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I, Madeleine Carter, of the City of Halifax, in the Province of Nova Scotia, AFFIRM AND

I am an associate with the law firm of Wagners, which together with Siskinds LLP
(Ontario) is Class Counsel in this proceeding. As such, I have knowledge of the matters to
which I hereinafter depose. Where I make statements that are not within my personal
knowledge, I have stated the source of the information and believe that information to be

true.

At times in this affidavit, I have referred to the collective views or conclusions of the team

us” or “our”

involved in the advancement of this proceeding. Where I use the terms “we”,
or their derivatives, I am referring to lawyers and staff at Wagners and Siskinds LLP, unless

otherwise noted or required by context. Defined terms used in this affidavit have the

meanings given to them in the Settlement Agreement, unless otherwise noted.

RELEVANT PROCEDURAL BACKGROUND

(a) The Sweetland Action

A proposed class action was commenced in this Honourable Court on August 18, 2009, on
behalf of a class of individuals resident in Canada who were prescribed and ingested
Avandia (the Primary Class), and a family class of their relatives entitled to make a claim
under the Fatal Injuries Act, R.S.N.S. 1989, c. 163. The pleadings were subject to three
subsequent amendments: an Amended Statement of Claim was filed on July 27, 2010, a
Fresh as Second Amended Statement of Claim was filed on June 5, 2015, and a Third Fresh
as Amended Statement of Claim was filed on November 2, 2018. This final amendment
was to reflect the substitution of Barbara Fontaine as the new representative plaintiff of the

certified Family Class.
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The allegations in this action are that Avandia, a pharmaceutical used to treat type II
diabetes, increases the risk of cardiovascular events, including heart attacks (myocardial
infarction) and congestive heart failure, and that adequate warnings were not given by the
Defendants. The term Avandia refers to three drugs: Avandia, Avandamet and Avandaryl.

They all contain the ingredient rosiglitazone.

On December 7, 2016, this Honourable Court issued an order certifying the within action
as a class proceeding (the “Certification Order”). This is the only Canadian Avandia-related

class action that has been certified.

On December 22, 2016, the Defendants filed a Notice of Application for Leave to Appeal
and Notice of Appeal (Interlocutory) with the Nova Scotia Court of Appeal seeking to

reverse the Certification Order, copies of which are attached hereto as Exhibit “A”.

On January 27, 2017, the Nova Scotia Court of Appeal issued an order, consented to by
the Plaintiffs/Respondents, granting leave to appeal to the Defendants, a copy of which is

attached hereto and marked as Exhibit “B”.

On March 13, 2017 the Defendants filed their Statement of Defence with this Honourable

Court.

On June 2, 2017 the Defendants/Appellants filed their factum in support of their appeal, a

copy of which is attached hereto as Exhibit “C”.

On August 1, 2017 the Plaintiffs/Respondents filed their factum in response to the appeal,

a copy of which is attached hereto as Exhibit “D”.

The hearing of the Defendants’ appeal has been placed in abeyance until March 29, 2019

to allow the parties to engage in exploratory settlement discussions, such that if the



20.

21.

22.

5
proceeding has not been resolved by March 29, 2019, the parties are to seek the direction

of the Nova Scotia Court of Appeal.

On October 23, 2018, this Court issued a Consent Order to amend the Second Amended
Notice of Action and Statement of Claim, and an Amended Certification Order, both orders

to reflect the substitution of a new representative plaintiff of the Family Class.

A copy of the Settlement Agreement executed October 11, 2018 is attached hereto as

Exhibit “E”.

(b)  Other Proposed Avandia Class Actions

Other legal proceedings relating to Avandia have been commenced across Canada. A list
of 16 of these proceedings and their respective statuses as of July 9, 2018 is attached hereto
as Exhibit “F”. The source of the information contained in Exhibit “F” is counsel for the
Defendants and I believe the information to be true. There is another list of these
proceedings (without their respective statuses) attached as Exhibit “B” to the Settlement
Agreement; it lists 18 proceedings. Exhibit “F” to this affidavit is missing reference to the
action filed in Alberta by Docken & Company: Ralito Bernales v. GlaxoSmithKline
Consumer Healthcare Inc, et al, Court File Nos. 1001-14991 and 1301-05007, and the
action filed in Nova Scotia by Merchant Law Group, Ronald Finck v. Glaxosmithkline Inc.

et al., Court File No. SH-300379.

I am informed by Madeline McKinnon, a lawyer with Siskinds LLP, and do verily believe,
that on April 30, 2012, August 1, 2014 and September 18, 2014, Siskinds LLP filed three
individual actions relating to Avandia in Ontario. These actions allege negligence in design
and warnings, which caused or materially contributed to each of the plaintiffs suffering

cardiovascular harm. Copies of these three claims are attached hereto as Exhibits “G”,
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prepared a certification record and asked that it be granted carriage of the proposed class

action. Justice Belobaba denied this request, for the reasons set out in the Waheed Decision.

The certification hearing in the Lloyd action began in December 2014. The certification
motion was then adjourned to allow the plaintiffs to file better evidence. The motion has

not resumed.

Meanwhile the within action proceeded to certification, with the cooperation of Related
Counsel Firms: McPhadden Samac Tuovi LLP, Consumer Law Group (formerly Orenstein
& Associates), Ches Crosbie (formerly of Russell Accident Law) and Clint Docken. Ches
Crosbie is counsel in the action Clyde Wiseman v. GlaxoSmithKline Inc. et al, Court File
No. 2582 CP, filed in Newfoundland and Labrador. Clint Docken is counsel in the action
Ralito Bernales v. GlaxoSmithKline Consumer Healthcare Inc, et al, Court File Nos. 1001-
14991 and 1301-05007, filed in Alberta. Consumer Law Group is counsel in the QC action
of Donna Woods v. GlaxoSmithKline Inc. et al, Court File No. 500-06-000409-074.
Consumer Law Group agreed to a temporary stay of the Woods action in February, 2017

in light of, and to support, the advancement of the Sweetland action.

THE SETTLEMENT

(a) Settlement Discussions & Role of Siskinds

I am informed by Charles Wright, a lawyer at Siskinds LLP, and verily believe, that
Siskinds began investigating Avandia-related claims in or around early 2007. While
Siskinds did not commence a class proceeding, Siskinds took a number of steps to advance

the Canadian Avandia litigation.
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“H” and “I”. The background to the decision by Siskinds to file these individual actions

is provided in paragraph 31, below.

Kim Orr Barristers P.C. (“Kim Orr”) is counsel in Lioyd et al. v. GlaxoSmithKline Inc. et
al, Court File No. CV-11-434420-00CP, commenced in 2007 by the Merchant Law Group.
The source of this information is the decision of Justice Belobaba in Waheed v.
GlaxoSmithKline Inc., 2013 ONSC 5792 (the “Waheed Decision™), a copy of which is
attached to this affidavit as Exhibit “J”. In 2010, Kim Orr and Merchant Law Group
agreed that Kim Orr would be the lead counsel and the two firms would work together.

The source of this information is the Waheed Decision.

McPhadden Samac Tuovi (“MCST”) is counsel for the plaintiffs in Waheed v.
GlaxoSmithKline Inc. et al, Court File No. CV-09-385922CP, an overlapping proposed

Avandia class action filed in Ontario in 2009.

In November, 2010, carriage motions brought by Kim Orr and MCST were heard by Justice
Strathy of the Ontario Superior Court of Justice. After the hearing but before the release of
the Court’s decision, the parties agreed to settle the carriage motion on the basis that Kim
Orr would be appointed counsel for the plaintiffs in the Lloyd class action, and the
Waheed action would be effectively stayed. The parties agreed that the MCST consortium
would be permitted to participate in the class action but only at Kim Orr’s discretion and
that no steps could be taken without Kim Orr’s approval. This agreement resulted in a
consent carriage order dated November 19, 2010. The source of this information is the

Waheed Decision.

In 2012, MCST brought a motion to transfer carriage to it, arguing that despite three years

passing, Kim Orr had still not brought a motion for certification. MCST said that it had
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I am informed by Mr. Wright, and verily believe, that in or around early 2010, after
monitoring Avandia litigation and noting regulatory steps taken by Health Canada,

Siskinds began to be retained by individuals with potentially strong claims.

I am informed by Mr. Wright, and verily believe, that as no significant progress was being
made at the time in the proposed Avandia class proceeding in Ontario, Siskinds began

reviewing and preparing its individual Avandia cases for potential litigation.

Tam informed by Mr. Wright, and verily believe, that Siskinds obtained and reviewed their
clients’ medical and pharmacy records (where available) and engaged in discussions with

an expert in the field of cardiology to assist in evaluating these individual claims.

Tam informed by Mr. Wright, and verily believe, that on April 30, 2012, Siskinds filed the

first of three individual actions, Vinerskis v GlaxoSmithKline Inc. (the “Vinerskis Action™).

T am informed by Mr. Wright, and verily believe, that the parties to the Vinerskis Action
engaged in protracted negotiations aimed at agreeing upon a Discovery Plan, including
documentary production. As a result, the parties attended multiple Status Hearings and

motions to extend the court-ordered timelines.

I am informed by Mr. Wright, and verily believe, that in tandem with the pursuit of the
Vinerskis Action, in June 2012 Siskinds commenced preliminary resolution discussions

with Canadian and US defence counsel regarding Siskinds’ individual claims.

I am informed by Mr. Wright, and verily believe, that in or about November 2013, Siskinds
provided US defence counsel with medical briefs for 150 of its individual cases for the
purpose of engaging in settlement discussions. I am informed by Mr. Wright, and verily

believe, that these discussions failed to result in an agreement.
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I am informed by Mr. Wright, and verily believe, that after communications with US
defence counsel failed to result in an agreement, Siskinds filed two additional individual
actions in Ontario. Fontaine v GlaxoSmithKline Inc. was commenced by Statement of
Claim dated August 1, 2014, and Ravindrakumar v GlaxoSmithKline Inc. was commenced

by Statement of Claim dated September 18, 2014.

I am informed by Mr. Wright, and verily believe, that Siskinds pursued individual litigation
through these three “test cases”, asserting different cardiovascular injuries, with knowledge
that the filed class actions suspended applicable limitation periods, and that
recommendations to clients relating to opting out of any certified class actions were never

required as no opt out deadline ever arose.

I am informed by Mr. Wright, and verily believe, that in or about November 2014, Siskinds
approached Motley Rice LLC in an effort to re-engage in settlement discussions with US

defence counsel.

