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1. Executive assessment: several distinct access questions

Jazz Pharmaceuticals plc is a Dublin-based public pharmaceutical company whose current business includes
sleep disorders, epilepsy, and oncology. Its August 2026 financial announcement reported approximately
US$1.2 billion in second-quarter total revenue and US$471 million in Xywav net product sales. These figures
establish the commercial importance of the business under review; they do not establish a medicine’s per-patient
cost or an individual household’s financial burden.®

The strongest documented findings concern different mechanisms that should remain distinct: historical
promotion of Xyrem, the organization of charitable copay support, and patent procedures affecting oxybate
competition. There is a criminal outcome in the record: Jazz subsidiary Orphan Medical pleaded guilty to felony
misbranding in 2007. There is also a 2019 civil settlement over alleged use of charitable funds to subsidize
Medicare copays. Separately, a federal appellate court required removal of a distribution-system patent from
FDA'’s Orange Book in 2023.1:%4

These events cannot responsibly be collapsed into a statement that every Jazz access program is unlawful or
every oxybate patent is invalid. An evaluation should ask what conduct was established, which company entity
was responsible, which product and period were involved, and whether the outcome was a plea, judicial ruling,
or negotiated resolution. That approach produces stronger accountability than using a single misconduct label
across unrelated proceedings.

A central analytical distinction is between lowering a patient’s immediate payment and lowering the total price
financed by the healthcare system. A support arrangement can address the first problem while leaving the second
unresolved. Whether it does so lawfully, independently, and fairly requires additional evidence about funding,
eligibility, and reimbursement. Conversely, an insurer’s payment does not establish that a patient can actually
obtain a prescription without administrative delays.

This report therefore assesses access along three practical dimensions: the routes through which competing
products become available; the allocation of payments among manufacturers, insurers, and households; and the
conditions patients must satisfy to obtain assistance. It does not rank oxybate products clinically or infer
treatment suitability from a court outcome.

The evidence reviewed includes government enforcement announcements, an executed settlement, a
precedential judicial opinion, FDA’s original Lumryz approval letter, SEC disclosures, and current manufacturer
assistance terms. The report is a new September 2026 research edition. It is not a reconstruction of a missing
historical Pharma Foundation report, an evaluation of the Foundation’s previous research methods, or evidence
of its earlier volunteer or user totals.



2. Historical record: entity, conduct, and disposition

In July 2007, DOJ announced a combined US$20 million criminal and civil resolution involving Jazz and its
wholly owned subsidiary Orphan Medical. Orphan pleaded guilty to felony misbranding associated with
promoting Xyrem for unapproved uses. Jazz entered a non-prosecution agreement, guaranteed payment
obligations, and committed to cooperation. The distinction matters: the subsidiary’s guilty plea is an adjudicative
event; it should not be rewritten as a parent-company guilty plea.1

The announced financial package included a US$5 million criminal fine, approximately US$12.2 million in
criminal restitution, and a civil component with overlapping credit. DOJ identified the combined total as US$20
million. Adding every gross component again would double count part of the recovery. The government also
described compliance training, a corporate integrity agreement, and changes to sales management. These were
identified remedial commitments, not proof that all subsequent activity was compliant.1

In April 2019, DOJ announced a separate US$57 million settlement of allegations that Jazz used assistance
foundations as conduits for copay payments for Xyrem and Prialt. Jazz’s amount was part of a US$122.6 million
announcement covering three companies; the larger total must not be attributed entirely to Jazz. DOJ also
reported a five-year corporate integrity agreement requiring controls intended to protect foundation
independence.2

Date Documented event Correct characterization
July 2007 Orphan Medical plea and US$20 million combined Subsidiary criminal plea; parent

resolution non-prosecution agreement
April 2019 US$57 million foundation-assistance resolution Settlement of government civil allegations
February 2023 Federal Circuit affirms patent delisting Judicial ruling on Orange Book eligibility
May 2023 FDA approves Lumryz NDA Regulatory approval of a competing product
October 2025 Xyrem class settlement approved; Avadel disputes Negotiated litigation resolutions

resolved

The final three events are supported by the original appellate opinion, FDA approval letter, Jazz’s annual filing,
and Avadel’s settlement disclosure. % They belong on the same chronology because each affects the context
for competition, but chronology alone does not show that one event caused another or quantify any resulting
savings.

A historical report should also distinguish the alleged conduct period from the announcement date. The executed
2019 agreement concerns specified conduct between 1 January 2011 and 31 May 2014.” Readers should not
understand the 2019 settlement as evidence that those exact practices were continuing in 2019 or remain in place
in 2026. Equally, later settlements should not erase the earlier guilty plea or the appellate holding.



