, at110for information on legislation enacted to
address this backlog

107 SeeFDA, Abbreviated New Drug Application (ANDA) and Prior Approval Supplement (PAS) (Pegs 1,

2016),

found at http://www.fda.gov/Forindustry/UserFees/ucm319568.fast visited Dec. 15, 2016)

108 SeeFDA, Generic Drug User Fee Amendment2012: Questions and Answers Related to User Fee
Assessmentat 3 (Nov. 2016)ound at,
http://www.fda.gov/downloads/drugs/guidancecomplianceregulatoryinformation/guidances/ucm316671.pdf
(last visited Dec. 15, 2016).

109 SeeErnst R. Berndt, et.alDecline in Economic Returns from New Drugs Raises Questions About Sustaining
Innovations Health Affairs at 28 (Feb. 2015)

119 November 2015 FDA Briefing.
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thatsupportgeneric drug applicatiorself-identifying eachyear!!! Nevertheless, since

information on ANDA applications is not availabfgotential entrants do not have access to

information regarding the number of parallel applicants or approval timelines, making it difficult

for industry topredicttheF DAG6s ti mi ng and subsequent compet.
regarding entry

3. Generic Application Backlogs

In 2012, Congress sought to speed the process for approving safe and effective generic
drugsby authorizing anewuser fee program fayeneric drugs undehe Food and Drug
Administration Safety and Innovation AGBEDASIAQ).1*? TheGeneric Drug User Fee
AmendmentfiGDUFAQ), which became effective October 1, 2012, and will sunset at the end of
afive-year periodestblished a user fee program for generic dfdgjsJnderGDUFA, the FDA
collects fees from drug companies at certain stages of the generapgilication and approval
process and can use the additional funds for activities such as reviewing submissiang,
approvals, and monitoring and inspections, among other actit4tidhe law defines the
specific generic drug activities for whithe FDA can use the funds, including review of
submissions, issuance of approvals, inspections and monitoringthemdotivities:*®

GDUFA linked the continued fee increases to FDA performance requirements, set to
commence in the later years of the progr&me requirement concerned a backlog of
applications received prior to October 20&&ich included 2,866 AND#& and 1,873 prior
approval supplementsThe FDA announced iduly 2016 that it had acted on more than 90
percent of those backloggedbmissionsahead of the September 30, 20ddadline set forth in
the Act!® ANDAs submitted in FY 2016 have a GDUFA firattion goal date of 15 months
and those submitted in FY 2017 will receive a 10 month GDUFA goaftfaomeGDUFA
requirements are just beginning to come autheprinting of this Reportandthe FDA has
statedt has met performance goals for ANDAs submitted after the start of the GDUFA program
The agen8cy expects to eliminate the backlog of ANDASs by the nexttherization of GDUFA
in 2017

111 SeeFDA, Industry and FDA Overview on GDUFA: PDA/FDA Join Regulatory Conferextc@4(Sept. 29,

2015),found at http://www.fda.gov/downloads/Forindustry/UserFees/GenericDrugUserFees/UCM470981.pdf (last
visited Dec. 6, 2016).

112 126 Stat. 993 (2012).

113 126 Stat. 993 (2012).

114 See generallyid.

115 See generallyl 26 Stat. 9982012). The law also provides for streamlined hiring authority for FDA positions,

and links the program to requirements for annual performance and spending reports by thd. Flh#ese

provisions are authorized from October 1, 2012 and expire September 30, 2017 unless reauttiorized.

6 SeePrioritizing Public Healt h: The FDAOGs Role in the
Subcomm. on Agriculture, Rural Developmé&iod and Drug Administration, and Related Agencies of the S.
Appropriations Commat 5 (Sept. 21, 2016) (written testimony of Hon. Janet Woodcock M.D.).

1171d. at 6.

118 SeeZachary Brennar; DAO6s Woodcock: Generic Dr ufge GOpRAIIL cati on Wi
Regul atory Affairs Pfoundabhttp:/Boverépyg.org/Reguiatery 28, 2016) ,
Focus/News/2016/01/28/24195/FDA%E2%80%9%9sodcockGenericDrug-Application-BacklogWill -be-

EliminatedBefore GDUFA-II/ (last visited Dec. 6, 2016).
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V. Increasing Drug Prices

A. Prescription Drug Pricing Trends

After a period of relatively stable prices, spending on retail prescription drugs has been
rising. In 2014, this spending rose in real terms by 12.2 percent, the largest increase since
20021° Broader measures that include hospital and other prescriptigrspending increased
by 11.5 percent?® In contrast, over the previomneyears retail prescription drug spending
growthhadaveraged 1.8 percent a yé&r.The introduction of new higpriced brand name
drugs, and price increases in existing branded drugsdeenebuted to this increase pattern
TheCenters for Medicare and MedicaiC(MS0) recently reported that the drugs which
Medicare Part blansspert the most are (1) older drugs withe highest claims counts, such as
Lisinopril, used to treat high blood pressure, Ewbthyroxine sodium, which treats
hypothyroidismand (2)brand naméaigh-profile drugs introduced more recentlsuch ashe
drugSovaldj used to treat hepatitis &pdRevlimid, a cancer dru¢f?

B. Large Price Spikes for OffPatent Drugs

Examples of sharp rises in the cost ofditent drugs are being reported with increasing
frequency. In addition to price hikes by the feaompanies that were the focus of the
Commi tt eeds i ndwgslsaveialgoagarneced gttentoolm Apeilr2016, a study
found that the mean price of insulin, a lifeline therapy for the 29 million Americans with
diabetes, increased from $4.8drmillili terin 2002 to $12.9er milliliterin 2013, a 200
percent increas€&? In July 2016, a flurry of news outlets reported another staggering price
spike: the price of Naloxone, the antidote to prescription painkiller overdoses, increased by
1,000 pecent, amidst an opioid public health cri&i$.In August 2016, Chairman Collins and
Ranking Member McCaskill wrote to the CEO of Mylan requesting answers about the

119 Seel ucy Larner,Health Affairs Web First: National Health Spending Growth Accelerates in 20dath

Affairs, (Dec. 2, 2015)ound at http://healthaffairs.org/blog/2015/12/02/headttiairswebfirst-nationathealth
spendinggrowth-acceleratein-2014/(last visited Dec. 2016).

120 [UNDER SEAL] (on file with Committee).

121 |d

122 SeeCMS, Updated Prescribet.evel Medicare Data(Aug. 18,2016),found at
https://www.cms.gov/Newsroom/MediaReleaseDatabase#teets/2016-actsheetdtems/201608-18.html (last
visited Dec. 6, 2016)Abilify, Crestor, and Spivera are among the top 10 in Medicare Part D spending forld014
123 SeeXinyang Hua, Natalie Carvalho, Michelle Tew, Elbert Huang, William Herman, Philip CErggnditures
and Prices of Antihyperglycemic Medications in the United States: -2003 315 J. of the Am. Med. Assoc. 1400
1401(Apr. 5, 2016). Some insulin is ontpat, but some is not.

124 SeeMelody PeterseNar can Prices | ncr eas elLosiMgelesiTingsd(July 20r20k6t o r
found at http://www.ems1.com/heakfindwellness/articles/109046048arcanpricesincreaseby-1000-percent
or-more/ (last visited Dec. 6, 201650ome Naloxone adminisition devices are on paténhaloxone is not.See
Joshua Lloyd (FDA)The Clinical Use of Nakone,FDA, at3,found at,
http://www.fda.gov/downloads/Drugs/NewsEvents/UCM454748(ladt visited Dec. 12, 2016).
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companyo6s 500 percent prinjecta, EgiRen, ksedto saveds/t s e pi n
during an allergic emergenés?

The detailed analysis in a recent U.S. Government Accountability Off&&@0) study
on generic drug price trends supports the perception of widespread price'€pMese than
300 of the 1,441 established genericgdrthat the GAO examined had one or more instances of
Aextraordinary price increases, 0 defiflfetypaed as p
study period?” In 2014 (and the first quarter of 2015), more than 100 generic drugs experienced
these extraordinary increases in pri€eFor 48 of the drugs, the extraordinary price increases
were500 percenbr higher?® Nearly all of the drugs with extraordinary geiincreases
maintained those higher prices for at least the next year, and continued to persist for those drugs
where the data allowed further trackitig.

Although generic drugs continue to be a source of significant cost savings for the U.S.
health cae system overall, these savings are beginning to be eroded by the steep price spikes on
this relatively small number of generic drugs.

The GAO also found that competition fis th
iless compet pt i oas E2Whiebnany fadiorse&an reduce competition in
the generic drug market, the GAO noted that leatintprs areconsolidation among
manufacturers or purchasers of a drug, |l ack o
Ingredient fAPI10), and the fact that a drug serves a small patient popufdfiofhe GAO also
noted that competition could be increased by clearing out the backlog in the FDA generic
approval process?*

C. Generic Price Increass

For several decades, generic dryg®videdrelief from rising prescription drug prices
with the increased availability and usage of lowest generic versions of branded drugs
According to the Generic Pharmaceutical Association, generic drugs now mag@engént of
prescriptions dispensed ine Uhited State$®® Generic drugs saved Americans $227 billion in

125 Seel etter from the Hon. Susan M. Collins & the Hon. Claire McCaskill to Heather Bresch, CEO Mylan, Inc.

(Aug. 24, 2016). While EpiPerf®s del i very system i sSeeprareveRollackMylane pi nephr i
Rai sed Epi Pends Price Bef orNe. Tintee(Aug.2p 20d&) ed Arri val of a
165eeJ. S. Govdt Ac c Ganerit Rripgs Undet Medi@fSAO-16606 (Aug. 2016).

127 1d. at 3, 12.

128 |d. at 12.

129 |d. at 14.

10 1d. at 17.

11 1t is worth noting that few of the drugs identified by the GAO as experiencing extraordinary price increases were
among the top 100 generic drugs used in the Medicare Part D prddranl(8).

132 |d. at Highlights.

133 |d. at 2324.

134 1d. at 26.

135 See Quintile IMS Health report2016 Generic Drug Savings and Access in the United States Report, Generic
Pharmaceutical Assoat 5 found at,http://www.gphaonline.org/media/genedecug-savings2016/index.htm(last
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20151%% With the introduction of a generic version of dragsthe patents of branded drugs
expired prices would fall and often continue to fall over time as additional generics ehtered
These decreases have padtfigetincreases the overall costs of prescription drugs

Competition is the primary driver of drug price€8.Generic producers set prices of their
multi-source products based on the price at which the drug is currently being sold in the market,
with new entrants oftesetting a pricsomewhat lower According to manufacturerthe market
for generic drugepeites in a sense like a commodities mankgth companiedbeingasked to
submit their best price to their custon@nsharmacy organizations or wholesalef$e greater
the number of manufacturers, the lower the price generalkdsording to a 2016 IM$stitute
for Healthcare Informatics report, the immediate price reduction in the cost of drugs following
generic entry is substantial and is followed by continued savings in subsequentyears.
Similarly, declines in the number of generic manufacturera firugoftenresult in price
increases*® According to industry stakeholders and several analyses, manufacturer
consolidation through acquisition has contributed to higher piées

visited Dec. 16, 2016)The report nas that nearly 3.9 billion of the total 4.4 billion prescriptions dispensed in the
U.S. in 2015 were filled using generic drugs.

136 |d. at 4.

187 |d. at 4.

B3¥SeeU. S. Govdt Ac c Ganerit Rrigs Undet Medicfaf 28,6A0;16-706 (Aug.2016).

139 SeelMS Institute for Healthcare InformaticBrice Declines after Branded Medicines Lose Exclusivity in the
U.S, at 2 (Jan. 2016jound af
https://www.imshealth.com/files/web/IMSH%20Institute/Healthcare%20Briefs/lPhRMA%20Generic%20Price%20B
rief%20January%202016.pdf (last visited Dec. 6, 2016).

140 |d

141 SeeTrefis TeamWhy Are Generic Drug Prices Shooting Up@rbes (Feb. 27, 2018)und at
http://www.forbes.com/sites/greatspeculations/2015/02/2 Havegeneriedrug-pricesshootingup/#3438fe3d377e
(last visited Dec. 7, 2016); RM Conti, MB Landrum, and M Jacobgbe,Impact of Provider Consolidation on
Outpatient Prescription Drug@ased Caoer Care Spendingt 1The Health Cost Institut@indated)

29



CHAPTER 2. THE BUSINESS MODEL

The Committee found that each of the four compathiaswere theubjectof this
investigationfollowed a business model that enabled them to identify and acquipatefit
drugs over which they could exercise de facto monopoly pricing power due t&et fadure.
The companies then imposed (and protected) astronomical price increases. Internal documents
show that the companies paid careful attention to the business model and even presented
analyses to potential investors describing how well thesditugy had targeted fit each aspect of
the model. With some variation, the business medglloyedby the companies that were the
subject of the Committeeds investigation cons

1. SoleSource The firstelement of the business moaelsto acquire a solsource
drug, for which therevasonly one manufacturer. By definition, a company that cdettol
access to a sefeource drug fackno immediate competition amduld therefore price the drug
aggressivel. Once competitors enter the market, that pricing power declines rapidly. Studies
show that generic competition greatly reduces the price of drugs, typically by about 50 percent in
the first year generics enesithe market*? Drugs with competition frm three or more generics
often face generic competition priced at just 25 percent of the brand name drug price, or even
lower*® The Committee found that the length of time a-salerce drug was expected to have
the field to itselfiwasan importantonsideration to the companies.

2. Gold Standard The second element of the business model is to ensure the target drug
wasconsi der ed t hteatniegda.é.,dhe Isest drogdhaaitabledfor the condition it
treakd The companies believedtiag ol d st andardo drugs woul d be
high likelihood that physicians would continue to prescribe the drug and be reluctant to prescribe
an alternative, even if the price of the drug increased significantly. The Committee found that
thecompanies expected (correctly in most instances) that physwa@rd make special efforts
to ensure their patients could access fAgol d s
completing prior authorization forms required to secure reimbursementrfsomers or helping
patients obtain financial support through other souftées.

3. Small Market The third element of the business moalatto select a drug that
serval relatively few patients and thgeneratd low revenues at its pri@crease price ieel.
Such Asmall m adid koeattract competigoss anal fort thatreassmmecompanies
that controled themhave been able to exercise a de facto monopoly ptfweéks one expert
witness noted, larger generic companies seem less likely to seek entry into markets where a
brand drudhad less than $100 million in annual salé%.

142 SeelMS Institute for Healthcare InformaticBrice Declines after Branded Medicines Lose Exclusivity in the
U.S, at 4 (Jan. 2016).

143 December 2015 Hearingt 1 (written testimony ofserard Anderson, Ph.D.)

144 SeeEmail from Tina Ghorban to Nay Retzlaff, TURSCA00030993 (Nov. 13, 2015nd accompanying
attachmen Assessing the Market Potential for Sulfadiazine and Pyrimethamine;SILAR0030993, at TUR
SCA00031002 and TUSCA0003D19 (Jue 10, 2015).

145 SeeHHS, The Assistant Secretary for Planning and Evalugt®®PE Issue Brief, Understanding Recent Trends
in Generic Drug Pricesat 11 (Jan. 27, 2015).

146 SeeDecember 2015 Hearing, at 3 (written testimony of Gerard Andersdn,)Ph.
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The Committee also found that the companie
ma r k mgs@roviled another attractive advantagiee patient population dependent upon
them would be too small to organize an effective opposition to the price inétéase.

4. Closed Distribution The fourth element of the business mada$to control access
to the drug through a closed distribution system, specialty pharmacy, or some other means.
Although the Committee found some variation in how the companies approached this element of
the model, each company took steps to make it more difficult for coomgeatit enter the market.
Turing, for example, used a closed distribution system to keep generic companies from getting
the supply of Daraprim needed to conduct bioequivalence tests on generic alternatives, which is
required to obtain FDA approv®

Valeant, on the other hanchay haveused asubtlerapproach: It established a patient
assistance program thatyhave been designed to attract and retain-lighe patients (those
who had private insurance or who could pay cash) while excludingatwepatients €.g,
those without insurance). By doing so, Valeant cquigéntiallydraw the profits available in the
market to itself, leaving potential competitors watiheducegrospect of making a profit if they
attempted to offer a genedternative.

5. Price Gouge The final element of the business model was the ultimaté doal
maximize profits byncreasingprices asnuchas possible. Each of the companies investigated
by the Committee dramatically increased the price of the tdrggs they controlled over a very
short period. Turing, for example, increased the price of Daraprim from $13.50 a pill to $750 a
pilld an increase of more than 5,000 perdeliterally overnight'#® It is worth noting that all of
the drugs had been gffatent for decades, and none of the four companies had invested a penny
in Research & Development to create the drugs or to significantly improve them.

The business model employed by the four companies was also actively supported and
promoted bytheirinvestors.

147 SeeEmail from Tina Ghorban to Nancy Retzlaff, TEBCA00030993 (Nov. 13, 201%nd accompanying

attachmen Assessing the Market Potential for Sulfadiazine and Pyrimethamine,SIBAR0030993at TUR-

SCA0003102¢Jun. 10, 2015).

148 SeeDeposition & Edwin Urrutia, at 211:1011(Mar. 8,2016Y i[ H] avi ng cl osed di stri buti
product I|ife cycle by preventing genef(ifitsriutom. Pepesii .
149 SeeAndrew PollackDrug Goes From $13.50 Bablet to $750, OvernighN.Y. Times (Sept. 20, 2015)
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CHAPTER 3. CASE STUDIES

l. Turing Pharmaceuticals, LLC

A. Company Background

Turingis aU.S. subsidiary of &wiss company with most of its operations in New York.
The company was founded on February 24, 2018)h\shkreli its largesshareholder, who
served as its CEO until he resigned on December 18, 2015, after his federal indictment on
securligiles fraud chargé®) Mr. Shkreliresigned as a Director of the Board on February 10,
2016.

Mr. Shkreli had previously founded and serasdCEO of Retrophin and left that
company in Octobe2014°? He brought with him Ron Tillesvho had been a consultant for
Retrophin and | at er bardcCaainean of the Board@ie Urdutmt er i m C
whobecare T ur i n gCGhief Fihamdia® f f mCRO0 ,)ar{dfMichael Smith, who became
Turingbés Senior Director of Busi {RetpsghinDevel opm
colleagues brought with them the business model described in Chapter 3 which they had tested
and refined at Retrophin.

Mr. Tilles, Mr. Urrutia, and Mr. Smith were deposed by Committee staff, and testified
under oath at t he Co mrm0l6.tHevwad Dorfimaveno Semeglason Mar c
Turingbés Gener al Counsel from Decemhamay2014 u
have beemetaliation for his internal opposition to the price increase, also tesfificthe
Commi ttee also deposed Turingds former Commun
important member of the Turingam was Nancy RetzlgfTuring 6Chief CommerciaDfficer.

After issuing subpoenas to Turirthe Committee obtained and reviewed almost 400,000
pages of Turing documents. Unfortunately, this total may not include all relevant documents.
The Committeeds i rnhatévis. Shkrglieotten wonkedeashts homé apartment
and accordinglythe committeesubpoenaeir. Shkreli personally to ensure that any Turing
documents in his personal possession were produced. Mr. Shkreli, however, invoked the Fifth
Amendment in resp@e to this subpoena addl notproduce any documents.

B. Daraprim Background

Daraprim is a 63/earold brand name drug with the API pyrimethamine. It is considered

150 Seel etter from Martin Shkreli to Ron. Tilles, TURCA00288756 (Dec. 18, 2015); Indictmentinited States
v. Shkrelj No. 1:15cr-00637 (KAM) (E.D.N.Y.) (ECF NO. 1).

151 Seel etter from Martin $kreli to Turing Board of Directer TUR-SCA00288755 (Feb. 10, 2016).

152 Seeinfra, at4l.

153 March 2016 Hearinglrans. at 31:1016 (Chairman Collins: And, how soon after you expressed your
opposition to this price increase were you firdd®?. Dorfman : Umm, certainly less than a monthwould say
approximately twé two to three weeksChairman Collins: Were you fired for cause®Ir. Dorfman: No. | was
told | was not fired for cause)
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the gold standard treatment for toxoplasmosis, a serious disease that, if notetyfeeated,

can lead to brain and organ damage, blindness, and'd&atbxoplasmosis is caused by a

singlecelled parasite callefioxoplasmagondi™® Thi s parasitedés only kno\
which then can infect intermediate hosts such as plantswséy, other animals, or peopfé.
According to the U.S. Centers for Disease Con
million people in theJnited Statesnay be infected with the parasité. Pregnant women

infected by the parasites can transmit coitgetoxoplasmosis to their unborn childr&f. Few

peoplewh o are infected will display symptoms bec.
typically suppress the parasite, which survives in the body only as Bt ystividuals with

compromised immune systems, however, are abfisleveloping severtoxoplasmosis®®

Infants and immunsuppressed patients with toxoplasmosis must be trezftedin a matter of

days to prevent mortality and morbidi#§.. Daraprim isan antiparasitic compound administered

orally in tablet format and is highly effective agaifiskoplasma gondfi®?

C. The Acquisition of Daraprim

I n March 2015, Turing entered into negoti a
to purchase the U.®ased licensing rights to Daraprifif. Turing bought Daraprim from Impax
on August 7, 2015, for $55 millio¥* Tur i ng then increased Daraprir
to $750 a pid that same day®® According to press accounts that time,Daraprim wasnly
sold in 100count bottles. Accordingly, a single bottle of Daraprim went from $1a356ktle to
$75,000 a bottl e. On November 24, 2015, Tur.i
promoted for month&® Under this price cut, the price wast by 50 percent for inpatient

154 SeeDecember 2015 Hearing, at2 (Written Testimony of Davikimberlin, M.D.); March 2016 Hearing, afi 2

3 (written estimony of Adaora Adimora, M.D., MPH).

155 SeeCenters for Disease Control, Paragitdoxoplasmosis (Toxoplasma infection) Toxoplasmosis Frequently
Asked Questiondpund at http://www.cdc.gov/pardes/toxoplasmosis/gen_info/fags.html. (last visited Nov. 21,
2016).

156 SeeCenters for Disease Contr&larasite® Toxoplasmosis (Toxoplasma infection) Epidemiology & Risk
Factors found athttp://www.cdc.gov/parasites/toxoplasmosis/epi.html (last visited 21, 2016); December 2015
Hearing, at 2 (written testimony of David Kimberlin, M.D.).

157 SeeCenters for Disease Control, Paragitdoxoplasmosis (Toxoplasma infection) Toxoplasmosis Frequently
Asked Questiondpund at http://www.cdc.gov/parasitesitoplasmosis/gen_info/fags.html. (last visited Nov. 21,
2016).

158 SeeCenter for Disease Control, Parasit€Boxoplasmosis (Toxoplasma infection), Pregnant Women, found at
http://www.cdc.gov/parasites/toxoplasmosis/gen_info/pregnant.html (last visited NQROD6).

159 SeeCenters for Disease Control, Paragit@oxoplasmosis (Toxoplasma infection), Treatmémind at
http://www.cdc.gov/parasites/toxoplasmosis/treatment.html (last visited Nov. 21, 2016).

160 |d

161 December 2015 Hearing, Trans. at 378 testimony of David Kimberlin, M.D.).

162 |1d. at 3 (Dec. 9, 2015) (written testimony of David Kimberlin, M.D.)

183 Deposition of Ron Tilles, at 77:1B 2 ( Mar . 9es Dep6¥yi (AidhbD) .

164 Developments in the Prescription Drug Market: Oversight: HepBeforedH. Comm. on Over si ght
Reform Hearing, at 2 (Feb. 4, 2016) (written testimony of Nancy Retzlaff).

165 SeeAndrew PollackDrug Goes From $13.50 a Tablet to $750, OvernifghtY. Times (Sept. 20, 2015)

166 SeePress Releas&uring Reduce€ost of DaraprimNov. 24, 2015)found at
https://www.turingpharma.com/pressleases/15/turingeducescostof-daraprimregpyrimethamine/ (last visited
Nov. 26, 2016).
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hospitals only, but that still representegreceincrease of over 2,600 percdram the price of
the drug when it was purchasteom Impax*®’ The price remained unchanged for all other
users. Additionally, Turing stadeselling the product in a 3@unt bottle®®

1. Gold Standard

Turingds internal documents show that the
as the nAgold standardo for treating toxoplasm
investorsrepeatkl v ref erenced the fact that Daraprim (
Gold Standardfcaref or t o x o }5°l Aaosher internas Turdng analysis stated that
Aphysicians would prefer not to hastethitkof subst
an appropriate alternagiv . . .0’ Turing was confident that physicians would complete prior
authorization forms required by insurers for reimbursement, and go out of their way to make sure
their patients had access to the drug. Further, Turing predicted that some physicians would press
their patients to accept the higher cost of Daraprim in the interest of receiving the best available
treatment’* Under questioning by the Committee, Mr. Urrutia admitted that a drug is more
valuable when it is consi deendiodittteais’’be t he Tfgol

Daraprimés value as the figold standardo wa
sufabased drug, was used by a dAvery &mall subse
Al t hough Bactrim i s c¢ommaiolpatientssabe aguse a A mai nt
toxoplasmosis has been brought under control, it is considered a substandard alternative
Daraprim*™

2. SoleSource
Daraprim was a solsource drug, and Turing attempted to lock up the supply of its API,

pyrimethamine, t@nsure it remained so. Mr. Urrutia admitted that one of the factors Turing
analyzed in valuing the Dar asporuirnt etor Helmisoagc.t i o n

167 Id
168 Id

169 Email from Edwin Urrutia to Martin Shkreli, TUSCA00000620 (Jurl7, 2015)and accompanying
attachmentProject Dart, TURSCA00002406, at TUFSCA00002407 (June 20L5ee alspEmail from Edwin
Urrutia to Dan Wichman, TUFSCA00105564 (Jun. 11, 201%8nd accompanying attachmefRtroject Dart, TUR
SCA00105565 at TURSCA001105566 (Jun. 2015); Urrutia Deposition, at 1561BF:15: (discussing sharing
version of project Dart presentation with investors).

170 Email from Tina Ghorban to Nancy Retzlaff, TEBCA0003092 (Nov. 13, 2015)and accompanying
attachmen Assessinghte Market Potential for Sulfadiazine and Pyrimethamine, BGA00030993, at TUR
SCA00031002 and TUHSCA00031019 (Jun. 10, 2015).

171 1d. at TURSCA00031019.

172 Urrutia Deposition, at 144:1Q7.

173 Email from Tina Ghorban to Nancy Retzlaff, TEBCA0003092 (Nov. 13, 2015)and accompanying
attachmen Assessing the Market Potential for Sulfadiazine and Pyrimethamine;SILAR0030993, at TUR
SCA00031000 (Jun. 10, 2015).

174 1d. at TURSCA00031000 and TWSCA00031013.

175 Urrutia Deposition, at 202:140.
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testified that he would have been concerned if he found out that there were malirpksof
the API available to the U.S. markét.

Emails between Turing executives during the negotiations with Impax to acquire
Daraprim under scor e Tursourcg drgs. ilnmh emaileksMs. i n acqu
Retzlaff and Ms. Tina Ghorban, datadril 29, 2015, Mr. Smith highlighted Daraprim and
another drugs acquisition targetse c au s e t h-s8 g u Wé AseVs. f5odbhine
explained, she understood Mr. Smithdés -email t
sourceodo anddarhded fitghoe rde swaasn ipotenti al Y or reve

In an email to a potential investor outlining the prospective acquisitions of Daraprim and
another drug, Mr. Urrutialsos t r essed t hat both were fAdonl e sou
the diseases they treated, and that Turing intended to place both in closed distribuiion.

Urrutia emphasized that Turing believed that the drugs could each generate 3@dinpesr
revenue and $2 billion or more in valige the company At the time, thesévo small market
drugs were generating annual revenues of $6 million and $10 nififion.

At the time Turing acquired Daraprim, only two companies produced its API
pyrimethamine for the U.S. market: Fukuzyu Pharmaceutical Co., Ltd., am#&Rifacturer
located in Toyama, Japan, and IPCA Laboratories, located in*fiidiauring believed that an
ANDA may have beefiled in 2014 based on API produced by IPCA, but was confident that
| PCA faced Asubstanti al mai ncuafnat c tyu rdii nsgr uipst s uaensy
its AP1.182 Turing also believed that Fukuzyu was under an exclusive supply agreement with
Impax at that timé®3 In May 2015, Turing attempted to secure an exclusive deal to acquire the
API from Fukuzyu for the U.S. markdiyt was unsuccessftf?

Turing emphasized to potential investors that it expected Daraprim to remain a sole
source drug for at least a year, and possibly much Idfiger.

176 1d. at 203:1923.

177 Email from Michael Smith to Nancy Retzlaff and Tina Ghorban, T&EA00030775 (Apr. 29, 2015).

178 Transcribed Interview of Christina Ghorbangat522( Mar . 10, 2015) (Sée@lsomidatban | nt e
9:71 19 (Ms. Ghorban acknowledy the content of 18 U.S.C. 8901 and 1505 and the fact that those statutes
applied to transcribed interview).

179 Email from Edwin Urrutia to Dan Wichman, TURCA0000788 May 20, 2015)

180 Id.

181 SeeEmail from Tina Ghorban to Nancy Retzlaff, TEBCA0M31037,and accompany attachmeifroject Dart,
TUR-SCA00031038, at TURSCA00031043 (Jun. 2015).

182 |d

183 Id.

184 See generallyEmail from Michael Smith to Martin Shkreli, TURCA00007901 (Jun. 1, 2015).

185 SeeEmail from Tina Ghorban to Nancy RetzlafflJR-SCA00031037and accompany attachmeiroject Dart,
TUR-SCA00031038, at TUFSCA00031046 (Jun. 2015).
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3. Small Market

In the leadup to the acquisition of Daraprim, Mr. Shkrappears to havasked Mr.
Smith to analyze the probability that a decadiesdrug would face generic competition given
the number of units sold and net revenues received andtfalvter reviewing the competitive
history of nearly 5,500 products, Mr.Smh r eported back that At he mc
from his analysis was that just 10.8 percent ofpafent drugs with under $10 million in annual
sales faced generic competition within three yé&Hrgurthermorethere wanly afive percent
probabilty that a generic competitor would enter a market where fewer than 20,000 units of a
drug were sold each ye®f Turing emphasized to investors that it was unlikely Daraprim
would face a generic competitor s@oonly 9,708 units (bottles) of Daraprim werddsin 2014
and net sales of the drug were under $5 mifin.

Mr. Shkreli and Mr. Smith were not alone in their view that a small patient population
was critical for remaining unchallenged after raising the price of Daraprim. Mr. Urrutia testified
thatDar apri més most attractive feature Was the f
He explained that small patient populations require a lot of effort and resources to serve, and this
means that companies that own drugs that treat serious oosdir small populations have
fipri ci n'g Tuingvelieveddts planned prideke would go unchallenged because so

few people would be affected by it. As one i
toxoplasmosis patients is too small to stimellatsignificant lobbying effort were the cost of
therapy to b¥come an issue. 0

4. Restricted Distribution

Daraprim is in Arestricted distribution, o
normal pharmacy channels, but instead must be obthimedsec al | ed fAspeci al tyo
The restricted distribution arrangement was put in place previously by Jimyaxsed byTuring
to tightly control the drugbés distribution to
some companies usestricted distribution due to a FDA required REMS protétbDaraprim
is not subject t&-DA mandatedREMS.

186 SeeUrrutia Deposition, at 153:1855:7; Depositiorof Michael Smith at 131:14132:;5( Apr . 3, 2016) (i
Depositiono)

187 Email from Michael Smith to Martin Shkreli, TURCA00007887, at TURSCA00007888 (May 23, 2015).
188 |d

189 SeeEmail from Edwin Urrutia to Martin Shkreli, TS CA00000620 (Jun. 17, 201%)nd accompanying
attachmentProject Dart, TURSCA00002406, at TR-SCA00002409 (June 2015).

190 SeeUrrutia Deposition, at 204:2205:5.

1 1d. at 85:13 20.

192 Email from Tina Ghorban to Nancy Retzlaff, TeBCA0003092 (Nov. 13, 2015)and accompanying
attachmen Assessing the Market Potential for Sulfadiazine andni®thamine, TURSCA00030993, at TUR
SCA00031020 (Jun. 10, 2015).

193 Seesupra at20.
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Restricted distribution in this case was a
shocking price increassnd subsequent increasevenue againsipotentialcompetition As Mr.
Dorfman explained, the closed distribution/specialty pharmacy arrangement

[C]an reduce, if not eliminate, the opportunity for a second generic entrant to furnish

sufficient quantities of the drug to patientonter to complete the necessary

bioequivalence studies required for FDA approval. In the case of Daraprim, the retention

of a new specialty pharmacy distributor to carry on a closed distribution system

distribution system was considered an integralfatda he companyds desir
generic entrant for at least three yeldfs.

