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IN THE UNITED STATES DISTRICT COURT FOR
THE DISTRICT OF COLORADO

Civil Action No.
WILMA DANIELS,
Plaintiff,

V.

PFIZER, INC.,

Defendant.

COMPLAINT

COMES NOW Plaintiff and complains and alleges against Defendant as follows:

GENERAL ALLEGATIONS

1. Plaintiff, Wilma Daniels (Plaintiff), by and through undersigned counsel brings this
action for personal injuries suffered as a proximate result of being prescribed and ingesting
the defective and unreasonably dangerous prescription drug LIPITOR, prescription
medications used to reduce the amount of cholesterol and other fatty substances in the blood.
This is an action for damages suffered by Plaintiff as a direct and proximate result of
Defendant’s negligent and wrongful conduct in connection with the design, development,
manufacture, testing, packaging, promoting, marketing, distribution, labeling, and/or sale of
LIPITOR (also known as ATORVASTATIN CALCIUM and at times referred to herein as

“the subject product”).
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JURISDICTION AND VENUE

2. This Court has jurisdiction over Defendant and this action pursuant to 28 U.S.C. § 1332
because there is complete diversity of citizenship between Plaintiff and Defendant and
because the amount in controversy between Plaintiff and Defendant exceeds $75,000,
exclusive of interest and cost, and because, among other reasons, Defendant has significant
contacts with this district by virtue of doing business within this judicial district.
3. Venue is proper within this district pursuant to 28 U.S.C. § 1391 because Plaintiff resides
in the district and because a substantial part of the acts and/or omissions giving rise to these
claims occurred within the district.
PLAINTIFF
4. Plaintiff is a natural person currently residing in Colorado Springs, Colorado and was
residing there at the time Plaintiff ingested LIPITOR, and was diagnosed with type 2 diabetes
and/or glucose levels diagnostic for type 2 diabetes.
5. Plaintiff was prescribed LIPITOR and used it as directed from approximately year 1998.
6. Plaintiff was prescribed LIPITOR to lower her levels of low-density lipoprotein (“LDL”)
and as a primary prevention measure to decrease her risk of developing cardiovascular
disease (“CVD”).
7. Plaintiff was very healthy prior to taking LIPITOR. In keeping with her healthy and
proactive lifestyle, Plaintiff agreed to initiate LIPITOR treatment in an effort to reduce her
risk of developing heart disease. She relied on claims made by Defendant that LIPITOR has

been clinically shown to reduce the risk of developing heart disease.
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8. Despite her healthy weight and diet, Plaintiff developed type 2 diabetes after initiating
her LIPITOR treatment.

9. Plaintiff was diagnosed with type 2 diabetes in or about year 2004. As a result, for the
rest of her life she must undergo regular testing of her blood glucose levels, adhere to a
restrictive diabetic diet, and take medication to control her diabetes. Due to her diabetes, she
is now at markedly increased risk of heart disease, blindness, neuropathy, and kidney disease.

DEFENDANT

10. At all times herein mentioned, Defendant Pfizer, Inc., was and is a corporation existing
under the laws of incorporation of the State of Delaware, with its principal place of business
in New York, New York, and doing business within this judicial district.

11. At all times herein mentioned, Defendant Pfizer, Inc., in interstate commerce and in this
judicial district, advertised, promoted, supplied, and sold to distributors and retailers for
resale to physicians, hospitals, medical practitioners, and the general public a certain
pharmaceutical product, LIPITOR.

FACTUAL ALLEGATIONS

12. At all times herein mentioned, Defendant, by and through its agents, servants, and/or
employees failed to adequately warn physicians and consumers, including Plaintiff herein, of
the risk of developing diabetes from LIPITOR.

13. LIPITOR is an HMG-CoA reductase inhibitor and a member of the drug class known as
statins.

14. LIPITOR is prescribed to reduce the amount of cholesterol and other fatty substances in

the blood.
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15. Parke-Davis Pharmaceutical Research, a division of Warner-Lambert Company
obtained approval from the Food and Drug Administration (“FDA”) to market LIPITOR on
December 17, 1996. Warner-Lambert entered into a co-marketing agreement with Pfizer to
sell LIPITOR, and thereafter those companies began distributing and selling LIPITOR
throughout the United States in 1997. On June 19, 2000, Pfizer acquires Warner-Lambert
and all rights to LIPITOR.

