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1. Executive assessment and corporate identity

GlaxoSmithKline's U.S. enforcement history includes a completed criminal guilty plea, not merely a proposed
settlement. On July 5, 2012, GlaxoSmithKline LLC pleaded guilty and was sentenced for misbranding Paxil and
Wellbutrin and failing to provide required Avandia safety information in annual reports to FDA. The criminal
fine and forfeiture totaled $1 billion. Related civil settlements added $2 billion.1,2 The legal entity in the
criminal proceeding should remain explicit: the plea was entered by GlaxoSmithKline LLC within the wider
group.

The cases addressed different failures in the pharmaceutical information system. Promotional messages could
mislead prescribers about a medicine's evidence or approved uses. Incomplete required regulatory reports could
impair systematic safety review. Inaccurate price reporting could reduce rebates owed to public programs. These
mechanisms warrant separate explanation because the $3 billion headline alone does not reveal which conduct
was admitted and which claims were settled without a determination of liability.

The group is now named GSK plc. Its corporate reporting records the 2022 name change and the July 2022
separation of the Consumer Healthcare business into Haleon, an independent listed company.6 GSK remains a
medicines and vaccines company. It should not be confused with every former consumer brand or every
independently listed company that retains “GlaxoSmithKline” in a local corporate name.

A separate 2016 SEC resolution concerned recordkeeping and internal-control failures associated with improper
payments in China. GSK accepted a $20 million civil penalty without admitting or denying the administrative
findings.3 This is a distinct proceeding from the 2012 criminal case. Treating both as identical criminal
convictions would overstate the SEC resolution; describing the 2012 plea as only an allegation would understate
the criminal outcome.

The report's assessment is that the established cases expose serious failures in the management of commercial
influence, research communication, and financial reporting. That does not establish that all GSK medicines are
ineffective or that a historical safety controversy determines a patient's current treatment. FDA later removed the
special rosiglitazone risk-management requirement, while the earlier reporting offense remained a historical
legal fact.5 A credible company review needs both facts.

Current context is also included: GSK published second-quarter results in July 2026 and described ongoing
specialty-medicine, vaccine, and general-medicine operations.7 Those disclosures confirm a continuing
business, not a finding that every legacy issue has been resolved. The review focuses on the selected
enforcement record and its implications rather than claiming an exhaustive history of all products and litigation.
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2. Historical conduct and the sequence of resolutions

The 2012 resolution covered conduct stretching back years before its announcement. DOJ described promotion
of Paxil for patients under eighteen during 1998-2003 and promotion of Wellbutrin for various unapproved uses
during 1999-2003. The Avandia reporting count concerned required reports during 2001-2007. Civil
price-reporting allegations covered 1994-2003.1,2 These periods identify the historical scope; they should not be
converted into an assertion that identical conduct continued through the present.

Paxil and Wellbutrin were approved medicines, but the criminal cases concerned their presentation for particular
uses. In the Paxil matter, DOJ described misleading communication of pediatric evidence and promotion despite
the absence of pediatric approval. In the Wellbutrin matter, the challenged promotion included weight loss and
sexual-function uses.2 Approval of a medicine for one indication does not automatically validate every
promotional claim or every use in a different population.

The reporting case involved Avandia, a rosiglitazone product. DOJ's sentencing announcement makes a
particularly important qualification: GSK had provided the data to FDA in other forms, but did not include them
as required in the annual reports.2 The failure was therefore not accurately described as every relevant piece of
information being wholly unknown to the agency. Required reporting structures still matter because they
organize evidence for continued evaluation and safety surveillance.

Date Event Status established by source

July 2, 2012 Global resolution announced Proposed criminal plea and civil agreements

July 5, 2012 LLC pleaded guilty and was sentenced Completed criminal disposition

December 16, 2015 FDA removed rosiglitazone REMS Later regulatory reassessment

September 30, 2016 SEC China-related order Settled administrative findings

2022 GSK name change and Haleon separation Corporate restructuring

July 28, 2026 Latest quarterly results reviewed Continuing operating context

The entries come from the respective enforcement, FDA, and company records.1,2,3,5,6,7 The difference between
July 2 and July 5 prevents a common chronology error: an agreement to plead guilty was followed by the actual
plea and sentence.

