


























Definitions

35. In this statement of claim, the following words and phrases mean the following, and the

singular includes the plural and vice versa, as context requires:

(a) “Antacids” means Nexium, Prevacid, Dexilant, Pariet, and Rabeprazole as defined

below in this paragraph.

(b)  The “Class” or “Class Members” means all persons residing in Canada who
ingested any of Nexium®, Losec®, Prevacid®, Dexilant®, Pantoloc®, Panto IV®,
Tecta®, or Pariet® branded drugs, or drugs containing the active ingredient
rabeprazole or their generic equivalents, with each such group forming a sublcass

thereof, and their successors and assigns;

(c) “Dexilant” means Dexilant®, Pantoloc®, Panto [IV®, and Tecta® branded drugs or
their generic equivalents sold, distributed, or otherwise marketed by Takeda in
Canada in a variety of forms and concentrations, as shown, but not limited to, the

forms and concentrations listed in the following table:

DIN Description Marketed Cancelled Latest Product Monorgraph
02354950 DEXILANT 30 MG 2010-08-05 - 2016-12-16
02354969 DEXILANT 60 MG 2010-08-05 - 2016-12-16
02229453 PANTOLOC 40 MG 1997-03-05 - 2016-12-16
02241804 PANTOLOC 20 MG 2000-05-02 - 2016-12-16
02441527 PANTO IV 40 MG/vial 1999-04-06 2017-02-27 2016-12-15
02267233 TECTA 40 MG 2006-03-15 - 2016-12-06

(d)  “Nexium” means Nexium® and Losec® branded drugs or their generic equivalents
sold, distributed, or otherwise marketed by AstraZeneca in Canada in a variety of
forms and concentrations, as shown, but not limited to, the forms and concentrations

listed in the following table:
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DIN Description Marketed Cancelled Latest Product Monorgraph
02230737 LOSEC 10 MG 1997-04-28 - 2016-11-10
02190915 LOSEC 20 MG 1996-12-31 - 2016-11-10
02119579 LOSEC CAPSULES 10MG 2000-10-03 2013-12-04 2013-04-05
00846503 LOSEC CAPSULES 20MG 1989-12-31 - 2016-11-10
02016788 LOSEC CAPSULES 40MG 2003-10-17 2010-06-30 2010-04-30
02242461 LOSEC MUPS 10MG 2001-02-22 2009-12-02 2008-12-03
02242462 LOSEC MUPS 20MG 2001-02-22 2009-12-01 2008-12-03
02300524 NEXIUM 10MG 2008-01-02 - 2016-11-10
02244521 NEXIUM 20MG 2001-08-20 - 2016-11-10
02244522 NEXIUM 40MG 2001-08-20 - 2016-11-10

(e) “Pariet” means Pariet® branded drugs or their generic equivalents sold, distributed,
or otherwise marketed by Janssen in Canada in a variety of forms and concentrations,

as shown, but not limited to, the forms and concentrations listed in the following

table:
DIN Description Marketed Cancelled Latest Product Monorgraph
02243796 PARIET, ENTERIC-COATED 2002-04-02 - 2017-06-23
TABLET 10MG
02243797 PARIET, ENTERIC-COATED 2002-04-02 - 2017-06-23
TABLET 10MG

® “Prevacid” means Prevacid® branded drugs or their generic equivalents sold,
distributed, or otherwise marketed by Mylan in Canada in a variety of forms and

concentrations, as shown, but not limited to, the forms and concentrations listed in

the following table:
DIN Description Marketed Cancelled Latest Product Monorgraph
02165503 PREVACID 15MG 1995-12-31 - 2017-06-06
02165511 PREVACID 30MG 1995-12-31 - 2017-06-06
02249464 PREVACID FASTAB 15MG  2006-11-24 - 2017-06-06

02249472 PREVACID FASTAB 30MG  2005-12-01 - 2017-06-06
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II. CLAIM

General Facts

36.  Antacids which are pharmaceutical proton pump inhibitors are one of the most commonly

prescribed medications in the Canada.

37.  Proton pump inhibitors are drugs used to reduce stomach acid and are widely used to treat

conditions such as acid reflux (heartburn) and stomach ulcers.

