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Highest Court Favors
Generic Drug Makers

WASHINGTON, D.C. —

The Supreme Court ruled in
June that makers of generic
drugs cannot be sued for failing to warn consumers of the
possible side effects of their
products if they copy the exact
warnings on the brand-name
equivalents.
The majority
opinion acknowledged that the
decision dealt an “unfortunate
hand” that “makes little sense”
to those who were harmed by
generic drugs and are unable to
sue the drug makers. A sharply
divided court voted 5-4 that
the federal law requiring that
generics carry the same warnings as their brand-name equivalents trumps state laws that
drug companies issue proper
warnings, thus rendering
generics unaccountable for injuries caused by inadequate
warnings. This decision could
affect millions of Americans,
given that generics make up 75
percent of prescription drugs
dispensed in the US.
Justice Sonia Sotomayor led
the strongly-worded dissent,
writing, “The court gets one
thing right: This outcome
(p. 2)
makes little sense.”
———————————————————————————————————————
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Natural Gas Fracking
Case Filed in Dallas

DALLAS — The Parr family of Allison, Texas – represented by Matthews &
Associates – filed a lawsuit
against Aruba Petroleum and
eight other natural gas defendants on March 8 in Dallas
County. The suit charges gas
companies with poisoning Bob
and Lisa Parr and their 7-yearold daughter, eventually forcing
them to abandon their house.
The family homestead in Wise
County includes 40 acres now
surrounded by more than 50
natural gas production operations. The Parrs left their home
last August after a doctor determined they were being poisoned by those operations. (p. 2)
—————————————————————————

Brand Name Liability
Likely the Linchpin

ATLANTIC CITY, N.J. —
An August hearing in New Jer-

sey will likely have far-reaching
implications with regard to
whether brand name drug
makers will face liability in
generic drug cases. Branders
may feel confident that the
1994 Fourth Circuit case of
Foster v. AH Products immunizes them from any lawsuit in
which the product ingested was
a generic version of their drug.
Plaintiffs, on the other hand,
will have a strong argument
that the Supreme Court’s June
decision to preempt generic
drugs should dramatically
change Foster’s previous precedential status as a case insulating generic drug makers. (p. 2)
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The Supreme Court Ruling
and Your Generic Drug Case

If you took the generic Metoclopramide rather than the brandnamed Reglan, the Supreme Court’s ruling just made it more difficult for you to receive a judgement or settlement for your injury;
but we’re still researching and pursuing other avenues for recovery.
Two claims may still be viable. First, generic makers failed to
communicate a 2004 label change to plaintiffs and their physicians,
though generic companies knew the label had changed to include
language restricting Reglan to short-term use. The brand-name
company (at the time) Schwarz Pharma failed to publish or communicate the new label to the medical community. Second (tangential to the first), some generic companies failed to modify their
labels in a timely fashion to match the 2004 label change. Defendant
Teva, Reglan’s main generic manufacturer, took roughly 14 months
to update its label with the new language. Defendant Pliva never
modified its label with the new language. Such delays mean patients
and their physicians could not have known of the short-term therapy indication. Without that knowledge,
patients – at the behest of physicians not
properly informed by the drug companies
– would or could have continued ingesting
Reglan long term, eventually leading to tardive dyskinesia.
It is also possible, given language in the
court ruling, that generic companies may
be liable for failing to warn about risks involved with Reglan/Metoclopramide for
ingestions that took place after 2007. In addition, because the Supreme Court just
held that generic drug makers are not liable,
it stands to reason some company must be responsible for the label. Therefore, the
David P. Matthews
————————————
court’s ruling may, in turn, place liability
squarely on the name-brand drug maker, who presumably knew, or
should have known, that its responsibility for the label continued
regardless of the market entry of generic drug makers.
The Supreme Court decision has definitely impacted generic
drug cases, but we continue to fight for them. We continue to work
tirelessly on the legal issues to keep viable claims alive and see that
justice is served, that injured people receive fair compensation.
David Matthews has the top rating in Martindale-Hubbell. He
has been voted one of the top 100 Trial Lawyers in Texas, and he
has also been voted a “Texas Super Lawyer” by his peers every
year since the award’s inception in 2003. Board certified in personal injury trial law, he has more than 120 jury verdicts.
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Supreme Court Decision ( from p. 1)

