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INTRODUCTION

According to the most recent CDC data, close to half of the U.S. population has used at least
one prescription drug in the past 30 days.! For those over age 57, more than 80 percent take at
least one such pill every day.? Americans have clearly helped launch U.S. pharmaceutical
industry finances into the stratosphere. In the United States, pharmaceutical spending exceeds
$500 billion a year.? And U.S. companies dominate the world market, with six U.S. companies in
the top 10 globally.* This wealth has helped lift the industry’s global value to $1.27 trillion.”

But while everyday Americans have been very good to Big Pharma, Big Pharma has not been
good to them. Despite its excessive wealth, the drug industry has maintained a cost-cutting
business model that has created situations where many prescription drugs are of uncertain
guality and potentially hazardous. When it comes to generic drugs, which represent 90 percent
of all pills we ingest,® the safety concerns are particularly worrisome. The Food and Drug
Administration (FDA), which is supposed to oversee and inspect the tens of thousands of drugs
on the U.S. market, has neither the staff nor the resources to adequately protect the public.
That is why the U.S. Supreme Court has said, when it comes to safety, “it is a central premise”
of federal law that the manufacturer bears primary responsibility.’

People expect their medicine to be safe. This report shows two ways it may not be, and the
ways the law protects the giant drug industry — not the American public — when it comes to
one of its most important jobs: safety.

THE MEDICINE MANUFACTURING MESS

Many patients probably assume that any prescribed pill recommended by their doctor and
obtained from their pharmacist has been made in a U.S. facility with high quality production
standards and is manufactured safely. They would be wrong.

First, when it comes to manufacturing quality, no one should assume it to be particularly high.
According to senior FDA officials who testified before Congress in June 2020,% “Some
pharmaceutical firms have been slow to implement robust, mature quality systems and the
accompanying quantitative measures of quality that have been the foundation of success in
other industries, such as automotive and aerospace.” New York Times editorial writer Farah
Stockman recently put it bluntly:®



[Some] companies with quality control issues simply opt to stop making a drug rather
than invest in expensive upgrades to their aging facilities. The current system simply
doesn’t reward investments in quality....

The truth is, a pill is not just a pill. A pill that was made in a top-notch factory with a
spotless track record is better than one that was made in a plant that barely passed
inspection. A pill that was stored in a cool dark place is better than one left baking on an
airport tarmac for weeks.

One example of a manufacturing quality problem is drug cross-contamination during the
manufacturing process. As Bloomberg Businessweek reported in a July 26, 2021 article about
“rampant” cross-contamination,’® “Manufacturers stamp out pills for one condition on the
same machines they use to stamp out pills for a different one, and while they’re supposed to
clean between production rounds, trace contamination is common and, some argue,
inevitable.” Some contaminants may be harmless but some may be dangerous, such as
carcinogenic nitrosamines mentioned by Bloomberg.

FAR-OFF FACTORIES

Once the FDA approves a drug, it can be manufactured anywhere in the world. Of course,
foreign manufacturing does not necessarily mean pills are inferior or unsafe. But many
companies have moved production to nations like China and India, where drug companies no
longer have to follow basic public protection or labor laws, and they can make drugs on the
cheap. Cut-rate production is the goal, not quality.

According to recent FDA estimates, “nearly 40 percent of finished drugs and approximately 80
percent of active pharmaceutical ingredients are manufactured in [FDA-]registered
establishments in more than 150 countries.”*! Nineteen percent of active pharmaceutical
ingredients come from India and 13 percent come from China.*? A June 2021 White House
report determined that about half of over 100 supercritical medications are made with
ingredients produced outside the United States.'* Moreover, a March 2021 Government
Accountability Office (GAO) study found that “74 percent of establishments manufacturing
active pharmaceutical ingredients and 54 percent of establishments manufacturing finished
drugs for the U.S. market were located overseas.”**

As far as generic drugs specifically, 40 percent come from India and “another sizable percentage
comes from China.”*> Additionally, the White House reports that “of the top 100 generic
medicines that Americans consume, 83 had no U.S. source of active pharmaceutical



ingredients. No American source existed for 97 percent of the most commonly prescribed
antivirals and 92 percent of the most commonly prescribed antibiotics.”*®

Investigative journalist and pharmaceutical industry expert Katherine Eban told one

publication:?’

