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CANADA

PROVINCE OF QUEBEC
DISTRICT OF MONTREAL

NO: 500-06-000484-093

SUBSTITUTION

0

(Class Action)
SUPERIOR QOURT

ALEXANDR/} PATON, domiclled and
residing at 1280 Doctor Penfield, Apt.
705, City of Montreal, Province of
Quebec, H3G 1B5

o

n

JANIE GUINDON, domiciled and

residing at 278, rue Lyse-Daniels, City

of Gatineau, Province of Quebec, J9J
3YS

and

i g
GENEVIEVE GLADU, domiclled and

reslding at 1-4588, boul. Décarle, Clty

of Montreal, Province of Quebec, H3X
2H5

and

SERGE BOUCHARD, domiclled and
residin@at 4960. rue Blain, City of

[rois-Rivieres, Province of Quebec,
G8Y 7G7

Petitioners
-VSB-

BAYER INC., legal person duly
constituted, having its princlpal place
of business af 1250, René-Lévesque
West, bureau 2820, City of Montreal,
Province of Quebec, H3B 4W8

and

BAYER A.G., legal person duly
constituted, having Its head offlce at
Postfach D-51368, Leverkusen,
Germany
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and

BERLEX CANADA INC.,, legal person
duly constituted, having Its head offlce
at 1260, René-Lévesque West, bureau
2820, City of Montreal, Province of
Quebec, H3B 4W8

and

BAYER SCHERING PHARMA A.G.,
legal person duly constituted, having
Its principal establishment at
Mullestrasse 178 — 13353, Berlin,

Germany;

and

BAYER CORPORATION, legel parson

duly constltuted, having Its principal
establishment at 100, Bayer Road,

Bullding 4, Plttsburgh, PA, United
States of Amerlca, 15205;

and

BAYER HEALTHCARE, LLC, legal
person duly constituted, having Ifs
principal establishment at 555, White
Plains Road, Tarrytown, NY, United
States of America, 10561

and

BAYER HEA| THCARE
PHARMACEUTICALS INC., lega]
person duly constituted, having its
principal establishment at 6, Westbalt,

Wayne, NJ, L!nitgd States of Amerlca,
07470: \
Respondentsi

SISKINDS, DESMEULES e

19-88-2810 16:33

.L\w Consumer Law Group
|

514 868 365598 HoalE



15-4ug-2010 04 27 PM orenstein 514-868-5650 14735

SUBSTITUTION AMENDED MOTION TO AUTHORIZE THE BRINGING OF A CLASS
ACTION &TO ASCRIBE THE STATUS OF REPRESENTATIVES
(Art. 1002 C.C.P. and following)

TO ONE OF THE HONOURABLE JUSTICES OF THE SUPERIOR COURT,
SITTING IN AND FOR THE DISTRICT OF MONTREAL, YOUR

SUBSTITUTION  PET|TIONERS STATE AS FOLLOWS.
. GENERAL PRESENTATION
A) The Action

supsTITUTION 1. Petitloners wish to Institute a class actlon on behalf of the following group,
of which they are (...) members, namely:

o all persons residing in Canada who have taken and/or purchased
the drugs YAZ and/or YASMIN (drospirenone and ethinyl
estradiol) since Dsecember_10™ 2004 and thelr successors,
asslgns, family members, and dependants or any other group to
be determined by the Court.

Alternately (or as a subclass)

¢ all persons residing In Quebec who have taken and/or purchased
the drugs YAZ and/or YASMIN (drospirencne and ethinyl
SUBSTITUT estradiol) since December 10" 2004 and thelr successors,
assigns, famlly members, and dependants or any other group to
be determined by the Court.

B) The Respondents

2. Respondent Bayer A.G. is a German pharmacsutical company, At all times
SUBSTITUTION relevant herein Baver A.G. elther directly or indirectly through an agent,
affiliate, predecessor or subsidiary, was In the business of designing,
testing, manufacturing, distrlbuting and promoting Yasmin and Yaz. Bayer
A.G. Is the parent/holding company of all other named Dsfendants;
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ADDITION

3. Respondent Bayer Inc. is a Federal corporation with its head office in
Etobicoke, Ontarlo. Bayer Inc. Is a wholly owned subsidiary of Bayer A.G.
Bayer Inc. Is involved in “marketing, distribution and sale of healthcare and
materlal sclence products”, the wnole as appears more fully from a copy of
the Quebec Inspector General of Financial Institutions Report, produced
herein as Exhibit R-1._At all materlal times, Bayer Inc. was engaged In the
business of designing, manufacturing, devsloping the formula for,
preparing, _processing, inspecting, testing, packaging, promoting,
marketing, distributing, labelling, and/or 8elling for either directly or
indirectly through an agent, affiliate, predecessor or subsidiary, Yasmin and
Yaz in Canada. The development of Yasmin and Yaz for sale in Canada,
the conduct of clinical studies, the preparatlon of regulatory applications,
the malntenance of requlatory records, the labelling and promotional
activities regarding Yasmin and_Yaz, and other actions g¢enfral to the
allegations of this lawsult, were undertaken by Bayer Inc. in Quebec and
elsewhers;