I am informed by Mr. Wright, and verily believe, that Motley Rice LLC is a national
plaintiffs’ litigation firm in the US. I am informed by Mr. Wright, and verily believe, that
counsel from Motley Rice LLC sat on the Plaintiff Steering Committee for the Avandia
Multi District Litigation (“MDL”) before Judge Rufe in the Eastern District of
Pennsylvania. I am informed by Mr. Wright, and verily believe, that Motley Rice settled a
number of individual cases filed in the MDL, which included negotiating an Avandia

Master Settlement Agreement.

I am informed by Mr. Wright, and verily believe, that Siskinds engaged in discussions
concerning resolution of the Siskinds’ case inventory at various points in time, including

with the Defendants” US settlement counsel, and at times through Motley Rice.
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national class and the individual claims represented by Siskinds.

This meeting did not result in a resolution, and there were no material resolution

discussions subsequent to this, until after the within class action was certified.

After the Certification Order was issued on December 7, 2016, and following the issuance
by the Court of Appeal of a consent order granting the Defendants leave to appeal the
Certification Order, the parties (Wagners, Siskinds and US and Canadian defence counsel)
engaged in a series of meetings and conference calls over the course of approximately
eleven (11) months to explore a potential settlement, reaching an agreement in principle in
October, 2017. The settlement was reached on the basis of a hybrid settlement structure,
consisting of both a fixed payment (i.e. the Minimum Settlement Amount) and an
additional, claims-made component (i.e. additional payment up to the Maximum
Settlement Amount, based upon the number of Approved Claims). The Defendants were
therefore interested in restricting compensable conditions and making payments as modest
as possible. Extensive negotiations occurred relating to structure, compensable conditions,
eligibility criteria, and amount to be paid per claim. The nature of the compensable injury,

causation, warnings and other matters were all debated at length.

The final Settlement Agreement was executed on October 11, 2018.

(b) Litigation Risks

The developments over time in scientific research and regulatory action relating to the
causal link between Avandia and cardiovascular harm greatly informed the litigation risks
considered by Class Counsel, their settlement strategy, and the distribution scheme outlined

in the Settlement Agreement. These developments are canvassed in detail in the expert

3s.
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I am informed by Mr. Wright, and verily believe, that in late 2015, Siskinds, working with
Motley Rice LLC, re-engaged in negotiations with US defence counsel. I am informed by
Mr. Wright, and verily believe, that the parties were able to reach an agreement in principle
regarding which claims would be eligible for compensation.! However, no damages values

were discussed.

I am informed by Mr. Wright, and verily believe, that around the same time, Siskinds and
Canadian defence counsel reached an agreement for the Discovery Plan with respect to the

three individual actions filed in Ontario by Siskinds.

I am informed by Mr. Wright, and verily believe, that in February 2016, US defence
counsel expressed interest to Siskinds in resolving all Canadian Avandia claims on a

national basis.

I am informed by Mr. Wright, and verily believe, that Siskinds agreed to pause the
individual actions in Ontario and to work collaboratively with Wagners to negotiate a
Canada-wide settlement. By this time, the certification hearing with respect to the within
action had been heard (September 15-18, 2015), and the Court had issued a January 15,
2016 decision inviting the Plaintiffs to submit further evidence on certain aspects of the
certification test. On February 26, 2016, the Plaintiffs filed their supplemental evidence

(and the Certification Order was later issued, on December 7, 2016).

On or about March 28, 2016, Siskinds and Wagners met with US and Canadian defence

counsel in Philadelphia and began negotiating a national resolution to include the certified

! Such claims are part of the Pre-Approved Claimants, listed in the ial schedule to the It
who are deemed to be Approved Claimants under the Settlement Agreement.
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affidavits forming part of the certification record and are referenced in the Plaintiffs’ brief

in support of this motion.

Class Counsel is of the belief that the defences raised by the Defendants to certification
and to the merits of the action, as outlined in their Statement of Defence, warrant
consideration when assessing the advantage of continuing litigation versus attaining an out
of court resolution, and when negotiating a fair and reasonable settlement in the best
interests of the Class. The absolute value of the settlement recognizes that there is
controversy in the literature relating to the causal link between Avandia and cardiovascular

harm, including myocardial infarction.

Class Counsel is of the belief that due to the risks associated with continuing litigation
through an appeal of certification, a common issues trial and the individual assessment
stage, it is in the interest of Class Members to resolve the litigation on the terms contained

in the Settlement Agreement.

Class Counsel is of the belief that any additional value to individual awards of damages
that may result from a trial on the merits would be speculative and uncertain in light of the

litigation risks identified by the Defendants, and would come with added delay.

Class Counsel recommended to the Representative Plaintiffs and to the representatives of
the Provincial Health Insurers (“PHIs”) (all provincial and territorial Ministries of Health

or equivalents, who fund medical services in Canada) acceptance of the final settlement.

(c) Negotiations Relating to Eligibility Criteria
It is the belief of Class Counsel that the limitation of compensation under the Settlement
Agreement to the four cardiovascular harms compensable thereunder, the temporal

requirement connecting Avandia use to the compensable harm (no more than one year after
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ceasing use, and use before December 2010), and the allocation of points to Approved
Claimants all reflect the challenges Class Members would confront if they were, in
continued litigation, required to establish that their particular cardiovascular harm was

caused by the Defendants’ failure to provide adequate warnings.

i.  Eligible Cardiovascular Harm
The parties agreed upon four types of eligible cardiovascular harm under the Settlement
Agreement: myocardial infarction (“MI”), coronary artery bypass grafting surgery
(“CABG”), percutaneous coronary intervention with stent placement (“Stenting”), and
congestive heart failure (“CHF”). The differences between these eligible harms are

described in the Plaintiffs’ brief in support of this motion.

As myocardial infarction is the most severe harm of these four, Class Counsel assigned it
the greatest allocation of base points in the Compensation Protocol. Based on the reports
of experts filed in this action, the signal in the scientific literature is strongest for
myocardial infarctions. Of the two preventative medical interventions, CABG and
Stenting, CABG is more invasive and therefore Class Counsel assigned it a higher
allocation of base points than Stenting. Accordingly, CABG claims are assigned more base

points than Stenting claims.

The results of the long-term trial of Avandia as combination therapy, Rosiglitazone
Evaluated for Cardiac Outcomes and Regulation of Glycemia in Diabetes (the “RECORD
Study™), were re-adjudicated in 2013. This is described in the certification record and briefs
of the parties. In particular, there is a memorandum dated November 19, 2013 documenting
the position of the Office of New Drugs, a branch of the United States Food and Drug

Administration, with regard to the “continuing marketing of rosiglitazone-containing

15

iii.  Eligibility criterion: no fewer than 30 days of continuous Avandia
use

With respect to the eligibility criterion concerning the length of time that Avandia must
have been ingested in order for a Class Member to qualify, this was a matter of negotiation

between the parties.

Counsel for the Defendants argued that the criterion should be 60 or more days of
continuous use, as any causal link between Avandia and the qualifying cardiac event was
weak if Avandia had been taken for fewer than 60 days. However, ultimately the parties

agreed on the eligibility criterion of a minimum of 30 days of use.

(d) Estimated Number of Eligible Class Members

The following provides the best available information at this time.

(i) Class Counsel (Wagners and Siskinds LLP)
(A)  Wagners
To date there are 85 individuals who have contacted Wagners with respect to this litigation

and have identified themselves as Class Members.

I am informed by Victor Lewin, a paralegal at Wagners, and verily believe, that based upon
a review of medical records in Wagners” possession, 16 contacts appear to have eligible
MI claims, 1 contact appears to have an eligible CABG claim and 5 contacts appear to have

eligible CHF claims.

I am informed by Mr. Lewin, and verily believe, that based upon a review of medical
records in Wagners’ possession, 37 contacts appear to be ineligible to receive

compensation under the Settlement Agreement.

52.
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products (...) after careful consideration of the re-adjudication of the RECORD trial.” This
memorandum is attached as Exhibit “B” to the affidavit of Roslyn Theodore-McIntosh
sworn March 26, 2015 and relied upon by the Defendants at certification. The
memorandum states on page 1 of 28 that “In RECORD, the rate of myocardial infarction
was not significantly increased relative to comparators (metformin and sulfonylureas).
Although the point estimate for myocardial infarction in RECORD trends adversely (i.e.,
point estimate suggesting a -14-17% increase relative to comparators), the magnitude of
the risk increase is much smaller than reported in the meta-analyses and is not reconcilable
with the point estimate of another cardiovascular outcome (i.e., stroke) which trends

favorably (i.e., 20-30% decrease) [underline added].” In other words, the re-adjudication

of RECORD indicated that “stroke estimates all favored rosiglitazone (not statistically
significant)”, rather than favoring a comparator, as summarized at page 11 of 28 of the
memorandum. On the basis of these results of the re-adjudication of the RECORD Study,
the parties determined that stroke would not be a compensable injury under the Settlement

Agreement.

ii.  Eligibility criterion: use no later than December 2010
During negotiations with counsel for the Defendants, Class Counsel’s position was that the
Avandia use cut-off date should be as late as December 2010. Class Counsel argued that
Class Members who took Avandia before the most stringent regulatory action was taken

by Health Canada should be eligible for compensation.

Although it was argued by counsel for the Defendants that the cut-off should be 2007,
because Class Members (and prescribing physicians) ought to have been aware by this time

of any purported risk, ultimately the parties agreed on the cut off date of December 2010.
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I am informed by Mr. Lewin, and verily believe, that for the following contacts some
required documentation is currently unavailable, preventing a determination of whether
they may be eligible or ineligible to receive compensation under the Settlement Agreement:

e 8 MI claims

e I stent claim

e 16 CHF claims
I am informed by Mr. Lewin, and verily believe, that one contact has provided no

information (including about his injury) to assess eligibility.
(B)  Siskinds LLP

Tam informed by Ms. McKinnon and verily believe that there are the following number of
Pre-Approved Claimants (listed in the confidential Schedule to the Settlement Agreement

and who the parties agree are deemed to be Approved Claimants):

e 142 MI/CABG/Stent claims (one Pre-Approved Claimant overlaps with Wagners’
database)

* 34 CHF claims

I am informed by Ms. McKinnon, and verily believe, that the eligibility criteria applied to
the Pre-Approved Claimants were the same as the eligibility criteria applicable under the

Settlement Agreement.