[A] very common scenario is you’ll have an Indian generic company buying active
ingredients from a Chinese company, and then taking that active ingredient and
formulating it into what is called a finished dose. The finished dose is what you get at

the pharmacy. So that’s a whole trail that occurs even before you get it in your hand....

As one FDA consultant explained to me, if you go out and you shop for cheddar cheese,

there’s different types of quality. There’s Velveeta, there’s Kraft and there’s artisanal

cheddar. But if you’re a consumer going to a drugstore, what you probably don’t know is

that there are different levels of quality in different generics, even though the FDA has

told us that all the generics are the same. That is simply not the case.

U.S. patients are kept in the dark about where specific drugs are manufactured and by whom.

Such information is considered a “trade secret” preventing even the FDA from disclosing it. As

NYT editorial writer Farah Stockman points out:'®

This secrecy, combined with the shift to low-wage countries, doesn’t bode well for
quality, according to John Gray, an Ohio State professor who studies the relationship
between drug recalls and countries of origin. Because of the industry’s lack of

transparency, Professor Gray has to get creative to find data to crunch. “We know

where our shirts are made, but not where our drugs are made, which is arguably more

important,” he told me. “If our shirts are shoddily made, we can tell and we are not
going to buy them again.” But we often don’t know if our drugs are shoddily made,

unless something terrible happens.

FDA INSPECTION WOES
As explained by GAO, “FDA’s Office of Regulatory Affairs inspects both domestic and foreign

establishments to ensure that drugs are produced in conformance with applicable laws of the

United States, including current good manufacturing practice (CGMP) regulations.”*® Towards

this end, facilities, both foreign and domestic, are typically inspected every two or three years.

Yet this even includes facilities the FDA deems “high-risk,” i.e., those that, “based on the

characteristics of the drugs being manufactured, pose the greatest potential public health risk

should they experience a manufacturing defect.”??



COVID has made the state of inspections even more worrisome. In 2020 the FDA “largely
paused” U.S. and foreign inspections, “unable to complete more than 1,000 of its planned
inspections.”?? As of February 2021, domestic inspections were still limited and “the vast
majority of foreign inspections continue to be postponed.” The backlog means that even the
highest priority inspections will continue to be delayed. In the words of NYT editorial writer
Farah Stockman, this means “we don’t know how close the house is to catching fire.”%?
According to March 2021 testimony from GAO Health Care Director Mary Denigan-Macauley:%*

In January 2021, we reported that FDA used alternative tools to oversee drug
manufacturing quality while inspections have been paused, including the use of
inspections conducted by foreign regulators, requesting and reviewing records and
other information, and sampling and testing drugs. These tools provide useful
information, but are not all considered equivalent to an inspection conducted by FDA.

Other major long-standing problems with FDA inspections include language barriers?> and
training problems. For example, even when the FDA succeeds in hiring a new investigator, “it
can take 1.5 to 2 years of training to bring them to a fully proficient level.”?®

Perhaps even more serious is the FDA’s practice of tipping off foreign companies about
upcoming inspections. U.S. Representative Rosa Delauro (D-Conn.) explained the concern at a
March 2021 hearing:?’

One of the main problems is that FDA gives foreign drug manufacturers, but not
American ones, advanced notice of inspections. The twelve weeks of advanced notice
has allowed foreign manufacturers to fabricate or shred data, use hidden laboratories,
or secretly repeat tests before the FDA inspectors arrived.

By contrast, in unannounced inspections, investigators have found issues the plants
were unable to hide: important manufacturing records tossed in a trash bin, bird and
insect infestations, even human urine puddled on the floor. Clearly, that is not a safe or
sterile manufacturing area.

These shoddy practices result in drugs with unapproved ingredients, toxic impurities,
and dangerous particulates making their way into American medicine cabinets. In 2007
and 2008, hundreds of Americans died from contaminated heparin, an anticoagulant
drug manufactured overseas. In 2018 and 2019 dozens of blood-pressure and anti-ulcer
drugs were recalled because they contained more than 200 times the acceptable limit of
a known carcinogen.



