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Pradaxa and Severe Bleeding’
According to the Journal of Neurosurgery*, the death of an

elderly man from a massive brain hemorrhage after a routine
fall suggests that bleeding complications from Boehringer In-
gelheim's Pradaxa blood clot preventer are largely irreversible.
The recently approved drug is the first in a new class of oral

medicines called direct thrombin inhibitors, approved to pre-
vent strokes among patients with a dangerous irregular heart-
beat called atrial fibrillation that mostly affects the elderly.
U.S. regulators said in December they were evaluating other

cases of bleeding associated with the drug, whose chemical
name is dabigatran, but advised patients to continue the med-
icine for now.
Three doctors from the University of Utah monitored and

described the worsening condition, and ultimate death, of the
83-year-oldman who was evaluated at their medical center for
what seemed at first a rather routine fall, according to the re-
port Tuesday in the journal's online edition.
Initially, the patient was fully alert and oriented and could re-

spond to verbal commands, and
his neurological exam produced
no findings of great concern, the
clinicians said. They also said CT
scans revealed small, superficial
areas of hemorrhage in his brain,
but that within two hours after ar-
riving at the hospital new scans
showed extensive progression of
brain hemorrhaging.
Efforts to stop the hemorrhaging, including intravenous flu-

ids and a protein called recombinant factor VIIa, proved inef-
fective and the patient fell into a deep coma and died soon
afterward.

"In the event of traumatic hemorrhage in patients receiv-
ing dabigatran ... there are currently no effective reversal
agents" to neutralize the drug, the report said.

The FDA notes that all anti-coagulant drugs carry a risk of
severe bleeds. But unlike another widely used blood thinner,
excessive and serious bleeding events associated with Pradaxa
have no readily available antidote; consequently, the bleeding
events could potentially kill certain susceptible patients.

Pradaxa’s creator, BoehringerIngelheim, continues tomar-
ket the drug despite FDA concerns that the drug may raise the
risk of severe bleeding events and that Pradaxa has no antidote
in the event of a severe bleeding event.

*Reuters was the source for much of this story.

Contact Us Toll Free: 888-520-5202
If you or a loved one suffered or suffers from complications
due to Pradaxa, our experienced attorneys are here to help.

First AMSMesh Trial
Woman to have day in court
HOUSTON — Matthews &

Associates is scheduled to try
the first American Medical
Systems transvaginal mesh
case in the U.S. in a Houston,
courtroom in February 2013.
A two-week trial is sched-

uled for Harris County Dis-
trict Court before Judge
Reese Rondon. The judge has
granted preferential docket
status to the case involving a
68-year-old Houston woman
who was implanted with
transvaginal mesh after visit-
ing her family doctor with a
complaint of urinary strain-
ing. Such status puts the case
at the head of the cue, mean-
ing that this case is likely to go
forward and be tried as sched-
uled, beginning Feb. 25.
The mesh caused the then

64-year-old woman severe
pain and had to be surgically
removed less than two years
later. Since then, the woman
has required additonal sur-
geries to further repair prob-
lems caused by the mesh,
including ongoing pain and a
loss of marital relationship.
Many different companies

have produced various trans-
vaginal meshes. The defen-
dant in this case is American
Medical Systems (AMS), a
medical device manufacturer
based in Minnesota.
——————————————————————————

In Court News Consumer Beware

$5.5 Million Verdict in
Bellwether Mesh Case
BAKERSFIELD, CALIF. –

On July 23, 2012, a jury
awarded a 53-year-old Bak-
ersfield woman $5.5 million
for injuries she suffered after
being implanted with trans-
vaginal mesh. A former run-
ner, Christine Scott first saw
doctors in 2008 for stress uri-
nary incontinence. She was
implanted with transvaginal
surgical mesh to treat it, but
that “solution” morphed into
a nightmare. The synthetic
mesh eroded into her colon.
In the product liability action,
Ms. Scott said the Avaulta
Plus Biosynthetic Support
System was implanted to cor-
rect some urine leakage; it left
her in chronic pain, inconti-
nent and unable to have inter-
course.
The verdict came in Kern

County Superior Court before
Judge William Palmer. Ms.
Scott told jurors she could
urinate only with a catheter
for five months. She also un-
derwent eight more removal
surgeries, but the Avaulta still
remains in her body. Many
surgeons feel it cannot be re-
moved safely. The jury
awardedMs. Scott $5million,
her husband $500,000 for
the loss of their relationship.