I am informed by Ms. McKinnon, and verily believe, that there are currently 917 contacts
in Siskinds’ database including the above 176 Pre-Approved Claimants. I am informed by
Ms. McKinnon, and verily believe, that this group includes anyone who had contacted
Siskinds about Avandia litigation for any reason, with the result that some of these contacts
may not be Class Members, and further may be ineligible for compensation under the

Settlement Agreement.
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I am informed by Ms. McKinnon, and verily believe, that of these 917 contacts, there are
312 contacts who have never responded to Siskinds’ requests for information after initial
contact was made. With respect to this group of 312 contacts, it is possible some of them
may be eligible Class Members, and may submit a claim, but there has been no reply to

Siskinds’ attempts at contact.

I am informed by Ms. McKinnon, and verily believe, that of these 917 contacts, there are

202 contacts who have been determined to be ineligible, categorized as follows:

(a) Contacts deemed ineligible by GSK during the pre-approval process: 32. In the
process of determining eligibility of Pre-Approved Claimants, Siskinds sent
medical records of 32 contacts to counsel for GSK. GSK determined these

individuals to be ineligible under the agreed-upon eligibility criteria.

(b) Claims that were not submitted to GSK during the pre-approval process because
Siskinds determined they did not satisfy eligibility requirements (e.g. no cardiac

injury, did not take Avandia, or claims outside of timeline): 144

(c) Stroke cases: 26. Stroke is not a compensable injury under the Settlement

Agreement.

T am informed by Ms. McKinnon, and verily believe, that of these 917 contacts, there are
51 contacts for whom some required documentation is currently unavailable, preventing
Siskinds from determining whether they may be eligible or ineligible to receive

compensation under the Settlement Agreement.

T am informed by Ms. McKinnon, and verily believe, that of these 917 contacts, there are

128 contacts who, despite initially contacting Siskinds, later informed Siskinds they had

19
I am informed by Mr. Docken, and verily believe, that of these 28 contacts, there are 21
contacts for whom the required documentation has not been received by Guardian Law to
allow them to determine whether these contacts are Class Members, and further, whether

they may be eligible under the Settlement Agreement.

(B)  Patient Injury Law (Ches Crosbie) (St. John’s, NL)

T am informed by Mr. Crosbie, and verily believe, that the Wiseman action in NL was not
materially advanced, and that he has no information on potential Class Members in NL,
other than the named proposed representative plaintiff in that action, Mr. Clyde Wiseman.
Mr. Wiseman may have an eligible myocardial infarction claim, although as of today’s

date I do not have confirmation that he does.

(C)  Consumer Law Group (Montreal, QC)

Tam informed by Andrew Garonce, manager of class action communications at Consumer
Law Group, and verily believe, that there are 514 contacts in Consumer Law Group’s
database. I am informed by Mr. Garonce, and verily believe, that this group includes
anyone who had contacted Consumer Law Group about Avandia litigation for any reason,
with the result that some of these contacts may not be Class Members and further may be

ineligible for compensation under the Settlement Agreement.

I am informed by Mr. Garonce, and verily believe, that of these 514 contacts, there are 6
contacts who appear to have eligible MI claims, 2 contacts who appear to have eligible
CABG claims, 1 contact who appears to have an eligible stent claim, and 4 contacts who
appear to have eligible CHF claims, based on medical records in possession of Consumer

Law Group.
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retained another law firm or had no continuing interest in the Avandia litigation. It is
presumed these 128 contacts are either counted among the Class Members contacts of other

counsel, or are not Class Members.

I am informed by Ms. McKinnon, and verily believe, that of these 917 contacts, there are
48 contacts for whom the requisite medical records appear to be permanently unavailable.
I am informed by Ms. McKinnon, and verily believe, that employees of Siskinds have
attempted to obtain the requisite records from hospitals, physicians, and pharmacies, as

applicable, but have been informed the records no longer exist.

(ii) Related Counsel Firms
(A)  Guardian Law (Calgary, AB)
I am informed by Mr. Clint Docken of Guardian Law, and verily believe, that there are 28
contacts in Guardian Law’s Avandia database. I am informed by Mr. Docken, and verily
believe, that this group includes anyone who had contacted Mr. Docken (at Guardian Law,
or his predecessor law firms of Higgerty Law and Docken & Company) about Avandia
litigation for any reason, with the result that some of these contacts may not be Class

Members and further may be ineligible for compensation under the Settlement Agreement.

I am informed by Mr. Docken, and verily believe, that of these 28 contacts, there are 5
contacts who appear to have eligible MI claims based on medical records in possession of

Guardian Law.

Tam informed by Mr. Docken, and verily believe, that of these 28 contacts, 2 contacts may
have eligible CHF claims, but that this cannot be verified one way or another until they

have received further medical records.
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I am informed by Mr. Garonce, and verily believe, that of these 514 contacts, there are an
additional 21 contacts who may have eligible claims, based on partial medical records and
information provided by these contacts — 18 claims in the MI/CABG/Stent categories, and
3 CHF claims - but that this cannot be verified one way or another until they have received

further medical records.

I am informed by Mr. Garonce, and verily believe, that apart from the 34 contacts described
above, the required documentation for the remainder of the contacts has not been received
by Consumer Law Group to allow them to determine whether these contacts are Class

Members, and further, whether they may be eligible under the Settlement Agreement.

(D) McPhadden Samac Tuovi LLP (Toronto, ON)

T am informed by Mr. McPhadden, a lawyer at McPhadden Samac Tuovi LLP, and verily
believe, that there are a total of 10 contacts in the Avandia database of McPhadden Samac
Tuovi LLP. I am informed by Mr. McPhadden, and verily believe, that this group includes
anyone who had contacted McPhadden Samac Tuovi LLP about Avandia litigation for any
reason, with the result that some of these contacts may not be Class Members and further

may be ineligible for compensation under the Settlement Agreement.

T am informed by Mr. McPhadden, and verily believe, that of these 10 contacts, 1 appears

to have an eligible MI claim, and 1 appears to have an eligible stent claim. The remaining

8 contacts either appear to be ineligible based on do ion in their possession, or they

do not currently have enough information to make that determination.

(iii) Number of Contacts of Other Avandia Class Action Firms
Merchant Law Group filed proposed class actions in five jurisdictions: BC, AB, SK, MB

and NL.
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Other than the SK action, which was stayed on consent pending resolution of the Lloyd

action in Ontario, no materials steps have been taken in these actions subsequent to filing.

T am informed by Mr. Merchant that there are approximately 1200 contacts in Merchant
Law Group’s database. My belief is that this group includes anyone who had contacted
Merchant Law Group about Avandia litigation, with the result that some of these contacts
may not be Class Members and further may be ineligible for compensation under the

Settlement Agreement.

I currently have no knowledge of the percentage of these contacts who may be eligible

under the Settlement Agreement.

Based on the above available information, it is reasonable to anticipate that, if the
Settlement Agreement is approved, the awards to Approved Claimants will not be subject
to pro rata reductions: the Minimum Settlement Amount includes compensation for up to
200 Settling Claimants meeting the criteria for MI/CABG/Stenting claims, and
compensation for up to 60 Settling Claimants meeting the criteria for CHF claims, as
outlined in s. 5.1(a) of the Settlement Agreement. There is further payment by the
Defendants for up to an additional 100 MI/CABG/Stenting claims (at $18,333.33 per
claim), and up to 240 additional CHF claims (at $3,333.33 per claim), with any unused
portion of the aggregate capped total of $1,000,000 available for CHF claims to be used
for MI/CABG/Stenting claims in excess of the aggregate capped total of $5,500,000 for
such claims, as outlined in s. 5.1(b) and (c) of the Settlement Agreement. Therefore only if
there are more than 300 CHF claims will CHF awards be subject to a pro rata reduction,
and only if there are more than 300 MI/CABG/Stenting claims (with no unused portion of

the aggregate capped total of $1,000,000 available for CHF awards to be used for

23
Class Counsel estimates the maximum cost of claims administration as follows. Assuming
the maximum contemplated number of MI/CABG/Stenting claims and CHF claims are
submitted (i.e. 600 total), and assuming that each submitted claim includes an optional Risk
Factor Declaration (to be reviewed for $35.00), the total per claim administration cost
(excluding out of pocket costs and taxes) will be $66,000.? To this there must be added the
fixed fee of $55,000, for a total estimated cost of claims administration of $139,150,

excluding additional out of pocket costs.’

With respect to the costs of providing Hearing Notice and Settlement Approval Notice, I
am informed by Mr. Weir, and verily believe, that the estimated cost of implementing the
Hearing Notice Plan and the Settlement Approval Notice Plan will be $41,245, inclusive

of tax, representing equal costs of $20,622.50 for each stage.

The total cost of notice and estimated cost of claims administration (assuming 600 total
claims submitted, each with a Risk Factor Declaration, but excluding out of pocket

expenses) is $180,395.

From the Settlement Payment, $250,000 has been agreed to be paid as a contribution to the

costs of administration and disbursements.

Disbursements for which Court approval will be sought will not exceed $400,000. The
combined total of maximum disbursements and estimated total costs of notice and claims

administration is $580,395 [$400,000 (maximum disbursements) + $180,395 (estimated

2 $75 to process claim + $35 to review Risk Factor Adjustment =$110 per claim x 600 claims [300 MI/CABG/Stenting

claims + 300 CHF claims]

* Calculated as $55,000 + $66,000 = $121,000 plus 15% tax of $18,150.
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MI/CABG/Stenting claims in excess of 300) will MI/CABG/Stenting awards be subject to

a pro rata reduction.

Based on the current available information from Class Counsel and Related Counsel, and
other Avandia class action firms outlined above, Class Counsel anticipates that the
maximum number of claims contemplated by the Maximum Settlement Amount will not
be reached (and thus no pro rata reductions) as the total number of Settling Claimants is
estimated to be at or below 300 for each of the MI/CABG/Stenting category and the CHF

category.

(e) Estimated Net Recovery for Approved Claimants

With respect to the costs of claims administration, as it is unknown how many claims will
ultimately be submitted, RicePoint Administration Inc.’s (“RicePoint™) cost proposal
consists of a fixed fee component of $55,000 and a per claim rate for each claim received

by RicePoint.

I am informed by David Weir, Senior VP Business Development of RicePoint, and verily
believe, that the fixed fee of $55,000 includes case set up, escrow account activities,
distribution of payments to Settling Claimants and to PHIs, post-distribution activities
(including attending to questions following distribution) and reporting to counsel for the

parties after the Claim Deadline.