Sotomayor added, “As a result of today's
decision, whether a consumer harmed by
inadequate warnings can obtain relief turns
solely on the happenstance of whether her
pharmacist filled her prescription with a
brand-name or generic drug.”
Gladys Mensing and Julie Demahy had
sued PLIVA Inc. and other generic drug
manufacturers in state courts in Minnesota
and Louisiana over the labels for metoclopramide, the generic version of Reglan.
The two women alleged metoclopramide
gave them a severe neurological movement
disorder called tardive dyskinesia, but none
of the generic drug's manufacturers and
distributors made any effort to include
warnings on the label. The FDA ordered
warnings about tardive dyskinesia to be
added to Reglan and metoclopramide in
February 2009.
Justice Clarence Thomas, who wrote the
majority opinion, said it was impossible for
generic drug makers to comply both with
federal laws requiring them to carry the
same label as the brand-name drugs and
state laws requiring them to add more
warnings. “Had Mensing and Demahy
taken Reglan,” Thomas said, “the brandname drug prescribed by their doctors. . .
their lawsuits would not be pre-empted.
But because pharmacists (. . .) substituted
generic metoclopramide instead, federal
law pre-empts these lawsuits.” He was
joined in his vote by Chief Justice John
Roberts and Justices Antonin Scalia, Anthony Kennedy and Samuel Alito.
Sotomayor, who wrote the dissent, said
PLIVA and the other generic manufacturers didn't even try to get the FDA to
change Reglan’s labels. If they had, the
FDA might have forced generic makers to
change the label, she said. “Once that occurs, a generic manufacturer is in full compliance with both federal law and a
state-law duty to warn,” she said.
Gladys Mensing’s and Julie Demahy’s
lawyer Lou Bograd said they were all “dismayed and disappointed” and the court's
vote leaves generic drug makers “absolutely
no incentive whatsoever to police themselves and the products that they sell.”
They plan to go to Congress and the FDA,

hoping to change the law that now insulates
generic drug makers. The high court’s decision overturns a ruling by the 8th U.S.
Circuit Court of Appeals in St. Louis,
which agreed with Sotomayor and the dissent that more should have been done to
warn consumers about possible risks.
————————–———————————————————————————

Natural Gas Case

(from p. 1)

Aruba Petroleum operates several of the
gas wells that surround the Parr homestead. Other defendants are Ash Grove Resources, LLC; Encana Oil & gas (USA)
Inc.; Halliburton Company; Republic Energy Inc.; Ryder Scott Oil Company; Tejas
Production Services, Inc.; and Tejas Western Corporation. The Texas Commission
of Environmental Quality has received
dozens of odor, spill and nuisance complaints from Allison residents. Enforcement actions are pending against two
nearby Aruba sites. TCEQ has fined the
company more than $30,000 in the last year
for its Allison area operations.
Bob, Lisa and 7-year-old Emma all began
suffering severe nosebleeds. Emma also developed respiratory, stomach and skin rash
problems. Severe rashes covered Lisa’s
body, she shook uncontrollably, lost her
ability to walk properly, began stuttering
and suffered memory loss. When lymph
nodes in her neck swelled dramatically, she
saw seven different doctors, underwent
several unsucessful rounds of steroid therapy. Finally, the Parrs enlisted an environmental doctor, who found neurotoxins in
Lisa’s blood that matched chemicals used
in natural gas production surrounding the
Parr home.
————————–———————————————————————————

Brander Liability

(from p. 1)

The Fourth Court explicitly stated that
brand name companies are absolved of liability in a case involving a generic version
because the plaintiff could simply sue the
generic company and be made whole. But
because the Supreme Court has just taken
away that right to sue a generic company,
the duty should fall back on the brand
name companies. In addition, no language
in the Supreme Court’s June 2011 decision
absolves branders from responsibility.

———————————————————————————————

Dangerous Drugs
Topomax and Birth Defects

If taken during pregnancy, Topamax can cause
serious birth defects such as cleft palate or cleft
lip. These abnormalities occur when parts of
the soft and hard palate fail to completely fuse
together. The defect can result in a notched
lip, or in severe cases, an open groove that extends from the nose to the roof of the mouth.
Cleft lip and cleft palate can also cause problems with eating and communicating.