4. Respondent Berlex Canada Inc. is a 'distrlbuter of pharmaceutical
products”, the whole as appears more fully from a copy of the Quebec
Inspector General of Financial Instltutions Report, produced herein as

Exhibit R-2;

5. Respondent Berlex Canada Inc. is an sffillate of Bayer Inc. and as such
they have both, either directly or indirectly, performed any one of the
commercial activities of designing, testing, manufacturing, labelling,
packaging, assembling, advertising, marketing, promoting, branding,
distributing, selling, and/or putting Yaz and Yasmin onto the marketplace In
Canada, including the province of Quebec;

5.1 Respondent Baver Schering Pharma A.G., formerly known as Schering
A.G., Is a German corporatlon with its principle place of business in Berlin,
Germ Bayer Sche arma A.G, js the successor to Schering A.G.
Bayer i rma i current owner of the Canadian patent
relating to Yasmin and Yaz, At all times relevant hereln Bayer Scherlng
Pharma A.G, elther directly or indirectly through an agsnt, afflllate,
predecessor_or_subsidiary, was in_the business of designing, testing,

manufacturing, distributing and promoting Yasmin and Yaz;

5.2Respondent Bayer Corporation Is a U.S. corporation formed in the State of
Indiana_with its principle _place of business located In_Plitsburgh,
Pennsylvania, Bayer Corporation Is a8 wholly owned subsidlary of Bayer
A.G, At all material times, Bayer Corporation was engagsed In the business

of designing, manufactyring, developlng the formula for, preparing,
processing, |nspecting, testing, packaging, promoting, _marketing,

5
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distributing, lebelling, and/or selling for a profit, sither directly or indirectly

through_an agent, affiliate, predecessor or subsidlary, Yasmin and Yaz in

Canada Including the Province of Quebec;

5.3Respondent Bayer Healthcare, LLC is a U,S, corporation formed in the
State of Delaware with its principle place of business located in Montville,
New Jersey. Baver Healthcare, LLC was involved in the integration of
Baver Healthcare and Berlex Laboratorles. At all material times, Bayer
Healthcare, LLC was engaged in the business of designing, manufacturing,
developing the formula for, preparing, processing, Inspecting, testing,
packaalng, promoting, marketing, distributing, labslling, and/or selling for a
profit, either directly or indirectly through an agent, affiliate, predecessor or
subsidiary, Yasmin and Yaz in Canada including the Province of Quebac:

5.4Berlex Laboratorles International, Inc. was a U.S. corporation formed in the
State of Delaware with its principle place of business In_Montville, New

X Laboratories International, Inc. was integrated with Baver

Healthcars, leading to the creation of Bayer Healthcare Pharmaceuticals,
nc, Prior to belng Integrated with Bayer Healthcare to create Bayer
Healthcare Pharmaceuticals, Inc., Berlex Laboratorles International Inc.
was engaged |n the business of designing, manufacturing, developing the
formula for, preparlng, processing, inspecting, testing, packaging,

promoiing. marketing, distributing, labelling, and/or selling for 8 proflt, elther

directly or indirectly through an agent, afflllate, or subsldiary, Yasmin and

Yaz In Canada including the Province of Quebsc:

5.5Respondent Baver Healthcare Pharmaceuficals Inc., as successor in
st of Bayer Pharmac ion, js a wholly owned
subs|diary of Bayer Corporation, incorporated In the state of Delaware, with
Its principal place of business located In Wayne, New Jersey. Prlor to
January 1, 2008, Bgyer Pharmaceuticals Corporation was a wholly owned
[dlary of Bayer Corporation r Healthcare Pha
was created by the Inteagration of Bayer Healthcare and Berlex
Laboratories. _Bayer Pharmaceutlcals Corporation's princlpal place of
business was Jocated in West Haven, Connecticut. At all materlal times,
Bayer Healthcare Pharmaceutlcals was engaged in the buysiness of
designing, manufacturing, developing the formula for, preparing,
processing inspectmg testlnq, packaqrng promoting, marketing,

( buting, glther dire or Indirsctl
throuqh an agent, aff' Ilatel predecessor or subsldlary, Yasmin and Yaz In
Canadg ingluding the Province of Quebec.
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ADDITION 5.6 The business of each of the Raspondents are inextricably interwoven with
that of the other and each Is the agent of the other for the purposes of
designing, manufacturing, developlng the formula for, preparing,

processmq‘ mspectlnq, ’cestmq,JJackaqmq Jromotlnqg marketinq,

and mOuebecx

6. Given the close ties betwsen the Respondents and considering the
preceding, all Respondents are solldarlly liable for the acts and omissions
of the other. Unless the context Indicates otherwlse, all Respondents will
be referred to as “Bayer" for the purposes hereof;

C) The Sltuation

ADDITION 6.1 Yasmin and Yaz are oral contraceptives manufactured by Bayer, Indicated
Can r the prevention ent of moderate acne

vulgaris in women (168 vears of age or older for Yasmin and 14 years of

of_oldsr for Yaz) who have no know raindications to oral

contraceptive therapy, desire contraceptjon, and have achieved menarche:

SUBSTITUTION 6.2 Yasmin was approved by Health Canada on December 10" 2004 and Yaz
was approved by Health Canads In late 2008;

ADDITION 6.3 Yasmin _and Yaz are two of the largest selling contraceptlves worldwide.