The company's 2012 annual report acknowledged the misdemeanor pleas, civil resolution, funding of the
payment, and corporate integrity agreement.4 This provides a company-side account alongside government
announcements. It does not transform all civil allegations into admissions, but it does corroborate that the
criminal and financial resolution was a completed event rather than an unresolved proposal.
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3. Promotional evidence, safety reporting, and the China controls case

DOJ's Paxil account described a medical-journal article that represented a pediatric trial as demonstrating
efficacy when the government said it did not, alongside other unfavorable studies that were not made available.
The completed plea concerned misbranding through false and misleading labeling for the pediatric use.1,2 The
distinction between the charged offense and the government's detailed evidentiary narrative should remain
visible: the plea establishes criminal responsibility for the count, while specific supporting assertions should still
be attributed where the source presents them as allegations.

For Wellbutrin, DOJ described paid speakers, advisory arrangements, and purportedly independent educational
activities used to promote unapproved uses. The company pleaded guilty to misbranding because labeling did
not provide adequate directions for those uses.2 The educational setting did not by itself make the
communication independent. The governance concern is whether commercial sponsorship and incentives shape
the substance, audience, or apparent authority of a message.

The Avandia offense involved required reporting, not an adjudication of every scientific dispute about
cardiovascular risk. The government identified missing information concerning post-marketing studies and
studies undertaken in response to European regulatory concerns.2 Later FDA reassessment is addressed
separately below. This avoids using an enforcement event as a substitute for a clinical review or implying that
subsequent scientific developments erased the reporting obligation that existed at the time.

The 2016 SEC case identified a related but distinct commercial-control problem in China. According to the
order, employees and agents of a subsidiary and joint venture transferred things of value to healthcare
professionals and other foreign officials to influence prescriptions and purchasing. Payments were recorded
under apparently ordinary business categories, including travel, marketing, and speaker expenses. The SEC
found violations of books-and-records and internal-control provisions.3

The order describes vendors used to facilitate improper payments and control weaknesses that allowed
unverified speaker identities and questionable invoices. It also says internal reviews had identified problems that
were treated as isolated incidents rather than signs of a broader pattern.3 This is a concrete lesson about
escalation: detecting an exception has limited value if the organization does not investigate whether the same
mechanism operates elsewhere.

GSK settled the SEC proceeding without admitting or denying the findings. The Commission credited
cooperation and remedial measures, including changes to payments, sales compensation, risk assessment, and
third-party oversight.3 Those measures are part of the historical record, not proof that the same policies remained
unchanged indefinitely. A present-day compliance assessment would require current policy documents and
evidence of implementation, neither of which can be inferred from a ten-year-old settlement.
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4. Pricing, reimbursement, and the meaning of the settlement amounts

The pricing component of the 2012 case concerned how transaction prices were reported to government
programs, rather than a single dramatic retail list-price increase. DOJ alleged that bundled arrangements and
nominal prices were not properly reflected in reported best prices. According to the government's theory, the
result was underpayment of Medicaid rebates and overcharging of certain Public Health Service entities. GSK
agreed to pay $300 million to resolve that component.1

That mechanism deserves explanation. If a company's discounts depend on purchases across a group of products,
examining each invoice in isolation may fail to capture the economic price. Rebate calculations then depend on
how the contingent discounts are allocated. The civil case alleged that the relevant arrangements should have
produced different reported prices. This report describes that historical allegation and settlement; it does not
provide a current legal interpretation of every rebate rule or assert a trial finding where none occurred.

The complete headline can be separated as follows:

2012 component Amount, U.S. dollars Legal category

Criminal fine $956,814,400 Sentenced penalty

Criminal forfeiture $43,185,600 Sentenced forfeiture

Civil
promotion/kickback
component

Approximately $1.043 billion Settlement of allegations

Civil Avandia
component

$657 million Settlement of allegations

Civil price-reporting
component

$300 million Settlement of allegations

DOJ reported the criminal figures precisely and the civil categories at the indicated level of rounding.1,2 The first
two total $1 billion; the civil components total approximately $2 billion. The $300 million pricing component is
included within the $3 billion resolution, not an additional recovery. The separate $20 million SEC penalty in
2016 concerns another matter and is not part of the 2012 total.3

These amounts cannot be treated as the number of dollars patients personally lost or as a valuation of health
injury. Civil settlements can reflect litigation risk and negotiated resolution, while criminal fines and forfeiture
have different legal purposes. No patient-level harm calculation or estimate of all gains from the conduct is
supplied by the arithmetic alone.