3. Principal evidence: assistance design and patent boundaries

The 2019 government allegations described an access mechanism more specific than simply donating to charity.
Jazz allegedly requested a narcolepsy fund to which it became the sole donor. The fund ostensibly covered
multiple medicines but allegedly concentrated its help on Xyrem while imposing an additional eligibility step on
patients taking competing treatments. DOJ further alleged that Jazz redirected Medicare patients from free
product support into foundation assistance that generated reimbursed sales. A separate severe-pain fund
allegedly concentrated on Prialt and was not listed on the foundation’s website.

Those allegations concern independence, steering, and who ultimately pays. They do not establish that every
recipient was financially ineligible or that financial assistance has no value. The executed agreement frames the
conduct as the United States’ allegations and contentions, releases specified civil and administrative monetary
claims subject to its conditions, and requires US$57 million plus interest.” This report does not present that
agreement as a criminal conviction or a litigated finding on every asserted fact.

The competition evidence has a different legal foundation. In February 2023, the Federal Circuit affirmed an
injunction requiring Jazz to delist U.S. Patent 8,731,963. It concluded that the patent claimed a
computer-implemented distribution system, rather than a method of using the drug eligible for the Orange Book
category at issue. Jazz argued that the distribution arrangements were conditions of safe use under its
risk-management program. The court rejected the proposition that this converted system claims into qualifying
method-of-use claims.*

The court explained why listing mattered: it could enable a presumptive thirty-month delay in approval of a
competing product. Its ruling removed the disputed listing; it did not abolish FDA risk-management
requirements, invalidate every Jazz patent, or award antitrust darnages.4 These limits define what the decision
establishes.

FDA approved Lumryz, Avadel’s extended-release sodium oxybate oral suspension, on 1 May 2023 for
specified adult narcolepsy uses. The approval was an NDA under section 505(b)(2), rather than an abbreviated
generic application.5 Calling it an automatically interchangeable generic solely because it contains sodium
oxybate would exceed this evidence.

The report’s inference is that legitimate safety controls and competitive entry require separate scrutiny. A
safety-related purpose does not by itself answer whether a patent belongs in a particular regulatory listing.
Likewise, removal of a listing does not answer whether a patient’s insurance covers a new product. These are
linked access questions with different evidence requirements, and the original records support evaluating each
on its own terms.



4. Quantitative context: price increases are not patient bills

The executed 2019 settlement states that Xyrem’s list price increased approximately 150% between 1 January
2011 and 31 May 2014.% This is a historical U.S. list-price change over a defined interval. It is neither a current
2026 price quotation nor evidence that each patient’s payment rose by the same percentage. No starting dollar
price, standard daily dose, or patient-level claims series is supplied by that statement, so this report does not
manufacture a dollar treatment-cost estimate from it.

A percentage increase of 150% means an ending value approximately 2.5 times the starting value: starting value
multiplied by 1 plus 1.50. This is arithmetic interpretation, not a new measurement of realized prices. Rebates,
discounts, insurance terms, and free-product arrangements would be needed to connect the list-price history to
actual net receipts or household spending.

Measure Amount and period What it can support

Xyrem list-price Approximately +150%, January 2011-May 2014 Historical change in the published price
change measure

Company total revenue  Approximately US$4.3 billion, 2025 Overall commercial scale

Xywav net product Approximately US$1.7 billion, 2025 Product revenue after recognized sales
sales deductions

Xyrem class settlement ~ US$145 million, agreement in 2025 Specified litigation settlement amount
All Xyrem antitrust US$233.5 million, recognized in 2025 Accounting expense including the class
resolution charges settlement

3,10.6 The last

two rows overlap: the US$145 million class amount is included in the US$233.5 million charges, and should not
be added to it as an additional independent recovery.

Sources for the table are the 2019 agreement, Jazz’s 2025 financial results, and its annual filing.

Revenue is also different from price. Dividing annual Xywav sales by a year-end patient count would combine a
flow over twelve months with a snapshot population. It could ignore patient starts, discontinuations, different
treatment durations, and changes in product mix. The resulting number would not be a defensible average annual
patient bill. This report avoids that calculation.

The original analytical conclusion is narrower than an estimate of excessive profit or a damages total. The public
data show substantial historical list-price growth, commercial scale, and costly litigation resolutions. They do
not identify how much of present spending is avoidable, how savings would be distributed after additional
competition, or how many patients interrupted therapy because of cost. Those questions require claims,
dispensing, enrollment, and coverage evidence linked to a defined population and period.