Internal Turing documents demonstrate the prevalence of this strategy at Turing. In a
pre-transaction email in which Turing was exploring the acquisition of both Daraprim and
Sulfadiazing Mr . Smi th wrote t o ManotheRieemn to keedohyoarnd Ms
radar is Sulfadiazinelt is a solesource (US only, generic axs) infectious disease product from
Sandoz, indicated for toxoplasmosiBhis would be the clasc closed distribution playwe
think it coul d d@¥ Desgits thismail pire Smithdaremmaintainéd that he
wasnot exadcthleyteume Aiwh atssi c referfedtes andthalsueht r i but i
icl assi c cl osdcduldddcrease thelvalueadmgto Tuling% This was
directly contradicted not only by Mstatedi2or f man
viewt hat At he business development team, 0 which
A c | a ssed distributloroplayrefer[ed] to the concept that you could use closed distribution
to make it more difficult to get Y¥eferenced I

In anothersuch email, Ms. Retzlaff instructed Ms. Ghorban that in anticipation of the
Daraprimt r ansaction closing in a matter of weeks:
stream is to ensure the product is moved in a closed distribution as swiftly asepossiter to
mi ni mi z e % Mg Ghsrban iedicateth the Committe¢hat Ms. Retzlah s emaw i |
have been referencing the strategy of using closed distribution to prevent generic entry because
thatwasii wh at [®Sharelifandithe BusinessD[evelopmentf eam had been tal k
in June of 2015%°

In addition,in July2015 Mr . Shkreldi texted Mr. Smit h:
Kurt. Generics are required to keep samples on hand. So closed will prohibit new guys but any
ANDAfiler will keep samples and expir® wondt mat

194 March 2016 Hearing, at'3 (Written Testimony of Howard Dorfman, Esq.).

195 Email from Michael Smith to Nancy Retzlaff and Tina Ghorban, T&EA00030775 (Apr. 29, 2015).

19 Smith Deposition, at 93t300:12.

197 Transcribed Interview of Christina Ghorban, at 418 47:22,and 48i4 ( Mar . 10, 2015) (fAiGho
I nt er Beeadwid.pt 9:7 19 (Ms. Ghorban acknowledging the content of 18 U.S.CLOB8. and 1505 and the

fact that those statutes applied to transcribed interview).

198 Email from Nancy Retzlaff to Tina Ghorban, TLSCA00282415, at TURSCA00282415 (June 10, 2015).

199 Ghorban Interview, at 86i47.

200 Michael Smith Text Messages, THHFCA00289320, at TURSCA00289320 (Julg1, 2015).
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Mr. Shkreliand other senior Turing executiviesited to potential investotke ability of
closed distributionob | ock generi c ent r y.investars gebkcited abutr ut i a
a specialty distribution system because it does limit the generics that are able to access your
product %8' He added when explaining a portion of a presentation that Turing prepared to
highlight its busi ness insrdasea predgcylifecytledyosed di st
preventing generics from potéhtially getting

Mr. Smithmaintained his deniahat Turingactuallypursued this strategy at the
Committeés March 2016 karing There, heharacteriedT u r i invgstoisfacing material as
merely fisuggestingod the use of a strat®gy to

ifuring supplies Daraprim in | arge volumes to
ability to control accesstoeh pr oduct once it Tgheseamdithatt o t hose
Turing really didndot mean to i mplement a rest

effective in restricting institutional purchasers (such as 340B hosp#als)accordingly didot
do s® is contradicted by the record.

To be suresales to 340B institutions were rsitictly part of the restricted distribution
systemdiscussed above. Btitey werealsotightly controlled to ensure that the drugs would not
fall into the handef potential generic entrants. Mr. Shkreli instructed Turing employees to
ensure that Turing bought back all existing inventory in the distribution system to ensure (in
part) that Turing had complete control over every bottle of Daraprim that left iis #4n
Further, Turing imposed a 5 bottle per transaction limit on sales to inst#ugpiorchasers
explaining that this rule Ais to ensure that
ma n u f a &% Twringtightlydmonitored this channel, at times réfigsto ship product until
they confirmed it was going to actual 340B institutions to meet immediate patient need (as
opposed to going to a generic manufactordreing stockpiled by 340B institution)?°® In one
instance, Wen Turing thought its logistiagendor had shipped Daraprim to a compounding
pharmacy, its employees reacted angrily and swiftly, writing:

We do not selDaraprimto compounding pharmacies.. This needs to be reseaech
immediately and we need a detailed explanation and a rape&tse(if the situation is as

201 Urrutia Deposition, at 77:11.4.

202 Urrutia Deposition, a11:10 13; see alspid. at 206:3 22 (identifying document discussed inecltpassage as
Email from Edwin Urrutia to Ron Tilles, TWWCA00174150 (Nov. 13, 2015nd accompanying attachmehrtC
Fund, TURSCA00174151, at TUFSCA00174152 (undated)y. at 142:10143:22 (similar discussion regarding
closed distribution).

203 SeeMarch 2016 Hearingat 2 (written testimony of Michael Smithjd. Trans,at 129:2 7 (testimony of Michael
Smith).

204 SeeEmail from Martin Shkreli to Michael Smith, TURCA00006828, at TUFSCA0000682829 (Aug. 11,
2015).

205 Email from Jon Hass to Rick DeYognTUR-SCA00123435, at TURSCA0012345 (Oct. 2, 2015ee alsp
Email from Nila Desai to John Hass and Tom Evegan, -B@rA00197552, at TURBCA00197552 (implementing
policy).

206 See generally, e.gEmail from Tina Ghorban to Nancy Retzlaff, T&HCA001201490ct. 30, 2015); Email
from Ann Parkinson to Tom Evegan et al., TISRA00054581 (Oct. 29, 2015).
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| suspect it is) to get those bottles returned and destroyed at your expense. | need an
immediate response and actrh.

Ms . Retzlaff reiterated this directive emphat

s t &% Therecord speaks for itself. Turing used restricted distribfitamross all purchasing
channels with the intent to block generic entry.

5. Price Gouging

Turing attempted to justify the outrageous price increase for Daraprim by arguing that it
would usethe resulting revenues to increase research and development for an improved

toxoplasmosis treat ment . Yet Mr . Dorf man tes
and subsequently announced, was f%He justified
explained:

[The] pharmaceutical industry has historically worked toward measuring price increases
with the expenditures that were needed to establish clinical trial programs and to be able
to fund a drug basically from the lab through FDA approViddese were not expenses or
costs that Turing had incurred. and the rationale for that kind of price increase, or any
major price increase, was lackifid.

He considered the price incdfease fAnot justifi

At the Commi#20Kedasr iMag,c hMr . Til |l es c¢l ai med
generated by Darapri m a f%Butghe exmemrdinaty pricashtke d t o f
Turing imposed on Daraprim had nothing to do with the R&D necessary to develop that drug.

When questionedybChairman Collins, Mr. Tilles admitted that the Daraprim pill Turing is

selling today is essentially the same pill that has been on the market since the drug was approved
in 1953, over a haléentury before Turing was foundéd. Turing made no changesttee pill

except to raise its price from $13.50 to $750.00 ped pilbre than 5,000 percénbvernight.

To put the price increase into perspectibef or e Turing bought the d
treatment would have cost $6,500 and after Turing acquiréekitost rose to $361,084.

207 Email from Nancy Retzlaff to Jon Hass et al., FTSRA00196428, at TURSCA00196428 (Nov. 13, 2015).

208 Email from Nancy Retzlaff to Jon Hass et al., T9RA00196428, at TURSCA00196428 (Nov. 13, 2015).

This episode was resolved when it was determined that the Daraprim recipient was not a compounding pharmacy,
but was in fact a 340B institution. Email from Rick DeYoung to Nancy Retzlaff,-BGR00191764, T UR-
SCA0019176465 (Nov. 13, 2015).

209 Senate Special Committee on Aging Hearidggdden Price Spikes In Decades Old Rx Drugs: Inside the
Monopoly Business Modedt 3 (Mar. 17, 2016) (written testimony of Howard Dorfman, Esq.).

210 March 2016 Hearinglrans. at 49:615 (testimony of Howard L. Dorfman, Esq_.).

211 Deposition of Howard L. Dorman, Esq., at 73i 1% and 74:1819 (Feb. 2, 2016).

212 March 2016 Hearing, at 2 (written testimony of Ron Tilles).

213 |d. Trans. at 74:718.

214 The exact dosage and subsequent calculations depend on the age of the patient and the stage of the disease.
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Mr. Tilles attempted to justify the price increase by arguing that some patients tolerate
Daraprim poorly and thdutureimprovements needed be made tdhe drug?*® But the
overwhelming majority of physicians interviewed indicated that Daraprim is a highly effective
treatment for toxoplasmosis and is wellerated, so this is not an area where a new drug is
urgently needed®

Mr. Smith, another Turing executive who testified at the M&@b6 Hearing, claimed to
Afcare deeplyo about patients who needed Darap
Committee between Mr. Smith and other Turing employees belie this sentinfentmén
Collins confronted Mr. Smith with the chats:

... Mr. Smith, you made the most outrageous statement of anyone when you
stated, guote, that you fAcare deeply about
to draw your attention to Exhibit 8 driexhibit 9.

Now, clearly, you know that Daraprim went from being modestly priced to being
prohibitively expensive. And when you started to hear of access problems, according to a
Skype exchange that we have, wlksoméofi s show
them are fake. 0

You participated in a Skype chat with two of your colleagues in which you
express shock that two patients had paid cash for Daraprim. Let me read from that chat,
although it is difficult to do so because of the number of éxpekein it in which you are

making fun of patients hat are paying the full amount.

Darapri m. Rich [expletive deleted]. Oh,
You went on to discuss concerns that you had with the

340B...program.... [YJlou express concern that it was

So, as we can see from the slides, your <co

of the 340B claim$expletive deleted]. R hese guys. o0 Your reply,
Yes. Itoldhner to start dis®uting the 340B cl ai ms

A review of Turing internal documents shows the real reason for the price iriciisase
desire to maximize its profits. In an email to Mr. Jim Silverman, of Opaleye Management (a
Bostortbased hedge fund), Mr.Bhr el i esti mated that Turingbs &
Daraprim would yield annual revenues exceeding $200 malbi@ther documents shared with
investors predicted A[p]Jotential r?Wenues of
asked by anotherappaa nt i nvestors for t.ISkkrelDveoteapr i m Apr o,

215 seeMarch 2016 Hearing, Transt 74:7 75:5.

216 See, e.g.Committee Staff Interview with Dr. David Kimberlin (Nov. 20, 2015); Committeef Stsdrview with
Dr. Jose Montoya (Dec. 3, 201530me of the physicians the Committee spoke to did indicate that developing a
drug to kill the cysts that remained latent in the body would be useful.

217 March 2016 Hearing, Tranat 71:372:3

218 SeeEmail Martin Shkreli to Jim Silverman, TURCA00007941 (Aug. 8, 2015).

219 Email from Edwin Urrutia to Martin Shkreli, TLWBCA00000620 (Jun. 17, 2013y d accompanying
attachmentProject Dart, TURSCA00002406, at TUFSCA00002422 (June 2015).
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| think it will be huge. We raised the price from $1,700 per bottle to $75,000. Previously
impax sold 10,000 bottles per annum (50% is given away, howeser),000 paying
bottles athe new price is $375,000,08@&Imost all of it is profit and | think we will get

3 years othat or more.Should be a very handsome investment for all oflug.s abh

cross our fingerthat the estimates are accur&te.

And in perhaps his most infamostatement, when Mr. Tilles informed Mr. Shkreli that Mission
was willing to entertain on offer to acquire the rights to Daraprim, kkredi replied fiVery
good. Nice work as usual.$1bn here we coen %8

Il. Retrophin, Inc.

A. Company Background

Retrophin became publically traded on NASDAQ in December 2¢¥1Rs founderwas
Mr. Shkreli??® On May 29, 2014, Retrophin acquired the rigtft® the drug Thiola, a drug that
first went on the market in 1988. Four months later, Retrophin raised the price offidnola
$1.50 per tablet to $30.00 per tablet, an increase of 1,900 pé&tent.

On September 30, 2répladedVvir. BnireliraoGED fomadvarietyBob a r d
alleged improprietie&?® Mr. Shkreli resignedhis positions at Retrophin on October %3.
Retrophin then sued Mr. Shkreli for some $65 million dollars in damages and raised detailed
accusations that Mr. Shkreli improperlydad corporate resources to enrich himself and to pay
off investors in his prior hedge fund which had lost an enormous amount of money on a bad
deal®?®® Mr. Shkreli countesued asserting claims under his employment agreertérthere is
a difference betweedie Retrophin run by Mr. Shkreli, and the Retropdfiter the departure of

220 Email from Martin Shkreli to Greg Rea, TURCA00008319 (Aug. 27, 2015).

221 Email from Martin Shkreli to Ron Tilles, TUBSCA00000503, at TURSCA-00000503 (May 27, 2015).

222 seeRetrophin,Retrophin Complete Reverse Merger with Desert Gateway(Dec. 18, 2012)found at
http://files.shareholder.com/downloads/AMBI®LA20/3336041822x0x670119/5221E82M8C-4C10ADE3-
3B68CB00B534/RTRX_News 2012 12 18 General_Releases.pdf (last visited Nov. 30, 2016).

223 1d.

224 seeRetrophin,Retrophin Enters intt).S. License Agreement for Thiola® (Tiopronjilay 29, 2014)found at
http://ir.retrophin.com/releasedetail.cfm?ReleaselD=851378 (last visited Nov. 30, 2016); Email from Courtney
Bond to Martin Shkreli, SCA_THIOL_003113 (May 22, 20143nd accompanyingttachmentRetrophin Investor
Presentation, SSCA_THIOL_003,1at SSCA THIOL_003117 (May 2015).

225 seeJeremy StahiThat Guy Who is Prie&ouging Aids Patients Also Did it to Kids with Kidney Dise&iate
(Sept. 222015).

226 seeRetrophin,RetrophinAnnounces Leadership Reorganizat{@ept. 30, 2014), found at,
http://ir.retrophin.com/releasedetail.cfm?ReleaselD=873875 (last visited Nov. 30, 2016).

227 seeComplaint, at B, Retrophin, Inc. v. ShkrelNo. 1:15cv-06451 (NRB) (S.D.N.Y. Aug. 17, 2018ECF No.
1).

228 See generallyid.

229 Seel etter Addressed to Judge Naomi Reice Buchwald from Celia G. BarenholtReirdphin, Inc. v. Shkreli
No. 1:15¢cv-06451 (NRB) (S.D.N.Y. Sept. 18, 2015) (ECF No. 13) (discussing counterclaim by Mr. Shkreli in
arbitration).
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Mr. Shkreli. While the current company has not reversed the price increase on Thiola, it has
made considerable investmgt patientassistance fofhiola andappears ttvave renounced
Mr. Shkreli 0% business model

As mentioned previously, several individua
Thiola later followed Mr. Shkreli to Turing, including Mr. Urrutia, Mr. Crutcher, Mr. Smith, and
Mr. Tilles, each of whom werexaminedn the recorés part of th&€ o mmi tinvestgatien.

B. Thiola Background

Thiola received FDA approval in1988 and is used to treat cystifitirithe drug
prevents the buildup of kidney stones, which if untreated can be extremely pathfebaire
surgery or lead to life threatening renal failure. While there are other drugs that treat cystinuria
(such as Valeantds Cupr i mi ofegré®amlisithe dnlyvidble c on's
treatment for many patients. It is not widehggcribed, but some individuals are on the drug for
long periods of timé33

In May of 2014, Retrophin acquired a license for the rights to THhiota Mission
Phar maceuticals (AMissiono). Under the | icen
Thiola, but all marketing rights, including setting the price, were transferred to Retrophin.
Mission receives a 20 percent royalty on Thiola sales. Mission previously licensed Thiola from
UT Southwestern and was selling it for many y&fts.

In September 201Retrophin raised the price of the drug from $1.50 to $30.00 a tablet.
According to Retrophin, Mr. Shkreli wanted to increase the price by a substantially greater
amount, but was blocked from doing so by senior Retrophin offitials.

C. The Acquisition of Thiola

The business model later used by Turing to acquire and reprice Daegpéared to
have first been tried by Retrophin on Thiol& presentation made by Retrophin to its investors
contemporaneous with the Thiola acquisition explained thayake eason f or t he ¢
interest in the drug was its fistrong fit wit
Retrophin viewed the drug as fAsignificantly

0|
h
u

230 Committee Staff Interview with Stephen Aselatfeo(v . 14, 2 O0l1n6t) e r(viiiAesved )a g e

231 seeRetrophin Investor Presentation, SSCA_THIOL_008%t SSCA THIOL_003118 (May 2015).

232 seeMartin Shkreli, Transcript of licensing call regardifigiola, SSCA_THIOL_003158Vay, 2014)

233 seeDr. Benjamin J. Davies, Associate Professor of Urology at the University of Pittsburgh School of Medicine,
Retrophin Assailed for AExdouait ant o Price Hi ke (Sept.
https://www.thestreet.com/story/12873639/1/retropdsraileefor-exorbitantdrug-price-hike.html(last visited

Dec. 19, 2016).

234 seeEmail from Jim Self to Martin Shkreli, SSCA_THIOL_ 024838 (May 15, 2044}l accompanying
attachmentThiola Trademark ldense and Product Supply Agreement, SSCA_THIOL_02488@. als&Email

from Courtney Bond to Martin ShkreliSEA_THIOL_003113 (May 22, 20143nd accompanying attachment
Retrophin Investor Presentation, SSCA THIOL 008Ht SSCA THIOL 003117 (May 2@L

235 Aselage Interview.
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patients, and the company believed coul d fAgrow both v&%tThene and
presentation went on to describe how Thiola met most of the key elements of the business model.

1. Gold Standard

The presentation explained that Thiola was one of only two drugs approad for
treatment of cystinuria, but was the fApreferr
everrfs. o

2. SoleSource

The presentation made clear that there were no known generic competitors to Thiola at
the time of the acquisitioft®

3. Small Market

Data in the investor presentation showed t
million in each of the preceding five ye&?S.In an email exchange, Retrophin estimated that
only 300 to 400 patients were on Thiola at the tifieinternalRetrophin economic models
showed a patient level of 394 in 2014, rising to 408 in 2015 and remaining steady thé&reafter.
Mr. Shkreli emphasized the i mportance of a sm
price without facing competition,easur i ng i nvestors that few compa
for just a handf ul-reverdue dougstaie extreamelplowbpacciteesifar aimodtl o w
all drug *ompanies. 0

4. Restricted Distribution

Retrophin also made clear that it wouldqe the drug into closed distribution. Retrophin
was upfront about its rationale, explaining t
from accessing the product for bioequivalence studfe another email exchange, Mr. Shkreli
speculatedhat denying access to the drug to potential competitors could prevent a generic entry
for years, even if legislation were passed to require companies to share access:

236 Email from Courtney Bond to Martin Shkreli, SCCA_THIOL_003113 (May 22, 2Cdrt),accompanying
attachmentRetrophin Investor Presentation, SSCA_THIOL_0@BHkt SSCA_THIOL_00311{May 2014)

237 |d. at SSCA_THIOL_003118.
238 |d

239 Id

240 seeEmail from Courtney Bond to Nikhil GoeBSCA_THIOL 000638, at SSCA_THIOL_000638 (May 22,
2014).

241 Email from Mark Panoff to Evan Greebel et al., SSCA_THIOL_03840d,accompanying attachmegixcel
Spreadshee§SCA_THIOL_038408May 15, D14)

242 Email from Martin Shkreli to Courtney Bond et al, SSCA_THIOL_003Hsiti accompanying attachment
Thiola Licensing CaliMay, 2014. SSCA_THIOL_003158, 88CA_THIOL 003158 59 (May 2014).

243 Email from Courtney Bond to Martin ShkreliSSA_THIOL_003113 (May 22, 2014)nd accompanying
attachmentRetrophin Investor Presentation, SSCA_THIOL_0034t1SSCA_THIOL_00312{May 2014)
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It should take a long amount of time because the Sherman act clearly states companie

|l i ke Retrophin and Celgene have fAno duty

challenges to this in the Pac Bell and Verizon cases. So if they can get some legislative

momentum and get a | aw signed, prdvethise wi | |

law supersedes the Sherman Act, which you may know is one of the oldest American
pieces of legislation. So | think worst case we have another 5 years because once we
hand over samples to a generic, they will have to spend the next 3 yearg ayett

ANDA approved®*

OQut side analysts al
as a means of fendi
bi oequivaPent studi

0
f

® S W”w
nQ o
OO S

Mr. Shkrelialsoemphasizedhe importance of closed distribution to the business model
in a call with investors:

[ C]l osed distribution [é&] al |l oWedonotsellt o
Retrophin products to generic companies. The whole model thgenerics rely upon

is turned upside down wit specialty pharm

5. Price Gouging

Mr. Shkreli was remarkably candid regarding his dpuiging philosophy in the context
of Thiola. In an email to one investor, he put it this way:

The drug companies are afraid. Small ones, big onesBaqrice increases are
horrifying because most executives overestimate changes in dethanthes mostly

f r om pshiatoryraa guasionsumer products. . The next generation of pharma
guys (or the smart ones) understand the inelasticity of certain products. The insurers
really dor@ care. They just pass it through and focus on managing care for physician
payments and blockbustershey assume someone will genericize it if it is makog t
much money, and thé right.

So | dondét really t hi htknkthi$ deal tif we phllat ofs ia me
worth $100m$200m to our companywedl see!

| figure this dynamic may not last forever, you need to maximize opportuwiiés you
can.

Wedd pay $1m to acquire a drug called Thi

244 Email from Martin Shkrelto Dan WichmanSSCA_THIOL_038413Sept. 22, 2014)

245 Email from Christopher Cline to Stephdselage et alSSCA_THIOL 041164 (Apr. 2, 2015)and
accompanying attachmeriteerlink RTRX Initiation, SSCA_THIOL_041106, &SCA_THIOL-041118(Apr. 2,
2015)

246 Email from Martin Shkreli to Courtney Bond et al.,, SSCA_THIOL_003H#if, accompanyingttachment
Thiola Licensing CallMay, 2014. SSCA_THIOL_003158, 86CA_TIOL_ 003160 (emphasis added)
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disease called cystinuria (contrast with RPTP cystidosisally different).

The drug does $1.2m in saldsis woefully underpriced and would not steglling at
orphan pricesWith new pricing we estimate sales of $20 to $40 milli&imost 95%
EBITDA margins at those price$Vould be an annuity for some time.

A $100m present for you this mornifd.

Even Mr. Shkreli dsmbbl doespiemaéeprtofta nAHeLe
underestimated his view of Thiolads potenti al
created shows revenues for the drug exploding from just $1.8 million ird20&3ast full year
under Missiod $13.1 millionin 2014, $41.5 million in 2015, and $48.9 million in 2016. After
subtracting the cost of goods sold, the royalty to Mission, operating expenses and taxes, Mr.

Shkreli estimated that net income attributable to the drug would rise from $867,000 in 2013 to

$5.3 million in 2014, $20.5 million in 2015, and $25.6 million in 2016, and would climb to as

high as $43.6 million in 2028. In net present value terms, the model shows that Mr. Shkreli
estimated that Thiola would andetuathgt® $11.67fomi | | i o
each of the compafyés 25 million shares.

Ultimately, the substantial price increaseentuallytaken on Thiola was not the price
increase Mr. Shkreli wanted. He wanted to take a price increasenefour times that amount
but was stopped by otheas Retrophirwho considered suchlargeincreasaunwise or
unconscionablé?®

1. Valeant Pharmaceuticals International, Inc.

The Committeeds investigation of Valeant ¢
consumedrugs, and two of which are used primarily in the hospital settthg.

A. Company Background

Headquartered in Canada, Valeant is the largest of the four companies investigated by the
Committee. It markets brand name drugs, branded genericghexaunter products, and
medical devices in more than 100 countries, including developed and emerging markets, with a
focus on eye health, dermatology, and neurology therapeutic ctas§dse company has

247 Email from Martin Shkreli to Dan Wichman, SSCA_THIOL_037832, at SSCA_THIOLA 037@ay 3,

2014.

248 SeeEmail from Mark Panoff to Evan Greebel et al., SSCA_THIOL_038407 (June 24, 20t4accompanying
attachmentExcel Spreadshee8SCA_THIOL_038408May 15, 2014)

249 Aselage Interview.

250 puring the investigation, the the®EO of Valeant, Mr. Pearson diat appear for a deposition, defying a Senate
subpoena compelling him to appdéalthough he appeared at a later dat&hile Mr. Pearson was not cited for
criminal contempt of Congress (he later purged his contempt), his conduct stands condemned.

251 See Impact on the U.S. Tax Code on the Market for Corporate Control and Bte#zsing Before the S.
Permanent Subcomm. on Investigations of the S. Comm Ho mel|l and SecS HrgkllEB8,at®3 Af f ai r ¢
(July 30, 2015).
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existed under its current name since 2003 amthattime, it has expanded its operations to six

continents andcquiredmultiple U.S. companies worth more than $30 billfi3A.Valeant

reported that it employed approximatéky,800 employees worldwide, and generated revenue of

$8.26 billion in 2014 wittoperating income of $2.04 bilick® Val eant 6s current C|
Papa who succeeded Mr. Pearson, who served as CEO from 2008 to April 2016 and Chairman of

the Board from March 2011 to January 2016.

Valeant was originally a U.S. corporation based itf@aia. In 2010, it merged with
Canadadés | argest publicly tr ad®Bothadompapiesmanuf ac
were approximately the same size at the fitRéThe new Valeant moved its corporate
headquarters to Ontario, Canada, and thenatdddo Quebec in 20£%

At the time of merger, theGEO Mr. Pearson touted the tax benefits of the, deaich
wasa classic corporate inversié. The Senate Permanent Subcommittee on Investigations has
found that since the merger, Valeant has expeed a singkeligit effective tax rate on its
worldwide income?>®

TheC o mmi tinvestgdtien focused on four drugs marketed by Valeant where it is
apparent that the company followed a more sophisticated version of the business model outlined
earlier togenerate enormous profits on decades okpafént drugs® Indeed Valeant appears
to have been an early adoptetloé basic structure of the business model after it discovered that
two drugs it had acquired i n Eupidnine dnd SyprineAt on P
(among others), could generate substantial revenues for years before competitors could enter the
market.

In addition to Mr. Pearson and Mr. Papa, key players at Valeant include Mr. Robert
Rosiello, CFO from August 2015 to Augusti®) Mr. Howard Bradley Schiller, Interim CEO
from January 6, 2016, to February 28, 2016, CFO of Valeant from December 2011 through June
2015, and Board Director from September 2012 to June 2016; and Mr. Andrew Davis, Manager
of Business Development from Ap2012 to March 2013, Director of Business Development
from March 2013 to September 2013, and Senior Vice President of Business Development since
September 2013.

252 1d. at40.

253 Valeant Phamaceuticals, Inc., &, at 8 and 28 (Feb. 25, 2015)

254 See Impact on the U.S. Tax Code on the Market for Corporate Control andHdebsng Before the S.

Permanent Subcam on Investigations of the Eommon Homel and Se S HRl14AB38,at®4 Af f ai r ¢

(July 30, 2015)
255 Id.

256 Id
257 |d

258 |d. at 95.

259 Mr. Pearson was removed as CEO on April 21, 2016, and was formally replaced by Mr. Papa on May 3, 2016.

Under Mr. Papa, Valeant states it has repudiated its strategy of acquiringstddatiugs with a business plan

which called for massive price increases, but has not lowerddttpece of the drugs on which it took enormous

price increases. Committee Staff I nterview with Josepl
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B. Cuprimine and Syprine

1. Background

Cuprimine and Syprine are predominantly ugetteat Wilson disease, a rare condition
(about 30,000 cases worldwide) chardtterized

Dr. Frederick Askari, M.D., Director of the Wilson Disease Center of Excellence at the
University of Michigan Health Sysm, described the pathology of the disease and its grave
consequences, as well as various treatment op
Copper (like other essential trace elem&itss necessary in small amounts for human life, and
is found in trace amounts in a variety of items humans constfméormally, copper levels are
regulated through a natural process by which the liver removes excess copper from the body. In
the case of an individual with Wilson disease, due to a genetic dbketier retains excess
copper, and ultimately releases it into the bloodstream, where copper accumulates to potentially
toxic levels?®® The consequences of the accumulation may be felt immediately or may be
del ayed as the bodgo dgordtlisomp oo fr etl ad®t beted yy Wiistal
untreated, Wilson disease can lead to liver failure, brain damage, and®deathAskari
testified that ceasing treatment can lead to severe consequences in a matter ahovéeks
access tomligs totreat Wilson disease are truly a matter of life and d&¥4th.

According to Dr. Askari, treatment options
types of action: (1) Chelating agents that prompt the organs to release copper into the
bloodstream to be filtered by thk&dneys and eliminated through urine; and (2) Awased
therapies which prevent t HeéThestantlard of careimtoasba or b i
chelating agent at least initially to remove excess copper, possibly switching to zinc after copper
levels have stabilizetP® Two chelating agents are available:

1 Cuprimine (penicillamine)has been used to treat Wilson disease since 1956 and was
approved by the FDA in 196%8° Cuprimine treats the diseasefpy o mpt i ng toit he or
releasecopperinto thebloodstream to be filtered by the kidneys and eliminated through the
urine®®’® Cuprimine was the medicine of choice for treating Wilson disease for much of the

260 National Institutes of Health, &tional Human Genome Research Institugrning About Wilson Disease,
(Dec. 8, 2010)found athttps://www.genome.gov/27532725/learnialgoutwilson-disease/ (last visited Dec. 8,
2016).

261 SeeW. Mertz, The essentidiraceElementsScience(Sept.18, 1981, [213(4514):133:B].

262 SeeApril 2016 Hearing Trans. at. 20:1214 testimony of Frederick K. Askari, M.D.)

263 |d. at. 20:1518.

264 Committee Staffnterviewwith Dr. Frederick K. Askari (Apr. 26, 201¢)fi As kai ewbht er v

265 SeeApril 2016 Hearing, at 1written estimony of Frederick K. Askari, M.D.).
266 Id.

267 |d
268 Id

269 SeeApril 2016 Hearingat 1i 2 (Apr. 27, 2016) (written testimony of Frederick K. Askari, M.D.); FDA File
N019853.
270 April 2016 Hearingat 1i 2 (Apr. 27, 2016) (written testimony of Frederick K. Askari, M.D.).
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past fifty years and many patients with the disease take Cuprimine throughout their lives.
While it continues to work for most patients, it is no longer the gold standard for every
patient because approximately one third of patients expereivegseside effectg/!

Conversion to far less costly zinc treatment is a viable optiosofoe patient$’? That

said, some physicians are reluctant to change patients who have been stable on Cuprimine
for decades to another drageverypatientreacts differently to side effects Cuprimine

is also approved to treat cystinuria, and rheumatoid arthftti®epen, sold by Meda
Pharmaceuts; is also a branded penicillamine, but it is not AB substitutable for Cuprimine,
meaning that the two drugs interact differently with the body and accordingly a pharmacist
cannot substitute Depen for Cuprimitié. There are no generic versions of either drug.

1 Syprine (trientine)was developed in 1969 as an alternative to Cuprimine for Wilson disease
and received FDA approval in 1985yprine is now generally considered the gold standard
for tr eat ieagand\ghysisiamsmadesncreasirgly starting therapy with Syprine
since it generally has fewer side effeéts There is no other version of trientine sold in the
United State$!’

2. The Acquisition of Cuprimine and Syprine

In May 2010, Valeanacquiredboth Cuprimine and Syprine as part of its acquisition of
Aton for $318 million with the intention to generate higlargin revenue streams. According to
a presentation made to the Valeant Board, Ato
focusonopht hal mol ogy an d® fostide im that présenthtiow, ltelecdo n's . 0
AStrategic Rat i on alagtoCupriminédfanchSymirec t i Ompsh an sd ead ie
drugs provide stable revenues fr&nmheniche i ndi
presentation also states fA[ a]J]ggresive price i

271 Id

212 SeeMichael J. SchilskyetalCost |y Choi ces f or ,HMepacogyiVal.gl, MG 4, 880100 s Di s e
(2015).

273 Askari Interview.

274 Cuprimine Label (Rev. 8/2012).

215 SeeValeant Responses to Senate Special Committee on Aging (Sept. 13, 2016)

276 SeeApril 2016 Hearing, at 2 (Apr. 27, 2016) (written testimony of Frederick K. Askari, M.D.).

27 1n addition, Wilson disease patients whose copper levels have been successfully reduced can sometimes be

moved to a zindased drug for maintenance therapy and monitored for copper bubegdpril 2016 Hearing, at

1 (written testimony of Frederick KAskari, M.D.).