38. Dexilant, Nexium, Pariet, Prevacid and Rabeprazole, as defined above, are pharmaceutical

proton pump inhibitors (hereinafter referred to as “PPI” or “PPIs”)

39.  With more than four million prescriptions in Canada in 2010, the aforementioned PPIs are

one of the most commonly prescribed drugs in Canada.

40. It has been estimated that a significant percentage of prescriptions for PPI’s have no
appropriate indication and a significant percentage of long-term PPI users could discontinue therapy

without developing any symptoms.

41. Since at least December 31, 1989, AstraZeneca has sold, distributed, or otherwise marketed

PPIs such as Nexium and Losec in Canada in a variety of forms and concentrations.

42, Since at least December 31, 1995, Mylan has sold, distributed, or otherwise marketed PPIs

such as Prevacid in Canada in a variety of forms and concentrations.

43. Since at least April 2, 2002, Janssen has sold, distributed, or otherwise marketed Pariet in

Canada in a variety of forms and concentrations.

44, Since at least March 15, 2006, Takeda has sold, distributed, or otherwise marketed Dexilant,

Pantoloc, Panto IV, and Tecta in Canada in a variety of forms and concentrations.
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60. Screening of at-risk people is important because treatments exist that delay the progression
of chronic kidney disease; however, the Defendants did not adequately warn the public or their

physicians of the importance of and need for such monitoring.

61.  Alternatives to PPIs are and were available that provide the same benefits but act through a

different mechanism.

62. One alternative is H2 antagonists, also called H2 blockers, a class of medications that block

the action of histamine at the histamine H2 receptors of the parietal cells in the stomach.

63.  The higher risks of chronic kidney disease are specific to PPI medications. The use of H2
receptor antagonists, which are prescribed for the same indication as PPIs, is not associated with

chronic kidney disease.
Plaintiff’s use of PPI’s

64. The Plaintiff was prescribed Nexium, Prevacid, Tecta, Pariet, and Rabeprazole on numerous

occasions beginning in 2012.

65.  The Plaintiff read and followed the directions regarding the use of these drugs and would
have explored alternatives to these drugs had she been properly appraised of the risks associated with

the use of the same.

66. The Plaintiff suffers from kidney infections of greater severity and duration since ingesting
Nexium, Prevacid, Tecta, Pariet, and Rabeprazole requiring extensive medical treatment and the use
of significant amounts of decreasingly effective antibiotics to address issues arising from these

infections.
Causes of Action

67. The Plaintiff incorporates by this reference the assertions set forth in the paragraphs above

as if fully set forth under each of the causes of action pled below.
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Consumer Protection and Business Practices Act, S.S. 2013, ¢. C-30.2 , and all provincial and

federal equivalents, and the common law.

98. The Defendants manufactured, marketed, and distributed PPIs that they knew to be defective,
while misrepresenting the safety to the public to induce prescription and sale, constituting unlawful
business practice contrary to s. 21 of the Consumer Protection and Business Practices Act, S.S.

2013, c. ¢-30.2 and similar provincial legislation.
Negligent misrepresentation

99.  The Defendants are the manufacturers, designers, distributors, sellers or suppliers of PPIs
and, while engaged in the course of such business, made representations to the public, including the

Plaintiff their physicians, and Class Members, regarding the character and quality of PPIs.
100. The Defendants’ representations regarding the character or quality of PPIs were untrue.

101.  The Defendants had knowledge based upon research, studies, published reports, and clinical
experience that PPIs created an unreasonable increased risk of serious bodily injury, or should have

known such information.

102.  The Defendants negligently and intentionally misrepresented or omitted information in their
product labeling, promotions, and advertisements and instead labeled, promoted, and advertised their

product as safe and effective in order to avoid losses and sustain profits.

103. In supplying such false information, the Defendants failed to exercise reasonable care or
competence in obtaining or communicating information to their intended recipients, including the

Plaintiff, Class Members, and their physicians.