16. Despite its knowledge of data indicating that LIPITOR use is causally related to the
development of type 2 diabetes and/or blood glucose levels diagnostic for type 2 diabetes,
Pfizer promoted and marketed LIPITOR as safe and effective for persons such as Plaintiff
throughout the United States, including this judicial district.

17. On August 11, 2011, the Division of Metabolism and Endocrinology Products of the
FDA requested that Defendant make labeling changes for LIPITOR based upon the FDA’s
comprehensive review, including clinical trial date.

18. In February 2012, Pfizer complied with the FDA request and added the following
language to its Warning and Precautions Section: “Increases in HbAlc and fasting serum
glucose levels have been reported with HMG-CoA reductase inhibitors, including LIPITOR.”
19. LIPITOR’s label had never warned patients of any potential relation between changes in
blood sugar levels and taking LIPITOR until the February 2012 label change.

20. Despite the February 2012 label change, LIPITOR’s label continues to fail to warn
consumers of the serious risk of developing type 2 diabetes when using LIPITOR.

21. At all times material hereto, Defendant knew or should have known that the risks of

LIPITOR include the severe and life-threatening complications of type 2 diabetes.
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22. At all times material hereto, Defendant, by and through its agents, servants, and/or
employees, negligently, recklessly and/or carelessly marketed, distributed, and/or sold
LIPITOR without adequate instructions or warnings of the drug’s serious side effects and
unreasonable dangerous risks.

23. Had Defendant properly disclosed the risks associated with LIPITOR, Plaintiff would
have avoided the risk of diabetes by either not using LIPITOR at all or by closely monitoring
Plaintiff’s blood glucose levels to see if the drug was adversely affecting her metabolism.

24. As alleged herein, as a direct, proximate, and legal result of Defendant’s negligence and
wrongful conduct, and the unreasonably dangerous and defective characteristics of the drug
LIPITOR, Plaintiff suffered severe and permanent physical and emotional injuries, including,
but not limited to type 2 diabetes. Plaintiff has endured pain and suffering, has suffered
economic loss, including incurring significant expenses for medical care and treatment, and
will continue to incur such expenses in the future. Plaintiff seeks actual damages from

Defendant as alleged herein.

CAUSES OF ACTION
COUNT I

STRICT LIABILITY — FAILURE TO WARN

25. Plaintiff hereby incorporates all preceding paragraphs as if fully set forth herein.
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26. Defendant has engaged in the business of selling, distributing, supplying,
manufacturing, marketing, and/or promoting LIPITOR, and through that conduct has
knowingly and intentionally placed LIPITOR into the stream of commerce with full
knowledge that it reaches consumers such as Plaintiff who ingested it.

27. Defendant did in fact sell, distribute, supply, manufacture, and/or promote LIPITOR to
Plaintiff and to her prescribing physicians. Additionally, Defendant expected the LIPITOR
that it was selling, distributing, supplying, manufacturing, and/or promoting to reach and
LIPITOR did in fact reach, prescribing physicians and consumers, including Plaintiff and her
prescribing physicians, without any substantial change in the condition of the product from
when it was initially distributed by Defendant.

28. At all times herein mentioned, the aforesaid product was defective and unsafe in
Manufacturer such that it was unreasonably dangerous to the user, and was so at the time it
was distributed by Defendant and ingested by Plaintiff. The defective condition of LIPITOR
was due in part to the fact that it was not accompanied by proper warnings regarding the
possible side effect of developing diabetes as a result of its use.

29. This defect caused serious injury to Plaintiff, who used LIPITOR in its intended and
foreseeable manner.

30. At all times herein mentioned, Defendant had a duty to properly design, manufacture,
Compound, test, inspect, package, label, market, distribute, examine, maintain supply,
provide proper warning, and take such steps to assure that the product did not cause users to

suffer from unreasonable and dangerous side effects.
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31. Defendant so negligently and recklessly labeled, distributed, and promoted the foresaid
product that it was dangerous and unsafe for the use and purpose for which it was intended.
32. Defendant negligently and recklessly failed to warn of the nature and scope of the side
effects associated with LIPITOR, namely diabetes.