278 Electronic Meeting Invitation from J. Michael Pearson to Valeant Board of Directors, VRX_SCA_ 00284882

(Apr. 15, 2010)and accompanying attachmemroject Atom, Presentation to Board of Directors,

VRX_SCA_00284883, at VRX_SCA_00284884p¢. 15, 2010). Mr. Pearson, testified that he was ultimately

responsible for the content of any PowerPoint Presentation placed before the Board of Difse®esarson
Deposition, at 27:118 0 : 2 1 . Pearson al so i ndidoamentd thdt weatttothei n gener a
Board, 0 and would edit thosedad7’7cii8Bnents i f he deemed it
219 Electronic Meeting Invitation from J. Michael Pearson to Valeant Board of Directors, VRX_SCA_00284882

(Apr. 15, 2010)and accompanying attactent, Project Atom, Presentation to Board of Directors,

VRX_SCA 00284883, at VRX_SCA 00284891 (Apr. 15, 2010). Pearson testified that although he focused on

other benefits of the transaction, that this bullet point did represent a key strategic ratioti@driinsaction. See

Pearson Deposition, at 471148:14.
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T R x 89 Later, the presentation highlighted another reagioythese two drugs had such
powerful pricing potenti@ neither faced generic competitionddAPI sourcing was a barrier for
a potential generic competitéit

AnotherBoardpr esent ati on indicated that the A a]
business..8 [ p] rovide stabl e r ev?®rdaaded biccompanymg phan p
analyss indicated that Valeant expected high gross margins on Cuprimine and $Sprine.

3. Sale of Cuprimine and Syprine to Retrophin Contemplated

In August 2012Valeantreceived an unsolicited offer from Retrophin for the sale of
Cuprimine and Syprin&* Mr. Davis recalled that he personally dealt with Mr. Shkreli and his
attorneys in processing this offép. No witness or document revealed the specifics of the offer,
but Mr. Davis testified that it was formulated with an upfront payment and then payavent
time 286

Apparently in response to this offer, Valeant prepared an analysis of Cuprimine and
Syprine that was sent to Mr. Pearson, Mr. Schiller and other senior company officihe
analysis considered tlier uigsadt on total revenue whemevenue from Cuprimine was
stabilized through price increases to offset a decline in sales, while revenues from Syprine rose
due to price increases on sales volume that remainedflat.

Mr. Dauvis testified that he was instructed to pursue the transagtiorabagement
because they felt it made sense economié&llyn his deposition, Mr. Davis testified that the
transaction was signed, but then fell through when Retrophin failed to make the required initial
immediate paymertf®

280 Electronic Meeting Invitation from J. Michael Pearson to Valeant Board of Directors, VRX_SCA_ 00284882

(Apr. 15, 2010)and accompanying attachmemroject Atom, Presentation to Board of Dicegst

VRX_SCA_00284883, at VRX_SCA_0028488 ( Apr . 15, 2010) . | tdraders 0 cauti on
price increases could impact vollWRX S€ADR&EOTr i ncrease |
281 |d. at VRX_SCA 00284887, VRX_SCA 00284908 (AfhB, 2010).

282 SeeEmail from Warren Lei to J. Michael Pearson, et al., VRX_SCA_0028%ftbaccompanying attachment

Project Atom Update, VRX_SCA 00289830, at VRX_SCA 00289831 (Apr. 27, 2010).

283 SeeEmail from Warren Lei to J. Michael Pearson, et\dRX_SCA_00289745and accompanying attachment

Aton Acquisition Model, VRX_SCA_00289746 (Apr. 27, 2010). Prior to the close of the acquisition in May 2010,

Valeant undertook an analysis of substantial prices increases (Cuprimine 72 percent and Gygrémeeht).See

Email from Ryan Weldon to J. Michael Pearson, VRX_SCA 00045813 (May 3, 2010). To be sure, Valeant did not
implement an immediate increase at this time. It did, however, take a meaningful price increase$edunfea,

at52.

284 SeeDeposition of Andrew Davis, at 33:134:2,35914 ( Apr. 11, 2016) (fibDavis Depo
28 1d. at 34:1222.

28 1d. at 35:912.

287 SeeEmail from Ryan Weldon to J. Michael Pearson, et al., VRX_SCA_00076615 (Aug. 17,520112)

accompanying attachmer@uprimine and Syprine, VRX_SCA 00076616 (undated).

288 SeeEmail from Andrew Davis to Ryan Weldon, VRX_SCA_ 00076589, at VRX_SCA_ 00076589 (Aug. 17,

2012).

289 seeDavis Deposition, at 35:122.

2% 1d. at 35:2337:2.
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4. AOrphan Drug Strategyo

The Committee uncovered that, beginning in late 2012, Valeant faced a situation in
which its Neurology and Others business was failing to meet some of its budgetary targets
(despite steady price increases in Cuprimine and Syptthén). addition to patentially having
impacedt h e Co mp aly refoded finanbelkhishad the potential to resuit a
substantial reduction in compensation for unit executives, as the company closely tied
compensation to unit performant®@.Val eant 6 s s doptthé Orphan Dwg Rricirtgo
Strategy in order to meet aggressive performance goals and generate extraordinary public

numbers to trumpet té/all Street.

Afivecyear strategic plan reviewed by Valeant

that thebasebusness of the Neurology and Other unit would erode over the planning horizon,
from $717 million to $570 million annualdya compound rate of decline of 4.5 percent per

291 valeant divided its operations into a nlben of business units. All four drugs investigated by the Committee

(Cuprimine, Syprine, Ilsuprel, and Nitropress) were

Neur ol ogy and Other wunit was f or mendtfall vathirtle lotder \falednth o d g
business units, such as (Beepdarsom Bdpasition,atgB9iE2:16. rNeuiotbgyr mat o
and Others, as well as most Valeant units, reported to the Executive Vice President for the Company Ggoup durin

the time relevant to the investigation.
292 Mr. Pearson, in response to Committee questioning, testified that executive compensation within a Valeant

business unit was I|linked to its perfor mancetherBealdat i v e

prior to each fiscal yearSeePearson Deposition, at 128131, 130:1720.

Q: Okay. And to be clear, when you said you paget paid off the budget, | take that to mean that your
bonus is linked to how your unit performs relative to yourdaidin broad terms?

A: A piece of your bonus.

Q: Okay. How much?

A: So our bonus & for thed for the business unit managers, about 75 percéristo 75 percent is based on
financial performance of that unit, approximately 65 percent; 10 percemtli® @ntire company; and 25
percent is on strategic initiatives.

Q: Ok ay. And whatés the order of magnitude of bonuses

A: Twentyfive to, for the very large units, 50 percent . . . of your salary would be your target bonus.

Id. at 132:%77 133:13.

This bonus regime applied across all levels of management, from the managers of individual business units

to Mr. Pearson.SeeDeposition of Howard Bradley Schiller, at 465.:3 (Apr. 6, 2016) (explaining intricacies of

Val eant 6s bonus s c he ngventhatt@npdnsatioh &f Yaledheepeuigivies ranged srom.a six

figure salary to a seven figure salary a ydae,bonuses implicated by this regime were substarSiedl_etter from
Robert K. Kelner, Esqg. to Samuel E. Dewey, Esq. (Apr. 26, 2016) and accompanying chart [UNDER S&&AL].
also, VRX_SCA _00595710VRX_SCA 00595757 for detailed compensation analyticslated) [UNDER SEAL].
And this regime may have been strictly enforced. The ContrdigryaCarro, drafted a suggested cover email for

transmitting 2015 Budget targets to corporate sectors

targetsbut it is i mperative t AanyaCawetoh Mithael Peardon amchHoward. o
Schiller, VRX_SCA 00389324, at VRX_SCA_00389324 (Aug. 15, 20B4iL see Pearson Deposition at, 216116
217:22 (stating language in the foregoing emait not typical in his view, and noting he would not have
Atypicallyd used such | anguage).
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year?%® Even so, the plan targeted total revenues for the business grotteo $1 billion as it
sought out #dAlife cycle management opportun
opportunities to add new ®Mature products t

it
0O m

Leadership in this business unit was extremely concerned about a variety ofestistacl
meeting this ambitious goal for growt?? Three factorsppear to havied to the Valeant
Orphan Drug Strategy: First, tergrowthviwas A[ n] o
savingswas untenaB® second, A[ p] r i contd§andtiprd, vakes near e
ARO[ v]icti msdbhvessor sacakgsd exped®tations exc

Later that year, Board members, including Mr. Schiller and Mr. Pearson, reviewed the
2013 Budget which would establish compensation metrics for tire enmpany’®® This
budget projected Neurology and Other as Val ea
noted further price increases as a major opportunity for gréifth.

Faced with the need to drive profits both company wide and spegifigiiin
Neurology and Other, Valeant worked quickly to develop the Orphan Drug Pricing’Pi@n.

293 SeeEmail from Laura Gaibor to Valeant Board, VRX_SCA_00292711 (Aug. 31, 2afh@)accompanying

attachmerd, Meeting Objectives and Agenda Review, Strat@&gning Offsite VRX_SCA_0029271and US

Neurology / Other Strategic Plan 202217,VRX_SCA_0029239, at VRX_SCA_ 0029240 (June 1820, 2012).;

Pearson Deposition, at 89T113.

294 Email from Laura Gaibor to Valeant Board, VRX_SCA 00292711 (Aug. 31, 2am@)accompanying

attachmerg, Meeting Objectives and Agenda Review, Strategic Planning Offsite, VRX_SCA 00292712, at

VRX_SCA 00292725 (June 180, 2013, Neurology and Other Strategic Plan 202@17, Strategic Planning

Offsite, VRX_SCA_00292739, afRX_SCA_00292741, VRX_SCA _ 00292740, and VRX_SCA_00292({he

18 20); see alspPearson Deposition, 91:10 9 . Pearson testified that Valeantd
Airevenueod as shorthand for fAnBBO:7.revenue. 0 Pearson Dep:
295 SeeEmail from Laura Gaibor to Valeant Board, VRX_SCA_00292711 (Aug. 31, 2@h#@)accompanying

attachmerd, Meeting Objectives and Agenda Review, Strategic Planning Offsite VRX_SCA _002@2d12S

Neurology / Other Strategic Plan 202017, VRX_SCA 0029239, at VRX_SCA _00292758June 1820, 2012).
296 |d

297 Id
298 Id

299 SeeEmail from Craig Olson to J. Michael Pearson, Howard Schiller et al., VRX_SCA_062@80v. 11,
2012),accompanying attachmerz013 Budget: Board of Directors Discussion, VRX_SCAIRD6! (Nov. 13,

2012).

300 SeeEmail from Craig Olson to J. Michael Pearson, Howard Schiller et al., VRX_SCA_062@806v. 11,
2012),accompanying attachmerz013 Budget: Board of Directors Discussion, VRX_SCA_0029386

VRX_SCA_00293070, VRX_SCA_00293077. (Nov. 13, 2012).

301 On January 15, 2013, Davis emailed Mr. Lei Warren (Valeant Business Development), and Mr. Jeff Strauss

(Val eant Business Development) with thekifsyouhdvect AOr pha
anything showing orphan drug price comps (for when maki
Jeff Strauss and Andrew Davis, VRX_SCA_ 00076625, at VRX_SCA_00076625 (Jan. 25, 2013). In response, Mr.

Lei circulated a 2011 spged s heet t hat detailed how Valeantés orphan d
orphan drugs (without distinction as to innovator status). Excel Spreadsheet, VRX_SCA_ 00076627 (undated). Mr.

Strauss noted: i we appe aoptionso The eonctusioa coald be thdt we cbubdwe r c o st
increase price significantly and stil!/ be under the r at
the more expensive or phans a rdewe bhaveldsoofjaargusnent on Eostthane we 6r e
others. Alsd si nce wedve taken price on others, didnét want t
potenti al backl ash. o Email from Jeff Strauss to Lei W
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April 20, 2013, Mr . He mant h -BeadoVNeurgogyeasde

Other unit, presented the May 2013 Forecast to Mr. Pearson andtMieS°? The Executive

Summaryis shown inFigure 2.

Figure2. Val eant 6s Executive Summary
" o
Executive Summary

A Q1final results
Net Sales: ($2.1M) vs LE2, $4.4M vs Plan
EBITA: $4.3M vs LE2, $12.5m vs Plan

LES5 Overview
Q2 Net Sales: ($6.3M) vs LE2, $1.1M vs Plan
Q2 EBITA: ($2.0) vs LE2, $7.9 vs Plan
FY Net Sales: ($41.7M) vs LE2, ($5.2M) vs Plan
FY EBITA: ($19.9M) vs LE2, $24.1M vs Plan

A Key Downside Drivers: ($47.7M) of the ($41.7M) from LE
Partner Products: FY ($24.8M) vs LE2, (10.2M) vs Plan (Slides 27-39)

WBXL: FY ($9.9) vs LE2, ($13.3) vs Plan (Slides 45-49)
A Q4 Medco buy >50k units (~$10M) Q1 Medco buy 10k units (~$3.2M). Not properly accounted for in 2013 Plan
A Revised Forecast does not account for any future buy-ins

Fenofibrate: FY ($13.2M) vs LE2, ($36.8) vs Plan (41-44)
A  Teva request for rebids blocked conversion opportunity as they defended down to smallest accounts
A Some success with small indirect accounts (~2%) but insufficient opportunity to fully compensate

A Price Actions

Jan 2013 revised pricing schedule upward across all products & accelerated rest of year to
March for majority of portfolio

Exploring where additional pricing actions feasible for Q2-Q4 to compensate, including
exploring orphan drug opportunity

>

303

As Mr . Pearson admitted when deposed, t
for declining revenue by implementimggjor price increase$* The detailed portion of the
slides revealed that a 400 percent pricing increase was contemplated for Syprine, with a 100
advocacy

percent increase for Cuprimif® Toget her with fdApatient

VRX_SCA_00076712 (Ja28, 2013). Mr. Dauvis testified he did not recall these exchanges. Davis Deposition at

38:9 10.

302 SeeEmail from Hemanth Varghese to J. Michael Pearson and Howard Schiller, VRX_SCA_00039561 (Apr. 20,

2013),and accompanying attachmeeurology/Other Brecast Five, VRX_SCA_ 00039562 (Apr. 22, 2013).

303 SeeEmail from Hemanth Varghese to J. Michael Pearson and Howard Schiller, VRX_SCA_00039561 (Apr. 20,

2013),and accompanying attachmeieurology/Other Forecast Five, VRX_SCA 00039562, at

VRX_SCA 0003364 ( Apr. 22, 2013). The fpl amportamtbuligetr r e d t
number. Pearson Deposition at 127:PP814. The forecasts are myeéar updated performance projectiohd.

The numbers in parenthesis are negative.

304 SeePearson Deposition, at 130i117. Pearson testified that although Neurology and Other was rarely behind

budget, they did at times use price increases in order to meet their budgatsl31:22132:16.

305 SeeEmail from Hemanth Varghese to J. Mich&elarson and Howard Schiller, VRX_SCA 00039561 (Apr. 20,

2013),and accompanying attachmeieurology/Other Forecast Five, VRX_SCA 00039562, at
VRX_SCA 00039584 (Apr. 22, 2013).
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price hikes for Derser (another drug it controlled), Valeant projected incremental revenue
increases of $48 million.30°

Five days later, Mr. Laizer Kornwass#rethenhead of the Company Group, reviewed
an orphan pricing model desigsgyeaetdat MikgPedrgpgt t o t
had i n 3fiTlsis nfodebpobposed targeting a series of price hikes cumulating to 500
percent increase for Syprine and 100 percent for Cuprimine in the second half {%2013.
Similar models were circulated to the most sefggels of the company in the ensuing d#ys.

I n June, senior Valeant Executives reviewe
iOorphan Di sease P Theplan was designeddoiimpRreatmuge price
increases to drive profitabilit!

In the ensuing months Valeant implemented price increases on both drugs that were
greaterthan the substantial increase contemplated by the pricing model and strategy document.
Mr. Pearson testifiethathe was generally aware of these price increases Hrideg were
justified because Cuprimine and Syprine were
product s a t%Thespece history gf Sypmeand ¥aleant are reflectedTiable 2

Table 2. Pricing Histories of Cuprimine and Syprine

306 |d. at VRX_SCA_00039586.

307 Email from Jeff Strauss toaizer KornwasseiWRX_SCA 00077863 (Apr. 25, 2013)nd accompanying

attachmentExcel Spreadsheet, VRX_SCA 00077864 (undated).

308 SeeEmail from Jeff Strauss tioaizer Kornwasser VRX_SCA 00077863 (Apr. 25, 201a8)d accompanying

attachmentExcel Spreadsheet, VRX_SCA_(U®64 (undated)

309 See, e.g.Email from Jeff Strauss to Howard Schiller et al., VRX_SCA_ 00077285 (Apr. 29, 2013).

accompanying attachment, Excel Spreadsheet, VRTX_SCA_0007u28ated); Email from Jonathan Ercole to

Andrew Davis, VRX_SCA_00015895, accompanying attachments, Excel SpreatshgeSCA 00015896

(undated), Excel Spreadsheet, VRX_SCA 00015992 (undated).

310 Email from Hemant Varghese to Laizer Kornwasser, VRX_S@A38777 (June 27, 2013)nd accompanying
attachmentOrphan Disease Product Launch Plan, VRX_SCA 0038778 (undated); Orphan Disease Produce Launch

Plan, VRX_SCA_00055326 (undated).

311 1d. at VRX_SCA 00055342, VRX_SCA _0005534®. Mr. Pearson had no alection of this document

which was found on his computer hard drive. The Commi
representationSeePearson Deposition at 13911#12:5. See, e.g.Email from Howard Schiller to Amy Hancock,
VRX_SCA_00105123 (Dec. 4, 20149nd accompanying attachmehteuro Pricing, VRX_SCA 00105124, at
VRX_SCA_00105125 (Dec. 2, 2014) (noting historical pri
20130) .

312 pearson Deposition, at 18511(86:4.
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Date Old Price

5/26/2010 $ 444.89
6/3/2010 $ 444.89
6/4/2010 $ 444.89
8/2/2010 $ 507.17

3/12/2011. $ 542.67

8/27/2011. $ 596.94

2/29/2012 $ 614.85

8/23/2012 $ 670.19
2/1/2013 $ 730.51
4/1/2013 $ 887.57

7/12/2013 $ 985.20

Cuprimine

New Price % Increase

444.89
507.17
507.17
542.67
596.94
614.85
670.19
730.51
887.57
985.20
$ 1,231.50

BB BB BB BB BB

8/9/2013 $1,231.50 $ 1,970.40
11/1/2013 $1,970.40 $ 2,364.48
2/28/2014 $2,364.48 $ 2,955.60
5/30/2014 $2,955.60 $ 3,694.50
7/18/2014 $3,694.50 $ 5,541.75

11/21/2014 $5,541.75 $ 6,090.38

7/2/2015 $6,090.38 $ 6,547.16

7/31/2015 $6,547.16 $26,188.64 300.0%

313

0.0%
14.0%
14.0%

7.0%
10.0%

3.0%

9.0%

9.0%
21.5%
11.0%
25.0%
60.0%
20.0%
25.0%
25.0%
50.0%

9.9%

7.5%

Cummulative

% Increase

14.0%
14.0%
22.0%
34.2%
38.2%
50.6%
64.2%
99.5%
121.4%
176.8%
342.9%
431.5%
564.3%
730.4%
1145.6%
1269.0%
1371.6%
5786.5%

Syprine

Date Old Price New Price % Increase

6/3/2010 $ 652.05
6/4/2010 $ 652.05
10/7/2010 $ 782.46
3/12/2011. $ 821.58

N B BB

782.46
782.46
821.58
985.90

8/27/2011. $ 985.90 $ 1,035.20
2/8/2012 $ 1,035.20 $ 1,128.37
8/1/2012 $ 1,128.37 $ 1,229.92

10/25/2012 $ 1,229.92 $ 1,291.42
2/1/2013 $ 1,291.42 $ 1,394.73
4/1/2013 $ 1,394.73 $ 1,548.15

7/12/2013 $ 1,548.15 $ 3,049.86
8/2/2013 $ 3,049.86 $ 5,703.23

8/30/2013 $ 5,703.23 $10,550.97

2/28/2014 $10,550.97 $13,188.71

7/18/2014 $13,188.71 $19,783.07

2/12/2015 $19,783.07 $19,783.07
7/2/2015 $19,783.07 $21,266.80

20.0%
20.0%
5.0%
20.0%
5.0%
9.0%
9.0%
5.0%
8.0%
11.0%
97.0%
87.0%
85.0%
25.0%
50.0%
0.0%
7.5%

Cummulative
% Increase

20.0%
26.0%
51.2%
58.8%
73.0%
88.6%
98.1%
113.9%
137.4%
367.7%
T74.7%
1518.1%
1922.7%
2934.0%
2934.0%
3161.5%

Subsequent to the more than 200 percent cumulative increase (FY) on Cuprimine in July
and Augus®013and the more than 800 percent cumulative increase (FY) on Syprine in the
same time period, the Neurology and Other unit presented forecasts to MorR&ér. Schiller,

Mr. Kornwasser and other senior management indicating that they were now on saglats

their budget projectioh* (andpresumably earthe attendant bonusés doing s9.3*° This

success was due in no small part to the incrediblpflowing from Cuprimine and Sypring®
Further price increases were planned for both drugs later in thé'{ear.

The 2014 budgét® highlights that it was expected that Neurology and Other revenue and

b eu atfd MraPearsonrpergorally expdrtgd o r p
this growth®?° These expectations led to price increases early in 2014 on both drugs. The

updated 2014 business plan for the unit implementing this m@&ndatpresented to Mr.

profit

gr owt h

W

oul d

313 etterfrom Robert K. Kelner, Esq. to Samuel E. Dewey, Esq.| at(Mar. 22, 2016).
314 SeeEmail from Steven Sembler to J. Michael Pearson et al., VRX_SCA_00038631 (Sept. 11a8013),

accompanying attachmeritieurology/Other Forecast 8 Update, VISCA 0003868, at VRX_SCA 00038647
(Sept. 12, 2013); Pearson Deposition, at 181227
315 Seesupra notes 29192a n d

12,2013).

319 |d at VRX_SCA_00459655.
320 SeePearson Deposition at 2037294:2.

accompanying text (discussing Valeant 6:¢
316 See, e.g.Neurology/Other Forecast 8 Update, VISCA 00038645, at VRX_SCA_000386@8ept. 12,

2013); Pearson Deposition, at 182:283:9; First Set of Interrogatories to Robert Rosiello, &8fid attached

charts (Mar. 27,
317 SeeNeurology/Other Forecast 8 Update, VISCA 0003845, at VRX_SCA 00038648 (Sept. 12, 2013).

318 SeeEmail from Howard Schiller to Laura Gaibor and J. Michael Pearson, VRX_SCA 00459645 (Dec. 12,
2013) and accompanying attachmef014 Budget: Board of Directors Discussion, VRX_SCA 00459646 (Dec.

2

016,

amended Aug.
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Pearson, Mr. Schiller, and oth8rshowed the extraordinary profitability generated by these

price hikes?! | n particul ar, the fAExecutiv® Summaryo
Submi ssion in October, o including, A[ mM]ore ag
(Syprine and aadyctionimvialeaat)dgnationso the foundatiomproviding

patient assistance ftinese drugg??

Turning to the laer part of 2014, the strategy of driving impressive performesiaéve
to thebudget (and reaping the resultant bonuses) contitfddeticesalsocontinued to
increase’®*

Il nto 2015, Neurology and Otherdéds November
reacha billion dollars in revenue in December 201three years ahead of schedtffe This
same plan called for massive growthéwenue, again fueled by substantial price incre%8es.
The update from the unit for the 2015 Board Budget review boasted:

9 ANeur o Busi ness SakeantuniSd achievei$hBgn ahnoal revenue
and will achieve double digit growth for revenand EBITA for 201427

ss Unit wil!/ continue to prod

Valeant again took substantial price increases on Syprine and Cuprimine in 2015, presumably to
meet these targeté’

321 SeeEmail from Steven Sembler to J. Michael Pearson, et al., VRX_SCA_ 00458596 (Nov. 1122@13),
accompanying attachmentieurology/Other 2014 Plan, VRX_SCA_00458640VRX_SCA 00458611 and
VRX_SCA_00458614Nov. 12, 2013).

322 |d. at VRX_SCA_00458611 (Nov. 12, 2013).

323 SeeEmail from Steven Sembler to J. Michael Pearson et al., VRX_SCA 00336192 ,(20114),and

accompanying attachmermtieuro Q3 Projections & OutlookRX_SCA 0033602, at VRX_SCA 003361138

(July 7, 2014); Email from Steven Sembler to J. Michael Pearson et al., VRX_SCA_0813867, 2014, and
accompanying attachmertieuro Update 2014 Q1 FY14 and Full Year, VRX_SCA_00151664, at
VRX_SCA_0015166470 (Apr. 8, 2014).

324 Seesupra at 54

325 SeeEmail from Laura Gaibor to J. Michael Pearson, VRX_SCA_ 00056530 (Oct. 24, 20t4accompanying
attachmentNeuro Q 2014 Outlook & 2015 Plan, VRX_SCA_00056531, at VRX_SCA_00056533 (Nov. 10, 2014);
see alspsuprg at51( di scussing the Unitdéds 5 year business plan).
326 SeeEmail from Laura Gaibor to J. Michael Pearson, VRX_SCA 00056530 (Oct. 24, 20i4dccompanying
attachmentNeuro Q 2014 Outlook & 2015 Plan, VRX_SCA_00056531, at VRX_SCA_00056533,

VRX_SCA_ 00056543 (Nov. 10, 2014).

327 Email from Laura Gaibor to J. Michael Pearson, VRX_SCA_00499052 (Nov. 12, 20it¥accompanying
attachmentNeurology/Other Business 6Update, VRX_SCA 00499518, at VRX_SCA_00499536 (Nov. 20, 2014).
328 |d

329 Seesupra at54.
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5. Aggressive Price Increases

Valeant knew that Wilson disease is a deadly disease. This stark reality, coupled with its
control over the drugs that were essential for the-latg of most victims of the disease, gave
Valeantmonopolyii p r i ¢ i n ger Guprinée and Qyprine. Valeant exploited this, as Mr.
Pearson admitted in response to questioning at the April Committee hearing:

Senator Kaine In your thinking about this free market system you are describing, is it a
factor ... [that] ... #absence of Syprine could lead to liver failure or a liver transplant
or even death? Is that a factor?

Mr. Pearson: Itis. .. .3

a. Gold Standard

Health care professionals consider Syprine (and in the eymioioaity of providers,
Cuprimine) to le the gold standard for treating Wilson dise¥$evaleant knew that Syprine
hadlargelydisplaced Cuprimine as the gold standard for Wilson disease treatment. As one

executive put it in an email to Mr. ®Bearson nC

Syprine so any loss is likely to Syprine which is ahead of QTD and YTD plan and is a higher

pri ced 3% Axthk Dicettor of Business Development explained, when asked about a

presentation Valeant prepared to share product opportunities withigloigernational

partners, being the gold standard sells more drugs:
Q:AiStrengt h: Mar ket | eader in the treat mer
no generic forms on the market . o Why woul
A: Myunders andi ng would be if youdre a market |
usually means i1itbés preferred therapy that
people need to continue to use it. And no
competiton 333

330 April 2016 Hearing Trans. at. 97:123.

331 Seesupra at47i 48.

332 Email from J. Michael Pearson to Rajiv DeSilva, VRX_SCA 00371892, at VRX_SCA 00371893 (June 13,
2011).

333 Davis Deposition, at 47:188:3 (quoting Email from Jeff Straus to Jonathan Ercole, VRX_SCA_00253149
(May 7, 2013)and accompanying attachmeBD Summit Orphan Products, VRX_SCA_00253150, at
VRX_SCA_ 00253152 (undatedgee alspDavis Deposition, at@t15 47:10 (discussing provenance of the BD
Summit Orphan Products document).
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b. Limited Substitutability
Even prior to acquiring Syprine and Cuprimine, Valeant focused on the fact that the
drugs had limited substitutes and were effectively-solerce as shown irFigure 3, a dide
prepared for the acquisition.
Figure 3. Valeant Cuprimine and Syprine Acquisition Slide

CONFIDENTIAL

Non-Promoted Products of Interest

SYPRINE
PEMICILLAMIME trientine hydrochlonde
Capsules Capsules
Only first-line agent for WD Only refractory chelator for WD
A$10M+ net sales
AUsed in treat ment of Wil sonbs Disease (genetic

AAccumulation of copper in tissues leads to liver damage and neurological symptoms
APrevalence: 1 in 40K (7,600 people in US today)

AApproximately 20% of WD patients develop lupus or Myasthenia Gravis (Mestinon)

AWi | s o n 6 s TRX marketdssshrinking

AAgents have potential in additional metal poisoning types of indications

Annual TRx Prescriptions

40,000
35,000 -
30,000 - /\\
25,000 -
20,000 | D”“j\n\n\q
15,000
10,000

5,000 -
0

2005 2006 2007 2008 2009

I+DEPEN (MEDA) —o— CUPRIMINE (ATON) SYPRINE (ATON) GALZIN (TEVA) —*— Market .
A LEANT 334

28

The theme of exclusivity continued in subsequent presentations shared by Valeant
executives, which noted that ASyprine is the
tr eat ment of \APa nsdo ntohsa td i tsheea sDeogR@tegy was succ@ssfpl h a n
in part because Cuprimine and Syprine were 0f
thera%ies. o

334 Electronic Meeting Invitation from J. Michael Pearson to Valeant Board of Directors, VRX_SCA_00284882
(Apr. 15, 2010)and accompanying attachmeRtroject Atom, Presentatida Board of Directors,
VRX_SCA_00284883, at VRX_SCA_ 00284887, VRX_SCA_00284910 (Apr. 15, 2010).

335 Orphan Disease Produce Launch Plan, VRX_SCA_00055326, at VRX_SCA_00055342 (undated).

336 See, e.g.Email Steven Sembler to J. Michael Pearson et al., VRRA $0038631 (Sept. 11, 2013nd
accompanying attachmentieurology/Other Forecast 8 Update, VRX_SCA_00038645, at VRX_SCA_ 00038654
(Sept. 12, 2013); Email from Steven Sembler to Scott Barry, VRX_SCA_00059485 (Oct. 7,821 3),
accompanying attachmentieurology/Other 2014 Plan, VRX_SCA 00059486, at VRX_SCA 00059509 (Oct. 10,
2013).
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C. Small Market

From the earliest exploration of the inher
Valeant, senio¥aleantexecutives recognized that these small market drugs, serving a limited
patient population, would provide Valeant with more pricing pot¥eMr. Pearsa himself
acknowledged hi s point at the Committeebs April hea

Senator Kaine. Do you understarily ou know, we are using [the
drugs. o Do you understand when we talk ab
model, do you understd why we have come to look at it that way?

Mr. Pearson. | certainly have learned more today, and | do understand the description

that you are giving now?®

Val eant also noted that price increases o0on
impactomm health budgets and was fAl argely tolerate
reason’3®

6. Patient Assistance Program Furthered Monopoly Profits

Valeant repeatedly touted its PAP, ¥WePP, in response to criticisms of its Cuprimine
and Syprine pricencreases. But based on internal Valeant documents, the Committee believes
that these programs were driven not by altrui
profits and then conceal that fact from the puffc.

a. The ValeantCoverage Plus Program Was Designed to Increase
Revenue

On a basic levelrevenue in pharmaceuticals is determined by the variables of price (how
much is charged for a drygnd volume (how many pills are sald}o-pay assistands often
one way tdancrease revenue. For example, take a drug that costs $100,000 for a pill. Suppose
its net costs to the compathat makes ifincluding SG&A and other allocated corporate
overheadlis $10,000**' Now suppose that insurance covers $80,000 of the cosgduad a
patient with a $20,000 epay. In theory that copay would cause the patiebetsensitive tehe
cost of the drugnd push back oprice changes artiigh drug coss$ by changing their level of
consumption, if possibleThis pushback could lead teduced volume, negating an increase in
companyprofits from price increases. Bwhen companies offero-pay assistanceo thathe

337 See, e.gElectronic Meeting Invitation from J. Michael Pearson to Valeant Board of Directors,

VRX_SCA 00284882 (Apr. 15, 201nd accompanying attachme®roject AtomPresentation to Board of

Directors, VRX_SCA_00284883, at VRX_SCA 00284884 (Apr. 15, 2088 ;alsdearson Deposition, at 32110

19 (noting that although Pearson was attracted to the
significancepp ce of Aton, in terms of revenue, was orphano).

338 Senate Aging Committee Hearinga | eant Phar maceutical 6s Business Model
and the Health Care Systeifrans. at98:6i 11 (Apr. 27, 2016).

339 Orphan Disease Product LaunchrRld¥RX_SCA 00055326, at VRX_SCA 00055360 (undated).

% To be sure, when pressed on these points, Mr. Pearson
assistance programs, we do not April@ti&Heantg, Transatal$6:181d. i nve st |
341 SeeAppendixfor an explanation of the terms of art used in drug pricing.
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patient pays almost nothinggmpaniegliminate that vector for downward pressure on pricing.

And the drug company #tprofits from the sale of drugs Even i f the drug col
entire copaywhich isjust an internal credit)t will still net a $70,000 profit (the $80,000

payment by insurance minus the $10,000 obgiroductior).