Zoloft and Birth Defects

Taken during pregnancy, SSRI antidepressants
including the popular drugs Zoloft, Lustral or
Serlain (Generic: sertraline) have been linked
to a variety of severe birth defects including
Persistent Pulmonary Hypertension (PPHN),
heart, lung, abdominal and cranial defects.

Yaz/Yasmin/Ocella

These medications could be putting millions
of women at risk of “side effects,” including
stroke, heart attack, blood clots, deep vein
thrombosis, pulmonary embolism and gallbladder disease. The drugs’ ingredient drospirenone may carry a risk of blood clots nearly
twice that of other birth control medications.

Paxil

A recent Swedish study of Paxil has shown
birth defects to be twice as common among
pregnant Paxil users compared to women taking other antidepressants. Paxil “side effects”
can be life-threatening and include problems
such as heart defects. FDA has warned the
drug shouldn’t be taken during pregnancy.

Depakote

Depakote can increase risk for birth defects in
children born to women who use the medication during pregnancy. The FDA has insisted
on a boxed warning for Depakote packaging
that suggests women who are pregnant or
thinking of having a child should find an alternative treatment to Depakote.
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News with Views

Study Links Prozac, Paxil,
Zoloft & Birth Defects

USA — Another study has linked antidepressants such as Prozac and Paxil to birth
defects. This study – from the journal Obstetrics & Gynecology – involves two antidepressants and a risk of birth defects based
on a review of national data from Finland.
The research team discovered that women
taking Prozac (fluoxetine) and Paxil (paroxetine) experienced an increased risk of giving birth to babies with certain heart
defects. Study author Dr. Heli Malm told
Reuters Health that the drugs in this class –
selective serotonin reuptake inhibitors or
SSRIs – “should only be used during pregnancy when clearly indicated.”
Reuters Health points out that several
studies have linked SSRIs with increased
birth defect risks, including a Danish study
that found the risk in mothers who took
SSRIs such as Prozac, Zoloft (sertraline),
and Celeza (citalopram). Reuters Health
also discussed a 2010 study involving infants
whose mothers used Wellbutrin (bupropion) in early pregnancy. Those babies re-

vealed a more than two-fold risk for specific
heart defects.

Surgical Mesh Cases

————————————————————————————————————

USA — The FDA issued a bulletin in July

regarding surgical mesh used to repair Pelvic
Organ Prolapse (POP). POP occurs when
a pelvic organ, such as the bladder, uterus,
and/or rectum, drops (prolapses) from its
normal spot in the lower belly. The drop
occurs because the muscles retaining those
organs can stretch and weaken with age
and/or childbirth. The organ drop can affect genital functionality and/or surrounding organs. Between 30-50% of women will
experience POP in their lifetime. Support
can be created with or without the mesh,
whose use has caused severe problems.
The FDA has received thousands of adverse event reports concerning surgical
mesh used specifically for POP repair surgery. Several involve mesh eroding into the
pelvic organs, causing severe pain, infection, urinary problems, bleeding, and scarring. The only treatment is typically painful
surgery to remove the mesh. Matthews &
Associates is handling these cases.

Supreme Court Ruling Demands Citizen Action
Last month the U. S. Supreme Court
made it much more dificult for anyone injured by a generic drug to receive compensation for that injury. In a 5-4 decision
where each justice’s vote tracked his or her
political alignment, the highest court ruled
that generic drug makers have no responsibility to propose label changes to the FDA
so that people like you and me are aware of
all the risks associated with their medications. The majority accepted the generic
drug makers’ argument that it was impossiConrad Adams
ble for them to comply with both state and
—————————–
federal laws regarding drug labels.
Leading the dissent, Justice Sotomayor countered that the bar
for the impossibility defense had always been much higher than
the five voted it was in these cases. She argued that preemption
hinges first on the intent of congress, and noted that generic drug
makers did nothing to prove that following both state and federal
laws was impossible. In arriving at its decision, all five Republicanappointed justices ignored previous federal court rulings, the recommendations of the U.S. Solicitor General, the intent of
Congress, an amicus brief filed by Hatch-Waxman bill cosponsor