Senator Chuck Grassley (R-lowa) put it this way at a June 2020 hearing: “[W]hy would we give
manufacturers time to prepare their facility for inspection? They ought to be looking over their

shoulder every day.”?®

And yet, it gets worse. Some drugs are altogether exempt from FDA inspection. Indeed, for over
a decade, the FDA’s failure to oversee the global pharmaceutical supply chain, especially its
foreign drug inspections program, has been on GAO’s high-risk list.?° FDA officials testified,

Drugs in this category typically include OTC monograph drugs [e.g., aspirin, cold and
cough medicine]° and APIs [i.e., active pharmaceutical ingredients] used in pharmacy
compounding. FDA may be required to engage in more challenging and resource
intensive efforts to identify and respond to any problems that arise subsequently;
however, patients may have already been exposed to the drugs. For example, in 2019
we issued a warning letter to a discount retailer for receiving OTC drugs produced by
foreign manufacturers with serious violations of CGMPs. The majority of the foreign
facilities involved had distributed drugs to the U.S. prior to FDA inspections.3!

Global pharmaceutical supply chain issues have started to get some attention in Washington,
DC. In April 2021, U.S. Senators Elizabeth Warren (D-Mass.) and Marco Rubio (R-Fla.)
introduced a bipartisan bill to “direct the Federal Trade Commission (FTC) and the Secretary of
the Treasury, acting through the Committee on Foreign Investment in the United States (CFIUS),
to conduct a study on the United States’ overreliance on foreign countries and the impact of
foreign direct investment on the U.S. pharmaceutical industry.”3? The bill’s language is also in
the original version of President Biden’s Build Back Better bill.3* However, it is not in the
infrastructure bill that passed Congress on November 6, 2021. As of publication, its fate remains

unclear.3*

CONFLICTS AND INCENTIVES

There are more than 20,000 prescription drugs on the market.3> The FDA does not have the
resources to oversee their safety much less the incentive to do so given the agency’s close ties
with the industry it’s supposed to regulate. The agency lost much of its independence in 1992
when Congress passed legislation that, among other things, allows drug manufacturers to pay
the FDA “user fees” to review their products. These “user fees,” paid to speed up the FDA’s
drug review process, constitute a huge portion of the agency’s budget for regulating drugs,
making the FDA financially beholden to the pharmaceutical industry.

For FY 2019, the FDA budget was $5.9 billion, with 45 percent (i.e., $2.7 billion) paid for by
industry user fees.3® To put this in perspective, user fees accounted for over two-thirds of the



Center for Drug Evaluation and Research’s budget that’s dedicated to oversight of human drugs
and more than one quarter of the Office of Regulatory Affairs’ budget that’s allocated to
inspections, investigations and enforcement actions involving human drugs.?” In FY 2020, user
fees accounted for roughly 65 percent of the FDA’s spending on human drugs.>®

As a result of this “user fee” arrangement, drug companies and their trade associations have
had a great deal of influence over FDA decision-making and policy. This leverage is evident from
the extent to which patient and consumer advocacy groups, as well as safety experts, have
been kept in the dark about the substance of recent meetings involving renegotiation of user-
fee agreements. According to MarketWatch,*®

The industry “is incentivized to try to get the maximum it can for its user-fee
contributions,” [Dr. Aaron Kesselheim, a Harvard Medical School professor] says, and
increased safety surveillance that could lead to more product recalls “doesn’t financially
benefit them.”

In addition to exploiting the user fee system, the industry has other “incentives” at its disposal
when it comes to influencing the FDA and Congress. The industry spends a huge amount of
lobbying and political money in Washington, DC. For the past 15 years, the drug manufacturing
industry, including its trade associations, has spent over $117 million annually lobbying
Congress. For the past four years, spending has exceeded $160 million: $167.01 (2017), $168.86
(2018), $164.76 million (2019) and $160.16 million (2020).%° In 2021 to date, drug
manufacturers and their trade associations have spent over $123.5 million lobbying Congress.**
During the 2020 election cycle, the drug manufacturing industry gave a total of nearly $20
million in contributions to U.S. congressional candidates.*? One way or the other, this industry
gets its way.

