





































































































account the characteristics of the product, and/or the ordinary knowledge
common to the physician who prescribes and the consumer who
purchases the product, such as the Plaintiff.

(¢) The metoclopramide manufactured and supplied by the DRUG
COMPANY DEFENDANTS was further defective due to inadequate
post-marketing warning or instruction because, after the DRUG
COMPANY DEFENDANTS knew or should have known of the risks of
injury from Metoclopramide associated with long term use as commonly
prescribed, they failed to promptly respond to and adequately warn about
extrapyramidal side effects, among other adverse reactions.

88.

The DRUG COMPANY DEFENDANTS knew, or in light of reasonably
available scientific knowledge should have known, about the danger that caused the
injuries for which Plaintiff seeks recovery. A reasonably competent physician who
prescribed metoclopramide and a reasonably competent Plaintiff who consumed

metoclopramide would not realize its dangerous condition.

&9.
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The DRUG COMPANY DEFENDANTS knew or in light of reasonably

available scientific knowledge should have known about the danger associated with
use of metoclopramide that caused the damages for which Plaintiff seeks recovery.
90.

The reasonably foreseeable use of Reglan, metoclopramide HCI, and/or
metoclopramide, that is ingestion as treatment for nausea on a long term basis,
involved substantial dangers not readily recognizable by the ordinary physician who
prescribed metoclopramide or the patient, like Plaintiff, who consumed Reglan,
metoclopramide HCl and/or metoclopramide.

91.

The DRUG COMPANY DEFENDANTS knew that the metoclopramide was to
be prescribed by physicians and used by consumers without inspection for defects in
the product or in any of its components or ingredients and that metoclopramide was not
properly prepared nor accompanied by adequate warnings of its dangerous propensities
that were known or reasonably scientifically knowable at the time of distribution.

92.
Plaintiff and her physicians did not know, nor had reason to know, at the time of

the use of metoclopramide, or at any time prior to its use, of the existence of the above-

36







described defects and inadequate warnings.

93.
These defects caused serious injuries to Plaintiff when the product was used in
its intended and foreseeable manner, and in the manner recommended by the DRUG
COMPANY DEFENDANTS or in a non-intended manner that was reasonably

foreseeable.

COUNT II - Negligence

94.

Plaintiff repeats, reiterates, and fealleges each and every allegation contained in

this Complaint with the same force and effect as if fully set forth herein.
95.

At all times mentioned in this Complaint, the DRUG COMPANY
DEFENDANTS had a duty to properly manufacture, compound, test, inspect, package,
label, distribute, market, examine, maintain, supply, provide proper warnings, and
prepare for use and sell metoclopramide.

96.
The DRUG COMPANY DEFENDANTS knew or should have known that use

of metoclopramide created an unreasonable risk as a result of its design, testing, and/or

37




manufacturing, including an unreasonable risk of central nervous system side effects,

depression, akathisia, akinesia, tardive dyskinesia, tardive dystonia, visual disturbances
and/or interference with drug metabolism, especially in female patients diagnosed with
diabetes mellitus and more particularly in patients who are poor metabolizers of

metoclopramide.

97.

The DRUG COMPANY DEFENDANTS were negligent, and breached duties
owed to Plaintiff with respect to metoclopramide in one or more of the following
respects:

(a) Despite knowledge of hazards and knowledge that the product was
frequently prescribed for long term use, they failed to accompany the
product with adequate warnings and instructions regarding the adverse
and long lasting side effects associated with the use of metoclopramide
and particularly with foreseeable long term use;

(b)  They failed to conduct adequate testing;

() Despite knowledge of hazards, they failed to conduct adequate post-

marketing surveillance to determine the safety of the product;
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(d) Despite knowledge of hazards, they failed to adequately warn Plaintiff’s
physicians or Plaintiff that the use of metoclopramide could result in
depression with suicidal ideation, akathisia, akinesia, tardive dyskinesia,
tardive dystonia, visual disturbances and interferences with drug
metabolism; and

(e)  Despite the fact that the Drug Company Defendants knew or should have
known that metoclopramide caused unreasonably dangerous side effects,
they failed to adequately disclose the known or knowable risks associated
with metoclopramide as set forth above; they willfully and deliberately
failed to adequately disclose these risks, and in doing so, acted with a
conscious disregard of Plaintiff’s safety or welfare.