104.  The Plaintiff, Class Members, and their physicians reasonably relied, to their detriment, upon
the Defendants’ misrepresentations and omissions in their labeling, advertisements, and promotions
concerning the serious risks posed by its products. The Plaintiff and Class Members reasonably

relied upon the Defendants’ representations that PPIs were safe and effective.
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Waiver of tort

111. In the alternative to recovery under consumer protection, competition, and sale of goods
statutes, the Plaintiff and Class Members are entitled to elect to “waive the tort” and require the

Defendants to repay to Class Members all of the revenue they received from the sale of PPIs.
112.  The Defendants tortiously introduced or kept PPIs in the Canadian marketplace.

113. The Defendants withheld the information they had regarding health risks from consumers,

healthcare providers, and regulators.

114. As aresult of the Defendants’ breach of duty, they have generated a substantial amount of

revenue that they should not in good conscience retain.

115. Ifthe Defendants had complied with the standard of care expected of them, they would not

have sold PPIs to Class Members, nor received any of the revenues they received therefrom.
Punitive Damages

116. At all material times, the acts and omissions of the Defendants are as set forth above and

they:

(a) were oppressive towards their customers and the public and the Defendants

conducted themselves in a wilful, wanton, and reckless manner;

(b) demonstrated a cavalier and arbitrary approach with respect to their obligations to

Class Members; and

(c) pursued conduct which constitutes unfair business practices and dealings with their
customers and the public as defined by sections 6 and 7 of The Consumer Protection

and Business Practices Act, S.S. 2013, c. C-30.2 and similar legislation elsewhere.
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117.  The Defendants continued to manufacture, market, and promote PPIs in Canada, and without
providing sufficient warning of the risks, despite knowledge of research showing the adverse side

effects.

118.  The Defendants have made no attempt to compensate Class Members for the injuries they
suffered as a result of using PPIs. The Defendants have made no suggestion that an attempt will be

made to compensate those who assert a causal link between PPIs and the injuries suffered.

119. In these circumstances punitive or exemplary damages and aggravated damages should be

awarded.
Subrogated Medical Claims

120. The Plaintiff relies upon health and hospital insurance legislation in Saskatchewan and
similar legislation elsewhere and claims health care costs incurred by herself and Class Members and

paid by provincial and territorial governments:

(a) On behalf of Her Majesty the Queen in right of the Province of New Brunswick, the

Plaintiffs claim the cost of “entitled services”.!

(b)  On behalf of the government of British Columbia, the Plaintiffs claim the past and

future cost of providing “health care services”.

(c) On behalf of Her Majesty in right of Alberta and the Minister of Health of
Saskatchewan, the Plaintiffs claim the direct and indirect costs of past and future

“health services”.?

1 Health Services Act, SNB 2014, ¢ 112, ss 1 and 3 and General Regulation, NB Reg 84-115, s 2 and Schedule II.

2 Health Care Costs Recovery Act, SBC 2008, ¢ 27, ss 1-3 and 7 and Health Care Costs Recovery Regulation, BC Reg
397/2008, s 3.

Crown's Right of Recovery Act, SA 2009, ¢ C-35, ss 1 and 38 and Crown's Right of Recovery Regulation, Alta Reg
87/2012, s 3; and The Health Administration Act, RSS 1978, ¢ H-0.0001, s 19.



(d)

(e)

®
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Damages
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On behalf of the Minister of Health of Manitoba, the Plaintiffs claim the past and

future cost of “insured hospital, medical, and other services”.*

On behalf of Her Majesty in right of the Province of Nova Scotia, the Plaintiffs claim
the past and future cost of “insured hospital services”, and other care, services, and

benefits.’

On behalf of the Government of Yukon, and the Ministers of Health of the Northwest
Territories and Nunavut, the Plaintiffs claim the cost of providing “insured services”,

including in-patient and out-patient services.’

On behalf of the Ontario Health Insurance Plan, the province of Quebec, the Minister
of Health and Wellness of Prince Edward Island, and the Crown in right of

Newfoundland and Labrador, the Plaintiffs claim the cost of “insured services.”’

121. The acts, omissions, wrong doings, and breaches of legal duties and obligations of the

Defendants have caused or materially contributed to the Plaintiff and Class Members suffering

injury, economic loss, and damages.