Yasmin was the third most prescrlbed oral contraceptive In Canada in

2008. Worldwlde sales of Yasmin and Yaz In 2008 were approximatsly

$1.8 billion;

TITUTION (- Yasmin and Yaz (.,) are comblnation oral contraceptives (“COCs"),
meaning that they contain an estrogen component and a progestin
component.. Together, these steroldal components work together in COCs
to suppress ovulation, fertilization, and Implantation and thus prevent
pregnancy;

DELETER 8. (Paragraph displaced at paragraph 6.2)

9. The estrogen component In Yasmin and Yaz Is known generically as ethinyl
estradlol. The progestin component is known as drospirenone. Yasmin
contains 0.03 mliligrams of ethinyl estradiol and Yaz contalns 0.02
miliigrams of ethinyl estradiol. Both drugs contaln 3 milligrams of
drospirenone;
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10.The difference between Yaz / Yasmin and other birth control pills on the
market is that drospirenone is a new type of progestin and Is unilke any
other on the market. Drospirenone is considered fo be a fourth generatlon

progestin;
C.1)THE RISKS

11.SInce Yasmin and Yaz contain the progestin drosplrenone, they present
additional health risks not associated with other birth control plils;

11.1 Drospirenone is a spironglactone _analog and can_cause_elevation of

| erkalemia) and a decresse In ium_levels

(hyponatremia) due to its potassium-sparing dluretic effects. Potassium

Is g key control in the electrical system of the heart and elevated levsls

can_cause arrhythmias which can lead to stroke, deep veln thrombosis,
ulmo bolism, heart attack, or s Becaus

drospirenone can act [lke g diuretic, it can also cause dehydration which

can Isad to kidney stones and gall bladder disease and/or removal;

11.2 Because drospirenone Is used as the progestin component, the risk of
suffering from stroke, deep vein thrombosis, pulmonary embolism, heart
attack, or gall bladder djsease and/or removal,_is substantlally higher
among women who uyse Yasmin or Yaz compared to women who use
second generatlon oral contraceptives with a first or second geperation
progestin component:

2Ll

13.L..)

14.L..);

15.(0...);

16. Further, because of the combination of estrogen and drospirenone found in

Yaz and Yasmin, they can affect a woman’s hormonal level In a way that
previous classes of birth control pills did not, and can also cause bouts of

severe anxiety, depression and other mental health issues:

16.1 During the brlef time that Yasmin and Yaz have besn sold. hundreds of
reports of Injury and death have been reported to health requlatory

agencies in assoclation with these products:
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16.2 On or about Aprll 13¥ 2002, the British Medlcal Journal reported that the
Dutch College of Genera] Practitioners recommended that second
generation birth control plils be prescribed In lleu of Yasmin, due to the
adverse event reports of 40 women who experlenced venous thrombosis

associated with their use of Yasmin:

18.3 On or about February 1% 2003, the British Medlcal Journal published g
paper entitled Thromboembolism Associated With the New Contraceptive
Yasmin. This paper stated that the Dutch spontaneous reporting system
for_adverse drug reactions received flve reports of thromboembolism
(including death) as a suspected adverse drug reactlon to the new oral

contraceptive Yasmin;

16.4 On or about August 13" 2009, the British Medical Journal published g
study stating that oral contraceptives containing drospirenone (Yasmin
and Yaz) carry a 6.3 times increased risk of deep veln thrombosis or
pulmonary embollsm. When compared to women taking soms other type
of birth _control, the Increased risk was nearly four times more among
users of Yasmin and Yaz;

18.5 Notwithstanding the well documented safety hazards assoclated with
using Yasmin and Yaz, Bayer failed to conduct meaningful post-market

suryejllancs;

16.6 Bayer aggressively marketed Yasmin and Yaz wijthout adequately
disclosing the increased safety hazards assoclated with using Yasmin
and Yaz as compared to second generatlon oral contraceptives:

18.7 At all materials times, Bayer knew or should have known that the rlsks of
using Yasmin and/or Yaz included severe and life threatening
compllcations and side effects:

18.8 At all material times, Bayer, through jts servants and agepts, failed to
warn consumers, including the Plaintiffs and

putative class members, that the risk of developing adverse events
Including stroke, deep vein thrombosls, pulmonary embollsm, heart
attack, gall bladder disease and/or removal, liver fallure, kidney failure,
severs anxiety, depresslon ¢r sudden death associated with using
Yasmin _and/or Yaz is_significantly higher compared to the rlsk of
devsloping stroke, deep veln thrombosis, pulmonary embolism, heart
attack, gall bladder disease liver failure, kidney failure, seyere anxiety,
depression or sudden death assoclated with the use of second

generation oral contraceptives;

W

(€8]

wu

SISKINDS, DESMEULES | Aol

19-88-2818

16:48 514 868 39599

{?ﬁ Consumer Law Group

<13



15-4ug-2010 04 27 PM orenstein 514-868-5650

ADDITION

DELETED

ADDITION

mn
(]