How SAFETY CAN SUFFER

While the odds may be against the FDA catching many industry safety problems, sometimes
inspectors do end up at the right place at the right time. The following are a few recent
examples of drug companies getting caught by the FDA, which illustrate how serious some
safety problems can be.

Eli Lilly. In March 2021, the FDA cited Eli Lilly’s Indianapolis “fill and finish” plant for multiple
guality-control violations, including “staff failing to properly monitor environmental conditions
where the finished drugs are made and failing to establish appropriate procedures to prevent
contamination.” For example:*?



FDA inspectors said they observed lapses in the manufacturing of the Glucagon kits [i.e.,
therapy for diabetic patients in crisis] as well as in Lilly’s COVID-19 antibody therapy
bamlanivimab and several other drugs, according to the inspection records, dated
March 16. They concluded that Lilly must take steps to remedy the lapses but did not
recommend regulatory action on the part of the FDA.

The company also faces a federal criminal probe into alleged manufacturing irregularities and
records-tampering at its Branchburg, NJ factory.** A former head of the FDA’s Office of
Manufacturing and Product Quality plus multiple industry and regulatory experts have
characterized the probe as a “big deal” given that “the federal government rarely seeks criminal
charges stemming from manufacturing violations unless those lapses are extremely serious and
the company does little to fix them.”*

A November 2019 FDA inspection of the facility found “quality control data had been deleted
and not appropriately audited,” causing the agency to issue its most serious category of
violation, which if not fixed could result in the FDA blocking the sale of a blockbuster diabetes
drug and several cancer medications made at the facility.*® When inspectors came back eight
months later, “they found several more problems. Among them: Batches of drugs had been
discarded because of manufacturing mistakes and quality control problems were not being
properly investigated by the company to prevent recurrence.”*’

The FDA'’s findings are consistent with serious manufacturing lapses alleged by a company
whistleblower, who “repeatedly received complaints and raised concerns about everything
from quality control to record-keeping with a host of Lilly managers and executives.”*®
According to Reuters,

[l]nternal Lilly documents portray a plant where a worker complained in capital letters
about being “TIRED AND OVERBURDENED”; where substandard chemicals and
ingredients were simply discarded and not reported as required; where safety hazards
included the risk of electrocution from live wires; and where quality assurance records
disappeared or were doctored. In one case, according to a 2018 email among managers,
workers sifted through the garbage to find missing manufacturing records.

Mylan. Contamination has been a serious problem at multiple Mylan manufacturing sites. For
example, in 2018, an FDA investigation of its Morgantown, WV factory revealed that the
“cleaning validation and verification program for manufacturing equipment is inadequate to
prevent cross contamination.”*° The FDA warning letter added, “Your firm has many recurring
incidents in which visible drug residues were found on non-dedicated equipment after the
equipment was deemed clean by multiple staff.”>°



Mylan received another warning letter over cross-contamination the following year, this time
involving one of its plants in India.>* Then in 2020, a different Mylan facility in India was the
subject of an FDA warning letter, which alleged that the company failed “to have adequate
cleaning procedures to prevent contamination or carry-over of a material that would alter the
quality of the API”>? and “did not do a sufficient job testing all incoming raw materials to ensure
they are suitable for the manufacturing process, didn’t have adequate procedures for detecting
impurities, which, coupled with using non-dedicated equipment, created the risk of
contaminating the ingredients that go into Mylan’s medicines.”>® The 2020 letter stated:>*

These repeated failures at multiple sites manufacturing [active pharmaceutical
ingredients] demonstrate that your company’s oversight and control over the
manufacture of drugs is inadequate. You should immediately and comprehensively
assess your company’s global manufacturing operations to ensure that systems and
processes, and ultimately, the products manufactured, conform to FDA requirements at
all your sites.

Teva. A July 2021 FDA inspection of the company’s Irvine, CA production plant discovered
unrepaired water damage “likely creating mold in the walls. Investigators also found that the
company hadn’t maintained procedures meant to keep factory workers from spreading mold
and bacteria....”>> More specifically,

FDA inspectors said benches in the room where factory workers changed into their
scrubs showed signs of excessive use and were visibly dirty and that the company’s
protocols didn’t include any procedure for sanitizing them. In addition, factory workers
would wear their scrubs outside to take out the trash or to the restroom and not change
them when they reentered the building.