33. Defendant was aware of the probable consequences of the aforesaid conduct. Despite
the fact that Defendant knew or should have known that LIPITOR caused serious injuries, it
failed to exercise reasonable care to walk of the dangerous side effect of developing diabetes
from LIPITOR use, even though this side effect was known or reasonably scientifically
knowable at the time of distribution. Defendant willfully and deliberately failed to avoid the
consequences associated with its failure to warn, and in doing so, defendant acted with a
conscious disregard for the safety of Plaintiff.

34. Plaintiff could not have discovered any defect in the subject product through the exercise
of reasonable care.

35. Defendant, as the manufacturer and/or distributor of the subject product, is held to the
level of knowledge of an expert in the field.

36. Plaintiff reasonably relied upon the skill, superior knowledge, and judgment of
Defendant Pfizer.

37. Had Defendant properly disclosed the risks associated with LIPITOR, Plaintiff would
have avoided the risk of diabetes by either not using LIPITOR at all or my closely
monitoring her blood glucose levels to see if the drug was adversely affecting her

metabolism.
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38. As a direct and proximate result of the actions and inactions set forth above, including
the carelessness, negligence, recklessness, and gross negligence of Defendant alleged herein,
and in such other ways to be later shown, the subject product caused Plaintiff to sustain
injuries as herein alleged.

WHEREFORE, Plaintiff respectfully requests that this Court enter judgment in her favor
for compensatory damages, together with interest, costs herein incurred, attorneys’ fees, and
all such other and further relief as this Court deems just and proper. Plaintiff also demands
that the issues herein contained be tried by a jury.

COUNT 1l

NEGLIGENCE

39. Plaintiff hereby incorporates by reference all preceding paragraphs as if fully set forth
herein.
40. At all times material hereto, Defendant had a duty to exercise reasonable care to
consumers, including Plaintiff herein, in the design, development, manufacture, testing,
inspection, packaging, promotion, marketing, distribution, labeling, and/or sale of LIPITOR.
41. Defendant breached its duty of reasonable care to Plaintiff in that it negligently
promoted, marketed, distributed, and labeled the subject product.
42. Plaintiffs injuries and damages alleged herein were and are the direct and proximate
result of the carelessness and negligence of Defendant, including, but not limited to, one or
more of the following particulars:

(@) In its design, development, research, manufacture, testing, packaging, promotion,

marketing, sale, and/or distribution of the subject product;
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(b) In its failure to warn or instruct, and/or adequately warn or adequately instruct, users
of the subject product, including Plaintiff herein, of LIPITOR’s dangerous and
defective characteristics;

(c) In its design, development, implementation, administration, supervision, and/or
monitoring of clinical trials for the subject product;

(d) In its promotion of the subject product in an overly aggressive, deceitful, and
fraudulent manner, despite evidence as to the product’s defective and dangerous
characteristics due to its propensity to cause diabetes;

(e) In representing that the subject product was safe for its intended use when, in fact, the
product was unsafe for its intended use;

(f) Infailing to perform appropriate pre-market testing of the subject product;

(9) In failing to perform appropriate post-market surveillance of the subject product;

(h) In failing to adequately and properly test LIPITOR before and after placing it on the
market;

(i) In failing to conduct sufficient testing on LIPITOR which, if properly performed,
would have shown that LIPITOR had the serious side effect of causing type 2
diabetes;

() In failing to adequately warn Plaintiff and her healthcare providers that the use of
LIPITOR carried a risk of developing type 2 diabetes and that patients’ blood glucose

should be closely monitored;
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(K) In failing to provide adequate post-marketing warnings or instructions after
Defendant knew or should have known of the significant risk of diabetes associated
with the use of LIPITOR; and

(D) In failing to adequately and timely inform Plaintiff and the healthcare industry of the
risk of serious personal injury, namely diabetes, from LIPITOR ingestion as
described herein.

43. Defendant knew or should have known that consumers, such as Plaintiff herein, would
foreseeably suffer injury as a result of Defendant’s failure to exercise reasonable and
ordinary care.