The trial is the first of its
kind in the U.S. against a
major mesh maker. Another
650 mesh cases are pending
against C.R. Bard. (p. 2)
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“In the event of trau-
matic hemorrhage in
patients receiving
dabigatran (Pradaxa)
... there are currently
no effective reversal
agents to neutralize
the drug.”



When the Supreme Courted voted 5-4
last year to largely insulate generic drug
makers from liability when a drug they
make and sell harms someone (Pliva v.
Mensing), Justice Sotomayer wrote for the
dissent, “This decisionmakes little sense.”
She also identified three “absurd conse-

quences” of the 5-4 decision. First, any-
one hurt by a generic drug will have little
to no access to compensation, creating an
“arbitrary distinction” between brand-
name and generic-drug consumers. Many
states allow pharmacists to unilaterally
substitute a generic for a brand drug.
Some insurance companies even require

consumers to take the generic instead of the brand. Second,
generic-drug makers will no longer have the same state-law in-
centives to monitor and disclose safety risks that brand-name
manufacturers have. Sotomayor’s dissent observed, “Brand-
name manufacturers often leave the market once generic ver-
sions are available, meaning that there will be nomanufacturers
subject to failure-to-warn liability.” Third, the decision under-
cuts the Hatch-Waxman Amendment’s goals to increase the
consumption of less expensive generic drugs. Now, doctorsmay

Remington’s Deadly Secrets
The watchdog group Public Citizen has

learned that high-level Remington em-
ployees knew for years of a defect that
couldmake one Remington rifle fire with-
out anyone’s actually pulling the trigger,
but they failed to warn scores of rifle own-
ers who were later maimed or killed by the
defective rifle.
Richard Barber’s nine-year-old son Gus

was shot dead in 2000 when the family's
Remington Model 700 rifle accidentally
discharged after a family hunting trip. No
one in the Barber family knew at that time
that the rifle had defects that could cause
it to fire without anyone’s pulling the trig-
ger.

Public Citizen succeeded in persuading
a Montana federal court judge to permit
Barber to intervene in a decades-old case
involving the defective rifle: Aleksich v.
Remington. Barber sought intervention
to request that the court make the Alek-
sich file available to the public. The file’s
documents prove that Remington knew
for years of the rifle's defect, but did noth-
ing to warn the public. It also revealed
thousands of complaints about the 700.
————————————————————————————————————

Jury Awards $5.5 Million in Transvaginal Mesh Case (from p. 1)
Houston personal injury attorney David Matthews, who represents thousands of

women in mesh cases similar to Ms. Scott’s, said of the verdict: “It’s tragic how little
this mesh was tested before being unleashed on women. They tested on a couple
dozen animals, on rats, rabbits and sheep, and I guess none of them complained.
And nobody is even discussing the fact that animal testing, not just in the case of
mesh but in many drug and other cases, fails to translate for human beings; even if
something appears to work on one animal does not mean it will work on a human
being. Ms. Scott is not unusual in having undergone several surgeries to remove the
mesh, and the problem continues for her as it does for many of our clients.”
“I don’t know if I have one or 100 surgeries ahead,” Ms. Scott told KGET-TV17 in

Bakersfield following the verdict.
———————————————————————————————————————————————————————————————————————–

Judge Rules on Reglan Generic Injury Cases
SAN FRANCISCO — This Spring, generic drug companies argued before Judge

Kramer in the Superior Court of San Francisco, Calif., that the U.S. Supreme Court’s
Mensing decision, which denied plaintiffs the right to pursue injury claims against
generic drug companies in state courts, should mean that generic manufacturers are
free of liability in all claims filed in California state court as well. Judge Kramer de-
nied the generic manufacturers’ request to dismiss the claims and also denied their
motions to strike all allegations asserted against them.
But the generic manufacturers have appealed the judge’s decision to the Califor-

nia Court of Appeals. In the meantime, Judge Kramer has ordered all plaintiffs to
produce proof they used Reglan/metoclopramide and proof of the makers’ identi-
ties, as well as proof of diagnosis of a Reglan-induced injury.
In short, the five Republican-appointed Justices on the U.S. Supreme Court who

voted against an individual’s right to pursue a claim against generic drug makers
have placed all generic Reglan cases into a legal limbo.
———————————————————————————————————————————————————————————————————––––——––

News and Views

Supreme Court’s Generic Drug Decision leaves Innocent Victims out in the Cold

be less likely to prescribe generic drugs, and patients may
be less likely to take them because the court’s decision dra-
matically reduces generic drug makers’ safety incentives.