As Senator Warren explad attheC o mmi t t e 2006kearigp theséconomics
suggest that patient assistance programs may be more about profit than charity:

Well, so because what is interesting to me about this is it means, if | am following the
math right on this, you double the price even if you manage to give a waiver to the
customer, you are still making a lot more money on this. And part of the wayddigu

this out is there is a Bloomberg report out that says that the pharmaceutical industry spent
about $7 billion on copay assistance in 2015, and that was up from $1 billion in 2010.
That all sounds pretty good until you get to the rest of the math.

According to multiple analyses, these programs actually benefit drug companies when
alternatives may be available and shifting the costs of expensive drugs to consumers and
to the insurance companies, so we all pay higher premiums in order to cover if the
insurance company is still paying for it, and the drug companies are still picking up the
money and putting it in their pockets.

From the outset, the Valeant Coverage Plus Program was a poster child for the economic
point raised by Senator Warn It wasabout delivering cgpay assistance to the large percentage
of Wilson disease patients on commercial insurance in order to increase volume and resulting
profits3¥* The @A Or phan Disease Product Launcam Pl ano
fi[ o] p pytoexpand patient access and utilization with maximizing valu&?* That
presentation went on to state as benefits to Valeant:

f AMaximizes patient acquisition &hd retenti
f A"iEnhances per patieaot wabup®tbiretighcygompl i
T Allows for direct contr#1l of cost manageme

Indeed, in 2014ani nt er nal Val eant presentation | is
I

t
assistance initiative,MaketihgGilidisupportingl?@14/2015e nt i t | e

342 April 2016 Hearing;Trans. at. 115:19.16:10

343 SeeEmail from Hemanth Varghese to J. Michael Pearson and Howard Schiller, VRX_SCA 00039561 (Apr. 20,
2013),and accompanying attachmenieurology/Other Forecast Five, VRX_SCA_00039%&gar. 22, 2013xand
Neurology/Other Forecast Fiagackup, VRXSCA 0003987 at VRX_SCA 00039629VRX_SCA 00039635

(Apr. 22, 2013) (Noting commercial Cuprimine sales of 64.7 perahByprine sales of 69.30 percent).

344 Orphan Disease Product Launch Plan, VRX_SCA_ 00055326, at VRX_SCA 00055328 (undated).

345 |1d. at VRX_SCA_00055332.
346 |d.

347 Id
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Strat3gliheast. dr esent ati on Maketingingiative$d® ulmmsatr yy mder
AOr phan Strategy, o0 A[i ] ncrease Valeant Cover a
Disease Association and direct mail campaigrid © P 2*° Aind the Neurology and Other 2015

Plan list a priority for VCPP:

f ilncrease awareness and *mprove patient ac

9 fiMaximize reimbursement while minimizing patient out of pocket expense on Orphan
assetgr®?

Furthermorean email from MrKornwassed one of the most senior of Valeant
executives who was personally trusted by Mr. Pedfédrc | ear |y demonstrates
motive with theVCPP

[May 19, 2014, 10:22 a.m. Clarissa Alvarado, Valeant Customer Services Lead

(AAl var ado 0)]: Goad miroing haizer:s Gheryl asked me to send you the
information we provide to callers who complain about the price of Syprine, Cuprimine or
Targretin. We have a program for Syprine and Cuprimine called Valeant Coverage Plus.
Targretin is part of th¥aleant Patient Assistance Program, which is managed by

Inventiv Health.

[10:41 a.m., Kornwasser to Alvarado]: Do we have the names of people that have called
in regarding Cuprimine/Sypriieargretin over the last 2 months?

[10:43 a.m., Alvarado to Kornasser]: Unfortunately, we dé@rhave a way to store or

track that information.

[10:45 a.m., Kornwasser to Alvarado]: For these 3 drugs we need to find a way asap.
[10:54 a.m., Alvarado to Kornwasser]: | believe that B&L Consumer Affairs uses
SalesForceom to track these types of complaints, but our team does not

have access or training on this system.

[11:04 a.m., Kornwasser to Alvarado]: What do we need to do to be able to do this?
[11:13 a.m. Alvarado to Kornwasser]: Janice Glerum manages thetpaiumas access.

| will reach out to her to see if she can offer guidance on howeaur can get access.

[11:15 a.mKornwasseto Alvarado]: Thx. These patients are too valuable to f5Se.

348 Email from Laura Gaibor to J. Michael Pearson, VRX_SCA_ 00499052 (Nov. 12, 2@té)mpanying
attachmentNeurology/Other Business Update, VRX_SCA 00499518, at VRX_SCA_00499526 (Nov. 20, 2014)
(emphasis added).

349 |d. at VRX_SCA_00499527.

350 Email from Sandeepalit to Steven Sembler, et al., VRX_SCA 00483659 (Sept. 4, 2ahd)accompanying
attachmentNeurology/Other 2015 Plan, VRX_SCA 00483660, at VRX_SCA 00483669 (Sept. 4, 2014).

351 1d.

352 pearson Depositiomt Written Response 1.

353 Email from to Laizer Kornwasser to Clarissa Alvarado, VRX_SCA 00061484, at VRX_SCA 00061484
(May 20, 2014) (emphasis added).
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b. V a | e &overéage Plus Program Was Designed to Mute
Criticism from Patients and the Press

Val eant was acutely aware from the beginni

attract undue negat i v e papetshnd/orgdvarnment agen@¥p &t i en't
Accordingly, theVvCPPwas designed with the following objectives:

1 Privately address concerns fr

roviders to prevent pub®ic di l ays of ne
Mi ni mize media ciover&@agsee o th pricing
Ensur e ingoinwhy\aleaatnsenarigt hese i ncreases and th
messages are refleXted in any publications

om patients,
sp
e

o1 2 2y @ e 1]

1
1
Another portion of the presentatioshown inFigures 4 5, echoed tkese points.

Figure 4. V a | e &overage Plus Program Objectives
StrategicObjectives

|
w Addressany concernsfrom patients,insurancecompaniesor managedcareprovidersin

private discussionsn order to prevent negativesentimentfrom emergingin the mediaor
other publicvenues.

» Minimize mediacoverageof the pricingincreaseand any potential negativesentiment from
interestedparties.

w Ensurethat any reporter who doescoverthis subjecthasan accurateunderstandingof why
Valeantisenactingtheseincreasesandthat + I £ S keyniessagesrereflectedin any
articles.

‘ VALEANT SARD VERBINNEN & GO

354 Orphan Disease Product Launch Plan, VRX_SCA 00055326, at VRX_SCA 00055344 (undated).

3% 1d. at VRX_SCA_00055346.
356 1d.

357 Id
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Figure5.Val eant 6s Recommended Approach to Pricing

Recommended\pproach
N °

» We recommenda reactivecommunicationsstrategydesignedto prevent Valeantfrom doing
or sayinganythingthat drawsunwantedattention to the 2 A f{ adisgaSedrugrate increases.

» Valeantshoulduse the following communicationsnaterialsasa frameworkto respond
reactivelyto concernsfrom patientsand insurancecompanies/manageaareproviders,or
inquiriesfrom the media.

w Beforethe rate increasesare enactedValeantshoulddevelopa way to internally monitor, flag
and escalateany patient, insurer,or managedcareprovider concernsthat arise.

w JeffStraussor a member of histeam shouldnotify LaurieLittle and the SardVerbinnenteam of
any mediainquiriesthat arereceivedon this subject.

w If concernsgaintraction in the medicalcommunity or media,we would recommendinghosting
aworkinggroup conferencecallto discussf the communicationsapproachneedsto be altered
in any way to addressspecificissues.

ARD VERBINNEN &
W VALEANT wERmNae
This bend use free drugs and generous patient assistance to minimize coticism
continued in internal documents circulated among senior Vadzaotitives. Shortly after
rel ease, Valeantés Cover age Plsfordts releincegsuriagn wa s
that fA[p]J]ositive patient experience *®Increases
addition,part oftheNeurology and Othetld n i 2086bu dget pl anni ng was t o I
monitor social media outlets for patient feedback (blogisted to product cost and access in
order to mitigate otential for negative PR. O

C. Price Gouging

Profit motive drove the pricing strategy for Cuprimine and Syprine, and Valeant made
extraordinary profits. Sworn interrogatory responses oanl e a n {ClEOsMr. Rdsiello
indicate that since the implementation of the price inceedsdeant made massive profits, these
profits drove corporate profitability, Valeant paid almost nothing in cost of goods or otherwise to
make the drugs, and Valgadid not invest a ¢& in research and developmemtthose drug®*

3%8 1d. at VRX_SCA_0005536162.

359 Email from Steven Sembler to J. Michael Pearson, et al., VRX_SCA_ 00038631 (Sept. 11a8013),
accompanying attachmerntieurology/Other Forecast 8 Update, VRBCA 00038645, at VRX_SCA0038655

(Sept. 12, 2013).

360 Email from Laura Gioor to J. Michael Pearson, VRX_SCA_ 00056530 (Oct. 23, 2014) Neuro Q 2014 Outlook
& 2015 Plan, VRX_SCA_00056531, at VRX_SCA_00066%Nov. 10, 2014).

361 SeeRosielloInterrogatoriesat 8 and attached chiay 15 (noting that Valeant did not record any Research and
Development expenses for Syprine or Cuprimia@dy 6 and 7 (detailing the methodology by which certain
numbers were calculated)
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2013 2014 2015 2016

Ql Q2 Q3 Q4 Q1 Q2 Q3 Q4 Q1 Q2 Q3 Q4 Q1 Q2

Gross $2.33 $3.18 | $6.03 = $7.69 $9.72 | $10.11 $16.30 $20.05 $14.58 $9.86 | $50.79 $52.14 $55.68 $50.62
Product Sale:

in U.S.

Dollars*

Net Product | $1.92 | $2.41 | $6.00 | $5.87 $7.69 $7.27 | $10.98 $10.85 $8.34 | $8.00 | $27.06 $26.71 $27.20 $25.43
Sales, in U.S

Dollars*

Cost of $0.14 -$0.03 $0.04 @ -$0.15 @ $0.07  $0.24 $0.24 $0.21  $0.14 $0.10 $0.28 @ $0.18  $0.08 @ $0.21
Goods Sold,

in U.S.

Dollars*

Net Income | $1.41 | $2.07 | $5.59 | $5.65 $6.92 | $6.33 | $10.03 $9.93 | $6.74 | $6.43 | $25.31 $25.06 $24.90 $22.99
Attributable

to Cuprimine

in U.S.

Dollars*

The Ratio of | 0.18% 0.22% 0.39% @ 0.28% | 0.41% 0.36% 0.54% 0.49% 0.38% 0.29% | 0.97% 0.97% 1.15% 1.05%
Cupimine

Net Sales to

Net Product

Sales of

Valeant*

The Ratio of | 0.33% 0.47%  32.71% 1.04% | 1.15% | 0.87%  0.99% | 0.81% | 0.80%  0.69% | 2.32% | 2.63% | 3.30% 2.33%
Cupimine

Net Income

to the Net

Income of

Valeant*

Gross $3.32 $3.94 $7.67 @ $28.68 @ $24.81 $25.55 $29.36 $48.61 $29.83 $35.01 $32.35 $40.28 $44.45 $36.30
Product Sale:

in U.S.

Dollars*

Net Product | $2.66 | $3.02 | $10.59  $20.65 | $18.52| $18.33 $20.32| $30.65 $18.31| $28.35 $19.00 $23.15 $23.05 $19.51
Sales, in U.S

Dollars*

Cost of $0.45 $0.26 | $0.59 @ $0.42 $0.38  $0.41 | $0.10 $0.38 @ $0.03 $0.22  $0.34 $0.30  $0.13  $0.79
Goods Sold,

in U.S.

Dollars*

Net Income | $1.37 | $1.91 | $9.16 $19.39 | $16.46 $16.24 $18.54| $28.59 $16.42| $26.27 $16.81| $20.99 $21.13| $16.92
Attributable

to Cuprimine

in U.S.

Dollars*

The Ratio of  0.25% 0.28% 0.69% @ 1.00% | 0.98% 0.90% 0.99% 1.37% 0.84% 1.04% | 0.68% 0.84% 0.97% 0.81%
Cupimine

Net Sales to

Net Product

Sales of

Valeant*

The Ratio of | 0.32%  0.44% 53.60% 3.55% | 2.72% | 2.22%  1.83% | 2.33% | 1.94%  2.82% | 1.54% | 2.20% | 2.80% 1.72%
Curimine

Net Income

to the Net

Income of

Valeant*

*Dollars in Millions
Table3.Val eant 6s Cuprimine and Syprine Profits
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C. Isuprel and Nitropress

1. Background

Isuprel and Nitropress are both drugs tinat designed to serve litgitical cardiac
functions in hospital settings and have been on the market for decades:

1 Isuprel (isoprotereno) (patented in 1956% an injectable druthatrelaxes blood vessels
and helps the heart pump blood more efficiently. It is used in cases of cardiac arrest and
can be lifesaving during emergencies for patients with very slow heart rates. Isuprel is
the standard of care in certain cardiac situattéhs

f Nitropress(nitroprussidé (the active ingredient in this drug was first isolated inl#
Century¥°3is an injectable druthatreduces blood pressure in cases of cardiac
emergencied® Nitropress is also a lifsaving standard of care, although hospitals are
now developing alternatives thagaywork in some case¥?

2. Acquisition

Valeant acquired Isuprel and Nitropress, and other drugs, from Marathon
Phar maceut i c alFebruarii 2045 far 63»®mrmllton), plis an estimated $3.3
million in acquisition expenses and related cd$tsThe same day it acquired these drugs,
Valeant raised the price of Isuprel by 500 percent, from $2,183.00 to $13,097.10 for ten 5
milliliter vials and the price of Nitropress by 200 percent, from $2,148.30 to $6,444.90 for ten 2
milliliter vials 36’

Valeant has since raised the price of Isuprel to $17,901.12 fomdiil&er vials,
representing a 720 percent cumulative incredisalso rasedthe price of Nitropress to
$8,808.80 for ten milliliter vials, representing a 310 percent cumulative incrése.

362 SeeApril 2016 Hearing, ati34 (written testimony of Richar Fogel, M.D).

363 SeeDevelopments in the Prescription Drug Market: Oversight: Hearing Before H. Comm. on Oversight and
Gov ot ,Rtd {Febr 4n2016) (written testimony of Howard B. Schiller).

364 SeeApril 2016 Hearing, at Bwritten testimony oRichard Fogel, M.D.

365 SeeApril 2016 Hearing, at-3 (written testimony of RicharBogel, M.D). The FDA approved a generic
version of Nitropress on December 9, 2016. FDAjgs@FDA: FDA Approved Produgt®und at
http://www.accessdata.fda.gov/gts/cder/daf/index.cfm?event=overview.process&AppINo=201#zh visited

Dec. 12, 2016).

366 Seel etter from Robert K. Kelner, Esq. to Samuel Everett Dewey, Bsd(Dec. 2, 2015).

367 Seel etter from Robert K. Kelner, Esg. to SamuekkettDewey, Esq.at 4 5 (Mar. 22, 2016)Brady Dennis,
Rattled by Drug Price Increases, Hospitals Seek Ways to Stay on Ghartlyashington Post (Mar. 13, 2016)
found af https://www.washingtonpost.com/national/hegdtlience/rattledy-drugprice-increasesospitalssee-
waysto-stayon-guard/2016/03/13/1c593de8f3-11e588ff-e2d1b4289c2f _story.html?utm_term=.436a50994307

(last visited Dec. 15, 2016)suprel is sold in packages of ten and Nitropress is sold in packages of one.
368 |d
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3. Monopoly Profits

The entire business cafee the acquisition of Isuprel and Nitropress rested on acquiring
a A mi s pr torieedtd prick drangatically

Valeant began to explore acquiring a suite of drugs from Marathon late in 2014 after
Marathon reached out to Mr. Schilf&. The driving factor behind the transaction was the
ability to take price increases on IsupnetldNitropress, which represented the bulk of the
transaction. A senior Valeant executive stat
would also have to bemiceplay( i f we deter mine there is upsid
have a saleteam calling on hospitals (ie no direct promotioHf Internal Valeant documents
reflect a focus on price increasedst he Companyds consultant McKin
put it, A[a]J]ttached pl ease f i ndmostbféhepraductdi ngs
reviewed (Marathon, [REDACTED], and VRX) . havematerial pricing potential %5

Valeant made an initial offer to Marathon on December 19, 2Gidhich was countered
by Marathon at a higher purchase pAteMarathon justified the higher purchase price by
indicating that there was room for further price increases (Marathoalteadiytaken a
substantial price increase earlier in the year). Mr. Pearson tethidieda § part of Mar at
pitch to usthey said that they still felt that there was a I@ ¢tie products were still
mi s p r3*Me Davidfurther explained to Mr. Pearson, Mr. Schiller, and others, that
Maratho provided Valeant with a pricing analysis commissioned by Marathon to demenstrat
that Valeant had room to takeoresubstantial price increas#s.

Aftert he transaction cl osed, Mr . Davis worked
together an accounting for the deal, and answered questions posed by the Hbidtelstte
aked A[w] hat was the motivation for the trans:

369 SeeSchiller Deposition, at 194:1095:6.

370 Email from Andrew Davigo Steven Sembler et.aVRX_SCA 00001104, at VRX_SCA 00001104 (Dec. 3,

2014) (emphasis added).

871 Email from Andrew Davis to Steven Sembler et al., VRX_SCA 00001012 (Dec. 29, 2014) (=napluzsl).

372 SeeNon-Binding Letter of Intent Between Valeant Pharmaceuticals Int. Inc. and Marathon Pharmaceuticals,

LLC, VRX_SCA 00078¢Dec. 19, 2014); Email from Andrew Davis to Barbar Ghias (Marathon),

VRX_SCA_00016485, at VRX_SCA_00016485 (Dec. 12, 2014).

373 SeeEmail from Babar Ghias to Andrew Davis and Alex Matheson, VRX_SCA_ 00014125, at

VRX_SCA_00014125 (Dec. 31, 2014).

374 pearsorDeposition, at 244:13.6.

375 SeeEmail from Andrew Davis, to J. Michael Pearson, et al., VRX_SCA 00593925, at VRX_SCA_ 00593925

(Dec. 30,2014){Fyi , attached is the pricing report Marathon heé
said that thesame folks did an informal review thisyeart hat sai d t here wasSesaldpurt her
Email from Andrew Davis to Laurie Little and Tanya Carro, VRX_SCA_00230933, at VRX_SCA 00230933 (Mar.

23, 2015) (At he s dtdntiakend ohtheir ¥alé to be aple to pravidegome of the detail on the
product price potentiald). The mere fact that Marathol
refused to produce thenredactedeport to the Committee on the grals that it was business sensitive and refused

to consent to Pennside discussing the report with the Committee.

376 SeeDavis Deposition, at 122:1623:3.
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cost »Mra Davis answered, #fA[t]lail end products
price efficientlyo (with #pri)é%Vaelfefa nctidesn tJ uyloy
price increases on I|Isuprel appear apgpamenthave bee
desireto improveprojected number¥’?

Confronted with evidence during the Commit
from Val eeatertalstatenemfdaonrd ¢ o n Ih birdsightdl regret fiursuing
transactions where central premise was based on an increase in pigceexample, our
acquisition of Nitropr®ss and Isuprel from Ma

a. SoleSource & Gold Standard
Fromthe beginning, Valeant planned to take aggressive price insr@assuprel and

Nitropress because the products were-sol&ce, the gold standard, and had limited
substitutability. In evaluating the transaction, Valeant commissioned a study from3égiin

Isuprel and Nitropres& whi ¢ h , among other things, reportec
drugs®® Mc Ki nsey determined I|Isuprel had a high | e
Al c]onsidered the st and ainlited Situattoasswbete and @A must
need¥Mc&i nsey el aborated that there was A[n]o
of Il suprel avai |l a® MeKinseyasdighee evenrhigherepdcin@potantiatte . 0
Nitropress, a s the dlearwitiesentiatiprcfrpno alternatves (eqy.dfastest acting
halfl i fe), o and the fAproduct must Dbé®¥lmvail abl e |
supporting material s, Mc Ki nsey noted that @nABo
beava | abl e for a small proporti®%n of cases wher

377 Email from Andrew Davis to George Gadkowski, VRX_SCA_00002081 (Mar. 19, 2@i&yccompanying
attachmentWord Document, VRX_SCA_00002082 (Mar. 19, 2015).

378 SeeDavis Deposition, at 12341124:2.

379 Email from Brian Stolz to J. Michael Pearson andyga@arro, VRX_SCA 00101078 (Jubl, 2015)see alsp
Email from Crag K. Olson, to J. Michaet&son et al., VRX_SCA_0042544hd accompanying attachment
Neuro Q3 Dscussion, VRX_SCA_00425448 (J&9, 2015).

380 Seginfra, at 73 74.

381 April 2016 Hearing,Trans. a#9:3 6 (emphasis added)

382 Email from Andrew Davis to Steve®embler et al., VRX_SCA_ 00001012 (Dec. 29, 201a)d accompanying
attachmentHospital Product Pricing Insight¥RX_SCA 00001013 (Dec. 29, 2014).

383 Email from Andrew Davis to SteveSembler et al., VRX_SCA_00001012 (Dec. 29, 201dnd accompanying
attachmat, Hospital Product Pricing Insight¥RX_SCA 00001013, at VRX_SCA 00001017 (Dec. 29, 2014).
McKinsey told the Committee that the presentation was more in the nature of market research versus a complete
pricing analysis. Committee Staff Interview of Aamilalik (McKinsey & Co.) (Apr. 19, 2016). Thisis a
distinction without a difference. While the Committee does not doubt McKinsey could have conducted a more
complete pricing analysis, the analysis they did conduct relates to, and was used by, diafeaning.

384 Email from Andrew Davis to Steve®embler et al., VRX_SCA_00001012 (Dec. 29, 201dnd accompanying
attachmentHospital Product Pricing Insight¥RX_SCA_00001013, at VRX_SCA 00001017 (Dec. 29, 2014).
38 1d. at VRX_SCA_00001018.

38 1d. at VRX_SCA _0000101%ee also idat VRX_SCA_00001018.

387 1d. at VRX_SCA_00001019. McKinsey noted that in some circumstances, hydralazine was preferred over
Isuprel, but McKinsey did not consider this significant because hydralazine was in shédtage.
VRX_SCA_00001037.
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Valeant also relied upon a pricing analysis commissioned from MME (the corti@ny
had conducted the @viousMarathon pricing reporti® This report echoed the conclusions of
the McKinsey studyas shown irFigure 6.

Figure 6. MME Pricing Analysis of Nitropress and Isuprel 38°

Three Primary Elements are most likely to affect future
use of these products

Competition/
Reimbursement

Decision-Making

Learn From Our Experience, Profit From Our Thinking

Nitropress

A Nitropress is a valuable agent for
immediately lowering blood
pressure during acute
cardiovascular emergencies (e.g.,
aortic dissection, aneurysm,
lacerated arteries)

A Use of Nitropress may be
substituted with other less costly IV
antihypertensive agents (e.g.,
hydralazine, nicardipine, labetalol,
nitroglycerin), if cost is perceived to
be problematic

A Nitropress is incorporated into hospital
algorithms, commonly following
nitroglycerine, for rapid lowering of blood
pressure

A Nitropress has discretionary use in
surgical settings for reducing bleeding
(e.g., orthopedics)

A May be limited only for acute use if
hospital pharmacy desires to manage the
product

Isuprel

A Niched use diagnosing cardiac
arrhythmias in electrophysiology test
A There are no other products
which provide the unique dose-
dependent necessary for this
diagnostic test

A Reimbursement coding for the
diagnostic test and associated
procedures involving Isuprel

range from ~$870 to as much as
$4,600 for some uses

A This reimbursementrate will
serve as the primary governor of
cost sensitivity associated with
| supusel 6s

A Other arrhythmia diagnostics do
not provide the same clinical
feedback as can be achieved with
Isuprel

A

If cost becomes an issue,
other tests may be
explored, however direct
substitution is improbable

© MME LLC 2013 3

Valeant admitted that the nature of Isuprel and Nitropress as@otee gold standard

drugs drove the transactions. When Deloitte
advantages for Nitropress and | suprel, o0 he re
in treat me Mr. Pasistestfiedg m. 0
By sol e source, 6 | meant that there are no
And by oO6that have specific use in the trea
or had done for us, we saw that theydadlat they were specifically useddertain
treatmend you know, in certain parts of the treatment paradigm where they had a
specific role to play>!
% The reportods fObjective[s] O were to A[r]evangw the pot
Isuprel...0 as wel | as to A[a]J]dvise on a\EmaillfranSteeen Pendir ci ng f | e

to Laizer Kornwasser, VRX_SCA_0012784 (Jan. 20, 20d%),accompanying attachmeRnlitropress and Isuprel
Pricing Flexibility Review Presented to ValeadRX_SCA 00012785, at VRX_SCA 00012787 (Dec. 24, 2015).

389 |d. at VRX_SCA_00012788.

3% Email from Andrew Davis to George Gadkowski, VRX_SCA_00002081 (Mar. 19, 28@8)accompanying
attachmentWord Document, VRX_SCA_0000208@ndated)

391 Davis Deposition, at 124i97.

67



b. Small Market

Pretransaction diligence makes clear that Valeant saw pricing potengiattdue to the
fact that Isuprel and Nitroprebavesmall markets. Both are used in hospitals in emergency
settings, limiting the extent to which price increases would attract attention and pusbback
patients and insurance compani®décKinsey analyzethe extent to which a price increase
would diaw the attention of the hospital committélestcontrol hospital drug purchasesfteén

caledan P&T commi tteeod) . Mc Ki nsey concluded that
price increases on | suprel or Notfocusegaonehe s, not
producfis]...t her apeu®?t hatchhspypically, P&T commit:t
therapies whi c K%fc[opu]lrdo douec tnsi shuasveed ,boeen i n the s
reviews are pr ac tfcal]leyucessasids thase psotuatsipte cbndoct a
class review; answer is always to keep on for
increases have been relatively unnotié&ed, alt
and A11/ 12 drensopto nddiesnctuss sdir ecent price i*hcrease
C. Slow Generic Approval
The Committeeds investi gat tgougingstiategywasev e al e

directly tied to how difficult it would be for a generic competitor to enter the market. Isuprel and
Nitropress were unique among the drugs that the Committee studied from the very

beginning, Valearknew ANDAs had been filed for both drugs and expected that at some point
those ANDAs would be approvéd. This expectation did not deter Valeant because the
Company calculated that FDA processing delays would stidl\several years of de facto
monopoly more than enough time to generate massive profits.

Prior to the transaction, Valeant commi ssi
conduct a study of when generic entry could be expéétedlennside reportettiat ANDAs had
been filed, and predicted delayed entry due to FDA backlogs:

392 Email from Andrew Davis to Steve®embler et al., VRX_SCA_00001012 (De29, 2014)and accompanying
attachmentHospital Product Pricing Insight¥ RX_SCA_00001013, at VRX_SCA 00001017 (Dec. 29, 2014).

393 |d. at VRX_SCA_00001019.
394 |d

395 Id
396 Id

397 SeeEmail from Andrew Davito Steve Sembler et al., VRX_SCA_00001104, at VRX_SCA_00001104 (Dec. 4,
2014). Cf. Email from Andrew Davis to Babar Ghias, VRX_SCA_00016485, at VRX_SCA_00016485 (Dec. 12,
2014).

3% SeeDavis Deposition, at 67:268:2.
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Figure7. Val eant 6s Consul tant Presentat

Executive Summary

A

X-Gen Pharma has filed ANDiAsboth ISUPREL ampoules and NITROPRESS vials in
of 2014 and is expecting approval for both in the 2@086 time period under GDUFA I
regulations

A Pennside believes approval in late 2016 or 1H 2017 is more realistic
Par Pharma Sterile Products filed an ANDA for NITROPRESS vials in June of 2014 a
expects and also approval in the 2626816 time period under GDUFA Il regulations, anc
it filed ISUPREL ampoules in Q1 2015 and is expecting approval under GDUFA Il
regulation in 2016

A Pennside believes approval in late 2016 or 1H 2017 is more realistic for NITROP

A If Par does complete its filing in for ISUPREL in Q1 2015, an approval in 1H 201¢€

highly possible (see Regulatory discussion on Page 8)

Sandoz and Sagent have both also filed ANDASs in June of 2014 for NITROPRESS vi
both expect approval in the 2015016 time period under GDUFA Il rules
A Again, Pennside believes approval in late 2016 or IH 2017 is more realistic

OraPharma/Valeant shoultsume there will be two (2) genesources for

ISUPREANndfour (4) for NITROPRESSNid-2017, with more to follow

@ Y

i on on

55 Valeant: ISUPREL & NITROPRESS Generic Threa@SONFIDENTIAL Page3 26 December 2014 @399

Pennside reported further details of FDA approval timeANMDA submissions and
that AFDA Average iR8@8vMeff* Aismae for

not ed

Mr. Sembler forwarded this presentation to Mr. Davis with the following instructions:

AFrom this research, it | ooks | itke2016/80&7% e
timeframe. 1 believe this event would occur sooner than business model assumptions. We
d take this risk fnto consideration

shoul

Valeant subsequently adjusted its early internal modeNhgh had been predicated on
geneic entry in 2018'%? Valeant did not pull out of the transaction, but swiftly calculated

whet h

er the few years of monopoly

power

generate immense returtfS. These revised calculations showed that the sizepotential price
increase would not affect the date of generic entry (generally a higher price point makes a market

399 Email from Steven Sembler to Andrevails, VRX_SCA _0001270%nd accompanying attachmeRtennside
Partners, Ltd.Isuprel & Nitropress Generic Threats in the U.8RX_SCA_00012706, at VRX_SCA_00012708
(Dec. 26, 2014).

400 |d. at VRX_SCA_00012713.
401 Email from Steven Sembler to Andrew Davis, VRX_SCA_00012@08,accompanying attachmeRennside
Partners, Ltd.lsuprel & Nitropress Generic Threats in the Y. 8RX_SCA_00012706, at VRX_SCA_ 00012708
(Dec. 26, 2014).
402 SeeEmail from Andrew Davis t&teven Sember, et al.,, VRX_SCA_00396915 (Dec. 29, 2014).
403 See, e.g.Pearson Deposition, at 22P17 4 Q:( Here it says, Either way, the outside firm is expecting approvals

in late 2016 through 2017. If approvals had been expected months after the transaction, would you have gone ahead
with the transaction”A: Again, it would all depend, at that point imi, on the economics. .).
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more attractive for a genemganufactureto seek to enter the market) because ANDAs had
already been filed for both products and theylelawas ent i rely fia functi on
F D A%49

Valeant executives were presented with a modeling metric with two variables, the length
of the FDA delay in approving generic entrant
increase, showing # Valeant had multiple paths to a viable transaggbown inFigure 8.4%°

Figure8 Val eant 6s Model ing Matri x
Day 1 increase
IRR/Payback | 20% 30% 40% 50% 60%
Gxentry | 2015 15% IRR 16% IRR 17% IRR 18% IRR 20% IRR
Nitropress 9.1 Years 8.6 Years 8.1 Years 7.7 Years 7.3 Years
and 2016 16% IRR 18% IRR 19% IRR 21% IRR 23% IRR
Isuprel 8.1 Years 7.5 Years 6.9 Years 6.4 Years 5.9 Years
2017 18% IRR 20% IRR 22% IRR 24% IRR 26% IRR
6.7 Years 5.9 Years 5.2 Years 4.5 Years 3.9 Years
2018 20% IRR 22% IRR 24% IRR 27% IRR 29% IRR
4.7 Years 3.8 Years 3.3 Years 2.9 Years 2.8 Years
2019 21% IRR 24% IRR 26% IRR 29% IRR 31% IRR
3.7 Years 3.4 Years 3.2 Years 2.9 Years 2.8 Years
2020 23% IRR 25% IRR 28% IRR 31% IRR 33% IRR
3.7 Years 3.4 Years 3.2 Years 2.9 Years 2.8 Years 406

Davis and others p
processing generic applicatigniscludingd i s ¢
speeding up approval
actually d¥curred yet

rformed anal ysessinto det
ssing with Pennside fith
or Generic drugs (which

1. Price Gouging

As with Syprine and Cupri mi esdorisupr@ndant 6s p
Nitropress were extraordinary. Past ansacti on, Deloitte asked Mr
certain financi al assumptions, noting those a
t han 9awp).. Davis resposdedoo&kStanddtd and | 6m

404 Schiller Deposition, at 209:122.

405 valeant evaluated its transactions by two metrics, IRR and the time to paybeefkearson Deposition, at
223:21224:5. The first metric reflects the projected positive return omtlestment adjusted for present day

values. SeeDavis Deposition, at 64i@4, 65:89. The second reflects when the cost of the purchase has been
recouped assuming free cost of mon&gePearson Deposition, at 2248 As a general proposition, Valgéan

would only engage in transactions with an IIR of at least 20 percent and a payback period of six years or less, with
the criteria adjusted somewhat for ridkl. at 224:7 15.

406 Email from Andrew Davis to J. Michael Pearson and Howard B. Schiller, VRA 80593866, at VRX
SCA_00593866 (Dec. 26, 2014).