FDA inspectors also said Teva hadn’t made sure equipment used to ensure sterility and
test for harmful organisms worked properly since it installed it 21 years ago, despite a
change in how the test is performed, according to [inspection] documents.>®

According to Bloomberg, such unsafe practices compromised the safety of over 2.5 million vials
containing cancer, arthritis, schizophrenia and muscle relaxer drugs.®’

COMPOUNDING PHARMACIES: A SPECIAL PROBLEM

Some patients who are allergic to certain ingredients or have trouble tolerating commercially-
available drugs rely on compounding pharmacies for customized medications and dosages that
meet their specific medical needs. Such facilities are regulated by the states, not the FDA,

meaning that the drugs they manufacture aren’t subject to federal requirements and policing



and “do not have to report adverse events to either the FDA or state regulatory authorities.”>®
This makes oversight “less consistent ... in fact, fewer than half of the states conduct routine
inspections of compounding pharmacies.”>®

This lax system has resulted in countless compounded drugs “that are contaminated or made in
excessive potency because of pharmacist error,”®° causing serious injuries or death. Examples
of dangerous compounded drugs include: contaminated steroid injections manufactured at a
Massachusetts compounding facility, “which caused a fungal meningitis outbreak that sickened
over 753 people and caused 64 deaths”; contaminated eye medications compounded by a
Florida pharmacy “that caused fungal eye infections, vision loss, or both in 47 patients”; and
contaminated IV fluids sold by an Alabama compounding pharmacy “that resulted in 19 cases of
bacterial infections, 9 of which resulted in death.”®?

RECOURSE COMPLICATIONS

When patients are hurt or killed by defectively manufactured drugs, their legal rights are similar
to those of any other victim injured by a defective product. Most U.S. drug manufacturing
defect cases are brought under state products liability law, with consumers alleging strict
liability for improper manufacturing or drug contamination during the production process that
caused the harm.®? Compensation may be available for injuries or wrongful death. Punitive
damages are also possible. Damages laws vary from state to state.®?

For example, some states cap noneconomic damages in products liability cases, stymieing
manufacturing defect claims against culpable drugmakers whose products cause permanent
disability, mutilation, trauma, loss of a limb, blindness, sexual or reproductive harm and other
types of suffering and pain. Some states restrict punitive damages, which are awarded against
wrongdoers whose conduct is grossly negligent or intentional and are meant to serve as a
means for punishing bad actors and deterring others from committing similar dangerous
behavior. Other state tort restrictions can limit victims’ rights in varying ways. It all depends on
the state where the case is filed.

While injured patients are able to turn to the U.S. civil justice system for legal and financial
accountability against domestic drug companies, victims may have little recourse when foreign
manufacturers are to blame. American University law professor Andrew Popper explained:

It is both the current state of the law — and problematic — that a foreign producer

cannot readily be held accountable in state courts even if (a) the product they design
and manufacturer was unquestionably dangerous and defective, (b) the harm to the
victim was foreseeable, and (c) the foreign producer has sold large numbers of these



products in the U.S. in the past. Every U.S. manufacturer of any product is subject to the
U.S. rule of law, the U.S. tort/civil justice system, and U.S. regulatory mandates. That
foreign entities and individuals profit from the sale of defective goods and are outside
this system is wrong.®*

Some federal lawmakers have attempted to remedy this situation but so far have been

unsuccessful.®®

GENERIC DRUG ALARM BELLS

Good reasons exist as to why 90 percent of all drug prescriptions in the United State are filled
by generic drugs today.®® The biggest reason, of course, is that consumers usually have no
choice in the matter. As most people know, health plans usually will not pay for brand
medicines if generic versions are available.®” According to a 2020 study, 19 states require
pharmacists to dispense the generic cheaper version of a drug when available.®® Theoretically
that should be a good thing. But no one saves money if a generic drug is unsafe and they are
medically harmed as a result.