I am informed by Mr. Weir, and verily believe, that the cost of processing individual claims
is $75.00 per claim, plus $35.00 per Risk Factor Adjustment review, if a Risk Factor
Declaration is submitted by a claimant (it is optional). Out of pocket costs (e.g. scanning,

support centre emails and calls, bank fees) are additional, as are applicable taxes.

24
total costs of notice and claims administration, assuming 600 claims submitted each with

a Risk Factor Declaration) = $580,395].

After allocation of $250,000 from the Settlement Amount to pay a contribution to costs of
administration and disbursements, a balance of $330,395 remains left to be paid from the

Settlement Payment, in accordance with section 6.1 of the Settlement Agreement.

If there are 300 approved MI/CABG/Stenting claims and 300 approved CHF claims, the

Maximum Settlement Amount of $6,750,000 will be paid by the Defendants.

Class Counsel has calculated the estimated average net amount (i.e. without accounting for
points adjustments) to be received by Approved Claimants to be as follows, recognizing
that due to the unknown number of eligible and ultimately approved claims, some

assumptions must be made:
Maximum Settlement Amount: $6,750,000
Deduct legal fees of 25% plus tax: $1,940,625 [legal fees of $1,687,500 plus 15%

tax ($253,125)] [disbursements accounted for below]

Deduct $250,000 [Defendants’ contribution to administration
expenses/disbursements]

Deduct $330,395 [estimated remaining balance of administration expenses and
disbursements, per calculations in paragraph 95, above]

= $4,228,980 to be distributed to Approved Claimants (inclusive of a 10%
allocation to PHIs for their subrogated claims)

CHF claims are valued at approximately 18% of an MI claim ($3,333.33/$18,333,33 =
18.18%). Therefore, again assuming the Maximum Settlement Amount is paid (due to there

being an estimated maximum of 300 Approved Claimants in each category), of $4,228,980
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to be distributed to Approved Claimants, $768,828 will be used to pay CHF claims, and

$3,460,152 will be used to pay MI/CABG/Stenting claims.

Assuming there are 300 approved MI/CABG/Stenting claims and 300 approved CHF
claims, an approved MI/CABG/Stent claimant will receive a net average amount of
$11,533.84 (of which 10% will be paid to the applicable PHI) and an approved CHF
claimant will receive a net average amount of $2,562.76 (of which 10% will be paid to the

applicable PHI).

RESOLUTION OF PHI CLAIMS
During the process of finalizing the terms of the proposed Settlement, Class Counsel
(members of Siskinds LLP and/or Wagners) communicated by way of written letters and

telephone calls with representatives of the PHIs.

In addition to those phone calls and written correspondence I was directly involved in, I
am informed by Jill McCartney (a lawyer at Siskinds) and Ms. McKinnon, and verily

believe, that they each had additional cor ications with rep ives of the PHIs.

After being informed of the particulars of the action, the identified litigation risks and
rationale for recommending the Defendants’ offer, and upon negotiation of the terms of
settlement, the PHIs provided their instructions to Class Counsel that confirmed their
approval of the Settlement Agreement and that they would accept 10% of the allocation
made by the Claims Administrator for each Settling Claimant in satisfaction of all statutory
authority for the recovery of costs of insured health or medical services they may have with
respect to the Settling Claimant’s use of Avandia, and they agreed they would sign a release

(Exhibit “F” to the Settlement Agreement) in return for such payment.
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283226, a class action concerning tainted pet food; and Tobin v. Dollar Financial Group

Inc. et al., Hfx No. 218391, a class action concerning illegal interest rates.

Wagners is class counsel in a number of ongoing class actions, including the following:
Taylor v. Wright Medical et al., Hfx No. 355381, a certified class action concerning
allegedly defective hip products; Perrier & Martell v. Attorney General of Nova Scotia et
al., Hfx No. 447198, a class action concerning alleged institutional abuse; Downton v.
Organigram Holdings Inc. et al., Hfx No. 460984, a class action concerning recalled
medical marijuana; Bellefontaine et al. v. Purdue Pharma et al., Hfx No. 285995, a class
action concerning OxyContin and OxyNEO; Gay et al. v. Regional Health Authority 7 et
al., NB No. N/C/41/08, a certified class action concerning pathology errors; and Morrison
et al. v. Attorney General of Nova Scotia et al., Hfx No. 230887, a certified class action

concerning residents of long-term care facilities, among other actions.

T am informed by Ms. McKinnon, and verily believe, that Siskinds has been counsel to
plaintiffs in approximately 180 class proceedings and has successfully resolved more than
85 such proceedings. Siskinds currently has over 100 active class actions. Siskinds has
particular expertise in prosecuting product liability cases, having been involved with over
30 product liability cases. Siskinds has been ranked as a Band 1 firm by Chambers &
Partners. Charles Wright, a lead counsel appointed to this action, has repeatedly been
recognized as one of Canada’s leading class action lawyers, including being named by
Lexpert/American Lawyer Guide as one of the Leading 500 Lawyers in Canada, by
Chambers & Partners as a class actions leading practitioner, by Benchmark Canada as a
litigation star, and as a recipient of the 2014 Lexpert Zenith Award. Mr. Wright is a co-
author of Class Actions Law and Practice (Butterworths 1999), and he speaks frequently

at public and legal forums on class action litigation.
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I am informed by Ms. McCartney, and verily believe, that written confirmation of
acceptance of the terms of the Settlement Agreement has been received from each

Jjurisdiction.

CLASS ACTION EXPERIENCE OF CLASS COUNSEL
Raymond F. Wagner, Q.C. is the principal of Wagners. Mr. Wagner informs me and I do
verily believe that he has a degree in law from Dalhousie Law School and was called to

the bar of Nova Scotia in 1980.

Mr. Wagner informs me, and I do verily believe, that since 2004 Wagners has been
involved in class action litigation across Canada and on a national basis. Mr. Wagner is an
experienced trial lawyer repeatedly recognized by the peer review publications Lexpert and
Best Lawyers. Mr. Wagner has appeared at numerous conferences and has given

presentations to members of the CBA, APTLA, OTLA, AAJ and other associations.

Wagners has been class counsel in a number of settled class actions, including: Elwin et al.
v. Nova Scotia Home for Colored Children et al., Hfx No. 343536, a class action
concerning historic institutional abuse; Hemeon et al v. South West Nova District Health
Authority, Hfx No. 398067, a class action concerning a hospital privacy breach; Schinold
v. Capital District Health Authority et al., Hfx No. 390420, a class action concerning a
hospital privacy breach; Little v. Regional Health Authority B, NB No. N/C/93/2013, a
class action arising from allegedly contaminated cervical biopsy instruments; Card vs.
Merck Frosst Canada Ltd. et al., Hfx No. 236090, a class action concerning the
pharmaceutical Vioxx; Thompson v. Cadbury Adams Canada et al., Hfx No. 292103, a

class action concerning confectionary price-fixing; Doucette v. Menu Foods et al., Hfx No.
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NOTICE TO THE CLASS, OPT OUTS, OBJECTIONS
(a) Hearing Notice
Class Counsel cooperated with RicePoint in implementing the Hearing Notice Plan
approved by this Honourable Court by way of the Hearing Notice Approval Order issued

on November 5, 2018.

(b) Settlement Approval Notice
If the proposed settlement is approved, the Settlement Approval Notice will be
disseminated to the Class according to the methods described in the Settlement Approval

Notice Plan (both attached to the draft Settlement Approval Order).

Class Counsel will cooperate with RicePoint to implement the Settlement Approval Notice

Plan.

(c) Opt Outs
To date, Class Counsel has received one Opt Out Form from a Class Member intending to

opt out of the action.

(d) Objections to Settlement Agreement

To date, Class Counsel have received no written objections to the Settlement Agreement.

APPROVAL OF CLAIMS ADMINISTRATOR
Attached as Exhibit “K” is an outline of the relevant experience of RicePoint, which was

provided to me by David Weir, Senior VP Business Development of RicePoint.
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Grounds of appeal
The grounds of appeal are:

1.

i Inc. and Gl i LLC are in a class proceeding
nerhfed by the Honourable Justice Wood with respect to the pharmaceulu:al product,
Avandia, a drug used in the of Having di: a person's
risk of heart disease and stroke.

In order for a case to be cerified as a class ding, the judge ining the
motion must find that the statutory criteria for certification are met. In the circumstances
of a class action based in negligence, lhera must be a r_a_lmnal relationship among the

essential elements of harm and and the issues
proposed. There must be an objectively identifiable class of two or more persons with
commeon complaints, as well as a rational connection between a proper class definition

and the proposed common issues,

In the case at bar, the isite thresheld for Is not met. As detailed below,

the Leamed C Judge i errars in ifying a class
proceeding pursuant to section 7{1) of the Class Proceedings Act, SNS 200? c. 28 {the

“Act’).

Identifiable Class

4

In the case at bar, the Leamed Chambers Judge certified identifiable classes, pursuant

te section 7(1)(b) of the Act, as follows:

(a) All persons in Canada, including their estates, who were prescribed and ingested
Avandia (the “Primary Class"); and

and same-sex spouses), children,
and siblings of deceased members of the

(B} The sp including law

. parents,
Primary Class (the "Family Class®)
The Learned Chambers Judge erred in certifying classes that include persons with no
claim in against the def The Primary Class definition includes those
who were helped, not harmed, by taking Avandia and who therefore can have no cause
of action against the defendants as well as those who developed heart disease and
stroke as a result of the expected progression of the disease.

The proposed Primary c:lass and Ils relalad Family Class are impermissibly broad. The

for an the class and the alleged
claims is nat met when the ciass conlains those who have benefitted from taking the
drug. Moreover, the class definition fails to meet the reguirement of the Supreme Court
of Canada in Sun-Rype Products .Ltd v Amﬂsrﬂnmﬂl‘s Midland Company, 2013 SCC 58
of an objective means of self. of bership in the class.

-4-

The Leamed Chambers Judge compounded this error by failing to address that the
question of causation for the class was incapable 01' resolution and that, while causation
may ground an action in neglig . @ mere two events cannot

The Learned Chambers Judge thereby erred by certifying individual issues as common
issues and by certifying common issues not by the i Id of
evidence required by section 7({1)(c) of the Acl and the Supreme Court of Canada.

The cumulative effect of these errors was to cerify an overly broad class that contains
members, who:

(a) have no cause of action against the defendants;

(b)  have failed to establish an evidentiary basis for their interest in resolution of the
commen issues, and

(c) have failed to produce the requisite “credible or plausible methodology” for
proving causation in this litigation.