407 |d

408 Email from Andrew Davis to George Gadkowski, VRX_SCA 00016376 (Mar. 2015).
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extremel y*dmrinefrogataylrdsmonses provided to the Committee, Valeant
admitted that it spent nothing oresearch and Developmédnt Isuprel and Nitropress since
acquisition. Valeant alsalanitted that its net income from the four drugs dwarfs the
manufacturing cost. The margins were extraordinasyexhibited iTable 4.41°

Tabl e 4. Val eant s Profit from |Isuprel and N

2015 2016

Ql Q2 Q3 Q4 Ql Q2

1. Isuprel I
Gross Product Sales, in U.S. $107.44| $46.50 $63.86 $89.52 $117.98 $82.12
Dollars*

Net Product Sales, in U.S. $72.22 | $48.90 | $49.78  $53.40 $65.93 | $39.67
Dollars*

Cost of Goods Sold, in U.S. $0.07 $0.08 @ $0.03 @ $0.20 @ $0.09 $0.10

Dollars*

Net IncomeAttributable to $69.22 | $43.54 | $44.47  $4792 $6138 | $35.10

Isuprel in U.S. Dollars*

The Ratio of Isuprel Net Salesto | 3.33%  1.79%  1.79% 1.94% 2.78% @ 1.64%
Net Product Sales of Valeant*

The Ratio of Isuprel Net Income | 8.19% | 4.67% | 4.07%  5.03% | 8.13% | 3.56%
to the Net Income of Valeant*

2 Nimopress
Gross Product Sales, in U.S. $76.18 $56.51 $39.34 $68.11 $71.18 $52.01
Dollars*

Net Product Sales, in U.S. $61.58 | $64.23 | $35.25  $57.69 $58.02 | $34.39
Dollars*

Cost of Goods Sold, in U.S. $0.18 | $0.28 @ $0.09 @ $0.80 @ $0.61 $0.54

Dollars*

Net Income Attributable to $58.54 | $58.81 | $30.01 | $51.74 | $53.50 | $29.94

Nitropress in U.S. Dollars*
The Ratio of Nitropress Net Sales 2.84% @ 2.35% @ 1.26% @ 2.09% @ 2.45% @ 1.42%
to Net Product Sales of Valeant*

The Ratio of NitropressNet 6.92% | 6.31% | 2.75% | 5.43% | 7.09% | 3.04%
Income to the Net Income of
Valeant*

*Dollars in millions Data prior to Q1 of 2015 is not applicable.

Even moraevealingis that these massive price increases were not necessary to provide
substantiaprofits. A far lower priceincreasevould have provided desirableeturn Mr.
Schiller confirmedhisdur i ng t he Committ:eebs April 2016 He

409 Email from Andrew Davis to George Gadkowski, VRX_SCA 00016376 (Mar. 2015).

Id. Mr. Davis explained that hisuséo iextr emel yd6 was based on the fact tha
and the accounting treatment Deloitte accorded to the f
at 137:10138:9.

410 RosielloInterrogatoriesind responseat 18 and attached charts, an8 fhoting that Valeant did not record any

Research and Development expensessigorel and Nitropre$sandf {6 and 7 (detailing the methodology by

which certain numbers were calculated).
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Chairman Collins: | want to better understand why your company felt it was necessary
to take such substantial pricereases on Isuprel and Nitropress. Valeant built a Model
and | have seen the modefo project whether the acquisition would meet certain metrics
of profitability, and then that model is used as a major tool in determining whether or not
to complete théransaction, in this case to buy the two drugs.

Mr. Schiller, it is my understanding that the model found that the transaction would be
viable financially for Valeant at a §fercent increase. That is what was reflected in the
deal model. Is that corrétt

Mr. Schiller: 1 do not recall the specifics in the matrix that | was shown in my
deposition, but it was certainly lower than the ultimate price increase that was taken.
Chairman Collins: Well, that is according to the deposition from Mr. Andrew Bav

and would you have any reason to doubt his sworn testimony?

Mr. Schiller. | would not.

Chairman Collins: So Valeant could have been profitable with acquiring these two
drugs and raising the price by 60 percent. That is still a substantiaiqaiease, but it

is far different from the price increase that ultimately was taken. Could you explain why
the price was so much higher than the 60 percent that was recommended in the model?
Yes, Mr. Schiller.

Mr. Schiller: There was a meeting that amioer of us attendédMr. Pearson, myself,
Andrew Davis you mentioned in the business unit. They reviewed the findings of the
consulting firm. They made a recommendation which was lower than that price, and Mr.
Pearson made a decision to go with the highiee increasé!!

D. Company-Wide Monopoly Strategy

Under oath, Mr. Pearson and other Valeant Executives repeatedly claimed the Neurology
and Others Unit was the only unit employiug aggressivstrategyof price increaseandthat
Neurology and Others represented s ma | | portion of Valeantds ov
found otherwis®n both claims

As Senator McCaskilllustratedd ur i ng t he Commi tteeds hearin
increases took place compawide:

1 Sen. McCaskill: According to your SEC filings, Mr. Pearson, beginning in the first
guarter of 2013 through the third quarter of 2015, you state in your filings that your
revenué changes in revenue have been driven primarily by price, not by gromth. |
fact, in only one quarter between 2013 and 2015 did you report that growth was
driven by volume. So pricacreasesas, in fact, been the entree for your business,
correct?

Mr. Pearson: Yes, pricing has driven more growth than volume, although that is
changing over timé!?

411 April 2016 Hearing, Transtal20:21 122:4.
412 1d, at. 66:2467:8.
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1 Senator McCaskill: Can you find me one drug that Valeant did not raise the price
on?
Mr. Ackman. 1 do not know offhand the priéel do not have the price list.
Senator McCaskill: Mr. Pearson, one drug that you did not raise theepoin after
you acquired it?
Mr. Pearson: Not in the United States.
Senator McCaskill: Mr. Schiller, are you aware of any drug that you bought or
acquired that you did not raise the price on?
Mr. Schiller: My recollection is when we bought Salix, we diok raise the price on
Xifaxan#!3

Additionally,Val eant 6 s r e thathetNeuwlologyarsl ©thdr uni negesented

a small p a totalbusihess\amlsoe ant 6 adi ct ed by the compan
internal documents. Inanerhai f r om Mr . Schiller to Mr. Pear sc
of the investors asked about price vs. volume for Q1. Excluding marathon, price represents
about 60% of our growth. | f vy o u**iAdditidnalld e mar a
Val eant 6s t he tosWhiesogatoees gu® aear eéhat a sizable portion of the
companyos profitability was driven by price i
Nitropres® alone. In the first Quarter of 2016, the ratio of Valéasit net i ncome fr om

drugs to total net income was 21.32 perééhindeed, Mr. Pearson himself was forced to admit
this central point at the hearing:

Sen. Tillis: What would you estimate, since the price increase, your profits have been
derived, the profits that have been derived from the drugs that we are talking about today,
the profit?

Mr. Pearson: | do not have precise numbers, but | would estimate, you ki@wg 15
percent}'®

E. Indefensible Conduct

Valeant made huge profits by extracting monopoly prices from decadef-platent
drugs. The companyods ceredcwdti veas dd a nedgr egieau
actions before the Committee.

Mr. Pearson expressly repudiated the monopoly business model that he helped develop:

[W]e have also made mistakes, including those that bring me here today. In particular,

Valeant vas too aggressive and | as its leader was also too aggressive in increasing the
prices of some of our drugs in our large portfolio of products. In hindsight, | regret

413 |d. at 73:9 20.

414 Email from Howard Schiller to J. Michael Pears®iRX_SCA_00101154May 21, 2015).
415 SeeRosiello Interrogatories, atdand attached charts.

416 April 2016 Hearing Trans. at. 74:235:3 (Apr.27, 2016)
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pursuing transactions where the central premise was based on an increase in
i 417
price. . ..

Under questioning from the Committee, Mr. Pearson repeatedly admitted that he had erred in the
extreme by pursuing a monopoly pricing strateg

1 iYes we have been too .agfff essive on price

f il agree that t toeaggessive.ed*? ncreases wer e

1 "nSen. K&imancial Times, October 8, 2015, i
tough questions. 0 You are quoted. Al n an
Tuesday, Mr . Pearson c¢oncedaedfullyndetstoodal eant
by all investors but insisted the company

still be your testimony today?
Mr. Pearson: No. In my written testimony and in my oral comments, | think we have
been too aggressifet oo aggressie on pricing. o

T Al agree that the price increases were too
incréddases. 0

Val eant 6 s s eehaderdt tie amegfahe hearsdy William B. Ackman
condemned the behavior even more bluntly at the hearing. Speaking to Syprine and Cuprimine
price hikes, Yeah itisthorkbiaalnis wsoad?d In higiwritten testimony,

Mr. Ackmans a i d: AVal eant has been appropriately <c
of certain offpatent prescription drugs suddenly and without apparent justification. These issues
are worthy?®of inquiry.o

V. Rodelis Therapeutics
A. Company Baclground

Rodelis Therapeutics (ARodeli sodo) was estab
three different companiesA parent company in Bermuda formed to house intellectual property,
an Irish company designed to help with product development, and $zabased Rodelis

417 1d. Transat. 48:2449:6 testimony of J. Michael Pearsosge alspid.at 1 {vrittentestimony of J. Michael
Pearson)

418 1d. Trans. at. 61:2124 (Apr. 27, 2016)

(testimony of J. Michael Pearson)

419 1d. Trans. at. 65:16L7 (Apr. 27, 201B(testimony of J. Michael Pearson)

420 1d. Trans. at. 99615 (Apr. 27, 2016).

421 1d. Trans. at. 119:224 (Apr. 27, 2016)téstimony of J. Michael Pearson).

422 |d. Trans. at. 70:13 (Apr. 27, 2016étimony of William B. Ackman, Director Valeant) (empfsaadded).
423 |d. at 4 (Apr. 27, 2016)written testimony of William B. Ackman)
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Therapeuticé?* Unlike the other three companies investigated by the Committee, Rodelis
owned the drug Seromycin on which it took a dramatic price increase for a very short period of
time, as itreversed its acquisition within weeksthe price hike'?®

B. Seromycin Background

Seromycin (active ingredienCycloserine) is used to treat mudliug resistant
tuber cul osi*® Tiefe Br® &very Bnal) number of cases of MDR TB per year in
the U.S8 most experts estimate in the liweds**’ MDR TB poses a severe public health
hazard. It is highly contagious, difficult to treat, {tfereatening if left untreated, and preventing
its spread is a priorit§?® As a result,lte CDC is involved in every case diagnosed in the United
States'?® The CDC helps coordinate patient care, ensuring that the proper medication is received
and that the disease is contaif&dlUnlike a typical antibiotic, Seromycin is taken for many
months*! While Seromycin is generally tolerated by patients, its usst treiclosely monitored
and other drugs may be needed to blunt side efféétSeromycin crosses the blobdain
barrier and in high concentration can have neuropsychiatric effects, which is often addressed
through prophylactic administration of Vitamin B6, as well as frequentgrestription medical
monitoring and caré®

Seromycin is an old drdgE | i Lilly, Co. (AaLillA4%*%ahd, broug
the Committee has not identified any material changes in its composition since that time.

C. The Acquisition of Seromycin
The rights to produce Seromycin were transfd by Lilly in 2007 to the Chao Center

(AChaoodo), which oper a*® €mlaowasdesigned Bsiarsall érugUni ver s
manufacturing center that would also be used to educate pharmacy stéfd@his only drug

424 Committee Staff Briefing with Counsel for Rodelis (Dec. 1, 2ql%)Rodel i s Bri ef i ngo)

425The company has represented that no patient paid this price.

426 Seromycin also can be used to treat urinary tract infections, and has shown some experimental benefit in treating
psychiatric conditionsSeginfra, at note 430.

427 Rodelis Therapeutics, Company Overview, RISSSCA00000321, at RFUSSCA00000333 (Aug2015).

428 |d. at RTFUSSCA0000033.

429 See generallyThe White HouselNational Action Plan for Combating Multidrugesistant Tuberculos{®ec.

2015).

430 |d

431 SeeEmail from Srihari Vedartham to Joseph Stowell, RIBSSCA00002496, at RFUSSSCA00002496

(Apr. 21, 2015) (dosing of 124 months for MDR TB, 510 days for urinary tract infections).

432 Rodelis Briefing see alspSeromycin FDA Labg(1384512003)..

433 Id.

434 seeRodelis Therapeutics, Company Overview, RISSSCA00000321, at RTUSSSCA00000333 (Aug.

2015).

435 Under the terms of the transfer, Lilly retained the IP but granted a perpetual license to the Chao Center for the
U.S. and CanadaSeel_etter from AndrewDahlman (Eli Lilly & Co.) to Brian Edelman, RITWSSSCA00000216

(Aug. 17, 2015).

436 Committee Staff Interview with Daniel J. Hesler, CEO Perdue Foundation (Nov. 18,2Gl8)ove mber Hesl e
I nter.wvi ewod)
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produced at Chao is Seromycin, anddurction runs occur once a year and take about one to two
weeks*’” The facility is required to comply with all applicable FDA regulatibiis.

Due to high sunk manufacturing costs and the small market size of Seromycin, Chao
suffered a series of losses,iatit estimated to be $10 million, prior to the sale of Seromycin to
Rodelis on August 19, 2018 At that time, the drug was priced at about $500 for 30 capsules,
generating about $1 million a year in revenue for Chao, against $2 million in annualess¢ffens

I n the period |l eading up the Rodelis trans
could not cease making Seromycin due to the acute medical need it served, management should
seek to divest the asset while ensuring its continued availdifiitj/hile Chao did not issue a
request for proposal, it made it known in pharmaceutical circles that it was looking to divest
Seromycirf4?

Rodelis contacted Chao on April 3, 2015, to initiate a conversation about purchasing
Seromycin*® Negotiations took placover the next five months and involved discussions of the
potential for price increases, securing the entire supply of the API, and ways to limit exposure to
government payer¥? Rodelis and Chao completed the sale of Seromycin on August 19,

201544

The Rodelis principals who primarily handled contact negotiations were Mr. Michael

Gol dstein (AGoldsteino) a partner at Avego, M
anot her partner at Avego, and Mr. Srihari Ved
Development. Negotiations for Chao were handled primarily by its CFO, Mr. Brian Edelman

(AEdel mano) . Under the terms of the deal, Ch

and Canada to Rodelfé® In return, Rodelis made a cash paymentoi$5 million, acquired
all existing product and API for another $1.1 million, and entered into a long term supply

“¥7"The Centerds manuf act uforimogyof theaypaa Despiie this, the Ceater acuds o r ma n
substantial costs throughout the year. It must pay the salary of three fulltime employees, pay full GUDFA fees of
approximately $250,000 a year, rent space, and service the infrastructure regooegly with FDA

manufacturing regulationgdesler Interview.The Chao Center pays the same FDA fees as much larger facilities.

Requests for a discount to reflect (at | ealdt in part) 1
438|d.

439|d_

“WCommittee Staff I nterview with Daniel J. Hesler (Jan.
Interview.

441 January Hesler Interview; November Hesler Interview.

442 November Hesler Interview.

443 SeeEmail from Srihari Vedartham to Joseftowell, RTHUSSSCA00002461 (Apr. 3, 2015).

444 See, e.ggenerally Email from Brian Edelman (Chao Center), RTSSSCA00001210 (May 15, 2015); Email
from Joseph Stowell to Srihari Vedlaam, RTHUSSSCA00002575 (July0, 2015); Email from Brian Jennetto
Michael Goldstein, RFUSSSCA00007974 (July 27, 2015); Email from Joanna Young to Michael Goldstein, RTI
USSSCAO00007244 (July 17, 2015).

445 seeRodelis Therapeutics, Company Overview, RISSSCA00000321, at RIFUSSSCA0000033 (Aug.
2015).

446 SeeRodelis Therapeutics, Company Overview, RISSSCA00000321, at RFUSSSCA00000338 (Aug.
2015).
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contract (with minimum supply provisions at fixed pricifify). Thatsane dayRodelis raised the
price of Seromycin 2,060 percent, from $50030 capsules to $10,800 for 30 capstfés.

1. Monopoly Pricing Power and Substantial Profits

Rodel i sdé internal documents reveal that th
generate substantial profits by taking a massive price increase. The first financial model Rodelis
(dated June 22, 201Bjeated after signing the operative Indicatdrinterest*® provided for a
more than tenfold price increase, and after b
incredible projected IRR of over 270 percent on the transastienthe model horizot?® A
morerefined internal model, created duly 14, 2015, assumes almost the exact price increase
eventually taked $350 a capsule, a 21 fold price increase (the actual increase wa3)$%60
This spreadsheet projects that the price increase will lead to a profitable tradsacBdy fold
return o the initial investmerf®® A presentation dated August 26, 2015 (seven days after the
transaction closed), and apparently intended for investors, projected similarly massive profits
driven by an impressive gross margin, as shown in Figure

447 See generallyPurchase and Sale Agreement, RIESSCA00000075 (Aug 19, 2015).

448 SeeRodelis Therapeutics Notice of Price Increase, AVE@D001177at AVEGO-000001177 (Aug. 19,
2015).

449 The operative Indication of Interest was dated June 3, 2B&8indication of Interest, RFUSSSCA00000001
(Jun. 3, 2015).

450 SeeEmail from Srihari Vedartham to Bala Venkataraman, et al., AVEBBA00345 (June 22015),and
accompanying attachmerixcel Spreadsheet, AVEG@D000346 (undated).

451 SeeRodelis Notification of Price Increase, AVEGIO001177 (Aug. 19, 2015).

452 SeeExcel Spreadsheet, RTUISSSCA00000262 (Jyl 14, 2015).
453 |d
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Figure 9. Rodelis Projected Financial Metrics***

(5in 000's)
Rodelis Therapeutics
Seromycin Acquisition Stub*

4 Mos.

2015P 2016P 2017P 2018P 2019P 2020P
U.S. Capsules Shipped 20,088 51,322 38,492 28,869 21,652 16,239
% Change NA NA -25% -25% -25% -25%
Net Sales $1,369 $12,781 $10,739 48,376 $6,533 $5,006
COGS 213 933 933 376 282 290
Gross Profit $1,156 $11,848 $9,805 $8,001 $6,252 $4,806
% Margin 84% 93% 91% 96% 96% 94%
SGRA 1,605 2,997 2,903 2,847 2,540 2,528
W e e e e
Less: Cash Taxes (13) 266 207 155 111 68
Cash Net Income ($436) $8,585 $6,695 $4,999 $3,600 $2,210

* Assumes Seromcyin acquisition closes 8/31/15.
Note: Farecast assumes no contribution from ex-U.S. sales.

Communications between the parties prior to closing indicate that both parties viewed the
ability to substantially raise prices on Seromycin as a key transaction selling point. For example,
after Chaorejectedatr m s heet, and Rodelis counteroffere:i
counterproposal and noted Awith the significa
lever of pricing for Seromycin, we believe ours is a fair, final proposal. We have not
experiened any market responses from our past price increases and are currently preparing to

i mpl ement a seri*®s of price increases. 0
Rodel i sé internal documents from before an

implemented many aspects of the busimesdel identified by the Committee in order to

generate extreme profits. Rodelis emphasi zed

strategiesi(i.e., acquire small market drugs that are the only treatment for serious illness and
then raise pries)#°®

454 Rodelis Therapeutics, Company Overview, RISSSCA00000321, at RFUSSSCA00000340 (Aug. 2015).
Goldstein told the Committee that he did not recall t hgq
was both investors and other finariérestitutions. Committee Staff Interview with Michael Goldstein (Nov. 16,

2016). Goldstein did state that this slide presented key numbers that would be of importance to inkestors.

455 Email from Brian Edelman to Srihari Verdartham, RT$SSCA00001210, at RFUSSSCA00001210 (May

15, 2015).

456 Rodelis Therapeutics, Company Overview, AVEG@D00244, at AVEGE&0000253 (Apr. 2015). Of course,

treating orphan diseases is a commendabld @ a v o r . But the Committeeds investi
Aforphan drug strategyodo is code for a strategy of using
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2. SoleSource & Gold Standard

Internal Rodelis documents recognized that Seromycin was valuable and ripe for a
monopoly pricing strategy because it provided a unique option for treating a potentially deadly
condition. In July 2015, Rodelis employees researching the business caseaftyuisition of
Seromycin highl i ght erdyprodaocathat has thie &lslity mmtngatchotm i s t h
pul monary and ext r*aSimpilarly, woen laakigg ai an dltermate use of . 0
Seromycid treating antibiotic resistant urinary ttaofectiong® Mr. Vedartham highlighted the
f act Wehoaked at sonfie of the published lit arounduri¢, especially drug being used in
infections resistant to trimethoprim and third generation cephalospdrms.would make it last
line therapy tccertain extent “e#

A posttransaction presentation, which appears to have been designed at least in part for
investors, continues the theme. It begins by highlighting the seriousness of MDR TB and noting
that fASer omyci Hife MDR thevap & S%ltibhert goes orl tadevote an entire
page t o-DifMwl tRiesliest ant TB ( MDR)O0 which highlig
specifically notes that fASeromycinE is the on
pul monary and e%Thepmrsehtatian conaluges With the following bullet
points:

{ fiTreats a medically necessary condition, multgieg resistant TB?*6*
{ flLast line treatment when first line medications have faiféd.

3. Small Market
Rodel i s0 e x tepentedly btresseal that Radelis veas focused on small market

(i.e., orphan drugs) and that Seromycin was such an orphan drug. In a presentation dated April
2015 that appears to have been sent to investors, Rodelis explained that the name Rodelis was an

acdo onym for AThe Rodelis Values, o0 the first of
Rodelis6 Afocus, o0 and the |l ast of which was
ASmal | pat i e.n® Tphd psu It ehteinen sw.a s e dréneaetion i n Rodel i

457 Email from Bala Venkataraman to Srih&édartham, AVEG@00000773 (JulyL6, 205) (emphasis added).

458 Email from Srihari Vedartham to Joanna Young, RIBSSCA00007891, at RFUSSSCA00007891 (July 23,

2015) (emphasis added).

459 SeeRodelis Therapeutics, Company Overview, RISSSCA00000321, at RFUSSSCA00000333 (Aug.

2015);suwra, note 78

460 |d. at RTFUSSSCA00000334.

461 |d. at RTFUSSSCA00000341.

462 1d. Rodelis also contemplated acquiring another drug, at this time and in the same presentation touted that the
drug whsniél asfilife chan g inarityéeveremeurolagicg cohditiond. at RTke xt r aor di
USSSCA00000343 and RTUSSSCA00000352.

463 Rodelis Therapeutics, Company Overview, AVEG@D00244, at AVEGE&0000247 (Apr. 2015). The

Commi ttee credits Rodel i s 06 iesshrgtoénsutedhe gontioued pdoductibrhokanc api t
essential drugSeeinfra, at 83 84. But that cannot wipe out the fact that when that intent is intertwined with an

intent to use ae factomonopoly to price gouge, the end result is fundamentally wrong.
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presentation (which appears to have been pres
Therapeutics is a rapidly growing specialty pharmaceutical company focused on orphan diseases
and conditions wi t h*“Thigphesatatiomaso toutssl thé facathat ne e d . 0
Seromycin was a f[rplhmal Iprwdlucme t relatt®ang <200

4, Delaying Generic Entry

Rodelis expected no generic entry, despite the sizable price increase it had taken on
Seromycint®® Documents reviewed by the Committee show that Rodelis intended to take a
variety of steps to deter generic entry. In one example, Rodelis actively sought to enter into an
exclusivity deal with the only known supplier of Cyclosporine, the APl in Serom§cin.
Rodel i sd6 presentations, both | eading up to th
expertise in this regard:

1 "nKey Product ..CS8tengdPcmaeket exslusivites and/or
manufacturing barriers. o

f AiMultiple regdtfl atory strategies.

f ASeromycinE | nv e sSevermldéfensdva meomamisyns and

barriers of entry*for generic competit:

5. Price Gouging

Setting aside the sheer magnitude of the price increase, which is itself suggestive of price
gougi ng,actiehe suedundiagihe price increase reveal a motive to reap monopoly
profit. Rodelis asserted to investors, the media, and in its presentation to the Committee, that the
price increase would be mitigated by robust patient assistance programs anethguoess
programs’*But i nternal Rodelis documents and Rodel
Rodelis took its price increase th@meday it acquired the drug, but delayed implementation of
its promised patient assistance and access programeglisadlicly acknowledged that price

464 Rodelis Therapeutics, Company Overview, RISSSCA00000321, at RFUSSSCA00000324 (Aug. 2015).

465 1d. at RTFUSSSCAO00000341. In another transaction contemplated by Rodelis, they highlighted that the drug

was f o ro riip[ hua] nidt at 8i@-US5SCA00000343.

466 SeeEmail from Srihari Vedartham to Bala Venkataraman, et al., AVEEBA00345 (June 22, 201%)nd

accompanying attachmerixcel Spreadsheet, AVEG@D000346 (undated).

467 SeeEmail from Bala Venkataraman to Srihsendartham, AVEG@0000881 (July80, 2015. See alspEmail

from Srihari Vendartham to Bala Venkataraman, AVEGI00805, at AVEGED0000805AVEGO-00000806

(July 22, 2015) (discussing that there was only one known supplier of Seromycin API).

468 Rodelis Therapeutics, Compa@yerview, AVEGG00000244, at AVEGE)0000250 (Apr. 2015).

469 |d. at AVEGO-00000253.

470 Rodelis Therapeutics, Company Overview, RISSSCA00000321, at RFUSSSCA00000341 (Aug. 2015).

In another potential transaction discussed in the presentation, Rotiided to deter generic competition with a
decades old drug by joining with the manufacturer of t|
anal ytical data or [ REDACTED] pumpld atRDFHUSSICA-000800346;r pot en:
see also idat RTFUSSSCA0 0000352 (AExclusive arrangement with [ RED/
the pump or analytical data to third parties, |limiting
471 Committee Staff Interview with Counsel for Rodelis (D&c2015).
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increases could hurt patients, and todkedit would implement programs to address this
concern but failed to put such programs in place.

The 340B program provides low cost drugs to the most vulnerable in pulagion, and
numerous pharmaceutical companies willingly participate in this profffaBut Rodelis
appears to have made efforts to limit its participation in the 340B program. In July, Avego
commissioned a weknown consulting firm, Avalere,toamongd er t hi ngs, nA[ a] nas
chargeback and wholesaler sales datdo assess the 340B exposure, and assess the
implications of switching the drug distribution to specialty pharmacy providers (SPPs):
requirements, feasibility, 340B impact, patientescs , and PR 4@ ®hiswirkder at i on
seems to have been done to explore limiting the amount of Seromycin prescriptions filled under
the 340B program in favor of more profitable channels. The presentation spoke of implementing

restricted distributonddc ause it had: Al p]otentially | ess

SPPs are becoming 34 Bthen makésrtha oltowing pantsabawt i es ) . 0

ilimiting 340B exposureo:

T ASPP distribution networ k riscgumts depeacditngona v ar
theentityspeci fi c cHaracteristics. 0

T ASPPs might place additional admi nistratiyv
di scourage them froff purchasing the produc
T ALimiting distribution to orforeubaeilin PPs al so

pricing by 340B entitiesslg, t he Pri me V&ndor Program.) o0

Shortly after receiving this presentation, a Rodelis employee wrote in apparent answer to a
guestion from Mr. Goldstein:

We cannot close off direct sales to 3484titutions. If a 340b institution wants to buy

the drug (via an SP channel or not), we have to let them and give them PHS pricing.

Al so, most SP6s are now selling 340b direc
s0#7®

472 Seginfra, at 130.

473 Email from Joanna Young (Avalere) to Srihari Vedartham and Michael GoldsteidJRFSCA00007891, at
RTI-USSSCAQ000078®3 (July 24, 2015).

474 Email from Joanna Young to Srihari Vedartham & Michael Goldstein; BISSCA00007891 (July 24, 2015),
and accompanying attachmeAwalere, Considerations Around Changes to the Drug Distribution Strategy, RTI
USSSCA00007895, at RFUSSSCA00007899July, 2015).

475 1d. at RTFUSSSCAO00007902.
476 .

477 |d
478 Id

4719 Email from Michael Goldstein to Srihari Vedartham, RT$SSCA00007974 (July 27, 2015). Mr. Goldstein

told the Committee that this email merely represented an attempt to derive all sales through specialty phharmacies
not to block all 340B sales. Whileawhave no reasons to question the veracity of this statement, it seems a
distinction without a difference. The previous documents evidence an intent to switch to specialty distribution to, at
a minimum, drive down 340B. While the product was never glaue restricted distribution, there were active
postacquisition discussions with vendors to do See, e.g. Email from Brian Jennette to Melinda Koehler, RTI
USSSCAO00007998 (Aug. 20, 2015).
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Rodelis repeatedly emphasizedts internal presentations that it intended to provide

patient assistance to fAensure al* Thsmdudeeint s wi
assistance via a fA[chaeppembuc cpeaftandandhiudt ayn¢c &, @ n
A[ o] pp o providenhightguchtsesvice to patients and improve access through Patient

Assistance Program (PAP) and copay assistéfiiétd n one exampl e, Rodel i so
consul tant advised responding to critieism of
message that Rodelis fAis committed %dn ensurin
draft messaging documents, the same consul tan

ensuring reliable availability of this important medicine for tieatment of patients with MDR

TB. This company will continue to work with all relevant parties, épmyhospital, health
departments, physicians and pati“mhdo) to ensu
September 15, Mr. Spencer tdlde New YorKimest hat Rodel i s fiwas commi t
access to treatment and as such Rodelis.isupporting a patient assistance program whereby
uninsured patients can apply to access the medidatidnr €% Thé New York Timesrote,

Mr. SpencersaidRbe | i s fiprovided the dr dy free to cert

Rodelis i mplemented the price increase so
unable to replace Chaods contact information
price incra s e . As Chao explained it contemporaneou

they had ICS IT create an email address for themselves, [to raise the price] so [Chao] is still
looselyassoci ated with the pri ce ivemethesphonenumberAl s o,
to which they want us to forward calls because | know calls will be coming in sooner than

l at*®r . o

Additionally, even though Rodelis attempted to justify the price increase by saying that it
would invest profits in programs desighi assist patients taking Seromycinfiplementedhe
price increase despite the fact that Rodelis stilan the nascent stages of planning for these
enhanced patient programs. The company had not yet even met with its preferred potential
providerto start the process of ironing out program defdiDe s pi t € Rodel i s6 rep

480 Email from Virinder Nohria to Bala Vekataraman AVE&@D000243 (Jun. 3, 2015), and accompanying
attachment, Rodelis Therapeutics, Company Overview, AVIBG@0244, at AVEGE&D0000247 (Apr. 2015).
481 See, e.g.Rodelis Therapeutics, Company Overview, RIBSSCA00000321, at RFUSSSCA00000328
(Aug. 2015); Rodelig herapeutics, Company Overview, AVEGD000244, at AVEGE&0000250 (Apr. 2015).
482 Rodelis Therapeutics, Company Overview, RISSSCA00000321, at RFUSSSCA00000341 (Aug. 2015);
483 Centrion, Medial Training Session, Rodelis Therapeutics, AVEIBAD2672at AVEGO-00002683 (Aug. 21,
2015)

484 Email from Melinda Koehler to Verender Nohria, MM000012, (Sept. 4, 20},5%nd accompanying
attachmety DRAFT Seromycin® (Cycloserine) Q&A/N-0000008, at VN-000000B (Aug. 21, 2015).

485 Email from Scott Spencer tondlrew Pollack, RMUSSSCA00005071, at RFUSSSCA_00005072 (Sept. 15,
2015).

486 Andrew PollackDrug Goes From $13.50 a Tablet to $750, Overniffgw York Times (Sept. 20, 2015).

487 Email from Srihari Vendartham to Melinda Koehler and Brian Jennette, A¥B@01176, at AVEGO
00001176 (Aug. 212015.

488 SeeEmail from Brian Jennette to Melinda Koehler, RTBSSCA00007998, at RFUSSSCA00007998 (Aug.
20, 2015). To be sure, Rodelis was displeased that the meeting did not occur khoBet.they did ot delay the
price increase.
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claim that no one would go without the drug, the first documented efforts to set up a patient
assistance program appear to have occurred in Septemeeksafterthe pice increase was

put in place’® Indeed, as late as September 14, Mr. Goldstein was emailing bankers stating

Ai[ wlaet o i mpl ement a PAP Fr e e**dndegenthapamedam f or
PAP program only applied to patients without insuré@ntteose with insurance woulapparently

have to wait for weeks after the price increase for planning gaga@ssistance to bedi#.