Worse, sometimes brand-name drugs aren’t even avail-
able. On a recent trip to his local drug store, a friend found
he couldn’t even buy the brand-name drug himself when he
asked for it and was willing to pay extra. He wanted the
brand because it had worked well for him years ago, and he
is hardly alone in his knowledge that sometimes generics
simply do not work as well as the brand drug. Many are
aware of this fact through their own experience. The mother
of an attorney from our firm was taking Lipitor, which
seemed to be lowering her cholesterol. Then her doctor
switched her to a cheaper generic to save money, but found
her cholesterol went back up. So he switched her back to the
brand-name drug, and her cholesterol went down again.
These cases are anecdotal, which the law disparages; but the
theme is common, the point clear.

Though generic equivalency was not a subject examined
by the majority, neither did they seriously address the fact
that generic drug makers choose which drugs they make –
those which will reap the most profit. Trans-national drug
corporations are not acting in the best interests of U.S. citi-
zens, and neither, sadly, are five members of the high court.

David Matthews has the top rating in Martindale-Hubbell. He has been voted one of the top 100 Trial Lawyers in Texas, and a
“Super Lawyer” by his peers every year since 2003. Board certified in personal injury trial law, he has more than 120 jury verdicts.

David P. Matthews
————————————————––————–
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Depakote and Birth Defects
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.

Paxil and Birth Defects
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 ef-
fects” can be life-threatening and include
problems such as heart defects. FDA has
warned the drug shouldn’t be taken during
pregnancy.

Topamax 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. The FDA is-
sued a warning inMarch 2011 about the po-
tential danger of Topamax causing birth
defects.

Yaz/Yasmin/Ocella
Thesemedications could be puttingmillions
of women at risk of “side effects,” including
stroke, heart attack, blood clots, deep vein
thrombosis, pulmonary embolism and gall-
bladder disease. The drugs’ ingredient
drospirenonemay carry a risk of blood clots
nearly twice as high that of other birth con-
trol medications.

Zoloft and Birth Defects
Taken during pregnancy, SSRI antidepres-
sants including the popular drugs Zoloft,
Lustral or Serlain (Generic: sertraline) have
been linked to a variety of severe birth de-
fects including Persistent Pulmonary Hy-
pertension (PPHN), heart, lung, abdominal
and cranial/facial defects.

Call 888.520.5202
For a Free Legal Consultation

Actos Lawsuit Unsealed
On Feb. 24, 2012, US Judge F. Dennis

Saylor ordered the unsealing of a whistle-
blower Actos Lawsuit filed by Helen Ge in
U.S. District Court, District of Massachu-
setts (Case 1:10-cv-11043-FDS). Ge’s case
involves the failure of Takeda Pharma-
ceutical to report bladder cancer and
Congestive Heart Failure (adverse events)
for its drug Actos. A popular diabetes
drug used to control Type 2 diabetes,
Actos was introduced in 1999 by Takeda.
A former Takeda Pharmaceutical medical
reviewer, Ge claims the drug company
routinely downplayed congestive heart
failure cases to increase profits.
Several Actos lawsuits have been filed

in both state and federal courts. On Dec.
29, 2011, the Judicial Panel on Multidis-
trict Litigation (JPML) established MDL
2299 for all federal claims alleging injury
caused by the drug. U.S. District Judge
Rebecca Doherty presides over roughly
150 cases.
———————————————————————————————————–

Birth Defect Cases
Several SSRI and at least two anti-

seizure drugs taken during pregnancy
have been linked to serious birth defects.
SSRIs (selective serotonin reuptake in-

hibitors) Prozac, Paxil, Zoloft, Lexapro,
Celexa and Effexor have all been either
linked to birth defects by studies or are
suspected of increasing the risks of birth
defects. National Institutes of Health re-
ports the potential risk of these drugs im-
plies SSRI treatment in pregnant women
should be carefully weighed.
Anti-seizure drugs Depakote and

Topamax have also been linked to serious
birth defects. Women taking Depakote
during childbearing years experience a
threefold higher probability of major
birth defect issues, including spina bifida,
anencephaly, abnormal facial features
and lower IQ. Topamax taken during
pregnancy can also raise the risk of de-
formities.
Matthews & Associates Law Firm has

filed several lawsuits in venues across the
country against themakers of SSRI drugs,
as well as several lawsuits against the
makers of anti-seizure medications.
“It appears that the drug makers knew

or should have known that these drugs’
risks of birth defects outweighed any real
benefits,” said attorney David Matthews.