98.
As a result of the negligence of the DRUG COMPANY DEFENDANTS and
their willful and wanton misconduct, metoclopramide was prescribed to Plaintiff for
long term use and was used long term by her, thereby causing her to sustain reasonably

foreseeable serious and permanent damages and injuries as alleged in this Complaint.

99.
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The negligence and the willful and wanton misconduct of the DRUG
COMPANY DEFENDANTS was a proximate cause of Plaintiff’s harm and injuries
that Plaintiff has suffered and will continue to suffer as previously described.

COUNT I - Frandulent Misrepresentation

100.

Plaintiff repeats, reiterates, and realleges each and every allegation contained in

this Complaint with the same force and effect as if fully set forth herein.
101.

As set forth above, Wyeth and its predecessors falsely and fraudulently
represented to Plaintiff’s physicians, and through them to Plaintiff and members of the
general public, that Reglan, metoclopramide HC1 and/or metoclopramide was safe for
use to treat gastritis/gastro esophageal reflux and that central nervous system side
effects and extrapyramidal symptoms were comparatively rare. These representations
were, 1n fact, false. The true facts were that Reglan, metoclopramide HCI and/or
metoclopramide was not safe for that purpose and was, in fact, dangerous to the health

and body of Plaintiff.

102.
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Wyeth and its predecessors made other representations about the safety and
efficacy of Reglan, metoclopramide HCl and/or metoclopramide, and its minimal side
effects all as set forth above and incorporated here by reference.

103.

These representations were in fact, false. The true facts were that Reglan,
metoclopramide HCI and/or metoclopramide causes central nervous system side
effects, and extrapyramidal symptoms, among other side effects, far more frequently
than represented, and Wyeth and its predecessors did not disclose or warn physicians
about the actual prevalence of known side effects of Reglan, metoclopramide HCI
and/or metoclopramide, particularly when Reglan, metoclopramide HCl and/or
metoclopramide is used on a long term basis or when used in patients who are poor
metabolizers of metoclopramide, all of which were foreseeable. Wyeth and its
predecessors misrepresented the safety of Reglan, metoclopramide HCl and/or
metoclopramide and withheld warnings of the known side effects of Reglan,
metoclopramide HCI1 and/or metoclopramide when used as commonly prescribed by

physicians as specifically required by 21 CFR 201.128.

104.
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When Wyeth and its predecessors made these representations, they knew that
they were false. Wyeth made these representations with the intent to defraud and
deceive Plaintiff’s physicians and through them to defraud and deceive Plaintiff and
with the intent to induce her and her physicians to act in the manner alleged in this
Complaint that is to use Reglan, metoclopramide HCl and/or metoclopramide as
pharmaceutical treatment for gastritis/gastro esophageal reflux for a period of time that
far exceeded the FDA’s approved indicated duration of use.

105.

At the time Wyeth and its predecessors made the above described
representations and at the time Plaintiff and her physicians took the actions alleged in
this Complaint, Plaintiff and her physicians were ignorant of the falsity of the
representations and reasonably believed them to be true. In reliance upon the
representations, Plaintiff’s physicians were induced to and did prescribe Reglan,
metoclopramide HCl and/or metoclopramide as described in this Complaint and
Plaintiff did use Reglan, metoclopramide HCI and/or metoclopramide as described in

this Complaint.

106.
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If Plaintiff’s physicians had known the actual facts they would not have
prescribed Reglan, metoclopramide HCI and/or metoclopramide in the manner that
they prescribed it and Plaintiff would not have taken Reglan, metoclopramide HCI
and/or metoclopramide in the way that it was prescribed.

107.