Rodelis, on the other hand, had time not only to increase the price of Seromycin, but also to
receive a comprehensive medidnnag presentation on August 21, 2015, focused on defending

the price increase by touting the very PAlRs do not appear to have even existed at that

time 492

6. Rodelis Reacts to Intense Public Pressure

Subsequent to the price increase taking effemtleRs faced fire from virtually every
corner?®® On September 18, 2015, in the face of mounting pressure, Chao requested that Rodelis
reverse the transactiéfft Rodelis agreed to do so within about 72 htiirsnd the transaction
was officially reversed oneéptember 21. The terms of the reversal restored both parties to the
pretransaction status qué®

It bears noting that while Rodelis engaged in price gouging, Chao could not continue to
make Seromycin at its pteansaction price point due to taeonomics of production, and some
sort of price increase was necessary to support the ongoing production of this vitdl dtast
transaction, Chao doubled the pricesefromycin to $1,050 for 30 capsules (110 percent above
the pretransaction price)®® At this price, Chao informed the Committee that it will just break

489 SeeEmail from Melissa Koehler to Autumn (NeedyMeds), RI$SSCA00006920 (Sept. 5, 2015). To be
sure, there were earlier theoretical discussions in this \Bael etter from Michael D. Bopp, Esq. to the Hon.
Susan M. Cliins & the Hon. Claire McCaskill, Attachment, at 2 (Dec. 7, 20BAOL-00000307 at SAOL
00000308

4% Email Michael Goldstein to James Jonathan,-RBSSCA00007D1, at RTFHUSSSCA00007201 (Sept. 14,
2015) (emphasis added).

491 SeeEmail from Richard Sagall to Melinda Koehler and Attachmgept. 15, 2015RTI-USSSCA00007097,
and accompanying attachmeRipdelis Therapeutics Patient Assistance Program for Seromycin® (Cycloserine),
RTI-USSSCAO00007102 atRTI-USSSCA00007103 (Sep15, 2015). To be sure, Rodelis did attempt to provide a
stopgap fiCompassi onat e Usyapprogamavgsrnat deployedBintit Septeimbes 9, 23880 p
Email from Zachariah Humleker, Esq. to Samuel Everett Dewey, Esq. (Nov. 29, 201b)his occurred only after
Rodelis received inquiries as to when their putative patient assistance program would be ofgeefamail from
Michael D. Bopp to Samuel Everett Dewey, Esg. (Nov. 25, 2016). Rodelis was unable to produce any documents
degribing the details of the program which appears to have only provided 30 days of free med®e¢iomail

from Michael D. Bopp to Samuel Everett Dewey, Esq. (Nov. 25, 2016).

492 SeeEmail from Melinda Koehler to Shamm Astute, AVE@D002670, at AVEGE0002670 (Sept. 3, 2015).
4% See,e.g, Andrew PollackDrug Goes From $13.50 a Tablet to $750, Overnighy . Times (Sept. 20, 2015).

4% November Hesler IntervievEmail from Daniel J. Hesler to Brian Edelman, AVE®Q001141 (Sept. 18,

2015).

4% NovemberHesler Interview(Nov. 18, 2015)

4% seeAddendum to Purchase and Sale Agreement; BI$SCA00000223 atRTI-USSSCA00000223 (Sept.

21, 2015).

497 January Hasler Intervie@an.15, 2016); November Hasler IntervieiMov. 18, 2015).
498 |d
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everf®® and will not be able to retire its $10 million in outstanding debt, or underwrite needed
patient support®® Given the economics of this small market drug, Chao is uncertain adout it

continued ability to produce Seromycin, and is concerned that the drug will eventually cease
being made in thelnited States®?

499 Id
500 Id

501 January Hasler Interview.
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CHAPTER 4. ROLE OF INVESTORS

This section examines how each of the four companies in this investigation had activist
invesbrs pushing them to adopt the strategies embodied in the business model as well as the
investorlike approach of senior management at these companies.

Investors play an important role in the modern company, not only in providing financing,
but in functionng as a check on corporate Boards and the management of a company. Activist
investors, in fact, can be a source of good and help to prevent or deter corporate excesses. This
dynamic, however, appears to have been turned on its head in the case oigheies
investigated by the Committee. Evidence suggests that in these cases activist investors were part
and parcel of the problem, pressing the companies to adopt and implement the business model
identified by the Committee. Activist investors in theases may have worsened and verified
decisions made by executives.

The companies investigated by the Committee were also often headed by senior
management who lacked pharmaceutical backgrounds and hailed from hedge funds. This is
relatively unusuain the realm of traditional pharmaceutical companies and helps explain why
the companies investigated by the Committee may have at times acted more like hedge funds
than traditional pharmaceutical companies.

l. Retrophin, Inc.

Retrophin, Inc. was fouted in February 2011 by Mr. Shkreli, who subsequently founded
Turing after he was ousted from Retroph#s discussedh Chapter 3internal Retrophin
documents suggestaretwths i ven strategy motivating Retropt
increase®n drugs such as Thiol&Emails between Dan Wichman of Broadfin Capital and Mr.
Shkreld. show that Mr. Wi chman was intimately
down to cautioning Mr. Shkreli about his social media presence and advisingdimsta
tweeting about the FDA?

In one example of investor involvement, Mr. Shkreli and Mr. Wichman discuss
Ret r o p h tgoudirg stpategy ane shift from waxing philosophical about the blindness of
traditional pharmaceutical companies to pigoeigingopportunities to discussing specific goals

502 See, e.g.Email from Dan Wichman to Martin ShkreBSCA_THIOL_037842atSSCA_THIOL_03784ZMay
5, 2014) Email from Dan Wichman to Martin ShkreBSCA_THIOL_037848atSSCA_THIOL_03784§May 5,
2014) Email from Dan Wichran to Martin ShkreliSSCA_THIOL _037863at SSCA_THIOL_037863May 5,
2014);andEmail from Dan Wichman to Martin ShkreBSCA_THIOL_037871atSSCA_THIOL_037871May 5,
2014)
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for the Thiola deal to blithely acknowledging that they should not be in such frequent contact
about the c¥mpanyods pl ans

[ 6/ 1/ 2014 2: 41 p. nearSdoig tleelentire tleal at\W190nh man] A
You twised my armd
[ 5/1/ 2014 2:45 p.m. Wichman to Shkreli] AT

so, that is great neMappytopickdp PiGmihchplee very e
paid royalties to make those clowns happy. The npv istaainer.0o

[5/1/20142 : 57 p . m. Shkrel.i to Wi chman] nYes. I
say never though. o

[ 5/ 2/ 2014 5:41 p.m. Wichman to Shkreli] AA
[ 5/ 3/ 2014 7:57 p. mh.havéto ba careful with givingvyoa h ma n ] f
minute by minutepdates on the compano

[ 5/ 3/ 2014 8: 13 a. nYesfaWenougimoaae this deal Sldsdsr e | i ] A

| 611 go back t o bei.n gAssumirgshislodkslike aplaneé n i n t h
deal this week (knock onwood),6 d | ove t o hdoiws cyuosusd | d Iciotntvleey

tothe Streetl 6 m sure youodve spent many hours thir
go back to leaving you alone and not harassing you-semnilyd let you do the

hard work in creating value.

[5/3/2014 8:14 a.m. Shkreli to Wichmareferring to Thiola for the first time]

AWhat iif | told you we might announce two
[ 5/3/ 2014 8:19 a.m. Wichman to Shkreli] Al¢
about, but |l 6m al ways open to monde as | oncg
ti me and expertise to handle it all .o

[ 5/3/ 2014 8: 23 a.m. Shkreli to Wichman] AW

Thiola, which is the only treatment for a rare disease called cystinuria The .
drug does $1.2m in sales. It is woefully undemai@and would not stop selling at
orphan prices. With new pricing we estimate sales of $20 to $40 million. Almost
95% EBITDA margins at those prices. Would be an annuity for some time
[5/3/2014 8:41 a.m. Wichman to Shkrefihteresting sounds like a orlose, to

put it mildly. Don6ét have to run a model
opinion.
Funny that these small companies still h €

aggressively and nobody gets too upset? Obviously depends on the jpitmatuct

figure this dynamic may not last forever, you need to maximize opportunities while

you can. . : . I'tés not | i kehampiegp pl e ar e
slightly Itdvwaerrk sprgiugyess f((oitr ¢ h &inghattagd 500 an r
the gerrics aren't your competition and don't even try. . ..

Anyway, ités different in orpheaseemd and, and
like at this point these little guys would get the idea that they could push things a

503 Email from Dan Wichman to Martin ShkreBSCA_THIOL_03782, atSSCA THIOL_037832-

SSCA THIOL_037836May 3, 2014)Xemphases added). This email discusses not only the Ttankactionbut

other potential transactions as well. Mr. Wichman indicated in his hearing testimony that at tHie tivas

primarily focused o another transaction that was for a large volume drug for which Broadfin was providing
financing. Mr. Wichman stated that Broadfinds invest m
model and the sentiments expressed in these emails.
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bit. How can they ever make momeyh that model?Bottom line is Iw 0 hget

too excited but it sounds very intriguing.
[ 5/ 3/ 2014 8: 47 a. nihed@ddomparies areafai®Mialic h man] i
ones, big ones, etcBig price increases are horrifying because most executives

overesimate changesindemand.t comes mostly from phar maao:
consumer products.The next generation of pharma guys (or the smart ones)
understand the inelasticity of certain prc
They just pass it throlgand focus on managing care for physician payments and

bl ockbusters. o

[ 5/ 3/ 2014 1: 04 p. mhearWouwh theapharntaonenglityk r e | 1 ] f
ités ironic howdajazz and bzojkthe briwkoof itsolvenryta i e s

decide they should aggressiygllay the price card. . . . And gcor is obviously a

posterchilddf or t he heat and bad PR they took, d
end, did it? Not every deal and every product will work out like these, but for smart
managements, that are resourcefatlaopportunistic, these are exciting tinges.

In another email chain, referenced earlier, Mr. Wichman discusses with Mr. Shkreli the
possibility of Congress acting to prevent closkstribution schemes from keeping generics out
of the market, as well abe implications of such an action for their business mefel.

These emails illustrate how much influence activist investaghave in pharmaceutical
companies that are acting more like hedge funds. The emails also revealed an instance in which

Mr.Shkreli states that Retrophinds biggest shar
regarding a deal and that he had to defer to
wish is my®command. 0

Investors such as Mr. Wichman claim tttay are not activist investors because they are
not buying shares in order to take control of the comp#nyhis, however, misses the point. If
these investors have influence in the functioning of the company and if, along with the senior
management dhese pharmaceutical companies, they are actively involved in pushing the
business model identified by the Commiitaethe expense of patients and the health care
system, then there is little practical difference.

Il. Turing Pharmaceuticals, LLC

Mr. Shkreli founded Turing Pharmaceuticals, LLC after he was ousted from Retrophin.
Turingbés | argest sharehol der and former CEO i
February 24, 2015, aaddresshmeedmetdatTé taetdsusd

504 SeeEmail from Dan Wichman to Martin Shkre8SCA THIOL_038413atSSCA THIOL_03841614.

505 Email from Martin Shkreli to Jim Sel§SCA_THIOL_007874atSSCA_THIOL_007874May 30, 2014)

(statingi Monday i s t he dJseweforlinarilgwould neverffremiresoncething like this, but we

simply couldn6t put this news out on Monday according |
506 SeeMarch 2016Hearing, at 2 (writtenetstimony of Dan Wichman

507 Turing Pharmaceuticals Press Release (Feb. 24, 018y at http://www.turingpharma.com/media/press
release?headline=laundf-turing-pharmaceuticalannounce&625e2%2580%2598ew-drug-companyto-focus
orttreatingunmetmedcal-needsacrossbroadtherapeutiearea$ (lastvisited Dec. 7, 2015).
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company purchased several drug products in various stages of regulatory approval from
Retrophin. (These drugs are still in the approval phdée.)

Internal investor presentations indicate that Mr. Shkreli planned to execute an investor
driven strategy at Turingimilar to what he did at Retrophin. These presentations highlighted
that Daraprim fit the business model identified by the Committee and that a huge price increase
would lead to massive returpfS. Although Mr. Wichman considered investing in Turing and
emails show that significant and sensitive information was provided to Mr. Wichman about the
Daraprim acquisition (prior to its closing) to encourage him to invest, he ultimately decided not
to do so, citing concer ns allityasatsucddssiulCSfR kr el i 0 s

Shortly after founding Turing, Mr. Shkreli made its first large acquisiti@araprim.
Daraprim had precisely the characteristics that Mr. Shkreli and Mr. Wichman discussed in detail
over email at Retrophirt!

In founding Turing, Mr. Shkreli brought over his inner circle from Retrophin, including
Mr. Tilles, Mr. Urrutia, Mr. Crutcher, and Mr. Smith, who all focusedconrting investors.
Despite Mr. Shkrelids resignat inpencirdlerramainett he c o
in positions of control at Turing. Most notably, Mr. Tilles was installed as the Chairman of the
Board and Interim CEO with surprisingtp responsibilities el at ed t o Aover sight
pricing, mar ket i ngnmisnalkreowledgemitheddmpary¥ i but i on, 0

Mr. Tilles first met Mr. Shkreli when Mr. Shkreli was runniagedge fund*® Around
October 2011, Mr. TiMrl.e sShkkea gd i .8tslo eteomen SMUSIMBO ~ f
2011 or January 2012, Mr. Tilles went to RetropiAt Retrophin, Mr. Tilles was again a
consultant working with potential investors.

Mr. Tillesd consulting role at Retrophin a
Retrophinandsermsig as a fAmatchmaker o in potential bus
salary in this role. To this day, Mr. Tilles

fact that Turingds head g’ althoughrVs. Tilleswoilchappdae w Y o r
on emails with Mr. Urrutia and others on business deals, he had virtually no recollection of those

508 Id

509 Seesupra at 47 45.

510 SeeEmail from Edwin Urrutia to Dan WichmaiUR-SCA00007881atTUR-SCA0000788{May 20, 2015)

Email from Edwin Urrutia to Dan WichmamUR-SCA00105564atTUR-SCA00105564Jun. 11, 2015)Email

from Edwin Urrutia to Dan Wichmarf,UR- SCA00105584atTUR- SCA00105584Jun. 11, 2015)Committee

Staff Interview with Dan Wichman (Mar. 4,2016).n t he cour se of t hand@®bomingi tt eeds I
the intense media scrutiny over the Daraprim price increase, Mr. Wichman also represented to Committee Staff that
he declined to invest over concerns that the massive increase Mr. Shkreli contemplated taking on Daraprim would
result in harmto patients. Committee Staff Interview with Dan Wichman (Mar. 4, 2016).

511 Seesupra at 33 39.

512 March2016Hearing, at 12 (written testimony of Ron Tillgs

513 SeeTilles Deposition, at 24:120.

514 1d. at 26:527:11

515 |d. at 28:6 13.

516 SeeTilles Deposition, atl2:4i 8.
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deal® his role seemed to be to make introductions to high net worth individuals and push them

to invest in Mr. Shktredi &Is groopiache @ sbypatslee ool
development team. During his deposition, Mr. Tilles admitted that he had no part in any analysis

of any deals at either Retrophin or Turing and was merely there to help schedule meetings with
investors and funatin as the conduit between Mr. Shkreli and the investérs.

Mr. Tillesd consulting contract with Retro
ousted at Retrophin. The current CEO of Retrophin, Mr. Aselage, told Committee staff that he
viewed Mr. Tilles asan overpaid individual adding no value to the company who viewed it as his
right to take extensive trips and bill them to his expense account. Mr. Aselage also stated that
Mr. Tilles did not appear to have any knowledge of the pharmaceutical indarstihye thought
Mr. Tilles lacked the ability to run a pharmaceutical compay.

Mr. Tilles followed Mr. Shkreli to Turing and joined its Board. Mr. Tilles recalled at his
deposition that Mr. Shkreli simply pdwvased him
selected’® Subsequent to joining the Board, Mr. Tilles became its Chairman; again, he stated at
his deposition that he did not knatfirstwhy he was selected for the r6f€. While at Turing,

Mr. Tilles continued to play the role of investor §an. Although he appears on most of the

emails with Impax during the negotiation of the Daraprim deal, he testified that he merely served
as the face of the transaction with Impax and passed information provided by other employees
from gne company to thaether. He never contributed any substantive information about the
deal®?!

Mr. Tilles recalls attending Board meetings but is barely able to relate the substance of
Board discussion®? He stated at his deposition that his role at Board meetirafly that of
afigurehead to call the meetings to order and to vote, although he did not actually come up
with ideas for the meeting$® When Mr. Shkreli resigned on December 18, 2015, Mr. Tilles
was made interirRCEO. It appears to be widely acknowledged, including by Mr. Tilles himself,
that he has no pharmaceutical experience other than his time at Retrophin and Turing. At his
deposii on, he stated that he did nfTumhiavgo siaBpdarmad
did not ratify the decision to make Mr. Tilles inter@EO until January 20, 2016 (when Mr.
Tilles voted to confirm his own appointment). As CEO, Mr. Tilles appear$ fatoo the actual
running of the company and unaware of key issues faced by pharmaceutical manuf&eturers.

The unusual <circumstances surrounding Mr.
was selected to run t he cgesigharaholderaMr.cShkreln et her |,
installed Mr. Tilles as the interim CEO and Chairman of the Board so that Mr. Shkreli could

517 1d. at65:13i 68:19, 32941 331:12.

518 Committee Staff Interview with Steven Asela@éar. 10, 2016)
519 SeeTilles Deposition, at 65:1:86:15

5201d. at 175:11177:15

521 |d. at83:8i 85:14, 103221 1143, 190:5 20218.

522 |d. at 134:22140:23.

523 Tilles Deposition, al6914i 17312.

524 Tilles Deposition, aB34:12i 14.

525 SeeTilles Deposition, a#7:2i 48:11.
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continue running the company as an activist investor after his resignation as CEO.amdring
Mr. Shkrelihave denied thi$?®

. Valeant Pharmaceuticals International, Inc.

Valeant Pharmaceuticals International, Inc. is at the center of some of the most visible
relationships between a pharmaceutical company and hedge funds. For many of its investors, the
company was a Wall Street dreaome true. Like the chief executive, Mr. Pearson, many of the
top executives hailed from McKinsey, while Mr. Schiller, spent 25 years as an investment banker
at Goldman Sachs. Two of the best known names in activist inv@siefileyUb b e n 6 s
ValueActal Bi | | Ac k ma n Gswerf somesohiis largestShpnereoldEs.

Valeant changed from being a typical pharmaceutical company to the form it took with
Mr. Pearson at the helm under the guidance of ValueAct, which began investing in Valeant in
2006. ValueActhas hel d at | east one seat on the comp:
held two seats. According to press accounts, ValueAct invested in Valeant because they saw an
opportunity to turn the company into a profitable investment througteagjve acquisitions,
cutting R&D, and increasing drug prices. These press accounts suggest that ValueAct played a
large role in selecting Mr. Pearson as the CEO to oversee these goals and also in designing his
compensation package that was based priynaini stock options rather than a base salary as an
incentive for Mr. Pearson to push for aggressive returns on investfiditis may also have
incentivized Mr. Pearson to use aggressive ac
rate to 3.1 prcentt?® fiAs Valeant grew larger, its ties to Wall Street became stronger. From
2013, it generated $400 million in fees for investment bankers, whose analyst colleagues pumped
out research advising investors to snap up the sbeifes.

When Valeant begamsi most aggressive period of acquiring other large companies and
drugs, Valeantdéds closest investor partner in
Executive Officer and Portfolio Manager of Pershing Squsvéhout Mr. Ackman, Mr.

Pearsomwould not have had the shareholder support to mount the attempted hostile takeover of
Allergan that he did, and its ultimate failure tied Valeant and Pershing Square together for the
long-haul.>3!

A. Pershing Square

526 SeeKatie Thomas and Andrew Pollackyring Pharmaceuticals Accused of Retaliating for Sex Assault

Complaint N.Y. Times (Aug. 23, 2016)Tilles Deposition, at 271:17 and 283:412.

527 seeDavid Crow,Valean® The Harder They FallFinancial Times (Mar28, 2016).

528 SeeAndrew Ross SorkinvalueAct Pays a Price for Its Supporting Role at Valglit . Times (Mar 28,

2016);Maureen Farrelly al ue AeSolésv iIN©Ditbl e Rol e in Val aahStd®arBusi ness
21, 2016)

529 SeeAndrew Ross SorkirDo Drug Companies Make Drugs, or Mone)Y . Times (June 2, 2014)

530 David Crow,Valean® the HarderThey Fall,Financial Times (Mar28, 2016).

531 SeeDavid GellesyValeant and Ackman Departing from Usual Playbook in Pursuit of Alleryan. Times

(June 2, 2014)David GellesNo Allergan Deal, but a $2.6 Billion Profit for Ackmad.Y. Times (Nov 17, 2014).
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Pershing Squar eValsantbeganantearly Felsrdary 014ywherMr. Bill
Doyl e, a member of Pershing Squaredés I nvest me
at McKinsey, introduced Mr. Ackman and Mr. Pears8nShortly thereafter, Mr. Ackman and
Mr. Pearson agreed form a partnership between Pershing Square and Valeant to launch an
offer for Allergan, a large pharmaceutical company and manufacturer of B8t&xch an
alliance between an activist investor like Pershing Square and a corporate acquirer like Valeant
wasunusuak3

As a result of the attempted Allergan offer, a process which spanned from February 2014
through November 2014, Pershing Square acquireddreipt h knowl edge of Val
operation*® Pri or to Pershing Squar e teAlrgavaffere ant 0 s
Pershing Square conducted due diligence on Va
strategy as an area of concéth During the course of the Allergan offer, Mr. Ackman and Mr.
Pearsorirequentlyspoke daily?>’

1. Pershing Squae Becomes a Top Valeant Shareholder

Following the failed Allergan offer, Pershing Square became a direct investor in
Valeant>® For much of 2015Mr. Ackman stated that he considered Pershing Square to be a
ipassi ve i nv &%hurngthis peiod, hohaever MrnAckman and Mr. Pearson still
spoke fAfrequent | y>dhedrequeatcammungations beteca thestveoris.
also reflected in documents produced to the Committee, in which Mr. Ackman frequently
discusses his attempts to prgp\Waleant in the media as well as with other investors, such as
Berkshire Hathaway/!

For example, on March 4, 2015, Mr. Ackman personally contacted Mr. Schiller to inform
him that Pershing Square had > atdchistmeg Mi.a t op 5
Ackman requested a meeting with Mr. Schiller and Mr. Pearson, in which Mr. Ackman later
proposed that Pershing Square °rccordingtodant cr e
Pearson, the stake building fund was intended @ $#cond investmé vehicle by which the

2Committee Staff Interview with Wi lliam B. Ackman (Apr
533 SeeMichele CelarierBill Ackman and Michael Pearson: The Inside Stéigrtune (Mar27, 2016)

534 SeeDavid Benoit, Dana Mattidi, &onathan D. Rackoff\ckman, Valeant Team Up to Pursue Takeover of
Allergan, Wall St J. (April 21, 2014)

535 Ackman Interview.

536 |d

537 SeePearson Deposition, at 308112.

538 |d. at 311:716.

539 Ackman Interview.

540 pearson Deposition, at 3081299:3

541 Email from William A. Ackman to J. Michael Pearson and Howard Schiller, VRX_SCA_A 00003377, at
VRX_SCA_A 00000337778 (Apr. 10, 2015); Email from William A. Ackman to J. Michael Pearson and Howard
Schiller, VRX_SCA_A 00003381, at VRX_SCA_A000338182 (Apr. 11, 2015) Email from William A

Ackman to Charlie MungeRX_SCA_A 0000338%Apr. 11, 2015).

542 Email from Howard Schiller to J. Michael Pears®iRX_SCA_A 0002268TMar. 4, 2015)

543 Email from William A. Ackman to J. Michael Pearson, VRX_SCA 08003388 (Apr. 19, 2015Pearson
Deposition, at 313i814:14 and 317:1818:2.
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two companies could make additional hostile takeover attettfpMr. Pearson ultimately

brought Mr. Ackmandés idea regarding the stake
chose not to pursuet®> OnMarch 25, 2015, Persig Square filed a Schedule 13D with the

SEC, stating that it had acquired a 5.7 percent interest in Vaféant.

Before Pershing Square gained a seat on Va
Val eant s price increasesareattohimasbnywa dual drugs
shareholder?’ Nevertheless, on July 23, 2015, nearly seven months before Pershing Square
gained a seat on Valeantodos Board, Mr . Ackman
guarter call Valeant held that day to tell himthashe unded fda | i ttl e def ens.]
increase questionodo and coul d>*®hnthesaméemaisMer ed t
Ackman also wrote:

I candt think of a business over the cour:
strongoperating performance, BD performance, and participates in such a large

mar ket where the competitors in most <cases
transparency, accountability, and shareholder orientation is unique, particularly at

the current scale of RX.

Mr. Ackman closed the email by say®Thgis AThank
one of many such emails between Mr. Ackman and Mr. Pearson.

2. Pershing Square Response to Philidor Allegations

Until January 2016, Valeant maintained an opaglegionship with Philidor, a mail
order pharmacy, for which it is now under investigation. Valeant claims that its relationship with
Philidor helped itto retain patient>® Philidor claims that Valeant merely used it to operate
Val ean £5Gn NBvanBer 17, 2016, Gary Tanner, a former executive at Valeant, and

544 pearson Deposition, at 3183814:14 and 317:14818:2

545 |d. at 313:8318:2.

546 SeePershingSquare, Schedule 13D (Mar. 25, 20%6und at
http://lwww.sec.gov/Archives/emir/data/885590/000119312515104528/d892712dsc13daxtvisited Dec. 16,
2016).Schedul e 13D is commonly referred to as a fibenefici
persons acquires beneficial ownership of more than 5% of a votingpcfassa companyds equity sec
required to file a Schedule 13#lith the SEC

547 April 2016 Hearing, Trans. at 69:071:4.

548 Email fromWilliam A. Ackmanto J. Michael PearsgivRX_SCA_A_0000002%July 23, 2015)

549 1d.

550 SeePearsorDepositon, at 146:19147:3.

51 SeeSenate Special Committee on Aging, Philidor Interrogatories (April 25, 2016);
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Andrew Davenport, the former CEO of Philidor, were indicted for allegedly illegally using
Philidor in a kickback scheme to convert Valeant shareholder money into personaPprofit.

Allegationswerereported in the media that Valeant used Philidor to artificially boost its
sales numbersnd thaPhilidorchangedd oct or 6 s prescri pfameons to Va
drugs®®® Valeant denied these allegations but admitted that it purchased an ofitign to
Philidor for $100 million two years ago and a
books even thougit had notexercised the option to purchase PhiliefirValeant severed its
ties with the nowdefunct Philidor in October of last ye&F.The failure to disclosis
relationshipwith Philidoris being investigated by the U.Sttorney for the Southern District of
New York®>%®Valeant is also being investigated thye U.S. Securities and Exchange
Commission, and the U.S. Attorney for the Digtof Massachusetteamong other®’ In
answers to written deposition questions provided to the Committee, Mr. Schiller said that Mr.
Pearson did not reveal the relationship in part because he believed it gave Valeant an advantage
over its competitors>®

After much media scrutiny, Valeant cut ties with Philiddhe Valeant Board of
Directors formed a special committee to investigate whether there were any improprieties with
the relationship>®® At the end of the investigation, the Committee determined that Valeant will
restate $58 million in financial earnings from late 2014 into 2015.

Pershing Squarebds response o the public s
active involvementn Val eant . Foll owi ng he revelations
Philidor, Mr. AckmanandPershing Squarat t e mpt ed At o sal vage his hu
playing their Atraditi on alhécompany? Inidangsgi nvestor
Pershing Square sent Valeant their opinion on what should be included in Valeant investor calls
as well as questions that Valeant should be prepared to answer, and asked to review press

t
t

552 SeeDepartment of Justic&ormer Valeant Executive and Former Philidor CEO Charged in Manhattan Federal
Court for lllegal Fraud and Kickbac&chemgat _(Nov. 17, 2016)found at,https://www.justice.gov/usao
sdny/pr/formetvaleantexecutiveandformerphilidor-cecchargedmanhattarfederatcourt (last visited Dec. 16,

2016)

553 SeeCaroline Chen and Ben ElgiRhilidor Said to Modify Prescrijions to Boost Valeant SaleBloomberg

(Oct. 29 2015,updatedOct. 3Q 2015) found at,https://www.bloomberg.com/news/articles/201®29/philidor
saidto-modify-prescriptiongo-boostvaleantsaleqlast visited Dec. 16, 2016).

554 |d_

555 SeeCaroline Chenyaleant Falls on Report of Criminal Probe Into Philidor TiBé&omberg (Aug. 10, 2016),
found at https://www.bloomberg.com/news/articles/260% 10/valeantsaidto-be-undercriminakinvestigation

wsj-reportsirpjbydi (last visited Dec. 1,62016).
556 1d.

557 Id

558 SeeDeposition of Mr. Howard Schiller, Answer to Written Question Number 9 (Apr. 11, 2016). Mr. Schiller
also noted that this decision was reported to the Valeant Audit Committee.

559 SeeValeant,Valeant Ad Hoc Committee Hdade Substantial Progress in Its Review of Philidor and Related
Accounting MattersValeant (February 22, 2016).

560 Monica LangleyActivist Investor Bill Ackman Plays Defen3éie Wall Street Journal (Nov. 4, 2016und at
http://www.wsj.com/articles/astist-investorbill -ackmanplaysdefensel 44668996 3last visited Dec. 16, 2016).
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releases before Valeant put them $4tPershing Square also undatkaheir own survey of
dermatol ogists to collect their views®>®on Val e

Further, Mr. Ackman began speaking regularly with the press about the Philidor scandal
and making public his recommendations to Valeditte night beforéhe Wall Street Journal
published a pagene storyMr.Ac k man emai |l ed Mr. Pearson to sa
to make it a good story and for you and the company to look as good as possible. Fingers
cr os°8ddspite Mr. Ackmads ef forts, the story did not poc
Ackman email ed Mr. Pear son and Iogahvaysadebate Val e
asto whetherto work with the pressor not, but | choseto do sowith theJounal. | did my
bestto getthe articleto agoodplace. Clearlythiswasnotmy bestwork. My

apol o°YyAesomwdi ng to Mr. Pearson and Mr. Schil
strategy conflicted with Valeant 0s, straini
Valeant>®®

Even as Mr. Ackman escalated his public criticism of Valeant, he continued to b
privately and publicly supportive of Mr. Pearson as CEO. In a private email to Mr. Pearson on
October 29, 2015, Mr. Ackman stated, @Al just
you as CEO of Valeant . . confuse my disagreemeéntwita nt t o
you about a conference cal P InwanenmilsagttoMonf i denc
Pearson on November 5, 2015, Mr. Ackman stated:

While I havestrongviewsonValeant'scommunicationstrategyandwouldhavetaken
a different approach,you and theboard should not interpretthis as a negative
reflectiononmyview of youastheCEOof thecompany . . . .Youareoneof themost
shareholdeprientedCEOsI know. Youhaveassurednethatyouandtherestofthe
board areconsideringanyandall alternativeghatwould benefitshareholderand
otherstakeholders Thatisvery comfortingto us >¢’

Publicly, on November 9, 2015, during a Pershing Square quarterly investor call, Mr. Ackman
stated, fA[t]MhmaeveoiwigtelstValegarett ils that ®webdre nc
On November 23, 2015, Pershing disclosed that it had nearly doubled its interest ind/aleant
increasing its ownership of the company from 5.7 percent of the company to 9.9 pfércent.

561 SeeEmail from Jordan Rubin to Mike Pears®RX_SCA_A_0000582@0Oct. 17, 2015)Email from William

A. Ackman to Howard Schiller and Mike Pearson, VRX_SCAQ080059% (Oct. 22, 2015), Email from William

A. Ackman to Mike Pearson, Laurie Little, and Robert @an,VRX_SCA_A_ 0000582 (Oct. 25, 2015)Email

from William A. Ackman to Mike Pearson, and Howard SchilldiRX_SCA_A 0000588 (Oct. 22, 2015)

562 SeeEmail from Jordan Rubin to Mike Pearson and Andrew Davis (Nov. 9. 20EX_SCA_A_ 00005999

6000.