The Health Services Insurance Act, RSM 1987, ¢ H35, ss 2, 97 and The Medical Services Insurance Regulation, Man
Reg 49/93,s 1.

Health Services and Insurance Act, RSNS 1989, ¢ 197, ss 2 and 18.

Hospital Insurance Services Act, RSY 2002, ¢ 112, ss 1 and 10-11 and Yukon Hospital Insurance Services Regulations,
YCO 1960/35, s 2; Hospital Insurance and Health and Social Services Administration Act, RSNWT 1988, ¢ T-3, ss 1
and 19-20 and Hospital Insurance Regulations, RRNWT 1990, ¢ T-12, s 1; Hospital Insurance and Health and Social
Services Administration Act, RSNWT (Nu) 1988, ¢ T-3, ss 1 and 19-20 and Hospital Insurance and Health and Social
Services Administration Act, RSNWT (Nu) 1988, ¢ T-3,s 1.

Health Insurance Act, RSO 1990, ¢ H.6, ss 1, 11.2, and 30-31 and General, RRO 1990, Reg 552; Hospital Insurance Act,
CQLR ¢ A-28, ss 1 and 10 and Regulation respecting the application of the Hospital Insurance Act, CQLR c A-28,r1,s3
and Health Insurance Act, CQLR A-29, ss 1, 3, and 18; Hospital and Diagnostic Services Insurance Act, RSPEI 1988, ¢
H-8, ss 1 and 14 and General Regulations, PEI Reg EC539/63, s 1; and Hospital Insurance Agreement Act, RSNL 1990,
¢ H-7, s 5 and Hospital Insurance Regulations, CNLR 742/96, s 2 and Schedule.
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122. Categories of injuries that occurred as a result of the Defendants actions and omission

include:

(a)

(b)

(c)

personal injury including, but not limited to, hip fracture, community acquired
pneumonia, Clostridium difficile infection, acute interstitial nephritis, increased
susceptibility to enteric bacterial infection, acute kidney injury, and the development

of chronic kidney disease;

direct or indirect economic losses including, but not limited to out of pocket expenses

for treatment, cost of future care, and loss of employment income; and

other pain, suffering, or loss, stemming from illness of a Class Member as a result of

the use of PPIs.

123. The same law applies to all Class Members. Alternatively, on behalf of the Class, the
Plaintiff pleads:

(a)

(b)

Survival of Actions Act, R.S.A. 2000, c. S-27, ss. 2, 5(1), 5(2); The Survival of
Actions Act, S.S. 1990, c. S-66.1, ss. 3 and 6(1)-(3); Survival of Actions Act,
R.S.N.S.1989, c. 453, ss. 2(1)-(2) and 5; Survival of Actions Act, R.S.N.B. 2011, c.
227, ss. 3(1)-(2) and 6(1)-(2); Survival of Actions Act, R.S.P.E.I. 1988, c. S-11, ss.
2 and 5; Survival of Actions Act, R.S.N.L. 1990, c. S-32, ss. 2 and 4.

Fatal Accidents Act, RSY 2002, ¢ 86, ss 2-3; Family Compensation Act, RSBC
1996, ¢ 126, ss 2 and 3(8)-(9); Fatal Accidents Act, RSNWT 1988, ¢ F-3, ss 2-3;
Fatal Accidents Act, RSA 2000, ¢ F-8, ss 1, 2, and 3(1); The Fatal Accidents Act,
RSS 1978, ¢ F-11, ss 2, 3(1), and 4(1)-(3), Fatal Accidents Act, SNu 2010, c 14, s
6, ss 2-3; The Fatal Accidents Act, CCSM c F50, ss 2-3; Family Law Act, RSO
1990, ¢ F 3, ss 61(1)-(2); Fatal Accidents Act, RSNL 1990, ¢ F-6, ss 2-4; Fatal
Accidents Act, SNB 2012, ¢ 104, ss 3, 4, and 7; Fatal Injuries Act, RSNS 1989, c
163, ss 2-3 and 5; and Fatal Accidents Act, RSPEI 1988, ¢ F-5, ss 1-2 and 6.