16.9Baver did not provide adequate sefety data to Health Canada with respect
to Yasmin and Yaz. Bayer knew or should have known that Yasmin and
Yaz were unsafs, defectlve, unreasonably dangsrous, and not fit for their

Intended purpose;

16.10At all materlal times, Bayer, through lts servants and agents, nedligently
and/or carelessly marketed. distributed and/or sold Yasmin and Yaz
without adequate warnings of the products’ serlous slde effects gnd

unreasonably dangerous risks:

17.1n addition, Respondents market Yasmin and Yaz as providing the same
efficacy as other birth control pllls in preventing pregnancy, but with
additlonal benefits;

18.Respondents promoted Yaz as an oral contraceptive which also reduced
menstrual symptoms such as headaches, cramps and breast tenderness.
In addition, Yaz is promoted as treating acne and counteracting water
retention, resulting in less bloating;

18.0L..)

19.1 The Food and Drug Association (“FDA") in the Uplted States sent Bayer
warning letters regarding their _aggressive and gontroversial marketing
efforts. Baver has been warned at least three times by the FDA, In 2003,
2008 a for misleading the through the use o which
overstate the efficacy of Yasmin and Yaz, and minimize serlous rlsks
assoclated with the drugs. Most recently, the FDA issued Bayer &
warning letter for overstating Yaz' ablljty ¢ ens'
clear up acne In telsvislon commercial gdvertisements. In addltion, the
FDA required Bayer to run a multl-milllon dollar television advertisgment
campalgn to correct these misleading clalms, as well as disclose the risks
of hyperkalemia and other health problems associated with Yaz use. The
FDA agjso directed Bayer to address false clalms that Yasmin and Yaz
we roved to treat enstrual Syndro nd all forms of acns;

19.2 A Bayer press relsase dated Janusary 20", 2009, Issued in Canada, which

targeted “Gen Yers", states that Yaz may help reduce the symptoms
axperienced around the time of their period, although Yaz is not Indicated
for that use and has not been shown to be effectlye for that use. The
press releass Includes a quote from a family physician stating "The
availability of thls new [ow-dose pil| provides women with the benefits of
reduced menstrual symptoms.” Similar to the advertising in the U.S. that
the FDA took issue with, the Canadlan press releass also states that Yaz

freats acne, but does not speclfy the type of acne it Is Indicated to freat.

The press release also states triat Yaz was found to be safe and well

w
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10

tolerated without warning of the Increased risks assocjated with Yaz use

compared to second generation oral contraceptives;

19,3 On March 26" 2010, Bayer announced it would be updating the Yasmin
label In the FEuropean Upion to include the results of recent
epldemlological studies with respect to venous thromboembaolism:

19.4 On April 7" 2010, the FDA approved new [abel changes for Yasmin and
Ysz In the United States with respect to the risk of blood clots:

20.[n view of the foregoing, the Respondents have:

a) misrepresented Information concerning the safety and efflcacy of
Yasmin and Yaz to the medical community and the public; and

b) failed to provide adequate warning fo the medical community and the
public about Yasmin and Yaz's increased risk of serious adverse
events, including deep vein thrombosls, blood ciots, pulmonary
embollsm, heart attacks, stroke, gallbladder problems and infections,
liver fallurs, kidney failure, severs anxiety, depression, and sudden

death:

. FACTS GIVING RISE_TO AN INDIVIDUAL ACTION BY THE
PETITIONERS

Petitioner Alaxandra Patop

21.Petitioner Alexandra Paton had been using Nuvaring as her contraceptive
until approximately mld August 2009;

22.She had heard that the drug Yaz had the effect of reducing menstrual
symptoms, such as being cranky and weight gain and declded to try it;

23.0n or about July 30" 2008, Petitioner Alexandra Paton was prescribed Yaz
at the Clinique Médicale de la Cité on Léo Pariseau, In Montreal, Quebec;

24.She began taking It & few weeks later and for a total of two (2) months
thereafter,

25.Almost Immedlately after taking it, Petitioner Alexandra Paton began to
suffer from nausea, cramps, excesslve blseding, sore/tenderness all over,
headaches, lower back pain, pain In her legs (specifically the ankles),
bloating, extreme mood swings, anxiousness, shortness of breath, chest
pein, dizziness, and light headedness;

21185
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26.0n or about the beginning of October 2009, Petitioner_Alexandra Paton
saw a commercial on television about the side-effects of Yaz and legal
actlons that were taken In the Unlted Satss with regard to said side effects;

27.Petitioner Alexandra Paton immediately stopped taking Yaz;

28. Petitioner Alexandra Paton specifically began taking Yaz based on the
Respondents’ promotion of the drugs efflcacy to reduce menstrual
symptoms, which she has since leamed has been overstated and
inaccurate in her personal situation;

STIT

29.Further, at no time was Petltioner Alexandra Paton made awars of the true
risks assoclated with taking Yaz;

30. Petitioner Alexandra Paton would not have taken Yaz if the Respondents
had properly disclosed the true risks and beneflts of taking this medication;

31.Petitioner Alexandra Paton Is at risk of developing more pronounced health
problems In the near future and will be followed by a physiclan In the
coming weeks;