563 Email from William A. Ackman to Mike Pearson (Nov. 4, 2018RX_SCA_A 00005994.

564 Email from Mike Pearson to William Ackman (Nov. 6, 2018RX_SCA_A_00005997.

565 SeeSchiller Deposition, at 125:930:7 Pearson Deposition, at 272:283:17.

566 Email from William A. Ackman to Mike Pearson (Oct. 29, 20DM8RX_SCA_A_00005983.

567 Email from William A. Ackman to Mike Pearson (Nov. 5, 2018RX_SCA_A_00005995.

568 Mittelman, MelisssAc k man6s Bi ggest Val eant R8lgomeetg(Nogemd®ed ng Unat
2015).

569 SeePollock, LaurenAc k mands Pershing Squar e,\BaiStslt(Nov. 3342016 i n Val
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Then onDecember 31, 2015, Mr. Ackman sold about five million shares in Valeant in order to
generate a tax | oss as investors in Pershing
the end of 2015, Pershing Square shares in Valeant were down to 8.5 pkticertompany’®

3. Pershing Square Gains Two Valeant Board Seats

On February 29, 2016, the day after Valeant announced Mr. Pearson would return from
medical leave, Mr. Ackman visited Mr. Pearson at Valeant to request that Stephen Fraidin, Vice
Chairmarof Per shing Square, be made a*member of V
Pearson instructed Mr. Ackman to bring his request to Robert Ingram (then Chairman of the
Board) for the Board to conside? In an email sent by Mr. Ackman to Mr. Pearson follogyi
his February 29 visit to Valeant, Mr. Ackman
doing on behalf of us and the other shareholders . .. You come across very well and | think will
be very comforfing for analysts. 0

On March 8, 2016, thBoard voted to make Mr. Fraidin a Valeant Dire¢drThe same

day, Mr . Ackman email ed Mr. Pear son, stating,
review our agreement requests prior to Steve joining the board so we are going to drop the

requestsah we can deal>wctbrtdhem tatbr. oPearson, N
were fAlargely |l egaleseo and fAwere around trad

not t?ade. o

On March 16, 2016, Mr. Ackman contacted Mr. Pearson and askei lensould speak
to Valeantdés Board for three to four hours du
commenced the following d&y’ Mr. Pearson relayed this request to the Board and the next
day, Mr. Ackman joined the Board meeting as an obséiveugh the weekertd® On March
18, 2016, Mr. Ackman requested that the Board make him a Diré&taiccording to Mr.
Pearson, when Mr. Ackman made the request, he
Mr. Pearson as CE®° However, on March 20,016, Mr. Ackman called Mr. Pearson to
inform him that the Board will vote on replacing him as C0On March 21, 2016t was

570 SeeHerbstBayliss, SveaA ¢ k mdumnd Sells 5 Million Valeant Shares to Generate TassLReuters (Dec.
31, 2015).

571 SeePearson Deposition, 882:18 333:22

572 See PearsobDeposition at333:17334:8

573 Email from William A. Ackman to Mike PearsoWRX_SCA_A 00012758(Feb. 292016).

574 valeant,Valeant Pharmaceuticals Announces The Addition Of Three New Independent Directors To Its Board
(Mar. 9, 2016)found af http://ir.valeant.com/newreleases/2016/089-2016130553844last visited Dec. 16,
2016)

575 Email from William A. Ackman to Mike Pearson, VRX_SCA_A_00022207ar. 8, 2016)

576 pearson Deposition, at 3362F.

577 SeePearsorDeposition, at 338:1217.

578 |1d. at 338:12339:13;see alspCommittee Staffiterview with Bill Ackman (Apr.7, 2016)

579 |d

580 pearson Deposition, at 34#15.

581 SeePearsorDepositionat 339:23345:4.
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reportedtha¥ al eant 6s Board voted to add Mr. Ackman
as CECP®?

When asked when Mr. Adkan lost confidence in him as CEO, Mr. Pearson replied
during his deposition, A[s]omet i né& Abtewhween Fr

Mr. Ackman asked Mr. Pearson to step down as
primarily with theshareprice performance and that he was probably feeling a lot of heat from

his investors and, therefore, if youbre an ac
probably the eastRsrti td atnlygee Commiatkteangh@s cal |
would not comment on the Board discussions around the decision to ask Mr. Pearson to step

down as CEO. He acknowl edged, however, that

moving forward®®
V. Rodelis Therapeutics

Of the four companiess hat were the subject of the Comm
Therapeutics exhibited the least separation between the company and its investors. During its
existence as Rodelis, the company maintained no discernable separation from its largest investor
Avegogyealthcare Capital. In fact, the two companies even shared a mailing address at one
point?®

The core Rodelis team included Mr. Venkataraman, the founder of Avego Healthcare
Capital, and Mr. Goldstein, a partner at Avégolt is apparent from imtrnal Rodelis documents
that virtually no effort was made either to separate Rodelis from Avego, or to separate the roles
of individuals holding senior office in both companies.

Both Mr. Venkataraman and Mr. Goldstein were involved in detailed anabgasimg
Rodel i s6 acqui siti o¥® AbhbugrcSeattiSmescer wasthe GeSezal o my ¢ i n
Manager of Rodelis, he was brought on only in late 2015 and his role appeared to be relegated to
dealing with the outward facing backlash that occurred dfeeptice increase, and he was
absent from key decisiemaking email$8® Mr. Goldstein was an active driver in the decisions
involving Rodelis and Seromycin throughout 2015, maintaining and using both an Avego and a
Rodelis email throughout the transactfon Seromycire®°

582 Committee Staffiterview with Bill Ackman (Apr.7, 2016)

583 pearson Deposition, at 34#15.

584 pearson Deposition, at 3441815:4.

585 Steele, et alaleant Names Josefftapa as New CEQNVall Street Journal (Ap25, 2016).

586 SeeEmail from Srihari Vedartham to Dr. StoweR;TI-USSSCA00002461(Apr. 3, 2015); Email from Michael
Goldstein to Jacinta McCabe, Ciaran Lyng, Sarah Cleary, Jim Clery, and BrianFKBEHYSSSCA0000277 at
RTI-USSSCA00027981 (Aug. 7, 2015).

587 SeeRodelis Therapeutics Overvie®,TI-USSSCA0000032]1 atRTI-USSSCAQ000003%

588 SeeEmail from Virinder Nohria to Bala Venkataraman and John DevRie]JSSSCA00000423June 15,
2015).

589 SeeEmail from Srihari Vedartham to Michael GoldsteRiTI-USSSCA00007233July 14, 2015)Email from
Scott Spencer to Andrew PolladRTI-USSSCA00005071(Sept. 15, 2015).

59 SeeEmail from Brian Jenette to Michael GoldsteRT1-USSSCA00007974(July 27, 2015)Email from John
Devane to Michael GoldsteiRTI-USSSCA00000276July 28, 2015).
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In several instances, Mr. Goldstein, using his Avego email address, was directly involved
in directing regulatory, payments, and pricing analysis on Seromycin prior to the pw¥¢hase.

Even after Rodelis closed on the Seromycin deal, Mid€s@in continued to direct
ongoing pricing analysis into the product, giving no indication that his involvement in the
Seromycin project while being a partner at Avego was going to wane in thefiftureego
also ordered, under its own name and notdah&odelis, pricing and payer research on a number
of drugs, including Seromycit{?

As seen in the above discussion of the other three companies, activist investors
maintained close relationships with the executives of the companies they investedcunapstrt
those which have the largest share of a company as Avego did with Rodelis. However, even the
most active investors in the other examples maintained a veneer of detachment in that, no matter
how hard they may have pushed and pressured the execatithe companies they invested in
to take the companies in a direction that was best for the activist investors, ultimately, the
executives of the companies had final say in management decisions. In the case of Avego,
investors made no attempt to hithe fact that they were running Rodelis. This is a prime
example of the control exercised by some investors in healthcare at the cost of patients.

591 SeeEmail from Michael Goldstein to Kevin Rohrbach (Aug. 26, 20F5)l-USSSCA00008039 Email from
Srihari Vedartham to Michael GoldsteRTI-USSSCA00007233July 14, 2A5); Email from Kevin Rohrbach to
Michael Goldstein, RFIUSSSCA00007980 (August 20, 2015 mail from Colin Shannon to Michael Goldstein
and Srihari VedarthanRTI-USSSCA00007871 (July 22, 2015); Email from Michael Goldstein to Bala
Venkataraman and Sah Vedartham, AVEGE@0000883 (July 30, 2015); Email from Brian Jennette to Michael
Goldstein, AVEGG00000965 (August 6, 2015).

592 SeeEmail from Michael Goldstein to Kevin Rohrbach (Aug. 26, 20B5)l-USSSCA00008039

593 SeeAvego Healthcare [redactedhe Cycloserine Research (August 20B)]-USSSCA0000124858;
Cycloserine Research (August 2018Y,1-USSSCA000012591264
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CHAPTER 5. HOSPITAL, PATIENT, A ND COMMUNITY IMPACTS

l. Harm to Patients and Their Families

Basedon its extensive study, the Committee believes that sudden drug price increases
have imposed substantial burdens on patients and their families. Dramatic price hikes are
affecting their health, time, emotional wéking, and pocketbooks. According b@tmany
patient accounts obtained by the Committee, these impacts are often inte¥ifnkedome
cases, patients are forced to go without vital medicine, and experience dangerous and sometimes
life-threatening symptoms as a result. In others, pafiesutsl often their families and
physician® reported having to skip doses or hoard pills ddear that their next refill would
notbe availableor would be unaffordable® Physicians bemoaned théfectsthat poor
adherence to prescribed do°°iEvegpateatswhdiabtdined n t he
medication through PAPs or who stitkidhinsurance coverage for their medication reported
watching anxiously as prices climbed, knowing that they could lose access without warning if
the drug were dropped from their insurance pl
if their appliation for patient assistance were denied at any pdint.

The Committeebds interviews reveal that fam
scared, often feel powerless in the face of drug price incrdageslso become advocates,
making calls or souring the Internet in search of alternative or lower cost therzf§idamily
budgets are stressed even when patients get help from a PAP or have what they consider to be
good insuranceoverage®® Some family members reported taking a second job onfttaking
on increasedaretakingesponsibilities at honf@° Others navigated through vague information
on websites and applied to multiple PAPs or grants in search of one that would cover their needs.
Several individuals likened the paperwork requiretsgerthat require continually reapplying and
following upd to having a paftime job5%!

594 Committee Staff Intergw with Patient A (Pl [UNDER SEAL])Nlar. 24,2016 iPati ent ;A I ntervie
Committee Staff Interview ith Susan Manne@wife of patient Bruce Manne¢Mar. 24, 2016Y i Manne s

I nt e r;vCoremittee Staff Interview with Patient B (Pll [UNDER SEALPfr. 4,2016 nPat i ent B

I nt er Comemit@e Staff interviewed a number of patients and family menalffected by the price increases

in the seven drugs subj e cSometobtheselndividGals funderstandably) eequested e st i g
anonymity regardingublic attribution of their statement3.he names of these individuals have been anargani

The Committee is not relying on anonymous reports, as all anonymized names are known to the Committee, and
Committee Staff interviews with those individuals were subject to 18 U.S.@0@&Band 1505. Full notes of these
interviews are containedinhe Commi tt eeds sealed fil es.

5% Committee Staff Interview with Dr. Michael Schilsky (Mar. 23,2006 Schi | sky I ntervi ewo)

596 1d.

597 patient A Interview, Patient B Interview; Mannes Interview; Committee Staff InterviewTwitha Marzolo

(mother of patient Patrick Melvirf(Mar. 28, 2016 i Mar zol o | ntervi ewo) .

598 1d.

5% Mannes Interview.

600 |d

601 |d
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I. Drug-Specific Patient Impacts

A. Wilson Disease Drugs:Cuprimine and Syprine

Val eant 6s sudden price increases flaty Cupr.i
hard due to the nature of treating Wilson disease, which results in the inability to process copper
and requires treat men% Fordecadéeshreividuasssith Wildon a per s
disease have relied on Cuprimine and Syprine to lead otherwise ordinary lives. Failure to treat
Wilson disease is not an option. Dr. Askari, director of the Wilson Disease Center of Excellence
at the University of Nthigan Health System, who has overseen the care of hundreds of patients,
testified before the Committee on April 27 that:

Wilson disease is completely manageable with proper treatment; however, it is a
uniformly fatal disease if left untreated. It camdcrippling disease if copper

levels are not well controlled or if the diagnosis is not made early

enough. . .. Risks of not treating Wilson disease or gaps in treatment include
liver failure, brain damage, and de&th.

The price increases for Cuprin@ and Syprine resulted in interruptions in treatment,
difficulty accessing medication, and the returmpainful symptoms for patients. Writing in the
journalHepatologyin April 2015, prominent Wilson disease specialists reported that price
increases we beginning to create financial crises for many patients and that further serious
personal health crises were loomfig.

Dozens of Americans affected by Wilson disease contacted the Committee over the
course of the investigation to share theiris®and struggles. Patients ranged from newly
diagnosed young adults scrambling to make ends meet, to seniors facing retirement. The older
adults had typically been successfully managing their disease with Cuprimine or Syprine for
most of their lives, ad the sudden price hikes presented an acute risk to their life, health, and
wellbeing. Even those who received foundation grants fgrags or enrolled in a PAP sitill
faced burdensome ocof-pocket cost§?® While some patients were able to eventuadly g
assistance in obtaining the medication they needed at an affordable price, many went without
medication for a period of timéhusjeopardizing the management of their condifihOther
patients decided to switch to zinc acetate, a treatment thatsksefor some patient§’!

All of the Wilson disease sufferers that the Committee interviewed, including those
eventually able to obtain financial assistance for the drugs, were deeply anxious abterniong

52Wi | son disease is also referred to by some in the med
603 April 2016 Hearing, at 1 (written testimony Br. Frederick Askari, M.D.).

604 SeeMichael J. SchilskyetalCost | y Choi ces f or ,HeapacogyiVaol.gl, M. 4, at@10® s Di s €
(2015).

505 patient A Interview; Patient B Interviesgmal with Patient B (PIl [UNDER SEAL](Apr. 11, 2016)

606 Marzolo Interview; Patient B IntervieviEmal with Patient B (Pl [UNDER SEAL](Apr. 11, 2016)

607 See, supraat8.
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affordability and acces$® Physicians empha=d that emotional effects can exacerbate a
patient 6s p h% Some aven expyesspaconoesn.that speaking publicly would lead
Valeant to stop manufacturing the drugs altogether, while others were angry over what they
viewed as Vabedhods ahiSdme papests veer eistusbed that

Valeant was profiting from the price increases while claiming publicly to be helping people
through its PAP!! Some patients were only offered assistance from Valeant after speaking
about their ballenges to the pre§%¥

Below are the stories of three Wilson disease patients who testified before or were
interviewed by the Committee.

T I'n the Committeeds April 27, 2016, hearin
of Libraries at the College illiam and Mary, shared her experience struggling to
treat her Wilson disease. Prior to the price hikes, Mrs. Heyman took Syprine three
times a day. In 2014, she determined that her projectpdyavould exceed $10,000
per yead with her insurance paygnover $260,008 and realized that such costs
were untenable for her (despite®hMsing an

Heyman explained the trials that followesch e appl i ed for Val eant
denied assistance; she wrote to the taleant CEO, Michael Pearson, who
responded that the price incroecaabes were n

activities; she applied to the Patient Access Network Foundation, and was told that

her income precluded her from obtaining supptrtUltimately, Mrs. Heyman

switched to a zinbased drug, but in doing so, she endures lifestyle restrictions and
uncertainties about future effectivenéssShe testi fied, A[ m]l]y he
Syprine and my doctor and | made the change only uhder €8 s . o

Mrs. Heyman also testified and told Committee staff that a year after she had
stopped taking Syprine, reporters from major newspapers contacted her, and then
talked to Valeant about her ca&8é.Following these interviews, Mrs. Heyman was
contaced by a Valeant representative offering to enroll her in a PAP as an exception
to the progr #fBlssr edqaymamemésused Val eant
that the drug should be offered to all patients at an affordablé'édgts. Heyman
later tesfied that after this offer, Valeant sent flowers with a note saying it was a

608 patient A Interview; Manness Interview; Marzolo Interview; Heyman Interview.
609 Committee Staff Interview with Dr. Frederick Askari (Mar. 28, 2016).

610 Patient A Interview; Patient B Interview.

611 Patient A Interview.

612 See, infraat 100

613 April 2016 Hearing, atil2 (written testimony of Berna Heyman).

614 1d. at 2.
615 |q.

616 Id
617 Id
618 |d

619 (. at 3.
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pl easure to talk to her. Mrs. Heyman tes
the sender be informed of my refusal .o

1 Aretired carpenter from Michigan, Bruce Manngisared his story in tidéew York
Timesand later his wife spoke with the Commitfé&.Mr. Mannes had been
managing his Wilson disease well for 55 years with Cuprimine, until the summer of
2015, when his monthly epay rocketed fronabout$366 to $1,80622 The price
hi ke caused the Mannes family substanti al
secontparttimej ob t o hel p cover the added expens
husband will di e ®WFoliowiny théNevw York Timestdry, c i ne . 0
Valeant contacted the couple and made an exception to its PAP requirements,
providing the drug directly to Mr. Mannesrai cost®?*

1 The Committee also heard the story of Patrick Melvin, a young father. Mr. Melvin
was diagnosed with Wilson disease in JW£2 and was able to continue leading a
normal life with the disease controlled by Syprine. When his insurance company
reduced the amount it would cover, leaving himg@c@y of $20, 000 f or
supply, he went without the drug for several weeks amdymptoms escalated to
where he began to have increased tremors and hallucinations, and to slur words,
drool, and |l ose his memory. Hi s mot her 6s
successful, but Mr. Melvin s hhaddedlirfed and was forcedapply for
disability assistance. With changing employment and income sta¢u® his
declining healthhis eligibility for assistance programs also changed, which required
his mother to continue navigating these programs on his behalf. Although Mr.
Melvin improved with continuing medical treatment and was rebuilding his skills,
including caring for his young daughter, he died tragically after suffering a massive
stroke in September 2015. He was 35 year$9ld.

In meeting with Committee staff on August 30, 2016, current Valeant CEO Joseph Papa
told Committee staff that Valeant had not reduced the prices of Cuprimine and Syprine or
provided rebates, and did not have plans to do so. According to Mr. Papa, tlmgaovag
instead focusing on ensuring that patients can obtain these drugs by making changes to its PAPs.
Specifically, Mr. Papa said that Valeant had expanded the coverage of its PAP to ensure that
patient with insurance has a-pay of more than $2%nd that a patient without insurance with a
household income of less than 500 percent of the federal poverty level would receive free

medication®26

620 Id

621 Andrew Pollack & Sabrina Tavernisé,a | e ®mig Pdice SrategyEnriches it,But InfuriatesPatients and

LawmakersN.Y. Times (Oct. 4, 2015).
622 1d.

623 Id

624 Mannes Interview.

625 Marzolo Interviewy Committee Staff Interview witBr. Laurice Yang(doctor treating Patrick MelvinjApr. 21,

2016); Committee Staff Interview with Joey Geegtor treating Patrick MelvinjApr. 1, 2016); Committee Staff

Interview with Dr. Jeff Bronstei(doctor treatingatrick Melvin)(Mar. 31,2016Y iBr onst ei.n I ntervi ew
626 Papa Interview; Valeant, Responses to Senate Special Committee on Aging, at 2 (Sept. 13, 2016).
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B. Toxoplasmosis Drug: Daraprim

As discussed previously, toxoplasmosis is a parasitic infection nafelsting patients
with compromised immune systetS. Infants are at risk because their immune systems are not
sufficiently developed to combat the infectféfi.Most people with healthy immune systems
who contract toxoplasmosis feel mildly ill, if theyefell at all.?° For those at risk, however,
toxoplasmosis can cause brain and organ damage and result in blindness or death if not properly
treatec?*®

Many Americans with toxoplasmosis are among the most vulnerable of patients, with
limited financial esources and limited support systéfitsPatientsn theadvanced stages of
AIDS areamong thosat highrisk to develop toxoplasmosi& Patients who seek treatment
typically present with a brain abscess causing seizures and rapidly declining functamcarhi
subsequently quickly deteriorate to de2thThey are stabilized in the hospital and discharged
with a prescription to continue taking Daraprim at héffe.

For toxoplasmosis patients, the turmoil «cr
August 2a5 and its immediate price hike from $1,350 to $75,000 for a bottle of 100 pills was
especially threatening to their health. Dr. Adaora Adimora, a physician and professor at the
University of North Carolina, testified before the Committee in March 2(dtGaha result of
Turingbés price hikes, patients had experience
gone without treatment entirel§®> Following the price hikes, some insurance compamiade it
much more difficult for their beneficiaries toaess Darapritf®® In interviews with the
Committee, health care providers noted that PAPs angradit grants often fail to provide
benefits for these patients, are difficult to navigate, and are not well advéftised.

Dr. Adimora reported further thagatients and providers were battling insurance
companies, searching for financial help, and in some cases turning to drug compounding or
alternative therapie€® She and a number of other physicians, hospital administrators, and

627 Seesupra at33.

628 SeeMarch 2016 Hearing, at 2 (ittentestimony of Adaora Adimora.D.).

629 SeeCenters for Disease Contrélarasite® Toxoplasmosis (Toxoplasma infection) Toxoplasmosis Frequently
Asked Questionsound af http://www.cdc.gov/parasites/toxoplasmosis/gen_info/fags.html. (last visited Nov. 21,
2016).

630 SeeMarch 2015 Hearing, & 3 (writtentestimony of Adaora Adimora.D.).

631 Seeleffrey L.Jonesgt al Neglected Parasitic Infections in the United States: Toxoplasmosis

90 Am. J. Trop. Med. Hyg. 794, 795(2014).

832 1d. at 794.

633 1d.

634 March 2016 Hearing, at 3 (itten testimony of Adaora AdimoraM.D.).

635 I1d. at 3 4.

636 1d. at 2 (witten testimony of Shannon Weston

637 SeeApril 2016 Hearing, at 4 (written testimony Aflaora AdimoraM.D.); April 2016 Hearing, at Qwritten
testimony of Frederick Askariyl.D.); Schilsky Interview.

638 SeeMarch 2015 Hearing, afi% (writtentestimony of Adaora Adimotavi.D.).
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patient advocates expressmdrage that obtaining a critical §@arold drug had become such a
nightmare®*®

The Committee heard about the cases of two infants who were successfully treated for
toxoplasmosis only because of the heroic efforts of their physicians.

1 Atthe Committe 6s December 2015 hearing, Dr. Davi
physician at the University of Alabama at Birminghaaid the story ofn infant he
treated for toxoplasmosis. After Turing acquired Daraprim, the hospital pharmacy could
notobtaintt drug through Turingds new | imited d
was unable to compound it into the liquid formulation infants i&e&urther, the 12
months of treatment that infants with toxoplasmosis reguieant that the cost of
Daraprimwould be prohibitivé*! While hospital staff were working arowtle-clock to
find an affordable source of the drug, a small supply purchased before the increase was
|l ocated on the outpatient community phar ma
begarf*? (In general, existing inventory of Daraprim was limited as soon as Turing
acquired the drug and sharply raised its price. Internal Turing documents reflect a clear
plan to buy up all existing inventor$/§

T I'n the Committeeds Mar goh,th2 @dhéroffaeiafaniborg, Sha
with congenital toxoplasmosis, shared her
born on March 14, 2015, was diagnosed with toxoplasmosis at two montfi$ alider
lab tests confirmed this diagnosis, the infant pa&scribed Daraprim, which would need
to be taken for about a yedf. On the morning treatment was to begin for the infant,

Mrs. Weston learned coverage for the medication had been denied by the insurance
company?*® After a series of rsubmissions and appls,Mrs. Weston was unsuccessful

in obtaining coverageMrs. Weston described combing websites and exploring all

options:il was hopeless and depressed at the tl
perfect little girl if | was not able to help her.. | looked into any way | could think of

to come up with the almost $360,000 necessary to treat my daughter for a year with a

drug that she needed, knowing that as long as she was treated before symptoms set in she
woul d r emai n %aRngly pdparmeedithrouagh an unexpected route. The
University of North Carolina pharmacy found a source for the active ingredients in

639 SeeMarch 2016 Hearing, at 5 (itten testimony of Adaora Adimorav.D.).

640 SeeDecember 2015 Hearing, at 3r{tten testimony of David KimberlinM.D.). The infant required a liquid
formulation of Daraprim. Ordinarily, to get the liquid formulation, the hospital would acquire the tablet drug, and
compound it into a liquid in the hpsal pharmacy.Id.

641 1d. at4.

642 |d. at 4.

643 Seesupra at38.

644 SeeMarch 2016 Hearing, at 1 (written testimony of Shannon Weston).

545 1d. at 2.
646 |d.at2Mr s. Weston reports in the written tedotBahomy, T#The
called to say our insurance cldmpany denied covering thq
647 |d. at 2.
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Daraprim and was able to compound it onsite, enabling the infant to receive treatment at
an affordable coSt'®

C. Kidney DiseaseDrug: Thiola

Cystinuria, as mentioned previously, is a rare genetic disease that affects one out of every
10,000 American$!® Characterized by high concentrations of the amino acid cysteine in the
urine, cystinuria leads to persistent kidney stoneshuiidup of which is prevented by Thidf2’
Without proper treatment, cystinuria causes symptoms such as chronic pain, nausea, and
vomiting, and leads to serious damage to the kidneys and surrounding organs. Cystinuria is a
chronic disease and treatmerdttaa lifetimeé®>! While dosage depends on the case and phase of
treatment, even maintenance cases typically require taking several pill®#aily.

When Retrophin raised the price of Thiola from $1.50 to $30.00 per tablet in September
2014, patients andoctors reported difficulty obtaining the drérj. Concurrent with its price
increase, Retrophin moved Thiola to a limited distribution system; a mail order hub controlled by
the company>* When this system was first set up, patients reported difficultysaarg and
affording the medication, and doctors reported difficulty in completing the additional paperwork
to ensure that their patients could obtain the §igr. Timothy Averch, Director of the
University of Pittsburgh School of Medicine Kidney Std@enter, shared that a number of
providers got calls from patients who went for routine refills, and were surprised by the
significant price increas®® Providers told the Committee that following the initiakspt they
were ultimately able to access tmedication for their patients although the process is more
arduous due to the additional paperw®rk.

D. Hospital Administered Cardiac Drugs: Nitropress and Isuprel

Nitropress and Isuprel are cardiac injectable drugs usually administered itahospi
setting® often in emergency situatiof€ Numerous physicians and hospital administrators
told the Committee that any patient in their hospitals who truly needs Nitropress or Isuprel

648 March 2016 Hearing, at 3 (itten testimony of Shannon Weston

649 National Institutes of HealflGenetics Home Referen@ndatedfound at
https://ghr.nim.nih.gov/condition/cystinurfiast visited Dec. 13, 2016).

650 See generallyNicolaSumorok& David S.Goldfarb,Update on Cystinuriag22 Curr Opin Nephrol Hypertens
427 @013.

651 SeeKamranAhmedet al.,Cystine Calculi: Challenging Gup of Stones32Postgrad MedJ. 799, 799 (2006)
652 SeeThiola Prescribing Information (undated), found at,
http://www.thiola.com/assets/pdf/ThiolaPrescribingInformation(fatt visited Dec. 13, 2016).

653 Committee Staff Interview with Dr. Tim Averch (Mar. 2, 2016).

654 Seesupra at43.
655 1d.

656 Id
657 Id
658 Id
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receives it. Many stressed, however, that the price increases dripos@leant on these two
drugs have placed substantial financial and other burdens on physicians and their institutions.

These price increases affect patients and their families in two ways. First, in an attempt
to lower costs, the effort to decrease tise of these drugs to the extent possible required
physicians to comb through procedures, identify substitutes, and develop new treatment
protocols and associated trainit¥§.Physicians reported this led to less time with patients,
which affected the carpatients receive and added to the inefficiency and cost of the health care
systemf®® Another way many hospitals are rationing their use of these twsdifiag cardiac
drugs is by not stocking them on every crash cart in the ho®itahis costsavingmeasure
can increase the time it takes a patient to receive theseidraiggemergengyvhich could have
potential adverse clinical repercussions.

Second, because Nitropress and Isuprel remain critical in certain cases, hospitals buying
the drugs aéxorbitant prices have taken substantial economic hits and had to divert resources
from other areas. Dr . Ri chard Fogel, Chief C
testified at the Committeeds AmpdngonNi2oprés6é hear i
and Isuprel would cause the institution to cut back on providing health care services to the
broader community served by St. Vincentds. D
and Urban Access to Health initiative, which neats lowincome and vulnerable communities
with health care services, food, transportation, and housing, as well as a number of initiatives to
fight the opioid epidemic as casualties of this price increase. The price spikes harm not only
patients at théospital, but also the entire community around the hospital. Dr. Fogel also
forecast that continuing increases in the prices of hospital drugs would force some community
hospitals to close, causing hardships for the many people they%erve.

1. Burden on Physicians to Find Affordable Drugs or Assistance for
Some Patients

In the course of this investigation, the Committee encountered a number of situations
where physicians were also affected by the price spikes. For example, physicians told the
Commitee they have been:

659 SeeApril 2016 Hearing, at 4 (vitten testimony of Richard Fogéll.D.).

660 Staff Interview with Bob Rothsteif@ohns Hopkins Universip(Mar. 24, 2016 i Rot hst ei;Btafi nt er vi e v
Interview with Dr. Richard Fogel (Mar. 24, 2016)i F o g e | I ntervi ewo) .

661 SeeDecember 2015 Hearing, at 3.

662 SeeApril 2016 Hearing, at 5 (written testimony ofRichard FogeM.D.).
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1 Required to spend substantial amounts of their time searching for a supply of
Daraprim to treat a sick infaft?

1 Required to devote time and resources
afford a lifesaving medicine they haween taking for decad&¥;

1 Forced to hire extra staff to handle the new burdens of applying and reapplying for
insurance coverage that is suddenly denied following a price hike, or to help patients
navigate the opaque and byzantine requirements of PARsl

1 Forced to design and implement new protocols for conditions calling for hospital
drugs that hospitals can no longer afféil.

Providers observed that their burden is particularly great when patients are more
vulnerable. They help seniors, for exdeppvho face challenges navigating administrative
barriers on their own. Some seniors face an additional challenge because they generally do not
qualify for copay assistance programs, which are prohibited by Medicare. Dr. Michael Schilsky

t

o

(ADr. ®xhidfsktyhe Yale School of Medicine, who

Committee staff that 100 percent of his senior patients were having difficulty obtaining their
medicatiorf®’ He described patients hoarding pills, cutting back on doses catidwally

facing supply gaps since their coveraffe gener

Dr. Schilsky said that one result of this unsettling situation is that he spends many hours dealing
with insurance companies and PAPs to help hiepatiget the medications they n&&d.
Similarly, Dr. Jeff Bronstein, a UCLA neurologist, described the requirements of getting needed

medicine for many of his pfatients as a fdjungl

2. Burden on Hospitals

Hospital administrators andhpsicians told the Committee that the dramatic jumps in the
prices of Nitropress and Isuprel contributed greatly to the overall rising cost of drugs they were
facing. The Ascension Health System, for example, reported a $12 million budgetary impact in
2015 from these increases, with Nitropress and Isuprel ranking first and second among the
hospital drugs that were contributing to its increased costs. The Johns Hopkins Health System
reported it suffered a $1 million hit in 2015 from price increases foopliess and Isuprel, and
the Cleveland Clinic spent over $5 million for the two drugs in 261 3.he Cleveland Clinic

663 SeeDecember 2015 Hearingt 3 (witten testimony of David KimberlirM.D.).

664 SeeApril 2016 Hearing, at 2 (vitten testimony of Frederick AskaNi.D.).

665 |d

666 SeeApril 2016 Hearing, at 4 (ritten testimony of Richard FogeM.D.); April 2016 Hearing, at 4 (written
testimonyof Richard Fogel, M.D.); December 2015 Hearing, at dt{@n testimony of Erin FoxPh.D.).

667 Schilsky Interview.
668 1d.

669 1d.

670 Bronstein Interview

671 Seel etter from Scott Knoer to the Hon. Susan M. Collins & the Hon. Claire McCasKill(Apr 25 2016)

(ACI evel and Léterifrani Ronald & tPetersom (Johns Hopkins Health System) to the Hon. Susan M.
Collins & the Hon. Claire McCaskill, at 2 (Apr. 25,
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reports that it continues to be adversely affected by the high prices of Nitropress and Isuprel in
2016, despite adopting measures to cedusagé’?

These increased costs put hospital budgets under significant strain. Hospitals generally
bill patientsforinpat i ent drugs based on the historical
diagnosisr el at ed gr oup ( i DR Gratdly far the drug’? Uptlating PRGb i | | i ng
costs to reflect the increased cost of one component of the treatment would pass the increased
cost onto patients and their insurers, but DRG costs are often not updated for a year or more so
t hey don 6-timemnadade§‘cSeveral baspital representatives told the Committee that
these price increases have put them in Athe r
payment$/® This strain on pharmacy budgets can reverberate through a hospital shstem.
profit hospitals, in particular, reported that the price increases led to cuts in different
departments, and impinged on programs that help thénoeme and vulnerabf® At the
April 271" Committee hearing, Dr. Fogel discussed plans that St. Vihospital had to create
new programs to fight the opioid epidemic, also referenced above, and how the sudden drug
price spikes diverted resources from the creation of these new prdgfams.

In the wake of the price increases, hospitals have taggressive steps to reduce their
usage of Nitropress and Isuprel. For example, Johns Hopkins, the University of Utah, the
Cleveland Clinic, and Ascension Health reported taking some or all of these steps:

f Cutting back or eliminating the use of Isuprellom s pi t al emer f€ncy fic
These are mobile units containing critical supplies that are stationed at various points
throughout the hospital for use in emergency situations, such as when a patient suffers
a heart attack.

1 Physicians told the Comniéle they have been unable to discharge an HIV patient
from the hospital because a supply of the drug could not be obtained to continue the
patientodés treatment at home, incfPeasing h

1 Substituting other drugs whepessible. For example, hospitals have been using
nicardipine to replace Nitropress in some cardiac procedures and emerf€ncies.