The access implications also extend beyond price. Prescribing shaped by misleading evidence or improper
inducements can affect which treatment a patient receives, even when insurance pays most of the bill.
Conversely, a payment to a public program may address reimbursement without compensating every affected
patient. This report therefore keeps evidence quality, treatment selection, program spending, and out-of-pocket
cost separate. It does not provide a current GSK price comparison because no consistent, dated product-level
list/net/patient-cost series was assembled for this review.
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5. Remediation, later FDA action, and current corporate status

The 2012 resolution included significant nonmonetary commitments. DOJ's sentencing announcement described
changes to sales compensation, executive-pay recovery, publication of human research and trial protocols,
reduced commercial influence over research decisions, and certifications by senior leadership.2 These provisions
aimed at the mechanisms behind the conduct rather than relying only on a large payment. The company also
acknowledged the corporate integrity agreement in its annual report.4

Their design is analytically important. If compensation rewards a narrow sales objective, simply distributing a
compliance policy may leave the underlying incentive intact. If unfavorable trials remain difficult to find,
readers may see a distorted evidence base even when published studies are individually accurate. Requirements
concerning compensation and publication therefore address different parts of the same trust problem.

The later Avandia regulatory history must be stated accurately. In December 2015 FDA approved removal of the
rosiglitazone REMS. The letter stated that required education had been provided and that the agency had not
become aware, since the prior modification, of new data suggesting a potential increased risk of ischemic
cardiovascular events. FDA concluded that the REMS was no longer necessary and reminded the sponsor of
continuing reporting requirements.5

This does not establish that rosiglitazone has no risks, that every earlier concern was baseless, or that the 2012
reporting violation was overturned. It shows that risk-management decisions can change as evidence and
regulatory assessments develop. A company report should not repeat a historical restriction as though it
remained the complete current regulatory position. This document does not assess present clinical suitability or
replace current prescribing information.

Corporate scope changed in 2022, when the group adopted the GSK plc name and separated Haleon.6 The July
2026 results release describes a continuing business in specialty medicines, vaccines, and general medicines,
with quarterly turnover of £8.409 billion. It also distinguishes total from core results and reports significant
impairment effects.7 These facts provide scale and current context; they are not compared mechanically with
U.S.-dollar penalties from another period.

The latest-status check focused on corporate identity, current operations, and developments necessary to keep
the selected historical cases accurate. It did not attempt to resolve every later product-liability action, including
separate disputes outside the report's scope. Consequently, no statement that GSK has no pending litigation or
that all current products are free of regulatory issues is made. The historical judgments and settlements remain
specific, while the company's current position requires ongoing, case-by-case updating.
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6. Implications, research method, and limits

The common thread across these cases is the reliability of information reaching decision-makers. Prescribers
need a fair account of evidence, regulators need complete reports in required forms, public programs need
accurate economic prices, and corporate oversight needs trustworthy records of payments. A failure at one stage
can affect decisions downstream even when the underlying medicine has legitimate uses. This is more
informative than a broad characterization that every product of a company is suspect.

The research also shows why legal categories matter. The 2012 criminal plea is established by a later sentencing
announcement and the company's annual report, not inferred from the earlier agreement alone. Civil allegations
retained their stated status. The 2016 SEC findings came from a settled administrative order without admission
or denial. Later FDA action was treated as a regulatory reassessment rather than a court ruling on past conduct.
These distinctions define the legal and regulatory conclusions of this report.

Seven primary sources support the report. DOJ's July 2 and July 5 materials establish the resolution's scope and
completion. The SEC order supplies the China-related controls record. Company annual reports provide the
contemporaneous response and corporate identity. FDA's signed supplement approval supplies the later REMS
decision. The July 2026 company release provides current operating context. Relevant contents were read;
central findings do not depend solely on search snippets.

The report did not reanalyze individual clinical trial data, independently calculate drug-related injuries, or
examine every historical settlement. It also did not inspect all compliance certifications made under the
agreements or audit the current sales-compensation system. A recorded remedial commitment is evidence that a
measure was required or reported, not a guarantee of its permanent success. Claims about current policy
effectiveness would require new evidence.

No medical, investment, or legal-strategy recommendation follows from this review. For a future research
expansion, the most useful work would be a clearly bounded clinical evidence review, a current product-specific
access study, or a verified assessment of how compliance measures changed practice. Combining all three into
an unsupported overall “ethical score” would hide differences in evidence quality and patient populations.

The supported conclusion is that GSK's selected enforcement record contains serious, established promotional
and reporting violations, civil reimbursement allegations resolved through substantial settlements, and a separate
settled internal-controls case. The strongest lesson is the need to protect the independence and completeness of
pharmaceutical information throughout its path from research and promotion to reimbursement. Accurate
discussion also requires recognizing later scientific and corporate changes, rather than allowing a large historical
settlement to stand in for every question about today's company.
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