Fosamax Cases Filed

USA — Matthews & Associates has filed
more than 30 cases associated with Fosomax, from the bisphosphonate class of
drugs. Injuries include osteonecrosis of the
jaw (ONJ), femur fractures, and severe musculoskeletal pain. Bisphosphonates are sold
under the names Actonel, Aredia, Bonefos,
Boniva, Fosamax, Didronel, Reclast, Skelid
and Zometa.
Most people are familiar with these drugs
as osteoporosis treatments for postmenopausal women. They are also approved for a variety of other indications,
including other bone diseases such as
Paget's disease. These drugs are also given
to cancer patients.
One 69-year-old Houston woman who
took Fosomax for three years has suffered
19 fractures, the first being her femur. She
also suffered hip replacement following
complications from surgery needed to fix
the fractured femur. Her hip began collapsing post surgery. Matthews & Associates represents her – and several others
with similar injuries – against several different manufacturers of bisphosphonates.

Henry Waxman, the mandate of the FDA, and all common sense.
This awful decision virtually guarantees that generic drug manufacturers will focus more on profits than safety. This decision essentially encourages generic drug makers to continue reaping their
enormous profits, while insulating them from responsibility for injuries they cause by failing to warn patients of all risks associated
with their medications.
More than 70% of all prescriptions in this country are filled with
generic drugs. Generic medications are used to treat illness in all
populations, from infant babies to our elderly. So many people depend on generic medications, safety should be of primary concern.
Unfortunately, after the highest court’s recent decision, the only
way we can reinstate a system of “checks and balances” for generic
drug companies is to ask Congress and the FDA to change the law.
Please join me and others in the effort to make billionaire
generic drug makers accountable. Contact your congressional representatives by email, phone and/or U.S. mail and urge them to
enact proper laws. Generic drug makers must be held to the same
standard as brand name makers when it comes to monitoring adverse event reporting and proposing label changes to the FDA. We
need laws that serve US citizens first, not multi-national corporations. To find and educate your representative, go to
https://www.house.gov/ or call information at (202) 224-3121.

Conrad Adams has been practicing law for ten years. He represented the United States in the 1992 Olympic Games in Spain, as a captain of the Pentathlon team.

Securing your own Records can only Help your Case

USA – While Matthews & Associates makes every effort to obtain a client’s medical records,
we are at the mercy of doctors, hospitals and pharmacy custodians to provide them. There-

fore, we can not guarantee any records we order will arrive in a timely fashion; so anything our clients can do to obtain pharmacy or medical records could only help their
cases. In addition, drug providers are tending to purge their records faster all the time,
so securing records sooner is always better than later.
Most records a law firm orders typically take several months to arrive, for whatever
reason. Perhaps many record services only grudgingly cooperate with plaintiffs’ law
firms.
The bottom line is that it is best, for any potential case, to obtain pharmacy or medical records as quickly as possible. It is also worth noting that you have a right to personal pharmacy or medical records, just as a doctor has a moral obligation to give a
patient a proper diagnosis.

SSRI’s in Pregnancy Tied to Autism

————————————————————————————————————————————————————————————————————————–

USA – A case-control study showed prenatal exposure to selective serotonin reuptake inhibitors (SSRIs) appears to be associated with increased chances of developing
an autism spectrum disorder (ASD), although such an exposure is unlikely to explain
many cases of autism. According to Lisa Croen, PhD, of Kaiser Permanente Northern Calif. in Oakland, and colleagues, children born to mothers who received a prescription for any antidepressant in the year before delivery were twice as likely to have
an ASD (6.7% versus 3.3%; OR 2.0, 95% CI 1.2 to 3.6). But the relationship was significant only when an SSRI was one of the antidepressants taken, the researchers reported online in Archives of General Psychiatry. Adjusting for maternal history of
depression and other health disorders did not affect the finding.
Please email rmatthews@dpmlawfirm.com if you would like to receive this publication by email.

Matthews Legal News gives clients and other
friends across the country up-to-date information about our firm’s litigation. It also offers
some late-breaking news of national interest.
Matthews & Associates is a law firm of trial
lawyers, consultants, investigators and medical
personnel. We help people harmed by negligence, greed or incompetence. With more than
100 years of combined legal experience, our
lawyers have practiced law in nearly all 50
states and Puerto Rico. We have the financial
resources to handle any personal injury case.
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