672 Katie ThomasyYaleant Promised Price Breaks on Drugs. Hedospitals are Still WaitingN.Y . Times,(May
11, 2016.

673 See generallyCMS, Medicare Claims Processing Manual, Chaptérl8patient Hospital Billing, Rev. 3504
(Apr. 28, 2019, found af https://www.cms.gov/Regulatiorend
Guidance/Guidance/Manuals/downloads/cim104c03|pdf visited Dec. 14, 2016).

674 See generallyHHS Office of the Inspector Generalledicare Hospital Prospective Payment System: How
DRG Rates are Calculated and UpddtOEI-09-00-00200(Aug. 20QL).

575 Fox Interview;Committee Staff Interview witkCleveland ClinidPharmacy Departme(#pr. 22, 2016)
Committee Staff Interview withisa Harvey McPherson and James Cdfiastern Maine Health SystgiiNov. 23,
2015) Conmmittee Staff Interview wittKatie Fulham HarrigMaineHealth (Nov. 23, 2015) Committee Staff
Interview with Scott Knoer (Nw. 6, 2015).

676 SeeApril 2016 Hearing, at 5 (vitten testimony of Richard Fogéll.D.).

677 1d.

678 December 2015 Hearing, at 3r{ttentestimony of Erin FoxPh.D.)

679 SeeMarch 2016 Hearing, at 4 (ittentestimony of Adaora Adimora.D.) .

680 Rothstein Interview Nicardipine had been considered expensive relative to Nitropress before the Nitropress
price increases, and thus msed in those situations where it might have been.
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1 Actively looking for alternative approach&g.
f Aggressively monitoring usagé?
f Reducing inventorie®?

Achieving these redudans is itself a costly process for hospitals and staff. A number of
physicians and hospital representatives told Committee staff that making the changes is not as
simple as substituting a new drug for Nitropress in the hospital pharmacy or issuing new
policies®®* Administrators must develop new policies and protocols as well as train the medical
professionals who treat patients in using them. Many doctors who have used Nitropress and
Isuprel for decades must learn new protocols designed to reduce thetdrit§P ®heysicians
emphasized to the Committee that patients in their hospitals who need one of these cardiac drugs
will get them, but they also stressed that transitions are costly. One physician discussed the trial
and error factor that implementingw protocols entails, and emphasized that there are no one
size fits all replacements for Nitropress and IsufifelThe increased time that administrators,
physicians, nurses, and others who treat patients spend developing policies and learning and
implementing new protocols is time away from patient care.

Valeant announced in numerous settings, including in April 2016 testimony before the
Aging Committee and in an October 2015 Il etter
hospitals across the UnitedaBts were receiving significant discounts in their purchases of
Nitropress and Isupréf’ Valeant officials stated that it was providing volutresed discounts
in response to complaints from hospitals and lawmakers to reduce the stress of the sharp price
increases on those drugs. According to interviews the Committee conducted with dozens of
hospital officials and purchasing organizations, that was not thé®aseaumber of these
hospitals and organizations provided formal submissions for the recordaptie April 2016
Hearing confirming that they had not recei®eand in many cases had repeatedly saughich
discounts from Valearf® Only two of the seven GPOs that Committee staff contacted at that
time reported having contracts with Valeant that led for volume discounts. In one case, the
predominant discount was one cent off of the VBA&sentially no discount at &%°

1 Ascension Health, the largest nprofit health care system in the United States, testified
in April 2016 that Valeant would ngtrovide any discounts to Ascension, and had denied
all requests to contract with the institutits.

681 SeeApril 2016 Hearing, at 4 (rittentestimony of Richard Fogel).D.).

682 Rothstein Interview; Fogel Interview.

683 |d

684 See., e.g April 2016 Hearing, at 4 (stten testimony of Richard FogeM.D.).

585 Fogel Interview.

686 1d.

587 April 2016 Hearing, atil2 (writtentestimony of J Michael Pearspn

688 See, e.g.Cleveland Clinic LetterJHU Letter; Letter frontrin Fox,Pharm.D. to the Hon. Susan M. Collins &
the Hon. Claire McCaskill (Apr 26, 2016)fi Ut a h ; Sukntissi@n fram Ascension Hea(ipril 2016 Hearing)
(Ascensi on ;JUbetter.s si ono)

689 1d.

69 [SEALED] Interviews.

891 SeeAscension Submission, at 1.
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1 The Johns Hopkins Health System stated that it had neither received discounts nor the
offer of discounts from Valeant for-patient use of Nitropress &uprel, and that both
drugs remained at their peak prf€é.

1T The Cleveland Clinic reported that it was
for the drugs$®?

1 The University of Utah Health Care system reached out to Valeant in October 2015, and
also in March 2016, in an effort to obtain better prices for the two products. Valeant
suggested that Utah discuss the prices with its wholesaler, which stated it offered no
discounts4

1 Aging Committee members shared results of further outreach aptile2B816Hearing,
including Chair man CodedtiadnofdMéaine hds@Etdlsesomeeyed t h a't
did not report receiving discounts for Nitropress and Isuprel, and Ranking Member
McCaskill s statement that s,lubanlradiralc hecked
and the number that reported receiving discounts was%ero.

I n September 2016, Valeant briefed Committ
commitment, made at the April 2016 hearing, to form a committee to examine options for
redwcing prices on the four drugs discussed at the hearing: Isuprel, Nitropress, Cuprimine, and
Syprine. Valeant officials further briefed Committee staff in September 2016 about the results of
that effort.

According to information Valeant providétbmmittee staff in September briefings, it
reached agreements with GPOs under which the bulk of Isuprel and Nitropress would be sold to
hospitals at a cost 10 to 15 percent lower than the full prices of $17,901 per unit for Isuprel and
$881 per unit for Nropress. Valeant informed staff that it had entered into contracts which
included volume discounts with almost all relevant GPOs, with a minimum discount of 10
percent. The information Valeant provided indicated that the vast majority of users would
qudify for only a 10 percent discount for Nitropress, and a 10 or 15 percent discount for Isuprel,
with a small number receiving larger discounts. Even with these discounts, these drugs remain
significantly higher than they were before Valeant began hikiagrice of these drugs. At the
10 and 15 percent rebate tiers, Nitropress remains 269 percent higher and 248 percent higher
than the original price on the day that Valeant purchased the rights to the drug. Atthe 10 and 15
percent rebate tiers, Isupreimains 638 percent higher and 597 percent higher than the original
price. Valeant indicated that as of rRB&ptember 2016, there is still one major hospital
organization that has not reached a contract agreement with Valeant for the$&°drugs.

692 SeeJHU Letter, at 2.

693 SeeCleveland Clinic Letter, ati®.

69 SeeUtah Letter, at 1.

895 April 2016 Hearing, Trans. &4:3i 35:2, 6222i 63:10.

6% SeeValeant Responses to Senate Special Committee on Aging (Sept. 13, 2016); Committee Staff Interview with
Joseph Papa (Sept 19, 2016).
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. Burden on Government Costs and Insurance Premiums

Rising prescription drug prices affect government budgets as well as private insurers and
their individual subscribers. HHS estimated in a March 2016 issue brief that prescription drug
spending had risen ®457 billion in 2018 its highest levet?” Expenditures on prescription
drugs are projected to continue to rise faster than overall health care spending. Americans cover
these expenditures through taxes that fund government programs or directly thnougércial
insurance plans.

The federal government spend26billion annually on prescription drugs through
Medi car e, Medi caid, Veterans Affairs, the Chi
program<® Price spikes are contributing to increases in federal government spending. In
August 2016, the Centers for Medicare & Medicaid Services released data demonstrating that
spending on Medicare Part D drugs increased 17 percent from 2013 to 2014, despaettat
claims had increased by only three perééht.

Insurance companies have also been burdened by sudden price spikes and have sought
ways to protect themselves from high prices while providing coverage. In response, they have
raised deductiblesncreased monthly premiums, transferred kight drugs to more expensive
tiers, and imposed or increasedmays. Matt Eyles, executive vice president of policy and

regul atory affairs at Americads Heaha h I nsur a
ConsumerReporsr t i cl e as saying that AdAthe dramatic i
definitely contributing to a moveo to increas

requirementg®°

897 SeeHHS Office of the Assistant Secretary for Planning and Evaludsag Brief (Mar. 8, 2016)found at
https://aspe.hhs.gov/sites/default/files/pdf/187586/Drugspendin@igstivisited Dec. 14, 2016).

6% SeeCMS, Prescription Drug Expenditure®\atioral Health Expenditures by Type of Service and Source of
Funds, CY 196015, at lines 287, 289, 292, 294, 295, 299, 302, and 308, which totals to $1B6li>46 found
at, https://www.cms.gov/Resear@tatisticsDataand Systems/Statistiesrendsand
Reports/NationalHealthExpendData/NationalHealthAccountsHistorical.tigst visited Dec. 12, 2016).

699 SeeCMS, Updated Prescribetevel Medicare Data(Aug. 18, 2016)found at
https://www.cms.gov/Newsroom/MediaReleaseDatabase#teets/2016-actsheetdtems/201608-18.html (last
visited Dec. 6, 2016).

700 SeeConsumer Reportss There a Cure for High Drug Priceg3uly. 29, 2018, found af
http://www.consumerreports.org/dsigurefor-high-drug-prices/(last visited Dec. 14, 2016).
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CHAPTER 6. POLICY RESPONSES

The Committedropesthat the sunlight shone on the four companies throughout the
investigation will help to deter companies from employing a similar business model and
exploiting market failures at the expense of patients. Nevertheless, this troubling practice must
be stpped to help rein in price spikes in-@étent, decadesld drugs purchased by companies
that did not bear the drugsdé research and dev

Health economists, physicians, think tanks, and consumer groups have advocated for a
wide range of paty solutions from price transparency and controls to compounding and
importation’°t Some experts, however, have cautioned against certain proposals or argued they
warrant further study to prevent unintended c
possible policy responses included review of qualitative and quantitative data and current law
and practices, consultations with federal agencies, and conversations with numerous experts and
stakeholders from all sides of the issues.

The Committee beliees there are sound, bipartisan policy solutions that would address
the core issues identified by the investigadianarket failures that reduce or altogether
eliminate competition in decades old,-ptitent drugsWith an issue as complex as drug
pricing, members understandably have differing views on the merits of the various options
available to policymakers, including the responses described in this report. While rele&se of th
report does not indicate unanimous support of each of these policy ppt®hspe that it will
contribute to the ongoing discussion

l. The Increasing Competition in Pharmaceuticals Act

The Committeeds investigation has found th
and no generic competitor, are more vulnerabldramatic and sudden price increaS8sAs a
general proposition, generic entry lowers drug prices, with the entry of the second generic having
the most downward pressure on pricifig It is estimated that on average, generic drugs cost
some 80 percent less than brand name ditigs.

In March 2016, Chairman Collins and Ranking Member McCaskill introdiibed
Increasing Competition in Pharmaceuticals A8t 2615).% This legislation wuld take steps to
incentivize competition and provide solutions to regulatory uncertainty, small market size, and
other factors that serve as inherent limitations to generic entry.

01 See, e.gAri B. Friedman, M.D. Ph.D. & Janet Weiner, Ph.D. MR¥h at 6 s t he St orHealtwi t h Dr u
Policy Sense (May 30, 2016pund at http://Idi.upenn.edu/healthpolicysense/what%B2%99sstory-drug-prices

(last visited Nov. 29, 2016).

702 Seesupra at6.

703 See, e.g.FDA, About FDA, Generic Competition and Drug Pricésund at
http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDER/ucm12938asttm
visitedDec 14, 2016)

704 See, e.g.FDA, Facts About Generic Druggune 28, 2016¥ound at,
http://www.fda.gov/Drugs/ResourcesForYou/Consumers/BuyingUsingMedicineSafely/UnderstandingGenericDrugs/
ucm167991.htrflast visited Dec14, 2016).

05 The Increasing Competition in Pharmaceuticals, Ac2615, 114 Cong. (2016).
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To keep the marketplace competitive, which will help keep drug prices énd
improve access for patienthe bill proposes setting a clear timeframetii@FDA to expedite
the review of certain generic drug applications to help ensure access to affordable drugs for
patients. The bill would also codify the prioritizatiohfirst generic products and submissions
related to drug shortages (similar to what is referencditeiR DA6 s admi ni strati ve
Policies and Procedures)s well as generic applications for certain older prescription drugs for
which patents havexpired and for which there is only one manufacturer. These medicines often
serve smallepatientpopulations.This is a critical area théhe FDA was failing to prioritize
administratively until questioned by Chairman Collins and other Members andifajlthe
introduction of S. 261%% The bill would requirghe FDA to act to approve or not approve such
applications within 150 daysKey provisions of S. 2615 include:

Improving generic access through priority review and timelingdnder the billgeneric
applications would be prioritized for review within 150 days @} a drug that has been
introduced into interstate commerce by not more than one manufacturer in the last three months
and for which there are two or fewer tentative approvals dDAS or (2) a drug that is on the
drug shortage list. The GDUFA fees would be waived for mostssnlece and drug shortage
applications’®” Once a drug is off the drug shortage list or there are two manufacturers or more
that have introduced the genenmcinterstate commerce, then any applications submitted do not
get priority review or the fee waiver. Under the bill, the Secretary could also expedite the
inspection of a manufacturing facility.

Incentivizing companies to enter these important marketobly f er i ng a fAgener
priority revVhewbivolucweul @ create a new fAgener.i
would be awarded to the sponsor of a successful application for a medical shortage or sole
source drug subject to priority review under thet. Athe FDA would be required to review and
act on any ANDA application to which a priority review voucher is applied within 150 days. A
voucher would only be awarded to sponsors of approved medical shortagesmusokedrug
applicationsnotfor thoe approvals that are already given 180 days of exclusivity as so called
Afirst generi cs o0 undeWaxnsan. iGeneric prigritypaviewvoushers ns o f
would be transferable for other generics only. Under the bill, the Secretary could ttevoke
generic priority review voucher if the generic drug subject to priority review under the bill is not
brought to market in 365 days, ensuring that approved applications that receive priority review
under the bill are actually marketed. Finally, thecster program would sunset on October 1,

2022, providing Congress the opportunity to revisit this incentive.

Improve transparency in FDA reporting about generic applications and the backlog
The bill would requirehe FDA to report to Congress quartedy the number of ANDA
applications filed prior to October 1, 2015, that are still pending; the average and median time
such applications have been pending; the numb

06 See, e.gGeneric Drug User Fee Amendments: Accelerating Patient Access to Generic Drugs: Hearing Before

S. Comm. on Health, Education, Labor and Pensitag" Cong.,2d Sess., Trans. at 2823 (Jan. 28, 2016)
(testimony of Janet Woodcock.D.) (fAJanuary 2016 HELP Hearingo).

“"The bill does not waive fees for applications with a
or drug use contained the ANDA is either invalid or will not be infringed.
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certification; and the number that are fdbjto priority review. This would provide lawmakers
with more visibility into the current backlog and help ensure that Congress can perform more
oversight of the generic drug review program.

Closing a loophole in the existing priority review voucher gram for neglected
tropical diseases that Mr. Shkreli tried to exploiThe bill seeks to ensure that a voucher is only
granted to a company that did substantial new research, not for research that was done decades
ago by another companyhilenotdirec | v ti ed to the Committeebs |
Retrophin, Mr. Shkreliried to exploit such a loophole when he purchased KaloBios
Pharmaceuticals, and then quickly attempted to acquire benzdahath is used to treat the
potentially fatal trpical Chagas disease, from another drug company for $2 nmiffiavr.
Shkreliapparentlyintended to obtain a priority review voucher by filing a topical disease
application based almost entirely on decanldsresearch®

Reporting on the ability opatients, providers, and generic drug companies to access
drugs subject to a REMSCongress authorized the REMS program in 2007 to ensure that
sufficient postmarket controls could be put in place for the riskiest of drugs to ensure the
benefits outweighhe risks of the drug’'® Since then, concerns have been raised about burdens
on providers, pharmacists, and the companies which have to comply with REMS, and concerns
thatREMS arebeing used as a barrier to prevent generic access to samples to comtiest'dtu
The bill would require, by June 2017, that GAO report to Congress on the REMS program so
that Congress has the data and analysis necessary to make decisions about if, or what, changes
would be necessary to the program to mitigate any unintendsdagaences while maintaining
the goal of safe and effective drugs.

By authorizing a priority review timeline for generic applications and providing an
incentive in certain circumstances, Congress would improve certainty for generic drug
companies, helprevent future shortages, increase competition to lower prices and avoid
monopolies, andeter practices that can ledexorbitant price hikes on drugs that were
previously affordable for decades.

Il. Preventing Generic Entry from Being Blocked
A. Restricted Distribution

Restricted distribution systems are commonpladkerJnited Statehowever, changes
to the legal regimes governing them are required to ensure that restricted distributisiisserve
intended purpose. These systems can seavg/ mppropriate ends such as protecting the safety
of patients, caregivers, and their families, ensuring patient compliance, and providing

%8 SeeAndrew PollackMar t i n Shkreli és Latest Plan todNYSThmes ply Rai s
(Dec. 11, 2015).

709 Id.

710 Food and Drug Administration Amendments Act of 20@1, Stat. 8232007).

"1 Seeinfra, at114.
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personalized servicé? As revealed by the Committeebs inve.

abused to delay geneentry in the marketplace. These abuses are sérioy®ne estimate in
2014 such abuses resulted in an increased cost to consumers of $5.4 billion gé&t year.

Both Turing and Retrophin (while Mr. Shkreli was CEQ) used restricted distribution to
try to delay generic entry by preventing potential generic entrants from obtaining the samples of
the Reference Listed Drug (ARLDO) needed to
required for FDA approvaf* Additionally, companies whose drugs are subjedDA-ordered
REMS often use those REMS to defeat or delay generic Eftfwo mechanisms can be used
to achieve this goal: (1) the restricted distribution component that is common to REMS allows
the brand name to block potential generic entrants @btaining the RLDand (2) the brand
name drug owner can refuse to allow a generic entrant to share the REMS system set up by the
brand name for the drug. This blocks generic entry since the REMS regulatory regime requires
generics to use the same REMSteyn as the brand name drug. The FDA has little discretion to
waive this requirement, and to date brand name company has agreed to terms admitting a
generic companinto its REMSsystem’16

B. Voluntary Restricted Distribution

There are no regulans (outside of REMS) thaubstantially limithow a company
distributes its drugs. Companies are generally free to choose from the varied distribution
channels offered by the market, and may voluntarily opt for restricted distribution. In the cases
of Turing and Retrophin, placing the drug into restricted distribution was a way for the
companies to control who could buy their drugs. Mr. Shkreli blocked any purchase that looked
like an attempt by a potential generic entrant to obtain the RLDo the atent that drugs
travelled throughesstypical channels (such as 340B institutional distribution), the same rules
applied sales via that channel were carefully regulated and quantity limited to ensure that drugs
were not sold to a potential generic entraf

An additional approach is to simply drag out negotiations regarding the sale of the RLD
to a potential generic entramtdefinitelyif possible These extended negotiations often revolve
around issues such as ndisclosure agreements, provisidnimformation by the generic entrant
to demonstrate that it can conduct safe and effective bioequivalence trials, and allocation of
liability regarding use of the RLD by the potential generic entrant in bioequivalencétials.

712 See generallyLena Y. Choe, Pharm. DEDA Office of CommunicatiorRisk Evaluation and Mitigation
Strategies (REM3Mar. 25, 2008).

713 SeeThe Creates Act: Ending Regulatory Abuse, Protecting Consumers, and Ezugngrice Competition
Hearing Before the Subcomion Antitrust, Competition Policy, and Consumer Righitsansat 19:1011 (June 21,
2016) (estimony of Ms. Beth Zelnick KaufmgAmneal Pharmaceuticg)yf iJune 2016 Judici ary
714 Seesupra at 36 39, 43 44.

715 See, e.gOral Opinion, at 49, Mylan Pharma v. Celgene CorpNo. 2:14cv-02094 (ES)(MAH) (ECF No. 56)
(D.N.J.Dec. 23, 2014) (recounting alleged delay tactics by Celgene).

716 August FDA Briefing.

"7 Seesupra at38i 39.

718 Seesupa, at38.

719 See, e.gOral Opinion, at 49, Mylan Pharma v. Celgene CoriNo. 2:14cv-02094 (ES)(MAH) (ECF No. 56)
(D.N.J.Dec. 23, 2014) (recounting alleged delay tactics by Celgene drugs on REMS
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Although there is a lackfalata in this area, Dr. Woodcock has testified that so called
Avoluntary REMSO are a major probl em:

Al T] he companies on their own behalf have
understand, but they are not related to REMS. We have had ovegL@@emfrom

generic companies who cannot get a hold of the innovator drug to compare their drug to.
We have done everything we caid tave have written a letter saying, you know, that

REMS does not require this, you can give it out for this purpose, dodiscand we

also refer these to [the Federal Trade Commissakgdy? But we still continue to get
complaints from generic companies that they cannot get a hold of the drug to make the
comparison t®ey need to do. 0

C. FDAOGs Views on REMS

DrWoodcock explained, when REMS include el €
program may restrict who gets the drug, right, and that has been used as an excuse or whatever to
not give the drug to the gené&YThsmusesthbgrcae
and delays in gett i?lgthgtgita casecREMDane usetiiva mar ket .
nuanced manner: the brand manufacturer will not provide the drug because it cannot be sure that
a potential generic competitor will handle the drugacordance with existing REMS and is
concerned about attendant liability. The brand company need not refuse to deal with a generic
competitor, it may simply engage in nexsgrding negotiations that have the effect of delaying
entry of the generic into thearketplacé?® The FDA has attempted to stymie this obstruction
by providing letters to potential generic entrants indicating that they have reviewed their study
protocols and see no safety risk. TH%e FDAO®S

The second practice centers around the requirement thdinarilyd a generic
competitor share the brand companyds REMS to
testified:

A W]e approve drugs with REMS if they are particularly risky. When gjoegeneric,

the generics also need to have this risk system around them. And Congress, in order to
decrease the burden on health care, said that if at all possible there be a single shared
REMS amongst the innovator and the competitors. Well, this basemgy to get

competitors to work together so that the competitors can get a market share from the
innovatozr has proven very challenging for the FDA to get that done, and that has delayed
accé’8s. 0

720 January 2016 HELP Hearing, Tram$51:4 14 (testimony of Dr. Janet Woodcock).

721 1d. at 90:24i 51:2.

722 |d. at 51:21 3.

723 See, e.gOral Opinion, at 49, Mylan Pharma v. Celgene CorpNo. 2:14cv-02094 (ES)(MAH) (ECF No. 56)
(D.N.J.Dec. 23, 2014) (recounting alleged delay tactics by Celgene).

724 August FDA Briefing

725 January 2016 HELP Hearing, Tras€:13 23 (testimony of Dr. Janet Woodcock).
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Typical mechanisms companies use to block access inclgdmeants over indemnity,
insurance, nowlisclosures, provision of diligence information, and dilatory assertions that
portions of the REMS are protected by intelle
secrets?® In all 13 cases in which the FDAeuiated a dispute between generics and brand
companies over single shared systems, the FDA ended up authorizing the generic to create a
separate REM%’ The FDA has concluded (setting aside cases of IP or trade secrets) that it
only has the power to authoe separate REMS systems if the delay in generic entry has led to a
situation where the cost of the drug has affected patient &é8esscordingly, the FDA will
only act after substantial delay. As Woodcocks t at e d: AWell, the part
provision that requires a single shared system, as a practical matter, we have to try and try and
try and try, and then finally, we declare defeat and we go ahead and let the generics have their
own system that s separate but equal .o

D. Antitrust Law Does Not Provide an Adequate Remedy

Some have suggested that abuses of restricted distribution and REMS appear
anticompetitive and therefor violate antitrust lai#s Further analysis, howevenggestghat
such abuses do not clearly violate antitrust law and that relying on litigation would not remedy
the situation. Legislation and other remedies are needed.

The law is far from clear on whether it is an antitrust violation to refuse to deal with
potential generic entrants seeking reference listed dftig¥he conduct of Turing and others, no

726 See, e.gOral Opinion, at 49, Mylan Pharma v. Celgene CorpNo. 2:14cv-02094 (ES)(MAH) (ECF No. 56)

(D.N.J.Dec. 23, 2014) (recounting allegddlay tactics by Celgene).

727 Committee Staff Briefing with FDA (Aug. 2, 2016).

728 |d

729 Senate HELP Hearin@eneric Drug User Fee Amendments: Accelerating Patient Access to Generig &rugs

52:2i 5 (Jan. 28, 2016) (Testimony of Dr. Janet Woodcock).

730 Antitrust laws inclué The Sherman A¢26 State. 209 (1890), codified at 15 U.S.Ci 8, The Clayton Act38

Stat. 730 (1914), codified at 15 U.S.C. 8§22, 29 U.S.C. 8§82 53,andThe Federal Trade Commission Atb

U.S.C. 8841158 (as amended.)

731 As the U.S. Supreme Court has explained, under antitrust law it is only illegal to willfully acquire or maintain

monopoly power via anticompetitive means. By contrast, a monopoly acquired or maintained by virtue of the

growth or development of a supearfsroduct, business acumen, or even historic accident is not undandulis

charging a monopoly priéeso long as it is not accompanied by anticompetitive behavior. The ability to charge

short term monopoly prices due to a successful business strategpoitant to free markets, and preserves the

incentive toinnovateV er i zon Co mm§ 540 U.8. 898, 4808 (2004)i Makdating that a business

actor share an advantage can lead to anticompetitive rekliltst 408 ( not i n ggotiatioa betwéeo o mp e | | i
competitors may facilitate the supreme evil of antitru:
as a general proposition a business need not agree to deal with its comjsat@pesgAspen Skiing Co. v. Aspen

Highlands Skiing C9472 U.S. 585, 60M1 (1985). The Supreme Court has been less than clear on when the

exception to this rule.e., where a refusal to deal is clearly anticompetitive and thus condemned) afSglées.

generally, Trinkp Aspen Skiing Some courts have held that antitrust laws do not require a company to deal unless

fla monopolist seeks to terminate a prinreElevgtovAntitusht ary) c
Litig., 502 F.3d 47, 53 (2d Cir. 2007). Conversely, sacoats have held an antitrust action will lie for withholding
bioequivalence samples. They reason that, under the controlling Supreme Court authority, refusals to deal are illegal
where the defendant has ant i c oofprgot.ishdrtvua benefits becaiseie vi den c «
was more interested in r eduQréd@pmiorn; a Mp2eMylantPhaormvover t he |
Celgene Corp.No. 2:14cv-02094 (ES)(MAH) (ECF No. 56)0.N.J.Dec. 23, 2014finternal citation and quation
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matter how disturbing, may be led&. Mr. Shkreli and other unscrupulous drug CEOs know

this and may have pursued this aspect of the business model preciseiyebibey have

precedent supporting the legality of what appeanghe surfaceo be anticompetitive conduct.
Similarly, brand name manufactures have a strong case that it is legal for them to refuse to admit
a potential generic entrant into their dsnghared REMS systef®

Additionally, regardless of how the legal question is ultimately decitlethybe a
guestion for the Supreme Court and wpatiehts t ake
cannot wait years while companies like Turing drive up prices of decades gbadterfit, and
solesource drugs, by thousands of peraget Rather a targeted statutory approach to prevent
abuses could be pursued now.

E. Preventing Abuses of Restrictd Distribution

Voluntary Restricted Distribution Non-REMS restricted distribution has led to abuse
and there is widespread consensufignexpert community on the solutiameate a simple and
expedient means for generics to obtain RLDs through a simple and expedited judicial
proceeding. The CREATES Act, sponsored by Senate Judiciary Committee Ranking Member
Leahy, Chairman Grassley, a8dnators Klobuchar and Lee, and cosponsoreping
Chairman Collins and Ranking Member McCaskill, accomplishes this'¢foal key provision
of the bill would provide a mechanism by which a potential generic entrant can commence
expedited litigation to diin access to samples of the drug needed for bioequieadtindies >°

omitted) see alsdDral Opinion, at 11¥17, Actelion Pharma v. Apotex, Indo. 12cv-05743 (NLH) (ECF No. 96)
(D.N.J.Oct. 17, 2013). Under the view advanced by these cases, termination of a prior course of dealing is powerful
evidence of this ardbmpetitive bent, but is not require8eeMemorandum Opinion, at 123, Mylan Pharma v.
Celgene Corp.No. 2:14cv-02094 (ES)(MAH) (ECF No. 56)0(.N.J.Dec. 23, 2014); Oral Opinion, at 1147,

Actelion Pharma v. Apotex, IndNo. 12cv-05743 (NLH) (ECF M. 96) O.N.J.Oct. 17, 2013)Christy Sports LLC

v. Deer Valley Resort Co. Ltch55 F.3d 1188, 1196 (10th Cir. 2009) (voluntary termination of prior course of
dealing not required to establish duty to deal).

732 See, e.g.Email from Martin Shkreli to Bradfin Capital, SSCA_THIOL_ 037833 (Sept. 23, 2014). Because Mr.
Shkreliundertook his actions with regards to restricted distribution in Newdr arithin the Second Circuit In re
Elevator Antitrust Litigatiormakes it difficult to bring a successful casaiagt Turing or Mr. Shkreli for failing to

deal.

733 As an initial matter, the very fact that the REMS statute affirmatively proscribes using REMS to block potential
generic entrants cuts against an antitrust remedy on the principle that specific spatwtisigns take precedence

over the general common law of antitrdstre Suboxone (Buprenorphine Hydrochloride and Naloxone) Antitrust
Litig., 64 F.Supp.2d 665, 688 (E.D. Pen.. 2014). The antidiscrimination provision of the REMs statutory scheme
has no enforcement mechanism. It plainly lacks rights creating language and certainly does not create an implied
right of action. See generallyAlexander v. Sandovab32 U.S. 275 (2001) (setting forth test for creation of a

private right of action). The statute may provide the basis fdfEl#eto take action against the brand name

company, but the lack of a remedial scheme leaves muchto debateut t he FDA®&s authority t
consequently little incentive for the FDA to do so. One court held that although a refusal to provide samples for
bioequivalency may constitute an antitrust violation because it blocks a generic entrant, faillong socompetitor

to participate in a single shared system of REMs is not an antitrust violation because it does ontybdelays

FDA approval.In re Suboxone64 F.Supp.2d at 688.

73 The CREATES AcB.3056 114th Cong(2016).
735 |d

117



It would also address some of the concerns raised by brand companies by shielding them from
lawsuits predicated on conduct by a potential generic erfi@nt.

FDA Required REMS As notd abovethe FDA has expressed concern that the current
REMS statutory framework is being abused to deter generic entry. Dr. WoazfdbekFDA
discussedhis problemand a potential solutiowith Congress

AWel |l , the part o frequirbsea sige Bh@redpsysemiffttat on t ha't
provision were removed from a statute, then potentially, you know, we could just go to
that and it would ot have a delay involve

The Committee believes that this reform makes sense. The FDA isquglped to exercise
discretion to allow a potential generic entrant to create its own REMS system while ensuring all
applicable safety considerations are met.

[l Reinvigorating the Federal Trade Commission to Enforce Action

Many commentators, experts,dagovernment officials consulted by the Committee
maintain that dramatic price increases inpdtent drugs are the result of unlawful
anticompetitive conduct® A common theme is that the Federal Trade Commis$iehQo)
needs to exercise more scrutinyreviewing drug company mergers, operations, and drug
market dynamic$>® and that the FTC should be provided with the additional resources and
authority it needs to accomplish this goal.

Although antitrust enforcementayseem to be an appropriate ttmlcombat massive
price increases on drugs, it is unclear whether the actions of the four companies examined by the
Committee violated current antitrust laf8. The evidence is mixed. It is possible that the
business model pursued by the Valeants anthgsiof the world was attractive in part because
it was legal.

FTC staff hagepeatedlysuggestethat the agency has had to make difficult choices in
directing resources, both in merger review and in market overéighta s ed on t he Comn
review,the FTC needs more resources to allow it to more vigorously oversee the prescription
drug market andarry outits important functions.

736 Id

737 January 2016 HELP Hearing, Traa$52:1 8 (testimony of Dr. Janet Woodcock).

738 SeeTimothy J. Muris Everything Old is New Again: Health Care and Competition in t§eCxntury,FTC, 7
Annual Competition in Health Care Forum, at 3, (Nov. 7, 20662)d at,
https://www.ftc.gov/sites/default/files/documents/public_statements/everydhdagewagairhealthcareand
competition21stcentury/murishealthcarespeech0211; gddpert Compendium (last visited Dec. 16, 2016)

739 Both the FTC and the Department of Justice have civil jurisdiction to enforce most of the countries antitrust
| aws. By agreement between t he-tlweareamtciet ipg o,c elsrsq wn sadl
areas are divided up between thve agencies. Generally speaking, the FTC has jurisdiction of hemkhrelated
matters.

740 Seesupra at 11617.

741 Committee Staff Briefing with FTC (Aug. 24, 2016)i August FTC Briefingo)
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