5. Current outcomes and assistance terms

The status of the competition litigation materially changed in 2025. Jazz’s annual filing states that the Xyrem
antitrust litigation was fully resolved by October 2025. The US$145 million indirect-purchaser class settlement
received final court approval on 27 October. Jazz denied the alleged wrongdoing. The filing also identifies other
settlements and the US$233.5 million combined resolution charges. These disclosures should replace an
outdated statement that this entire litigation remains pending.6

The Avadel disputes were separately settled on 21 October 2025. Avadel disclosed a US$90 million payment
from Jazz, waiver of earlier royalty or damages claims, mutual releases, and patent arrangements. Its disclosure
specified a 3.85% royalty on Lumryz narcolepsy net sales and a framework for other indications. Avadel
expressly stated that it admitted no liability.9 Jazz specifies that the 10% royalty for other indications begins on 1
March 2028, with rates subject to adjustments. Jazz reported dismissal of the relevant cases with prejudice by 27
October and denied alleged Wrongdoing.6 Neither disclosure should be summarized as a new conviction or an
antitrust judgment establishing a quantified consumer overcharge.

Current patient assistance must be evaluated separately. JazzCares advertises that eligible commercially insured
U.S. patients may pay as little as US$0 for a thirty-day Xywav fill, subject to monthly or annual maximum
benefits. The coupon excludes Medicare, Medicaid, VA, other government coverage, cash payments, and
patients choosing not to use insurance. A valid prescription and REMS enrollment are required. The reviewed
terms do not publish a numerical maximum benefit that would justify a universal annual-savings claim.’

The same site describes a separate application for free medicine based on eligibility and income verification, and
a limited quick-start voucher addressing specified coverage delays or interruption risks. These are separate
routes with separate conditions; in particular, a coupon exclusion must not be misrepresented as automatic
exclusion from every assistance pathway.7

Jazz’s current business presentation emphasizes innovation and growth in rare disease medicines. Its August
2026 results describe continued demand for Xywav and investment in epilepsy and oncology developrnent.8
That is the company’s position and business context, rather than independent proof that access barriers have
been eliminated.

For a public access resource, the operational implication is to link the current official assistance page and
describe the screening step honestly. A household needs to know its coverage category, whether an application is
required, and whether support can expire or change. A prominent zero-dollar headline without these conditions
could mislead precisely the people the resource is intended to help. No patient applications were submitted or
eligibility decisions tested during this research.



6. Implications, methodology, and remaining uncertainty

Three findings are sufficiently supported for a transparent public profile. There was a historical subsidiary
criminal plea relating to Xyrem promotion. There was a separate settlement of government allegations about
foundation-funded copays. There was a judicial decision requiring removal of a particular distribution-system
patent from the Orange Book. Each should be linked to its underlying record, described with its date and
disposition, and updated with later resolutions where relevant.

The policy implication is not that a single intervention solves access. Price reporting can reveal changes while
failing to show a household’s actual payment. Assistance can reduce immediate financial exposure while
requiring scrutiny of eligibility and independence. Patent-listing review can remove a specific regulatory
obstacle without determining clinical interchangeability or insurance coverage. This is an interpretation of the
mechanisms documented in this report, not a measured estimate of their relative effects.

Research prioritized original records over retrospective commentary. Government announcements were used for
enforcement events and the government’s own allegations; the executed agreement for the covered period and
payment obligations; the appellate opinion for its actual holding; FDA’s letter for the original approval; and SEC
disclosures for subsequent settlements. Current company materials were used for business identity and
assistance terms, with their interested-party perspective preserved.

Important evidence remains unavailable here. The report did not obtain confidential settlement terms, complete
payer contracts, net prices by purchaser, rejected prescription claims, patient assistance approval rates, or a
representative survey of affordability. It did not interview patients, physicians, insurers, or company
representatives. It consequently cannot estimate the number of people denied treatment, attribute a specific
marketwide price change to one patent, or determine whether all current assistance operations satisfy every
applicable requirement.

Several measurement limits follow directly. Historical price changes are meaningful only with their dates.
Settlement amounts are not interchangeable with fines, profits, or patient harm. Product revenue cannot establish
treatment costs without a defensible denominator. This account therefore separates pricing, assistance, and
competition evidence, with its research date visible. Current assistance information is also dated because
eligibility language can change independently of the report.

Future work would be most useful if it added verified coverage and dispensing evidence rather than additional
rhetoric. A defined sample could measure time from prescription to first shipment, reasons for coverage denial,
and assistance eligibility outcomes without exposing identifiable health information. Until such evidence exists,
the responsible conclusion is that this record identifies consequential, specific access mechanisms and legal
outcomes, while leaving the size and distribution of current patient burdens unresolved.
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