32.Petltioner's damages are a direct and proximate result of her use of the
drug Yaz, Respondents' negligence and/or lack of adequate warnings, and
Respondents’ misrepresentations as to its efficacy;

SUBSTITUTION  33.In consequencs of the foregoing, Petitioner Alexandra Paton Is Justified In
clalming damages;

ADDITION Petitionner Janie Guindon

33.1 On or about August 1% 2009, Petitioner Janle Guindon began using the
oral contraceptive Yaz;

33.2 Petitioner Janie Gulndon was 22 when she began uslng the oral

contraceptive Yaz;

33.3 Petitloner Janie Guindon used the oral contraceptlve Yaz in accordance
th the manner It was [ptended to be used:

33.4 Shortly after her first use of the oral contraceptive Yaz, on or about
October 14" 2009, Petitioner was told she had deyeloped gallstones:

33.5 On_or_about Noyember 14" 2009, Petitioner Janle Guindon had her
gallbladder removed:
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33.8 On or about December 30" 2009, Petitioner Janie Gulndon suffered from

deep vein thrombosils;

33.7 On or about January 1* 2010, Petitioner Janie Guindon suffered from
multiple pulmonary embollsm:

33.8 On or about January 1% 2010, Petitioner Janie Guindon stopped taking
Yaz;

33.9 Petitioner Janie Guindon was in good health prior to her use of Yaz:

33.10 In the period before and durlng the use of Yaz by the Petltioner Janie
Guindon, she received no or Inadequate warnings about the increased
risk of developing stroke, deep vein thrombosis, pulmonary embolism,
heart attack, or gall bladder disease and/or removal assoclated with Yaz
use as compared to use of second generation oral contraceptives;

33.11 Pestitioner Janie Guindon would not have taken Yaz [f the Respondents
had properly disclosed the true risks and beneflts of taklng this

medication;

33.12 Petitioner's damages are a direct and proximate result of her use of the
drug Yaz, Respondents’ negligence and/or lack of adequate warnings,
and Respondents’ misrepresentations as to its efficacy;

33.13 In consequenge of the foregoing, Petitioner Japle Guindon is justified In
clalming damages;

Peatitioner Geneviléve Gladu

33.14 Petitioner Geneviéve Gladu was prescribed the oral copiraceptive

Yasmin shortly after it was approved by health Canada In 2004;

33.15 Petltioner Gepeviéve Gladu used the oral contraceptive Yasmin untll

June of 2009;

33.16 Petltloner Genevieve Gladu used Yasmin In accordance with the
it was i used:

33.17 On or about June 2009, Petitioner Genevidve Gladu experlenced
abdominal pains:

33.18 Between June 7% 2009 and July 7" 2009, when she was 30, Petitioner
Genevieve Gladu was hospltgllzed for gallstones, gallbladder removed,
pancreatitls and pulmonary embolism:

)
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33.19 On or about June 7% 2009, Petitloner Geneviéve Glady stopped taking
Yasmin:

33.20 Petltioner Geneviéve Gladu was In excellent health prior to her use of
Yasmin;

33.21 In the period before and durlng the use of Yasmin by the Petltioner
Geneviéve Gladu, she received no or Inadequate warnings about the
Increased risk of developing stroke, deep vein thrombosis, pulmonary
embolism, heart gttack, or gall bladder disease and/i emmov.
agsocjated with Yasmin use as compared to use of second generation

oral contraceptives;

33.22 Petltioner Geneviéve Gladu would not have taken Yasmin if the
Respondents had properly disclosed the true risks and benefits of taking

this medIcation:

33.23 Petitioner's damages are a direct and proximate result of her use of the
drug Yasmin, Respondents' negligence and/or lack of adequate

warninas. and Respondents' misrepresentations as to its efficacy;

33.24 In consequence of the foregoing, Petitioner Geneviéve Gladu is justified
in claiming damages:

Petitioner Serge Bouchard

33.25 Petitioner Serge Bouchard Is the father of Julls Bouchard:

33.26 Julie Bouchard was a consumer of the oral contraceptive Yasmin:

33.27 Julle Bouchard began using the oral contraceptive Yasmin on or about
March 10" 2009:;

33.28 Shortly after her first use of the oral contraceptive Yasmin, on or about
August 5" 2008, Julie Bouchard suffered from a stroke;

33.29 On or about August 26" 2008, Julle Bouchard suffered from multiple
strokes:

33.30 Julie Bouchard was 28 when she suffered from these strokes:

33.31 Julie Bouchard was [n excellerit health prior to her use of Yasmin:
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33.32 Julle Bouchard Is currently, and will probably be for the rest of her life,
unable to work:

33.33 Julie Bouchard's damages are a direct and proximate result of her use
of the drug Yasmin, Respondents’ negligence and/or lack of adequate
warnings, and Respondents’ misrepresentations as to its efficacy:

33.34 Following the strokes suffered by her daughter Julie Bouchard,
Petitioner Serge Bouchar

mage p A edr of |0sing nls dauanter and Wo “i..‘-

4dT1dd 1C1] d
health of his daughter:

il FACTS GIVING RISE TO AN INDIVIDUAL ACTION BY EACH OF THE
MEMBERS OF THE GROUP

34.Every member of the class has either ingested and/or purchased Yaz
and/or Yasmin or is the successor, famlly member, assign, and/or
dependant of a person who purchased and/or Ingested one of the
aforementioned drugs;