The reliance of Plaintiff and her physicians upon the representations of Wyeth
and its predecessors was justified because the representations were made by
individuals and entities that appeared to be in the position to know the true facts.

108.

As a proximate result of the fraud and deceit of Wyeth and its predecessors,

Plaintiff sustained the injuries and damages described in this Complaint.
109.

In doing the acts alleged in this Complaint, Wyeth and its predecessors acted
with oppression, fraud, and malice and Plaintiff is therefore entitled to punitive
damages to deter Wyeth and others from engaging in similar conduct in the future.
This wrongful conduct was done with the advance knowledge, authorization, or
ratification of an officer, director, or managing agent of each of Wyeth and its
predecessors.
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COUNT 1V - Negligent Misrepresentation
(As against Defendants WYETH and SCHWARZ)

110.

Plaintiff repeats, reiterates, and realleges each and every allegation contained

in this Complaint with the same force and effect as 1f fully set forth herein.
111.

Wyeth and Schwarz had actual knowledge of facts which demonstrated that
representations in the Reglan package insert, the PDR monograph for Reglan and
literature that they distributed concerning Reglan, metoclopramide HCl and/or
metoclopramide to physicians were false and misleading. Wyeth and Schwarz had an
absolute duty to disclose the true facts regarding the safety of Reglan to physicians and
their patients, pharmacists, and the genéric metoclopramide industry, which they
negligently failed to do. Furthermore, Wyeth and Schwarz had a duty to ensure that
they had a reasonable basis for making the representations described above, to exercise
reasonable care in making those representations, to accurately make those
representations, and to not make misrepresentations, all of which they negligently
failed to do.

112.
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Important information regarding Reglan, metoclopramide HC] and/or
metoclopramide’s risks was in the exclusive control of Wyeth and Schwarz and was
exclusively known by them. As part of their business and in the furtherance of their
own interests, Wyeth and Schwarz disseminated information regarding Reglan,
metoclopramide HCl and/or metoclopramide to physicians and their patients,
pharmacists and the generic metoclopramide industry and did so knowing that the
safety of Reglan, metoclopramide HCI and/or metoclopramide users depended on the
accuracy of that information. Further, Wyeth and Schwarz knew and expected that
reciplents of that information would rely on it, that they would take action based upon
it, that individuals would be put in peril by such action and that those individuals
would suffer physical harm as a result.

113.

Wyeth and Schwarz expressly and/or impliedly represented to Plaintiff, her
physicians, pharmacists, the generic metoclopramide industry and members of the
general public that Reglan, metoclopramide HCI and/or metoclopramide was safe for
use to treat nausea and/or esophageal reflux for durations of use that exceeded the 12
week duration indicated in Wyeth’s and Schwarz’s package inserts and in the PDR.

The representations by Wyeth and Schwarz and the lack of them were, in fact, false.
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The true facts were that Reglan, metoclopramide HCI and/or metoclopramide was not
safe for use in the manner in which it was prescribed and was, in fact, dangerous to the
health and body of Plaintiff.

114.

Wyeth and Schwarz made the above described representations with no
reasonable grounds for believing them to be true. Wyeth and Schwarz did not have
accurate or sufficient information concerning these representations and they failed to
exercise reasonable care both in ascertaining the accuracy of the information contained
in those representations and in communicating the information. Further, Wyeth and
Schwarz were aware that without such information they could not accurately make the
above described representations.

115.

The above misrepresentations or omissions were made to Plaintiff, her
physicians, pharmacists, the generic pharmaceutical industry and the general public, all
of whom justifiably and foreseeably relied on those representations or omissions.
Plaintiff would not have suffered her injuries but for the above misrepresentations or
omissions. Wyeth’s and Schwarz’s misrepresentations or omissions were a cause in

fact and a proximate cause of Plaintiff’s damages.
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COUNT V — Fraudulent Concealment
(As against Defendant WYETH)

116.

Plaintiff repeats, reiterates, and realleges each and every allegation contained

in this Complaint with the same force and effect as if fully set forth herein.
117.