44. As a direct and proximate result of Defendant’s carelessness and negligence, Plaintiff
suffered severe and permanent physical and emotional injuries, including, but not limited to,
type 2 diabetes. Plaintiff has endured pain and suffering, has suffered economic loss,
including incurring significant expenses for medical care and treatment, and will continue to
incur such expenses in the future. Plaintiff seeks actual damages from Defendant as alleged
herein.

WHEREFORE, Plaintiff respectfully requests that this Court enter judgment in her favor
for compensatory damages, together with interest, costs herein incurred, attorneys’ fees, and
all such other and further relief as this Court deems just and proper. Plaintiff also demands
that the issues herein contained be tried by a jury.

COUNT I

BREACH OF IMPLIED WARRANTY

10
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45. Plaintiff hereby incorporates by reference all preceding paragraphs as if fully set forth
herein.

46. At all times mentioned herein, Defendant manufactured, compounded, packaged,
distributed, recommended, merchandised advertised, promoted, supplied, and sold LIPITOR,
and prior to the time that it was prescribed to Plaintiff, Defendant impliedly warranted to
Plaintiff that the subject product was of merchantable quality and safe and fit for the use for
which it was intended.

47. Plaintiff, individually and through her prescribing physicians, reasonable relied upon the
skill, superior knowledge, and judgment of Defendant.

48. Plaintiff was prescribed, purchased, and used the subject product for its intended
purpose.

49. Due to Defendant’s wrongful conduct as allege herein, Plaintiff could not have known
about the nature of the risks and side effects associated with the subject product until after
she used it.

50. Contrary to the implied warranty for the subject product, LIPITOR was not of
merchantable quality, and it was neither safe nor fit for its intended uses and purposes, as
alleged herein.

51. As adirect and proximate result of the Defendant’s breach of implied warranty, Plaintiff
suffered severe and permanent physical and emotional injuries, including, but not limited to,
type 2 diabetes. Plaintiff has endured pain and suffering, has suffered economic loss,

including incurring significant expenses for medical care and treatment, and will continue to
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incur such expenses in the future. Plaintiff seeks actual damages from Defendant as alleged
herein.

WHEREFORE, Plaintiff respectfully requests that this Court enter judgment in her
favor for compensatory damages, together with interest, costs herein incurred, attorneys’
fees, and all such other and further relief as this Court deems just and proper. Plaintiff also
demands that the issues herein contained be tried by a jury.

COUNT IV
FRAUD

52. Plaintiff hereby incorporates by reference all preceding paragraphs as if fully set forth
herein.
53. Defendant misrepresented to Plaintiff, her prescribing physicians, and the healthcare
industry the safety and effectiveness of LIPITOR and/or willfully, fraudulently, intentionally,
and/or negligently concealed material information, including adverse information, regarding
the safety and effectiveness of LIPITOR.
54. Defendant made misrepresentations and actively concealed adverse information when
Defendant knew, or should have known, that LIPITOR had defects, dangers, and
characteristics that were other than what Defendant had represented to Plaintiff and the
healthcare industry generally. Specifically, Defendant actively concealed from plaintiff, her
prescribing physicians, the health care industry and the consuming public that:

(@) Since at least 1996 Defendant and/or its predecessors were in possession of data

demonstrating that LIPITOR increases the risk of type 2 diabetes and the risk of

increased blood glucose to levels diagnostic for type 2 diabetes;
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(b) There has been insufficient studies by Defendant and/or its predecessors regarding the
safety and efficacy of LIPITOR in women before and after its product launch;
(c) LIPITOR was not fully and adequately tested by Defendant and/or its predecessor for
the risk of developing type 2 diabetes; and
(d) Testing and studies by other entities as reported in the scientific literature has shown
that the use of LIPITOR increases the risk of type 2 diabetes.
55. These misrepresentations and/or active concealment alleged were perpetuated directly
and/or indirectly by Defendant.
56. Defendant knew or should have known that these representations were false, and it
made the representations with the intent or purpose of deceiving Plaintiff, her prescribing
physicians, and the healthcare industry.
57. Defendant made these false representations with the intent or purpose that Plaintiff, her
prescribing physicians, and the healthcare industry would rely on them, leading to the use of
LIPITOR by Plaintiff as well as the general public.
58. At all times herein mentioned, neither Plaintiff nor her physicians were aware of the
falsity of the statements being made by Defendant and believe them to be true. Had they
been aware of said facts, her physicians would not have prescribed and Plaintiff would not
have utilized the subject product.
59. Plaintiff justifiably relied on and/or was induced by Defendant’s misrepresentations
and/or was induced by Defendant’s misrepresentations and/or active concealment and relied
on the absence of safety information which Defendant did suppress, conceal, or fail to