35.The class members’ damages would not have occurred but for the acts
and/or omisslons of the Respondents in failing to ensure that the drugs Yaz
and Yasmin were safe for use, for falllng to provide adequate warning of
the risks associated with using them, and for over-promoting (and
misrepresenting) their efficacy;

36.In consequence of the foregoing, each member of the class is justified in
claiming at least one or more of the following as damages:

a. physical and mental injuries, including paln, suffering, anxlety, fear,
loss of quality and enjoyment of life, and increased risk of health

problems;

b. out-of-pocket expenses Incurred or to be incurred, Including those
connected with hospital stays, medical treatment, life care,
medicatlons, medical monitoring services, and the dlagnosis and
treatment of Yaz and Yasmin side effect services;

c. loss of income and loss of future income;

d. refund of the purchase price of Yaz and Yasmin or alternately, the
incremental costs of Yaz and Yasmin as paid for by class members
and/or by the Régie de I'assurance maladle du Québec, the Ontario
Health Insurance Plan, and other provinclal health insurers:
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e. disgorgement of all profits earned by the Respondents from the sale
of the drugs Yaz and Yasmin;

f. punitive damages;

37.As a dirsct result of the Respondents’ conduct, the users’ family members,
and dependants have, had, and/or will suffer damages and loss, including:

a. out of pocket expenses. Including paying or providing nursing,
housekeeping and other services;

b, loss of Income and loss of future incoms;

c. loss of suppart, guidance, care, consortium, and companionship that
they might reasonably have expected to recelve If the Injuries had

not occurred;

38.Some of the expenses related to the medical treatment that the class
members have undergone or wlll undergo, wlll have been borne by the
varlous provincial heaith insurers, Including the Régie de [assurance
maladle du Québec and the Ontario Health Insurance Plan. As a result of
the Respondent's conduct, these varlous provincial health Insurers have
suffered and will continue to suffer damages for which they are entitied to
be compensated by virtue of their right of subrogation In respect to all past
and future insured services. These subrogated interests are asserted by
the Petltloners and the class members;

39.All of these damages to the class members are a direct and proximate
result thelr use of the drug Yaz and/or Yasmin, Respondents’ negligence
and/or lack of adequate warnings, and Respondents’ misrepresentations as
to its efficacy:

II. CONDITIONS REQUIRED TO INSTITUTE A CLASS ACTION

A) The composition of the class renders the application of articles 59 or 67
C.C.P. difficult or Impractical

40. Petitioners_are unaware of the specific number of persons who took and/or
purchased these drugs, however, It Is safe to estimate that it is In the tens
of thousands (if not hundreds of thousands);

41.Class members are numerous and are scattered across the entire province
and country;

o
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42.Petltloners have no way of knowing the names and addresses of potentlal
el class members due to the confidential nature of medical and pharmacy

racords:

43.1n addition, glven the costs and risks inherent in an action before the courts,
many people will hesitate to institute an individual action agalnst the
Respondents. Even if the class members themselves could afford such
Individual litigatlon, the court system could not as It would be overloaded.
Further, individual litigation of the factual and legal Issues ralsed by the
conduct of Respondents would Increase delay and expense to all parties
and to the court system;

44.Also, a multitude of actlons Instituted In different Jurisdictions, both territorial
(different provinces) and judicial districts (same province), risks having
contradictory judgements cn questions of fact and law that are simllar or
related to all members of the class;

45.These facts demonstrate that It would be impractical, if not Impossible, to
contact each and every member of the class to obtain mandates and fo join
them in one action;

48.In these clrcumstances, a class action is the only approprlate procedure for
all of the members of the class to effectively pursue thelr respective rights
and have access to justice;

B) The questlons of fact and {aw which are Identical, simjlar, or related with

ect to each of t bers with regard to the Respondents and
SUBSTITUTION that which the Petitionerg wish to have adjudicated upon by this class
actlon

47.Indlvidual questions, if any, pale by comparison to the numerous common
questions that predominate;

48.The damages sustained by the class members flow, In each instance, from
a common nucleus of operative facts, namsly, Respondents’ misconduct;

49.The recourses of the members ralse Identical, similar or related questions
of fact or law, namely:

a. Do Yaz and Yasmin cause, exacerbate, or contribute to serious
adverse events, including deep vein thrombosis, blood clots,
pulmonary embollsm, heart attacks, stroke, gallbladder problems
and Infectlons, liver fallure, kidney failure, severe anxiety,
depression, and sudden death?
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. Waers the Respondents negligent and/or did they fail in their duty of

safety, duty of care, and/or duty to inform imposed upon them as
manufacturers, distributers and/or sellers of Yaz and Yasmin?

. Do Yaz and Yasmin possess a superior efficacy over other

contraceptives available on the market?

. DId the Respondents knowingly, recklessly or negligently breach a

duty to warn class members and/or their physicians of the risks of
harm from the use of Yaz and Yasmin?

. Did the Respondents knowingly, recklessly or negligently

misrepresent to class members and/or thelr physiclans the risks and
benefits from the use of Yaz and Yasmin?