In 1984, Congress passed the Hatch-Waxman Amendments® in order to get cheaper generic
drugs into the marketplace.’® Clearly, this is what happened. For example,

Atorvastatin, a generic cholesterol medication, costs about $15 a month, while its
brand-name equivalent, Lipitor, goes for between $450 and $500 a month. Abilify, an
antipsychotic and antidepressant made by Bristol-Myers Squibb, costs between $700
and $900 a month; the generic version, aripiprazole, goes for around $8. And these
aren’t even extreme examples. Cuprimine, a brand-name drug made by Bausch Health
to treat rheumatoid arthritis, retails for $26,000 a month; the generic version,
penicillamine, costs $7,000.7*

Generic drugs are cheaper because generic drug companies spend a fraction of what it costs to
put brand-name drugs on the market.”? Specifically, before the FDA approves a brand-name
drug, it requires lengthy and expensive testing to ensure the safety and effectiveness of the
drug. The process of inventing, testing, and marketing a new drug can run into the hundreds of
millions of dollars.”® After approval, the drug receives a patent, which means that, until the
patent expires, no other company or manufacturer is allowed to make or sell the same drug.
These patents typically last 20 years. But once they expire, the drug’s ingredients become
available to generic manufacturers, who then attempt to recreate the drug and sell it
themselves for significantly less money.

10



In order to get a generic drug on the market, a drugmaker need only show that a generic drug is
“bioequivalent” to an approved drug. Bioequivalent does not mean identical. Generic
companies submit an Abbreviated New Drug Application (ANDA), which simply shows that their
drugs are equivalent in “dosage form, safety, strength, route of administration, quality,
performance characteristics, and intended use.”’* But this still allows drugs to contain lower
guality “inactive” ingredients, which can affect how drugs are absorbed, and even different
concentrations of “active” ingredients, which can “vary in quantity by about 10% in either
direction.””> Unlike with brand-name drugs, data on hour-by-hour rate of absorption doesn’t
factor into agency decisions about which generics are approved. And the FDA does not
independently test generics before allowing them on the market, relying primarily on the

company’s word before approving them for sale.
Others have pointed out:

[Manufacturers] don’t have to show therapeutic equivalency — that is, they don’t have
to prove that patients respond to the generic in the same way they respond to the
brand name. It is instead assumed that the generic will produce the same effect because
the active ingredient is supposed to be the same. Many ANDAs are aspirational, first
filed before a manufacturer has figured out how exactly to produce a generic version of
a brand-name drug. And since FDA approval can take as little as six months, an ANDA

might be approved before a manufacturer has finalized a generic formulation.”®

Indeed, the engineering process can be somewhat hit or miss. When the patent on the brand-
name drug expires and generic drug manufacturers gain access to the ingredients in the brand-
name drug, the patent does not explain how the drug is made or put together. Thus, the
generic companies can’t duplicate the original but instead have to figure out on their own how
to create “copies” of brand-name drugs. As author and investigative journalist Katherine Eban

pointed out:”’

[B]Jrand-name companies sort of build a citadel of patents around the generic drug. And
so it’s not like they hand over a formula or cookbook to the generic companies. They're
fighting every step of the way to protect their patents. And what the reverse engineers
who work for the generic drug companies need to do is try to break down the drugin a
laboratory and reconstruct it under a different pathway so that they can essentially get

around the patent.

And then there are other elements of the drug that are protected by separate patents,
like the time release mechanisms. And all of that has to be recreated, additionally using

11



possibly a new set of excipients, which is the additional ingredients. And then you’ve got
to get the dissolution right.

Another important issue concerns the safety of generic drug labels. Under the FDA’s
“bioequivalence” regulatory structure, generic drug companies are responsible only for
ensuring that their warning labels are identical to the brand-name labels. Generic drug
companies are actually prohibited from independently modifying their warning labels on
medicines, even if the manufacturer knows that label to be inaccurate and out-of-date.” This
rule also creates immunity for generic drug companies — but not brand-name companies — if
their label is unsafe. (See section below, “No Recourse.”) Federal legislation to correct the
situation was introduced in prior Congresses but failed to gain momentum.’® During the Obama
administration, the FDA tried to accomplish the same with a proposed rule establishing new
safety responsibilities for generic drug companies to maintain safe labels.2’ However, the rule

was never finalized.