At all times mentioned in this Complaint, Wyeth and its predecessors had the
duty and obligation to disclose to Plaintiff and to her physicians the true facts
concerning Reglan/ metoclopramide, that is, that Reglan, metoclopramide HCI and/or
metoclopramide was dangerous and defective and how likely it was to cause serous
consequences to users, including injuries as described in this Complaint, and the true
level of risk involved in prescribing Reglan, metoclopramide HCl and/or
metoclopramide for the purposes indicated. Wyeth and its predecessors made the
affirmative representations set forth above to Plaintiff, her prescribing physicians, and
the general public prior to the day Plaintiff was first prescribed and used Reglan,
metoclopramide HCI and/or metoclopramide while concealing the material facts set

forth below.

118.
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At all times mentioned in this Complaint, Wyeth and its predecessors had the

duty and obligation to disclose to Plaintiff and to her physicians the true facts
concerning Reglan, metoclopramide HCl and/or metoclopramide that is that long term
use and exposure could cause central nervous system side effects, depression with
suicidal ideation, akathisia, akinesia, tardive dyskinesia and tardive dystonia. Atall
times mentioned in this Complaint, Wyeth and its predecessors intentionally, willfully
and maliciously concealed or suppressed the facts set forth above from Plaintiff’s
physicians, and therefore from Plaintiff, with the intent to defraud as alleged in this
Complaint.
119.

At all times mentioned in this Complaint, neither Plaintiff nor her physicians
were aware of the facts set forth above. Had they been aware of those facts, they
would not have acted as they did, that is, would not have utilized Reglan,
metoclopramide HCI and/or metoclopramide in the treatment of Plaintiff’s nausea.

120.

As a proximate result of the concealment or suppression of the facts set forth
above, Plaintiff was prescribed and took Reglan, metoclopramide HCl and/or
metoclopramide and subsequently became ill, thereby sustaining the injuries and

48




damages as set forth in this Complaint.
121.

In doing the acts alleged in this Complaint, Wyeth, its predecessors, and its’
successor in interest, Schwarz, acted with oppression, fraud, and malice, and Plaintiffs
are therefore entitled to punitive damages in an amount reasonably related to Plaintiff’s
actual damages and to Wyeth’s and Schwarz’s wealth, and sufficiently large to be an
example to others and to deter Wyeth, Schwarz, and others from engaging in similar

conduct in the future.

COUNT VI - Breach of Implied Warranties

122,

Plaintiff repeats, reiterates, and realleges each and every allegation contained

in this Complaint with the same force and effect as if fully set forth herein.
123.

The DRUG COMPANY DEFENDANTS knew that most physicians who
prescribed Reglan, metoclopramide HCI and/or metoclopramide were not aware the
drug is a dopamine antagonist and/or a neuroleptic agent, which is just as likely to
cause serious extrapyramidal side effects as other dopamine antagonists and/or other
neuroleptic drugs. The DRUG COMPANY DEFENDANTS also knew that the risks
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of potentially irreversible neurological side effects when Reglan, metoclopramide HCl
and/or metoclopramide is used long term were much greater than most physicians
realized. By failing to give adequate warnings about the dopamine antagonist and/or
neuroleptic properties of Reglan, metoclopramide HCI and/or metoclopramide and the
risk of long term use that is associated with those properties, the DRUG COMPANY
DEFENDANTS breached implied warranties of merchantability and fitness for the
ordinary use of Reglan, metoclopramide HCI and/or metoclopramide.
124,

At all times mentioned in this Complaint, the DRUG COMPANY
DEFENDANTS manufactured, compounded, packaged, distributed, recommended,
merchandised, advertised, promoted, supplied and sold Reglan, metoclopramide and
metoclopramide HCI and prior to the time it was used by Plaintiff, the DRUG
COMPANY DEFENDANTS impliedly warranted to Plaintiff and to her physicians
that the product was of merchantable quality and safe and fit for the use for which it
was intended.

125.
Plaintiff relied on the skill and judgment of the DRUG COMPANY

DEFENDANTS in using Reglan, metoclopramide and metoclopramide HCI.
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126.