Did the Respondents engage In false advertising when it
represented, through advertisements, promotions and other
representations, that Yaz and Yasmin were safe?

. Did the Respondents sngage in false advertising when it

represented, through advertisements, promotions and other
representations, that Yaz and Yasmin had a superior efficacy over
other contraceptions?

. In the affrmative to any of the above questlons, did Respondents

conduct engage their solldary llabllity toward the members of the
class?

If the responslbllity of the Respondents Is established, what is the
nature and the extent of damages and other remedles to which the
members of the class can claim?

Are members of the class entitled to bodily, moral, and materlal
damages?

. Are members of the class entltled to recover the medical costs

incurred In the screening, diagnosis and treatment of medical
conditions caused by taking Yaz and Yasmin?

Are the members of the class entitled to recover as damages an
amount equal to the purchase price of Yaz and Yasmin or any part
of the purchase price?

. Should Respondents be ordered to disgorge all or part of its ill-

gotten proflts recelved from the sale of Yaz and Yasmin?

[p%]
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n. Are members of the class entitled to aggravated or punitive
damages?

50.The interests of justice favour that this motion be granted In accordance

with lts concluslons;

Il. NATURE OF THE ACTION AND CONCLUSIONS SOUGHT

51.The actlon that Pstitloners wish to Institute on behalf of the members of the

class Is an actlon in damages;

52.The conclusions that Petitioners wish to Introduce by way of a motlon to

Institute proceedings are:

GRANT the class action of Petltloners and each of the members of the
class;

DECLARE the Defendants salidarily liable for the damages suffered by the
Petitioners and each of the members of the class;

CONDEMN the Defendants to pay to each member of the class a sum to
be determined In compensation of the damages suffered, and ORDER

collective recovery of these sums;

CONDEMN the Defendants to relmburse to each of the members of the
class, the purchase price of the product, and ORDER collective recovery of

these sums;

CONDEMN the Defendants to pay to each of the members of the class,
punltive damages, and ORDER collectlve recovery of these sums;

RESERVE the right of each of the members of the class to claim future
damages related to the use of Yaz and Yasmin;

CONDEMN the Defendants to pay Interest and additional Indemnity on the
above sums according to law from the date of service of the motion to
authorize a class actlon;

ORDER the Defendants to deposit in the offlce of this court the totallty of
the sums which forms part of the collective recovery, with interest and
costs;

ORDER that the clalms of Individual class members be the object of
collective liquidation If the proof permits and alternately, by individual
liquidation;

(€8]
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CONDEMN the Defendants to an amount sufficlent to compensate the
various provinclal health insurers for the medical treatments and expenses
that the class members have undergone and wlil continue to undergo In the
future, and ORDER the Defendants to deposit in the office of this court
thess sums so as to establish a fund to be administered as this Honourable
Court deems fit;

CONDEMN the Defendants to bear the costs of the present action including
expert and notice fees;

RENDER any other order that this Honourable court shall determine and
that Is In the Interest of the members of the class;

A) The Petitioners request(,.,) the status of representative of the Class

53. Petitioners are members of the class;

54.Petltioners are ready and available to manage and direct the present action
in the interest of the members of the class that they wish to represent and
are determined to lead the present dossier until a final resolutlon of the
matter, the whole far the bensfit of the class, as well as, to dedicate the
time necessary for the present actlon before the Courts of Quebec and the
Fonds d'aide aux recours collectlfs, as the case may be, and to collaborate
with thelr attorneys;

55. Petitioners have the capacity and interest to fairly and adequately protect
and represent the interest of the membars of the class;

56. Petitioners have given the mandate to their attorneys to obtain all relevant
information with respect to the present action and Intend to keep informed
of all developments;

57.Petitloners, with the assistance of their attorneys, are ready and available
to dedicate the time necessary for this action and to collaborate with other

members of the class and to keep them Informed;

58. Petitloners are in good faith and have instituted this actlon for the sole goal
of having thelr rights, as well as the rights of other class members,
recognized and protected so that they may be compensated for the
dan:iages that they have suffered as a consequence of the Respondents'
conduct:

59, Petitioners understand the naturs of the action;
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60.The interests of the Petitioners are not antagonistic to those of other
members of the class;

B) The Petitioner suggests that thls class action be exercised before the
Superior Court of justice In the dlstrict of Montreal

81.A great number of the members of the class reslde In the judiclal district of
Montreal and in the appeal district of Montreal;

62.Respondent Bayer Inc. has its principal place of business In the judicial
district of Montreal;

63.Respondent Berlex Canada Inc. has its head office in the Judiclal district of
Montreal;

64.The Petitioners’ co-attorneys practice their profession in the judicial district
of Montreal;

65.The prasent motion is well founded in fact and in law.

FOR THESE REASONS, MAY IT PLEASE THE COURT:

GRANT the present motion;

AUTHORIZE the bringing of a class action in the form of a motion to institute
proceedings In damages;

ASCRIBE the Petltioners the status of represaentatives of the persons included
in the class hereln described as:

e all persons residing in Canada who have taken and/or purchased
the drugs YAZ and/or YASMIN (drospirenone and ethinyl
estradlol) since December 10" 2004 and their successors,
assigns, famlly members, and dependants or any other group to
be determined by the Court.