disclose to Plaintiffs detriment.
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60. Defendant had a post-sale duty to warn Plaintiff, her prescribing physicians, and the
general public about the potential risks and complications associated with LIPITOR in a
timely manner.

61. Defendant made the representations and actively concealed information about the
defects and dangers of LIPITOR with the intent and specific desire that that Plaintiffs
prescribing physicians and the consuming public would rely on such information, or the
absence of information, in selecting LIPITOR as a treatment.

62. As a result of the concealment and/or suppression of the facts set forth above, Plaintiff
ingested LIPITOR and suffered injuries as set forth herein.

WHEREFORE, Plaintiff respectfully requests that this Court enter judgment in her favor
for compensatory damages, together with interest, costs herein incurred, attorneys’ fees, and
all such other and further relief as this Court deems just and proper. Plaintiff also demands
that the issues herein contained be tried by a jury.

COUNT V

CONSTRUCTIVE FRAUD

63. Plaintiff hereby incorporates all preceding paragraphs by reference as if fully set forth
herein.

64. Defendant committed actual fraud by making material representations which were false,
knowing that such material representations were false, and/or with reckless disregards for the
truth or falsity of such material representations with the intent that Plaintiff and her

prescribing physicians would rely on such material representations.
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65. Plaintiff and her prescribing physicians were unaware of the falsity of these
representations, they acted in actual and justifiable reliance on such material
misrepresentations, and Plaintiff was injured as a direct and proximate result.

66. Additionally, Defendant knowingly omitted material information and remained silent
regarding said misrepresentations despite the fact that it had a duty to inform Plaintiff, her
prescribing physicians, and the general public of the inaccuracy of said misrepresentations,
which omission constitutes a positive misrepresentation of material fact, with the intent that
Plaintiff and her prescribing physicians would rely on Defendant’s misrepresentations.
Plaintiff and her prescribing physicians did, in fact, act in actual and justifiable reliance on
Defendant’s representations, and Plaintiff was injured as a result.

67. At all times herein mentioned, Defendant had a duty to Plaintiff, her prescribing
physicians, and the general public to accurately inform them of risks associated with its
product LIPITOR because Defendant, as the manufacturer of the subject product, was in a
position of superior knowledge and judgment regarding any potential risks associated with its
product LIPITOR.

68. Defendant committed constructive fraud by breaching one or more legal or equitable
duties owed to Plaintiff relating to the LIPITOR at issue in this lawsuit, said breach or
breaches constituting fraud because of their propensity to deceived others or constitute an
injury to public interests or public policy.

69. In breaching its duties to Plaintiff, Defendant used its position of trust as the

manufacturer of LIPITOR to increase sales of the drug at the expense of informing Plaintiff
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that, by ingesting LIPITOR, she was placing herself at a significantly-increased risk of
developing type 2 diabetes.

WHEREFORE, Plaintiff respectfully requests that this Court enter judgment in her
favor for compensatory damages, together with interest, costs herein incurred, attorneys’
fees, and all such other and further relief as this Court deems just and proper. Plaintiff also
demands that the issues herein contained be tried by a jury.

COUNT VI

UNJUST ENRICHMENT

70. Plaintiff hereby incorporates all preceding paragraphs by reference as if fully set forth
herein.
71. Plaintiff conferred a benefit on Defendant by purchasing LIPITOR.
72. Plaintiff, however, did not receive a safe and effective drug for which she paid.
73. It would be inequitable for Defendant to retain this money because Plaintiff did not, in
fact, receive a safe and efficacious drug.
74. By virtue of the conscious wrongdoing alleged in this Complaint, Defendant has been
unjustly enriched at the expense of Plaintiff, who hereby seeks the disgorgement and
restitution of Defendant’s wrongful profits, revenue, and benefits, to the extent, and in the
amount, deemed appropriate by the Court, and such other relief as the Court deems just and
proper to remedy Defendant’s unjust enrichment.