Common Issues (Enterprise Liability)

13,

The Leamed Chambers Judge also cerdified “enterprise liability” as common issue 4, as
below. In so doing, he committed a reviewable error.

4, Is each of the Defendants responsible in law for the acts or omissions of either
one or both of the other Defendants in respect of the design, development,
fabrication, manufacture, sale, impont, distribution, andfor marketing of AVANDIA
in Canada?

The Learned Chambers Judge permitted the plaintiffs to “lump together” the defendants
as one entity. In endorsing this as a common issue, the Learned Chambers Judge
committed a reviewable error. He failed to hold the plaintiffs to the required evidentiary
threshold: the requirement to lead evidence that the defendants were either a shield or
an alter ego of one another for a fraudulent or improper purpose. In so doing, he failed to
apply the requirement that the plaintiffs show "some basis in fact® in seeking certification
of this common issue,

Common Issues (Unjust EnrichmentWaiver of Tort)

15

Lastly, the Learned Chambers Judge certified "unjust enrichment andfor waiver of tort”
as commaon issue 5, as below. In so doing, he committed a reviewable arror,

5 By virtue of unjust enrichment and/or waiver of tort, are the Defendants liable on
a restitutionary basis;

(a) to account to any of the Classes, including provincial insurers which have
subrogated claims, for any part of the proceeds of the sale of AVANDIA? Or, in
the alternative,

Issues (Negli
In this class

The Learned Chambers Judge certified Issues for
proceeding, the resclution of which will bind the Class Members, as follows:

1 (a) Can AVANDIA cause or confribute to heart failure? If so, what is the
magnitude of this increased risk?

(b) Can AVANDIA cause or contribute to heart attacks? If so, what is the
magnitude of this increased risk?

(c) Can AVANDIA cause or contribute to strokes? If so, what is the magnitude of
this increased risk?

2, (a) If the answer to (1)(a) is yes, did any of the Defendants breach a duty to warn
the users of AVANDIA about the risk of heart failure? If so, when?

{B) If the answer to (1)(b) is yes, did any of the Defendants breach a duty to
warn the users of AVANDIA about the risk of heart attack? If so, when?

(c) If the answer to (1)(c} is yes, did any of the Defendants breach a duty to wam
the users of AVANDIA about the risk of stroke? If so, when?

3 (a) If the sﬂswarlo (1)(a) is yes, was AVANDIA dnfeclm Dr unﬁt for the purpose

for whbcn rt was and desig p tured,
sold, i ise placed into the stream of
commerce in Canada by one or more n[ the Defendants, due to the risk of heart
failure?

{b) If the answer to {1}{h} Is yes, was AVANDM defeuh\rs or unfit for the purpose
and d o

for which it was intend p
sold, imp i placad inta the stream of

commerce in Carlada by one or more ol the Defendants, due to the risk of heart
al 7

{c) i the answer to (1]{:} is yes was AV&NDI.A dea‘acllve or unﬁt for the pfurpose
for which it was [

placed into the stream of

sold, imported,
commerce in Canada by one or more al the Defendants, due to the risk of
stroke?

The Leamed Ch Judge itted reviewable errors by linking the proposed

common issues to specific harm-based findings (heart failure, heart attack and stroke)
without enunciating how the answer fo these common issues could be applied to the
Primary Class comprised of “all persons . . . who were prescribed and ingested
Avandia®.

The Learned Chambers Judge committed further reviewable errors by failing to require
that the plaintifis demenstrate the existence of a “credible or plausible” methodology for
prmllng causation on a classqmde basrs as discussed by the Supreme Court of Canada
in Pro-Sys Cq 2013 SCC 57.

-5

(b) such that a constructive trust is to be imposed on any part of the gross
revenue fmm the sale of .IWAN'DIJK for the benefit of the Classes, including the
which have d claims?

The Leamed Chambers Judgu emed in unmfylng Common Issue 5 insofar as the

and of relief should have been addressed at
Ihs oerl:ﬁ:allon stage. It was in the interests 01' the judiciary and all parties that the
matter be ruled on directly at the early stage of the litigation.

Preferable Procedure

17,

Having regard for the above- p among the cause of action
in negligence, the class deﬁnlnnn and tha commaon Jssus! cerified, the Leamned
C bers Judge i iewable errors in concluding that a class proceeding
would be the preferable procedure for the fair and efficient resclution cfthe dispute, as
required by section 7(1)(d) of the Act. The individual of yilo
the resolution of each class ‘s claim will domi the litigati

Section 7(2) of the Act describes me ourrslderaﬂnns that the Court must weigh when

addressing whether a class is the In any p

case. This includes whsthar Ihe quedlons of fad or Iaw comman in the class members
aver any g g only bers®, By failing lo provide

ne:assary analysis of how this cniena was applied to the gap betwsen the Primary

Class, as defined, and the Ci Issues in li the Learned C Judge

erred in his interpretation of mandatory criteria, creating a reversible error.

Representative Plaintiffs

20.

21,

22,

23

The Leamed Chambers Judge
representative plaintiffs could falrty and P L

At first instance, the representative plaintiff failed to provide evidence of “two or more”
members of the identifiable class. This fallure shovmd dafu:lem:y at a fundamental level
with respect to the of the rep p

By bi ing the hearing, g the filing of additional evid for which no "testing”
was permitied and then, by providing further Reasons on the criteria of identifiable class,
the Learned Chambers Judge itted further reviewable error.

i iewable errors in finding that the putative
th of the class.

The Learned Chambers Judge erred by directing how that fundamental fiaw should be
remedied rather than by finding that, six years after the litigation had been commenced
in Mova Scotia, the representative plaintiffs had failed to put forward "some basis in fact”

uf an identifiable class. Rather than ining how this omi: on the
of the rep intiffs in acting in the interests of the class, the

Learnad Chambers Judge reset the evidence. Without the opportunity to test this
through cross ion, the adeq of the ive plaintiffs on the

point in issue was left unexplored.

The combination of these events has led to reviewable errors on the part of the Learned
Chambers Judge.




24, Such further and other grounds as counsel may advise and this Honourable Court may —_—
permit Sgnealld . oo" 308
Authority for appeal
’ \Q:”-'ﬁh

3 Section 7(1) and (2) of the Class Proceedings Act.

2, Section 39 of the Class Proceedings Act,

3 Sections 38 — 40 of the Judicature Act, RSNS 1989, c. 240, as am.

4. Rule 80 of the Nova Scotia Civil Procedure Rules.

5, Sun-Rype Products Lid. v Archer Daniels Micland Company, 2013 SCC 58
6. Pro-Sys Consultants v Mi ft Corp , 2013 SCC 57

Order Requested

The Appeilants say that the Court of Appeal should allow the appeal and that the Certification
Order appealed from should be reversed so lo: (a) dismiss the Respondents’ motion for
certification of this action as a class proceading; and (b) grant the Appellants their costs on the
motion below. The Appellants also seek an award of costs on the appeal,

Motion for Date and Directions

The application for leave to appeal (and if leave is granted, the appeal itself} will be heard on a
date to be set by a judge. The Appellants will ask a judge of the Court of Appeal to set the date
and give directions for hearing of the application for leave to appeal on Thursday, January 189,
2017 at 10:00 a.m. at The Law Courts, 1815 Upper Water Street, Halifax, Nova Scotia, You
have the right to be present or represented by counsel. If you are not present or represented,
the judge may proceed without you.

Contact information

DOWLING WLO [Camasda) LLP
Hamiaters & Sohofiors

1 First Canadian Place

1040 Kirg Stmod Wast. Suie 1800
Toronia, ON WMEX 1G5

Mary M. Thomson [LSUC FZXITELY
Toisphor 410,000 died
Frcumids. 410883 7881

Comuninad for the Appellasis

The Appel i the following
Stewart McKelvey Regintrar's Certificale
Barristers & Solicitors | caiify Sl Fea Nofos of Applcaiion for Leave 1o Appeal and Notios of Appeal (Inlerloculany)
Suite 500 - Purdy's Whar Tower One was Bled with ihe Cowrt on Docember 22nd, 2018
1859 Upper Water Street
Halifax, NS B3J 3N2

D ts deli to this address will be idered ived by the Appellants on delivery.

Further contact information is available to each party through the Prothonotary.

AND UPON IT APPEARING that it is appropriate to certify the proceeding as a class

{a) the pleadings disclose a cause of action;
(b) there is an identifiable class of two or more persons;

Signature
Court Adminlstration
DEC 07 2016
Form 70,05 proceeding in that:
Hallfax, N.5,
2009 : Hfx. No. 315567
SUPREME COURT OF NOVA SCOTIA
BETWEEN:

f\_!_BI':RT CARL SWEETLAND and MARY PATRICIA ADDICOT-ANDREWS
Plaintiffs

~and -

XOSMITHKLINE INC. and GLAXOSMITHKLINE LLG
Defendants

Procoeding under the Class Proceedings Act, 5.M.5 2007, c. 28
Order for Certification

(199, BEFORE THE HONOURABLE JUSTIGE MIGHAEL J. WOOD
THIS MOTION was made by the Plaintiffs for an Qrder for certification of the action as a
class proceeding. The motion was heard on September 15-16, 2015, A wrilten decision
was released on January 15, 2016, by which the Court granted leave fo the Plaintiffs to
provide additional evidence and submissions on the section 7{1)(b) criterion that there
be an [dentifiable class of two or more persons, as well as to provide redrafted common
Issues. The Defendants were also Invited to make submissions on these [ssues. A

wrilten decision was an June 1, 2016, by which the aclion was

cerlified as a class proceeding. 3

UPON READING the Notice of Motion, the evidence filed by the parties, the Litigation

Plan and the submissions of counsel;

(c) the claims raise common issues;

(d) aclassp ding is the p procedure; and
(e) there are Representative Plaintiffs who would fairly represent the Classes,
have p da ble Lif Plan and have no interests in conflict

with the interests of other Class Members.

NOW UPON MOTION, IT IS HEREBY ORDERED:

That the action be and is hereby certified as a class proceeding pursuant to
sections 4(3) and 7 of the Class Proceedings Act.

That the Classes be defined as:

(a)  All persons in Canada, including their estates, who were prescribed
and ingested Avandia (the "Primary Class"); and

{b) The spouses (including common-law spouses and same-sex
spouses), children, grandchildren, parents, grandparents and
siblings of deceased members of the Primary Class (the "Family

Class").