Transvaginal Mesh Recall
Transvaginal mesh litigation took a fa-

vorable step for plaintiffs on June 5, 2012
as Johnson & Johnson division, Ethicon,
informed the FDA it intended to recall
several mesh products. Ethicon is recall-
ing four devices from its Gynecare line:
the Prolift Kit, Prolift +MKit, Prosima Kit
and TVT Secur. This recall is the latest in
a series of red flags regarding transvagi-
nal mesh used in POP procedures.
In July 2011, the FDA reported a five-

fold increase in deaths, injuries and/or
malfunctions associated with vaginal
mesh used in pelvic organ prolapse repair
(POP) procedures. In Sept 2011, an advi-
sory panel urged the FDA to reclassify
mesh products as "high-risk." In Jan.
2012, the FDA ordered several manufac-
turers to conduct further studies of "side
effects" and complications associated
with their products. In March 2012, the
FDA concluded that J&J – Ethicon's par-
ent company and the world's second-
biggest health-care products maker –
began distributing the Prolift mesh de-
vices without proper approval.
The FDA has also announced that re-

pair surgeries that used mesh or slings
did not exhibit any more benefit than re-
pair surgeries that did not use mesh.

Big Pharma Watch

Dangerous Drugs

———————————————————————————————
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NuvaRing Health Risks
A study released on June 14, 2012 in

the New England Journal of Medicine
entitled “Thrombotic Stroke andMyocar-
dial Infarction with Hormonal Contra-
ception,” concluded that the relative risk
of thrombotic stroke for NuvaRing Vagi-
nal Ring contraceptives compared to no-
use was up to 2.5 times greater. The risk
of heart attack was as high as 6.5 times
greater in comparison to non-use. The
findings add to research published inMay
2012 that also linked vaginal ring use to
higher blood clot risk.
The FDA raised concerns in Oct. 2011

regarding the ring’s being linked to higher
risks of serious health problems. More
than 700 cases have been filed thus far
against the makers of NuvaRing.

Matthews & Associates is accepting
cases involving NuvRing injuries.



Study: Statins HarmMore People than they Help
According to a recent study of millions of statin users, cholesterol-lowering drugs

are over prescribed, over hyped, over advertised and much more dangerous than
conventional wisdom implies. Big Pharma (with $33 Billion in statin sales world-
wide last year – Lipitor alone made $13.6 million) touts statins as “miracle” drugs
that prevent heart attacks and strokes. But a study published in the British Medical
Journal documents statin users who suddenly or gradually lost their minds, muscle,
liver or eyesight. (Please see the whole statin-study story at emed.com.)

The study concerned 2,004,692 patients aged 30-84 (including 225,922 new
statin users) and found statin use associated with moderate or serious liver dys-
function, acute renal failure, moderate or serious myopathy (muscle disease), and
cataract. For every heart attack the drug prevented, more people suffered liver dam-
age, kidney failure, cataracts or extreme muscle weakness as a result of taking their
statin. So the study showed that statins harm more people than they help.

Julia Hippisley-Cox and Carol Coupland – who led the 2010 British Medical
Journal statin study – found that for every 10,000women treated with statins, there
were only 271 fewer cases of heart disease compared to an extra 74 cases of liver
damage, 23 cases of acute kidney failure, 39 cases of extreme muscle weakness and
307 cases of cataracts. Therefore, statins harmed 443 people while ‘helping’ 271.
In a 2004 interview, Beatrice Golomb –M.D., Ph.D., from the University of Cal-

ifornia – said, "[F]rom the reports that come into us, people are experiencing se-
vere muscle weakness, which is also linked to cognitive problems." Those cognitive
problems include everything from the inability to recall names or balance a check-
book to forgetting whole episodes. Dr. Golomb said, “The concern is that statins
haven't been adequately studied for their harmful effects, (and) studies showing
dangerous side effects of statin use aren’t being taken seriously enough.”

***

Please email info@dpmlawfirm.com to report any changes in contact informa-
tion, to unsubscribe to this newsletter, or to also receive it by email.

Matthews Legal News gives clients and
other friends across the U.S. up-to-date infor-
mation about our firm’s litigation. It also of-
fers some late-breaking news national news.

Matthews &Associates is a law firm of trial
lawyers, consultants, investigators and med-
ical personnel. We help people harmed by
negligence, greed or incompetence.Withmore
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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