Reglan, metoclopramide and metoclopramide HCI was unsafe and unfit for its
intended use, nor was it of merchantable quality, as warranted by the DRUG
COMPANY DEFENDANTS, in that it had very dangerous propensities when put to
its intended use and would cause severe injury to the user. Reglan, metoclopramide
and metoclopramide HCI was not properly prepared nor accompanied by adequate
warnings of its dangerous propensities that were either known or reasonably
scientifically knowable at the time of distribution. As aresult, Reglan, metoclopramide
and metoclopramide HCl proximately caused Plaintiff to sustain damages and injuries
as alleged in this Complaint by virtue of causing Plaintiff’s illness.

127.

After Plaintiff was made aware of her injuries as a result of Reglan,
metoclopramide and metoclopramide HCI, notice was duly given to the DRUG
COMPANY DEFENDANTS of the breach of the above described warranties.

COUNT VII - Joint And Several Liability

128.
Plaintiff repeats, reiterates, and realleges each and every allegation contained in
this Complaint with the same force and effect as if fully set forth herein.
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129.

By virtue of their individual and collective acts and omissions, Defendants are
jointly and severally liable to Plaintiff as such acts and omissions have proximately
caused Plaintiff to suffer a single indivisible injury for which each Defendant is

responsible.

COUNT VIII - Plaintiff’s Damages

130.
Plaintiff repeats, reiterates, and realleges each and every allegation contained in
this Complaint with the same force and effect as if fully set forth herein.

131.

As a direct and proximate result of the aforesaid acts of and/or omissions by the
Defendants, Plaintiff Susan Swicegood has:

(a) suffered severe and permanent injuries, which she will be forced to
endure for the remainder of her life;

(b)  suffered physical impairment and disfigurement;

(c) suffered physical pain and suffering;

(c) suffered mental pain and suffering;

(d)  had her enjoyment of life severely impaired;
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(e)  incurred and will continue to incur various sums of money for past,

present and future medical expenses associated with monitoring and
treating her injuries; and
(f)  incurred attorney’s fees and expenses of litigation related to this action.
Plaintiff is entitled to recovery an award for the injuries caused by the

Defendants.

COUNT IX - Punitive Damages

132.

Plaintiff repeats and incorporates by reference each and every paragraph of this

complaint as though set forth in full in this cause of action.
133.

The conduct of each Defendant, as set forth herein above was intentional,
willful, wanton, oppressive, malicious, and reckless, evidencing such an entire want of
care as to raise the presumption of a conscious indifference to the consequences in that
each Defendant acted only out of self interest and personal gain. Such conduct
evidences a specific intent to cause harm to Plaintiff as provided under O.C.G.A. § 51-
12-5.1.

134,
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Accordingly, punitive damages should be imposed against each Defendant

pursuant O.C.G.A. § 51-12-5.1 and other applicable laws, to punish and deter each

Defendant from repeating or continuing such unlawful conduct.

WHEREFORE, Plaintiff prays:

(a)  That process issue according to law;

(b)  That each Defendant be served with a copy of Plaintiff’s Complaint and
show cause why the prayers for relief requested by Plaintiffs herein should not be
granted;

(c)  That Plaintiff be granted a trial by jury in this matter;

(d) That the Court enter a judgment against each Defendant, jointly and
severally, for all general and compensatory damages allowable to Plaintiff;

(¢)  That the Court enter a judgment against each Defendant, jointly and
severally, for all special damages allowable to Plaintiff;

(f)  Thatthe Court enter a judgment against each Defendant serving to award
Plaintiff punitive damages under the provisions of O.C.G.A. § 51-12-5.1;

(g) That the Court enter a judgment against each Defendant, jointly and

severally, for all other relief sought by Plaintiff under this Complaint;
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(h)  That the costs of this action be cast upon Defendants; and

(i)  That the Court grant Plaintiff such further relief which the Court deems

just and appropriate.

Respectfully submitted this 19" day of July 2007.
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