Alternately (or as a subclass)

e all persons reslding in Quebec who have taken and/or purchased
the drugs YAZ and/or YASMIN (drospirenone and ethinyl
estradiol) since December 10" 2004 and their successors,
assigns, family members, and dependants or any other group to
be determined by the Court.
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IDENTIFY the principle questions of fact and law to be treated collectively as
the following:

8.

Do Yaz and Yasmin cause, exacerbate, or contribute to serious
adverse events, Including deep veln thrombosis, blood clots,
pulmonary embollsm, heart attacks, stroke, gallbladder problems
and infections, liver fallure, kidney fallure, severe anxiety,
depression, and sudden death?

Were the Respondents negligent and/or did they fail in their duty of
safety, duty of care, and/or duty to Inform Imposed upon them as
manufacturers, distributers and/or sellers of Yaz and Yasmin?

Do Yaz and Yasmin possess a superior efficacy over other
contraceptives avallable on the market?

DId the Respondents knowingly, recklessly or negligently breach a
duty to warn class members and/or thelr physicians of the risks of
harm from the use of Yaz and Yasmin?

Dld the Respondents knowingly, recklessly or negligently
misrepresent to class members and/or their physicians the risks and
beneflts from the use of Yaz and Yasmin?

Did the Respondents engage In false advertlsing when it
represented, through advertisements, promotions and other
representations, that Yaz and Yasmin were safe?

Did the Respondents engage In false advertising when It
represented, through advertisements, promotions and other
representations, that Yaz and Yasmin had a superior efficacy over
other contraceptions?

In the afflrmatlve to any of the above questions, did Respondents
conduct engage their solidary llabllity toward the members of the
class?

If the responsibility of the Respondents Is established, what Is the
nature and the extent of damages and other remedies to which the
members of the class can claim?

Ars members of the class entitled to bodily, moral, and materlal
damages?
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k. Are members of the class entltled to recover the medical costs
incurred in the screening, dlagnosis and treatment of medical
conditions caused by taking Yaz and Yasmin?

I. Are the members of the class entltled to recover as damages an
amount equal to the purchase price of Yaz and Yasmin or any part
of the purchase price?

m. Should Respondents be ordered to disgorge all or part of its ill-
gotten profits recelved from the sale of Yaz and Yasmin?

n. Are members of the class entitled to aggravated or punitive
damages?

IDENTIFY the conclusions sought by the class action to be instituted as being
~ the followlng:

GRANT the class action of Petitioners and each of the members of the
class;

DECLARE the Defendants solidarily llable for the damages suffered by the
Petitioner and each of the members of the class;

CONDEMN the Defendants to pay to each member of the class a sum to
be determined in compensatlon of the damages suffered, and ORDER
collective recovsry of these sums;

CONDEMN the Defendants to reimburse fo each of the members of the
class, the purchase price of the product, and ORDER collectlve recovery of

these sums;

CONDEMN the Defendants to pay to each of the members of the class,
punitive damages, and ORDER collective recovery of these sums:

RESERVE the right of each of the members of the class to claim future
damages related to the use of Yaz and Yasmin:

CONDEMN the Defendants to pay Interest and additional Indemnity on the
above sums according to law from the date of service of the motion to
authorize g class actlon;

ORDER the Defendants to deposit in the office of this court the totallty of
thetsums which forms part of the collective recovery, with interest and
costs;

w

w
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ORDER that the claims of individual class members be the object of
collective llquidation If the proof permits and alternately, by individual

llquidation;

CONDEMN the Defendants to an amount sufficient to compensate the
various provincial health insurers for the medical treatments and expenses
that the class members have undergone and will continue to undergo in the
future, and ORDER the Defendants to deposit in the office of this court
these sums so as to establish a fund to be administered as this Honourable

Court deems flt;

CONDEMN the Defendants to bear the costs of the present action including
expert and notice fees;

RENDER any other order that this Honourable court shall determine and
that Is In the Interest of the members of the class;

DECLARE that all members of the class that have not requested thsir
exclusion, be bound by any jJudgement to be rendered on the class action to be
Instituted In the manner provided for by law;

FIX the delay of exclusian at thirty (30) days from the date of the publication of
the notice to the members, date upon which the members of the class that
have not exercised their means of excluslon will be bound by any Judgement to
be rendered hereln;

ORDER the publication of a notice to the members of the group in accordance
with article 1006 C.C.P. within sixty (60) days from the judgement to be
rendered hereln In the JOURNAL DE QUEBEC, the JOURNAL DE
MONTREAL, LA PRESSE and the NATIONAL POST;

SUBSTITUTION

ORDER that sald notlce be available on the Respondent Bayer Inc.'s website
with a link stating "Notlce to Yaz and Yasmin users”;

RENDER any other order that this Honourable court shall determine and that is
in the interast of the members of the class;

THE WHOLE with costs Including publications fees.

Québec, August 19, 2010 Montreal, Ajguﬁ /9, 2010
SISKINDS, DESMEULES CONSUMER LAW GROUFP INC.
Co-Attorneys for the Petltioners Co-Attorneys for the Petitioners
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