That Albert Carl Sweetland and Mary Patricia Addicott-And clo Wag
Law Firm, 1869 Upper Water Street, Suite PH301, Pontac House, Halifax, NS
B3J 189, be i as the R ive Plaintiffs of the Primary Class and

the Family Class, respectively,



That the claims to be determined and the relief sought are as alleged in the Fresh
as Second Amended Nolice of Action and Statement of Claim issued on June 5,

2015,

That the commen issues for determination in this class proceeding, the resolution
of which will bind the Class Members, are as follows:

10.

",

1. (&) Can AVANDIA cause or contribute to heart failure? If so, what is
the magnitude of this increased risk?

(b) Can AVANDIA cause or contribute to heart attacks? If so,
what is the magnitude of this increased risk?

(c) Can AVANDIA cause or contribute to strokes? If so, what is the
magnitude of this increased risk?

2, (a) If the answer to (1)(a) is yes, did any of the Defendants breach
a duty to wam the users of AVANDIA about the risk of heart failure?

If so, when?

(b) If the answer to (1)(b) is yes, did any of the Defendants breach a
duty to wam the users of AVANDIA about the risk of heart attack? If

so, when?

(e} If the answer to (1){c) is yes, did any of the Defendants breach a
duty to wamn the users of AVANDIA about the risk of stroke? If so,

when?

(a) If the answer to (1)(a) is yes, was AVANDIA defective or unfit for
the purpose for which it was intended and designed, developed,

ifactured, sold, 1, marketed or

That the Class Members shall be given notice of the certification of this action as
a class proceeding, in accordance with the form of the Nolice of Certification,
attached as Schedule "A" herefo, and in the manner as provided in the Litigation

Plan,

Thal the Notice of Certification and its distribution satisfy the requirements of s.
22(6) of the Class Proceedings Act.

That the cost of providing the Notice of Certification to the Class Members will be

bome by the Plaintiffs, subject to same being awarded to the Plaintiffs as
jusion of the issues trial if the common issues

at the
are blished against the Def

That the Litigation Plan produced by the Plaintiffs is a workable method of
advancing the proceeding subject to clarification and amendment if required.

That a Class Member may opt-out of the class action by sending a completed and
signed Opt-Out Form, a copy of which is attached hereto as Schedule "B, to
counsel for the Plaintiffs on or before the date to be determined by agreement of
counsel and approved by the Court or (in the absence of any agreement of

counsel) as directed by the Court.

hedule for the ining steps in the action:

That the parties adopt the following

(a)  Sixty (60) days from the date the Certification Order has been
issued by the Court, the Defandants shall deliver their Statements of
Defence;

(b}  Six (8) months following the delivery of the Statements of Defence
and/or Reply, the parties will exchange their Affidavits of Documents;

otherwise placed into the stream of commerce in Canada by one or
more of the Defendants, dua to the risk of hear failure?

(b} If the answer to (1)}(b) is yes, was AVANDIA defective or unfit

for the purpose for which it was intended and designed, developed,
fi , sold, imported, distributed, marketed or

otherwise placed into the stream of commerce in Canada by one
or more of the Defendants, due to the risk of heart attack?

(c) If the answer to (1)(c) is yes, was AVANDIA defective or unfit

for the purpose for which it was i and d p
. d, sold, Imported, distributed, d:6F

otherwise placed into the stream of commerce in Canada by one
or more of the Defendants, due to the risk of stroke?

4. Is each of the Defendants responsible in law for the acts or
omissions of either one or both of the other Defendants in

respect of the design, ]
sale, impaort, distribution, andfor marketing of AVANDIA in Canada?

5. By virtue of unjust enrichment andfor waiver of tort, are the
Defendanis liable on a restitulionary basis:

(a) to account to any of the Classes, including provincial insurers
which have subrogated claims, for any part of the proceeds of the
sale of AVANDIA? Or, in the alternative,

(b) such that a constructive trust is to be imposed on any part of
the gross revenue from the sale of AVANDIA for the benefit of the

Classes, including the provincial i which have subrogated
claims?
4
e} Light (8) months Tollowing the exel of the Affic ol
| the: patics will lede: thedr inalions for di ¥i
{d)  Six (6) months sfter all undertakings arising out of the: examinations

Tor discovery have been concluded, the Plaintiifs will deliver any exparl
report{s);

(3] Three (3) months afler rnseeiving the Plaintiffs' expert mpori{s), the
Defendants will defiver any mesponding expert mport{s); and

{f)  The parties will request o Case Management Conference for the
heduling the issues trial.

of

That the costs of this cedification motion be paid forthwith by the Defendants in an

12
amount agreed fo by the parties or, in the absence of any such agreament, in an
amount determined by the Court.
erpnbar 7
lssued 2018, é Q—L’an(.Lk-l__
Prothonotary
SARAH DRYSDALE

Consented to as to form:

3

Raymond F, Wagner, (.G,
Solicitor for the Plaintiffs
Wagners

1869 Upper Waler Street
Suile PH301, Pontac House
Halifax, NS B3.J 158

Deputy Frothenotsry

7 0
Mary M. Thomsen
Solicitor for the Defendants
Gowling WLG (Canada) LLP SARAH DRYSDALE
Deputy Prothangtary

1 First Canadian Place
1040 King Streel West
Sulle 1600

Taronto, Ontario M5X 1G5



SCHEDULE "A"

NOTICE OF CERTIFICATION OF THE

AVANDIA C ACTION

To: Users of AVANDIA Diabetes Medication

Notice Of Cartification:

mm»mu;muammmmﬂgmmm

caused by the diabetes medication AVANDIA. It is allaged that AVANDIA increases the risk of

Who Is included?

“Thers ara two classes (collectively "Class Membars'):

a) All persons in Canada, including thair estates, who were prescribed and Ingested AVANDIA

{the "Primary Class™); and

b)The spouses (including commondaw spouses and same-sex spouses), children,

o parants, Ip and siblings of deceased members of the Primary Class

(the “Family Class").

If you are a Class Member you do not need to do anything at this point to get the benefit of any

ruling on the common issues. e

who do whather

‘What is the nature of the claims?

Ci andlor damages for design, P
gl and ' \, and walver of fort,

and testing of AVANDIA,

What options do Class Members have?
Class Members may opt-out of the class action by sending an "Opi-Out Form,” signed by the
Class Mamber, to class counsel on or befors the deadiine stipulated in the Opt-Out Form.

Class Counsel Compensation:
The Reprosentative Plaintiffs have entered into a Contingency Fee Agreement with class

counsel, Class counsel will apply to the Court al the conclusion of the case to have their legal
fees approved. Class counsel will pay for all case incurred in sling the case and
if the case is successful, class counsel will apply to the court to be reimbursed for these case
expenses, If the case is not successfully settied or tried, class counsel will not be paid or be

reimbursed for any expenses.

'SCHEDULE "B”
Hix. No. 315567

SUPREME COURT OF NOVA SCOTIA

BETWEEN:
ALBERT CARL SWEETLAND and MARY PATRICIA ADDICOTT-ANDREWS i _

-and—
GLAXOSMITHKLINE ING. and GLAXOSMITHKLINE LLG
: Defandants
Proceeding under the Class Proceedings Act, S.N.S. 2007, c. 28
OPT-OUT FORM
DEADLINE - 2017
L + opt oul of the class action agains! the above-named
Defendants with raspect 1o the dlabetes medication Avandia.
1 understand that by opting out of the class action, | will lﬂbeuﬂbdhm hmywa
wish, | d that if |

any benefit of any ruling In this case, but | will be free to brin im if I
apt out of the class action and wish o bring my own claim, my own claim may be subject to a limitation

period, | understand this Opt Out Form must be received by Wagners by

My information Is as follows:

Prind

Name of _

Class Date of

Member: irth:

Email

‘address; Telaphone:

Address: Addr

Paostal

Signature:

Where can Class Members get more information? You may contact class counsel for

For mare information, or o access opt-out forms, visit
hitp:Hwww. wagners.co
or contact class counsel at the address below:




Judge:

Heard:

SUPREME COURT OF NOVA SCOTIA
Citation: Sweetland v. GlaxoSmithKiine, 2016 NSSC [8
Date: 20160115

Docket: Hfx No, 315567
Registry: Halifax

Between:

Albert Carl Sweetland and Mary Patricia Addicott-Andrews

Plaintiffs

CHaxoSmithKline Tne. and GlaxoSmithKline LLC
Defendants

The Honourable Justice Michael I, Wood

September 15, 2015 in Halifax, Nova Scotia

Raymond Wagner, Q.C. and Michael Dull, for the Plaintiffs

Counsel:
Scott R. Campbell, Mary Thomson and Josh Hanet, for the

Defendants
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{if} hias produced a plan for the class proceeding that sets out a workable
method of advaneing the class proceeding on behalf of the class and of natifying
class members of the class proceeding, and

(iii) does not have, with respect to the common issues, an interest that is in
conflict with the interests of other class members.

[5]  The certification motion is procedural in nature. It is not the time for
assessing the substantive merits of the plaintiffs’ allegations except to the extent
thal 1hey may impact on the ccm fication criteria. At this stage the court performs a

function di ito :nsurmg that Lhe claims being advanced in the
litigation lend th Ives to resoluti gh the mechanism of & class
proceeding.
[6]  Since the motion is procedural, the rules with respect to the admzssmn of
le, hearsay is ad (Civil

evidence are somewhat more relaxed. For i
Procedure Rule 22.15; Elwin v. Nova Scotia Home for Coloured Children, 2013

NSSC 196). The party seeking certification must satisfy the court that the
requirements in 5.7(1) of the Act have been met. With the exception of s.7(1 }{a)
the applicant must provide sufficient evidence to show there is some basis in fact
for concluding that each of the criteria have been met. It is important to remember
that this does not involve any threshold assessment of the relative strength or

weakness of the allegations being made,
Evidenee on the Certification Motion

Plaintiffs’ Affidavits
[7]  Albert Carl Sweetland is one of the plaintiffs. He was prescribed and took
AVANDIA between December 2001 and January 2006, He was diagnosed with
congestive heart failure in January 2007 and quently received for
that condition. He confirms his willingness to accept the responsibility of acting as
a representative plaintiff should certification be granted.