Over the years, consumer website The People’s Pharmacy — run by pharmacologist Joe
Graedon and his wife Terry, who together host an NPR radio program?' — has collected many
stories from people who've experienced adverse effects after switching from brand-name drugs
to generics or from one generic to another. For example:

Generic Celebrex. As one victim explained, “Taking the generic initially didn’t cause
problems but then my mail-order drug company used another manufacturer. | have
lupus. The generic celecoxib caused a flare to the point | could barely walk.”8?

Generic Lasix. One user wrote, “l was on brand-name Lasix for over 30 years to treat
lymphedema. Now that | can only get generic furosemide, | have found that the generic
does nothing to reduce swelling. It only causes allergic skin outbreaks. The generic is not
even close to the brand name based on how my body reacts.”®?

Generic Wellbutrin. One patient, who took a “round small” generic version of the
antidepressant for two years, “experienced a drastic improvement in my bipolar 2
depressive symptoms.” Yet “[w]ithin the last 2-3 weeks of taking the same dosage, but a
new manufacturer, | am having suicidal ideations. These thoughts are persistent. | have
never considered thoughts such as these...ever! This manufacturer was just approved.
It’s an oblong, white pill.”#*

Generic Zoloft. Said one victim, “A number of years ago my prescription for Zoloft was
changed to generic sertraline. It simultaneously became ineffective. As a result, my
[primary care provider] began adding other drugs to the generic sertraline to try to

12



achieve a response against depression. After several attempts at different add-ons, |
was prescribed generic Budeprion XL 300. Three days later | suffered a grand mal
seizure. | quit all depression medications then and have suffered through major
depression since that time. That seems marginally better than dealing with the
potentially life-threatening side effects of these generic drugs. I’'m not willing to be a
guinea pig!”®

NO RECOURSE

Normally, if someone is harmed or killed by an unsafe product made by a negligent company,
they or their family have the option to sue that company in court. The right to sue negligent
drug manufacturers under state tort law has long existed, providing patients with both the
ability to be compensated for harms and a means to hold irresponsible drug companies directly
accountable for causing injuries, often forcing changes in the sale of unsafe drugs. Lawsuits also
help uncover important information about dangerous drugs that the understaffed and under-
resourced FDA misses and can create widespread publicity about them through the mass media
and other means, alerting an unsuspecting public to drug dangers.8®

The U.S. Supreme Court recognized the important role that lawsuits play to maintain drug
safety when it confirmed that brand-name drug companies should be liable for injuring or
killing patients in the 2009 case Wyeth v. Levine.®” The Court said, “[S]tate law offers an
additional, and important, layer of consumer protection that complements FDA regulation,”8®
noting that “the FDA has limited resources to monitor the 11,000 drugs on the market and
manufacturers have superior access to information about their drugs, especially in the
postmarketing phase as new risks emerge.”8?

However, in 2011 and again in 2013, the U.S. Supreme Court immunized the generic drug
industry for harm caused by a product’s defective design or label.’® Because the same immunity
does not extend to brand-name drug companies, the result has been a two-tiered system of
justice in America, which the Supreme Court suggested was a “bizarre” result.’ This was
succinctly described by Justice Sonia Sotomayor who wrote that generic drug immunity would
result in “so many absurd consequences that | cannot fathom that Congress would have
intended....” Specifically, “[a] drug consumer’s right to compensation for inadequate warnings
now turns on the happenstance of whether her pharmacist filled her prescription with a brand-
name drug or a generic. If a consumer takes a brand-name drug, she can sue the manufacturer
for inadequate warnings .... If, however, she takes a generic drug, as occurs 75 percent of the
time, she now has no right to sue.”*?
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While two recent state Supreme Court decisions did establish a state tort remedy for patients
injured by generic drugs in those states,® such cases are the rare exception to the rule: Generic
drug companies cannot independently change their warning labels on medicines, so even if the
manufacturer knows that label to be inaccurate and out-of-date, they are immune from any
liability for harm stemming from the drug’s unsafe label or design.

Until Congress or FDA regulations change what the U.S. Supreme Court has done, the vast
majority of those prescribed drugs in this country have no access to the courts if they are
harmed.
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