WHEREFORE, Plaintiff respectfully requests that this Court enter judgment in her favor

for compensatory damages, together with interest, costs herein incurred, attorneys’ fees, and

16



2:14-cv-01400-RMG  Date Filed 02/25/14 Entry Number 1 Page 17 of 19

all such other and further relief as this Court deems just and proper. Plaintiff also demands
that the issues herein contained be tried by a jury.
COUNT VII

VIOLATION OF THE COLORADO CONSUMER PROTECTION ACT

C.R.S. 86-1-101, ET SEQ.

75. Plaintiff hereby incorporates by reference all preceding paragraphs as if fully set forth
herein.

76. Plaintiff Wilma Daniels is a person within the meaning of Colorado Consumer
Protection Act (the “Act”).

77. Defendant is a person within the meaning of the Act for all purposes therein.

78. Plaintiff is a person entitled to bring a claim pursuant to the Act.

79. The false, deceptive and misleading statements and representations made by Defendant
alleged above are Deceptive Trade Practices within the meaning of the Act.

80. Defendant engages in the Deceptive Trade Practices alleged above, and those
Deceptive Trade Practices occurred or were committed in the course, vocation or occupation
of Defendant’s pharmaceutical business.

81. The Deceptive Trade Practices that Defendant committed as alleged above significantly
impact the public as actual or potential consumers of Defendant.

82. As a direct and proximate result of the Deceptive Trade Practices committed by
Defendant as alleged above, Plaintiff suffered injuries, damages and losses as alleged herein.

83. Plaintiff is entitled to all damages permitted by C.R.S. 8 6-1-113 of the Act, including

17
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Actual damages sustained, civil penalties, attorneys’ fees, and costs of this action. Also, the

State of Colorado is entitled to statutory penalties from defendants for each violation of the

Act pursuant to C.R.S. § 6-1-112.

PRAYER FOR RELIEF

WHEREFORE, Plaintiff prays for relief and judgment against Defendant as follows:

(@)

(b)
(©)
(d)
(€)

(f)

(@)
(h)

For general damages in a sum in excess of the jurisdictional minimum of
this Court;

For medical, incidental, and hospital expenses according to proof;

For pre-judgment and post-judgment interest as provided by law;

For full refund of all purchase costs Plaintiff paid for LIPITOR;

For compensatory damages in excess of the jurisdictional minimum of this
Court;

For consequential damages in excess of the jurisdictional minimum of this
Court;

For attorneys’ fees, expenses, and costs of this action; and

For such further relief as this Court deems necessary, just, and proper.

DEMAND FOR JURY TRIAL

Plaintiff hereby demands a trial by jury on all issues for triable.

Dated this 25" day of February, 2014.

Respectfully submitted,
18
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Plaintiff’s address:

Wilma Daniels

6733 Noble Street

Colorado Springs, Colorado 80915

/s/ Franklin D. Azar
Franklin D. Azar, Reg. No. 13131
FRANKLIN D. AZAR & ASSOC.
14426 EAST EVANS AVENUE
AURORA, COLORADO 80014
Phone: 303-757-3300
azarf@fdazar.com

/s/ Tonya L. Melnichenko

Tonya L. Melnichenko, Reg. No. 32152
FRANKLIN D. AZAR & ASSOC.
14426 EAST EVANS AVENUE
AURORA, COLORADO 80014
Phone: 303-757-3300
melnichenkot@fdazar.com

/s/ Breanna Alexander
Breanna Alexander Reg. No. 42897
FRANKLIN D. AZAR & ASSOC.
14426 EAST EVANS AVENUE
AURORA, COLORADO 80014
Phone: 303-757-3300
alexanderb@fdazar.com

/s/Keith R. Scranton
Keith R. Scranton, Reg. No. 42484
FRANKLIN D. AZAR & ASSOC.
14426 EAST EVANS AVENUE
AURORA, COLORADO 80014
Phone: 303-757-3300
scrantonk@fdazar.com
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