[8] Patricia Addicott-Andrews is the other plaintiff. Her mother, Mary Agnes
Addicott, died in August 2006 and she is the execurrix of her estate. Her mother
took AVANDIA between April 2004 and November 2004. She suffered an acute
myocardial infarction in April 2004, Ms, Addicont-Andrews confirms her
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By the Court:

[1] AVANDIA is a medication which was developed and marketed for the
treatment of Type 2 diabetes, Itis the trade name for a product known as
Rosiglitazone.
[2] The product monograph for AVANDIA includes cautions that it may cause
fluid retention and congestive heart failure.

The plaintiffs in this litigation allege the defendants were negligent in the

3]
design, manufacture and merketing of AVANDIA in Canada. They wish to have
this matter certified as a Class Ps ling under the Class Proceedings Act, SN.S.

2007, c. 28 (the “der™). The defendants oppose the certification request.
[4] Section 7(1) of the Aef sets out the criteria to be applied by the court ona
certification motion. It reads as follows:

7 (1) The court shall certify a p ding as a class p
under Section 4, 5 or 6 if; in the opinion of the court,

(1) the pleadings disclose or the notice of application discloses a couse of nction;

(B) there is an identifiable class of two or more persons that would be represented
by & representative party;

() the claims of the class members raise 1 common ISM whclhcr or ot the
i over issucs affecting only i

issne p

(d) a class proceeding would be the preferable procedure for the fair and efficient
resolution of the dispute; and

(c) there is a representative party who

(i) would fairly and adequately represent the interests of the class,
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willingness to accept the respansibility of being a representative plaintiff should
certification be granted.

[9] Michael Dull is one of the lawyers acting for the plamht‘ﬁi His afﬁdawt
attaches various documents related to AVANDIA incl

car d from the defendants and d issued by Health Canada. He
also provldu details of the experience of the law lirms who will act as class
counsel should certification be granted. He confirms that his firm has been
contacted by approximately 64 potential class members as of November 2014,

[10] Dr. Robert Myers is a cardiologist practicing in Ontario. In his affidavit Dr,
Myers summarizes the human cardiovascular system and discusses the nature of

vunuus types of heart discase. He also describes AVANDIA and his
ling of the mechanism by which it assists in the treatment of Type 2

diabetes. Dr. Myers' affidavit summarizes his opinion at paragraph 63 which
reads:

63, Tn \my uvinum :Im exist a number of mechanisms that provide o
! for the of adverse cardiac events in

some Avandia users:

o Avandia causes an increase in the volume of water in the blood,
which damages arteries;

b. Avandia damages cardiac muscles, either by increasing the volume
of water in the blood or through direct action;

[ Avandis activates genes other than its intended target, which genes
influence the heart's function,

[11] Dr. Lorraine Lig beisap ian li 1 to practice in Optario with a
specialist certificate in endor.nnology She has particular expertise in the treatment

of diabetes. In her affidavit Dr. Lipscombe discusses Type 2 diabetes and its
complications. She also describes AVANDIA and the mechanism by which it
regulates the amount of glucose in a patient’s blood. She outlines the risks
associated with the use of AVANDIA in the treatment of diabetes, particularly
those associated with the cardi ilar system. She exp the opini
2001 product monograph did not adequately or accurately wamn of the
cardiovascular risks associated with AVANDIA. Dr. Lipscombe reviews various
studies and articles concerning AVANDIA and opines that the risks associated

that the
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ludes that the defend failed to

with AVANDIA outhigh its benefits, She
pmvldc proper wammgs abom the possibility that AVANDIA could cavse adverse
ular events tk 1y placing more patients with Type 2 diabetes at

increased risk of ca:ﬂwvasculnr disease and mortality.

Defendants’ Affidavits
[12] Dr. Brian W. Gilbert is a cardiologist practlxlug in Ontario. He expresses

the opinion that in order to d the ble cavse of an indi ’s heart
attack or heart failure, it is necessary to evaluate and consider their medical and

family histories as well as their cardiovascular risk profile. He provides a list of 16
different cardiovascular risk factors that should be taken into account. Diabetes is
one of them.

[13]) Dr. Gilbert reviewed the available medical records for Albert Sweetland and
Mary Addicott. In Mr. Sweetland’s case he identified six cardiovascular risk
factors which could have caused or significantly contributed to his reported
congestive heart failure. With respect to Ms, Addicott he concluded she was at
extremely high risk for having a cardiovascular ischemic event. He found she had
multiple long-standing risk factors for cardiovascular diseasc. He noted that she
suffered heart failure and had a heart attack before she took AVANDIA and her
fatal heart attack was more than 18 months after her last reported use of that

medication.
[14] A summary of Dr. Gilbert's opinion is found in the following paragraphs
from his affidavit:

67, Inorder to determine what may have covsed sn individual's
cardiovascular event such as a hean attack or heart failure, an expert would need
1o review and consider the individual patient’s medical records, family history and
the relevant lar risk factors described above. An opinion oo probeble
cause can only be dons on & case-by-case basis because each individual's
presentation will differ, not only with respect to the presence of specific risk
factors, but also with respect to the duration of the specific risk factors and the
degree to which each was controlled or uncontralled

68.  The above review of the medical records of Mr. Sweetland and Mrs.
Addicott shows the individual nature of their medical and family histories, their
individual cardiovascular fsk profiles and their individual candiovascular
complications, The variances between them is illustrative of the variances among
nll patients who suifer adverse cardiovascolar events. No two patients are
identical. All patients must be considered individually.
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each of the criteria are established. Other than the that the pleadi;
disclose a cause of action, there is an evidentiary burden to show that all ofthe
ctiteria have been satisfied. This burden is not a high one and simply requires
there to be some basis in fact to conclude that the criteria are met.

[20] The goals of class proceedings legislation are to facilitate access to justice,
modify harmful behaviour and conserve judicial resources, These overriding
principles must be kept in mind when determining if certification is appropriate.
The certification hearing focuses on whether a class proceeding is the proper
mechanism for resolving the issues raised in the litigation.

[21] The parties have provided me with dozens of certification decisions from
across the country. It is apparent from reviewing these that each is based upon the
particular evidence and submissions which were presented. These cases fllustrate
how general principles may be applied but are no substitute for a careful analysis
of the circumstances found in the motion record before me.

Cause of Action
that the pleadi iscl acausenf

122] Section 7(1)(a) of the At requi g5
action, The test to be applied is the same as for jud ony
assuming all facts pleaded to be true is it plain and nbvmus that the plamﬂffs

action cannot succeed?
[23] In this case the plaintiffs have amended the Statement of Claim twice. At
the hearing counsel indicated they wish to do so a third time. Mr. Wagner says this
amendment would remove a number of causes of action and leave the plaintiffs to
rely only on the following:
1. Negligent design, develoj and testing;
2. Negligent distribution and marketing;
3. Waiver of tort.

[24] The defendants agree, for purposes of certification, that the two negligence
allegations are properly pleaded but disagree that waiver of tort should be certified
as a cause of action. In addition, the Statement of Claim alleges that the two
GlaxoSmithKline corporate defendants arc liable for the actions of each other on
the basis of agency and vicarious liability. The defendants dispute that this

allegation is properly pleaded.
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69, Diahetes and cardi lar disease are multi-fuctorial. Each case is

nffeclnd I:y ] paum{ s medical history including I!ypcrtmsmn diabetes,
igh LDL and triglycerides and low HDL levels as well as

their age, gender, heredity, d:nmy, alack of exercise and history of smoking,
among other factors. In any swen lndmdmﬂ a umqm: combination of risk

factors d the for ping lar disease. It is an
individual m»bywe nmlyals
70. For the purposcs of this Affidavit, the most lar risk

factors have been noted. Other risk factors with less frequent oceurrence may
pregent in a particular patient, again emphasizing that each patient’s course is
unique and individual.

[15] Dr. Tina Kader is an endocnnologlst practising in Quebec. She indicates
that she has treated th Is of diabetic patients over the course of her career.
She describes the progressive nature of Typc 2 diabetes and the complicated and
individualized aspects of medical care for diabetes patients and, in particular, the
evaluation of potential risks and benefits of any particular medication. She

indi that diabetes is a significant risk factor for cardiovascular disease and
notes there are other patient circumstances which may contribute to cardiovascular
complications.

[16] Dr. Kader says that diabetes is a complex and multifactorial disease with
treatment options varying between patients. In addition treatment for any

parucula.r person will evolve as the disease progresses. When considering any
{ therapy the g physician must undertake an informed analysis of the
nsk and benefit to the patient. This requires an individvalized approach taking into

account any risk factors which might exist.

[17] Roslyn Theodore-Melntash is an employce of the defendants’ law firm, She
attached various documents from the U.S. Food and Drug Administration website
as well as copies of pleadings in other law suits brought in Ontario relating to
AVANDIA,

[18] Drs. Lipscombe, Myers, G:Ibert and Kader were cross-examined out of court
and the t ipts of those ions were filed as part of the motion record.

Certification Criteria

[19] The certification ¢riteria are set out in 5.7(1) of the det. The party seeking
certification, in this case the plaintiffs, have the onus of satisfying the court that
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[25] There has been considerable debate about whether waiver of tort is a stand-
alone cause of action or simply an alternative remedy once a tort has been proven.
In Arora v. Whirlpool Canada LP, 2013 ONCA 657, the court upheld a decision to
refuse certification on the basis that the Statement of Claim did not disclose a
cause of action. The motions judge had decided that waiver of tort required some
form of actionable wrongdoing and since the Statement of Claim did not plead any
other cause of action, a claim based on waiver of tort was untenable.

[26] In Heward v. £lf Lilly & Co., [2007] O.). No. 404 (“Heward""), Justice
Cullity discussed the issue of waiver of tort in the context of a certification hearing.
With respect to whether it was a cause of action for certification purposes he

commented:
31 In idering the adequacy of the pleading of waiver of tort, [ am no longer
satigfied that it is helpful - or even meaningful - to ask simply whether the concept
is, or is not, a cause of sction. A question framed in this manner may obscure the
essential nature of the inquiry under section 5(1)(a) - namely whether the material
facts that would, or could, entitle the plaintiffs to 2 disgorgement remedy have
been pleaded. 1 believe it is likely to be even more confusing to ask whether
wmver af Lnr! isa ctmse of action or only a remedy, Different remedies - such ag
an ora ive trust - may be available. To osk whether
it is a cause of action also tends to confiise the issue with the more narrow
question whether the avm]ub\i:t_v of the remedy is depmdmt or "parasitic” on
proofof all of the of an
specifically, damages. This i the first of the issues [ huve mftﬂ'ﬁd o8 as not finally
settled in the authorities, However, proof that an actionable tort was commitied
would not, in lmlf, satisfy the requirements of plending waiver of tort. The cause
of action in tort is not identical to the cause of action that must be disclosed for
the purposes of section S(I}(.-:) The hmor mq'ulm pmufnfn causil connection
between the tort and the d The of this i
has been pleaded in this case.

[27]) In light of the limited jurisprudence defining the nature and scope of the
doctrine Justice Cullity was reluctant to resolve the issue on the basis of the
pleadings alone. His concems are found in the following passage from his
decision:

47 On the hasis of the facts pleaded in this cuse, it would be open to a trial

ndge :o find (B} dut llu: dc&aldsms breached a duty of care by deliberately

I ion about harmful side-effects of Zyprexa for
the purpase nfgalmng the approval of Health Canada, (b) that they intended to,
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and did, profit thereby and (c) that, but for the breach of duty, such profits would
not have been obtained, In connection with the third of these possible findings, 1
note that it is explicit in the pleading that none of the primary plaintiffs would
have taken the dnlg if they hind been informed uflls alluged side-effects. In this
sense, the was caused by the d 1g and, in these
circumstances, I am not prepared to conchude that thep]MnhE‘s claim to a
disgorgement remedy based on waiver of tort is bound to fail, Nar do 1 believe
that it is sufficiently clear that n deliberate breach of a duty of care must be

regarded as & precondition for such a remedy.

48 As wasg recognised at first instance, and in the Divisional Court, in Serhan
there may well be important issues of policy to be considered when drawing the
line between cases where a disporgement remedy should be granted and those in
which it should be denied. These are questions that must surely be confronted on
the basis of a full factual record, and not on a procedural motion such as thiz. As
Epatein 1. stated in Serhan (at para 68):

... the resolution of the g the defendants raised about the consequences of
identifying waiver of tort as an independent cause of action in circumstances such
as exist here, involves matters of policy that should not be determined at the

pleading stage.

49 Finally, 1 note that, whereas it has been frequently emphasised in cases in
this jurisdiction that in situations where the law is unsetiled, or in a state of
development, the court should be slow to denl with wemlved legal issues simply
on the basis of the pleadi aless H to the plain and obvious
test may be sccepted in British Columbia: see, for example, Pearson v. Boliden,
{2002] B.C.J1. 2593 (B.C.C.A.), para 39,

[28] Tagree with this approach and I am not prepared to dismiss the possibility of
compensation based upon waiver of tort at this stage. Nor am [ foreclosing the
defendants from arguing that it is not a stand-alone cause of action and is only
remedial in nature. Even if waiver of tort remains as an issue following
certification, the question of entitl should be sep d from the
quantification of compensation (see Goodridge v. Pfizer Canada Ine., 2010 ONSC
1095 (“Goodridge"), and Parker v. Pfizer Canada Inc., 2012 ONSC 3681
(“Parker™)). 1 will discuss this further when I consider the proposed issue
dealing with waiver of tort.

[29] The defendants say that the “enterprise liability” pleading alleging the
corporate defendants are agents and vicariously liable for the actions of each other

Page 11

Some appear to be progressive in nature and become increasingly more
problematic over time. The medical histories of the two representative plaintifTs

are illustrative of that point.

[36] Mr, Wagner, on behalf of the plaintiffs, argues that some patients may not

know they have suffered an adverse eardiovascular event without further
diagnostic steps being taken,

[37] The i with the defe
to determine who should receive notice. Similarly, if the matter proceeds to a

lusion, will the

from an undiag d cardiac p
were part of the p]a:ntiffclass in this p
medical condition.

g if bership was d

[38] Thisisno that all bers of the proposed class ultimately
have a claim against the defendant.

[39] [ am satisfied the definiti posed by the plaintiffs amobjemveaud

reasonable. It will allow the part:cs, as well as potential class members, to
determine who falls within the seope of the litigation. These are the people who
will be entitled to receive notice and be bound by the outcome. In my view it is
not necessary to further restrict the scope of the class by adding a diagnostic
component to the definition.

[40] As part of this criterion the plaintiffs must show some basis in fact for the

assertion that there are two or more class members. In this casc they propose two

classes and therefore must demonstrate two or more members of each class,

[41] The :m]y ewdnm:e related to this issue is found in the affidavits of Mr. Dull

ssh. In paragraph 8, Mr. Dull says his firm has been

and Ms. Th

contacted by “approximately 64 polmlml class members and their representatives™.

Ms. Theodor&McInwsh attaches p!cadmss from three :nt[mdusf actions
1 in Ontario allegi gence in the and marketing of

AVANDIA.
[42] In Martin v. AstraZeneca Pharmacenticals PLC, 2012 ONSC 2744

in contact with more than 30 potential class members, The court found this was

not sufficient evidence of two or more persons for purposes of class certification.

dants’ position is that it would make it difficult

be binding on people who took AVANDIA and suffer
blem? 'I'hese individuals would never knuw they
d by

(“Martin™), the plaintiffs filed an affidavit of counsel indicating the firm h.ad been
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is deficient. They rely on Durling v. Sunrise Propane Energy Group Inc., 2012
ONSC 4196, where the court struck out a claim based on agency with leave o
amend o correct the deficiencies. T have reviewed that decision and conclude that
the Statement of Claim in this case includes more dewl in support of the
allegations of enterprise liability. The defend ions have not satisfied
me that this portion of the pleading should be struck out because the plaintiff’
claims cannot succeed.

[30] For the reasons above I have concluded that the plaintiffs have met the
criteria of a pleading that discloses a cause of action,

ifiable fT ns
[31] Section 7(1){b) requires an identifiable class of two or more persons. The
plaintiffs seek certification of two classes and these are described as follows:
All persons in Canada including their estates who purchased and
ingested the drug AVANDIA (“the primary class”™); and
2. The spouses (including commeon law spouses and same sex spouses),
children, grandchildren, parents, grandparents, brothers and or sisters
of deceased members of the primary class (“the family class™).

[32] Mr. Sweetland is proposed as a representative of the primary class and Ms.
Addicott-Andrews on behalf of the family class.

[33] The class definition criterion is important because it identifies the persons
who have a potential claim, defines who is entitled to receive notice, and
defermines those who will be bound by the resull. As with the remaining criteria,
the plaintiff must show some basis in fact for the class definition which is
proposed.

[34] The characteristics which will bring someone within the scope of the class
must be objective, The reason for this is to ensure those who are entitled to be
given notice, and will be bound by the results, can be readily identified.

[35] The defendants argue the proposed class definition is too broad and it should
be limited to those persons who suffer a specified adverse consequence from
taking AVANDIA. Ido not accept that proposition, According to the expert

evidence there are a range of cardiovascular complications which may arise in
patients with diabetes and which might be caused or contributed to by AVANDIA.
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The rationale for this conclusion is found in the following passage from the
decision;

203 In my view, the plaintiffs have not provided a sufficient evidentiary basis s
establish that a class of two or more persons exists. While I oppreciate that the

burden on the plaintifl to satisfy the s, 5 criteria is low, the avidence that has been
provided i3 insufficlent. I agres with the chservations of Winkier, 1. in Lau v. Bayview

Landmark Inc.,, [1999] 0.1, No. 4050 (3,C.).) at para, 23:
[A] cfass proceeding cannot be created by simply shrouding &n
Individual action with a propesed class. That is to say, it is not sufficiant
to make o bold assertion that a class exists, The record before the court
must contain a sufficient v basis to the aof
the class,

a

Ordar of , [2004]

204 As Nordheimear, 1. stated in Belfaire v.
0.). No, 2242 (5.C.).) at para. 33 ("Baflaire”):
o In my view, before the extensive process of a class proceeding Is
engaged, it ought to be clear to the r:nurt ﬂlat thera isa mm

2 ng & Naving

through that process. The scale and complexity of the class action
process ought not o be invoked at the bahast, and for tha benefit, of a
sinale complalinant. [Emphasis added.]

205  Other decislons have expressed the same points, For example in Chartrand v,
Genaral Motors Corp., 2008 BOSC 1781, Martinson 1. described the identifiable cass
requirement as an "air of reality test,” testing the reality of tha linkage batween the
PlainkifF's claim and the proposed class, This requires not simply that thera ba a
theoretical link between the claim, the class and tha commaon issues, but thot there bo
a demonstratad link in fact to two or mere bona Mde claimants.

206 It Is not enough to say that mora than thirty potential class members,
who consumed Seroquel for both on and off-label uses, have been In contact
with ciass counsel. There Is no evidence about the nature of the contact. More
Impaortantly, there is no evidence to show that any of these people are
desirous of having their common complaint (assurning there to be a common
complaint} determined through the class action process. This cannot be
assumed from the mera fact that a parson contacted counsel.

[43] A similar conclusion was reached in Singer v. Schering-Plough Canada Inc.,
2010 ONSC 42 (see paragraphs 128-136) (“Singer”).

[44] The necessity of having two or more persons who fall within the scope of
the class and also wish to advance their claim through a class proceeding was
accepted by A.C.J. Rooke in dismissing the certification application in Buelow v.

Morrissey, 2013 ABQB 277 (see paragraphs 34-39),
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[45] In Wakelam v. Jahnson & Johnsan, 2011 BCSC 1765, the plaintiff did not
file any evidence to support the mstence of other individuals who shared her

comp!amtaud wanted to have it i i through a class [ ding. There was
to establish the defendants’ medicati was widely d and they

had received reports of adverse effects from that product. The court held this was
not sufficient to establish the requirement for two or more identifiable class
members. The court gave leave for the plaintiffs to filed additional affidavit
evidence identifying individuals who fell within the class definition and supported
a class proceeding, Relying on this additional evidence, the court concluded that
the certification eriterion had been met. The British Columbia Court of Appeal
reversed the certification decision but found no error in the trial judge’s approach
to the requirement for two or more class members (see 2014 BCCA 36, at paras.

101 to 105).

[46] Although T am satisfied that the proposed classes are appropriate I do not
believe the plaintiffs have provided the necessary evidence for me to mnc]u_dc

there are two or more i

bers of each class i 1in their claims

through a class proo:ncdmg M. Dull’s affidavit simply notes they have been
1 class bers but provides no further information. The fact

thar nthcm have started mdx\ndun] actions in Ontario suggests those people are not
d in a class p g in Nova Scotia. As a result, I conclude the

certification criterion in s.'?(l)fb] has not been met,

Comunon [ssues

[47] Theexi of issues is fund; 1to a class p
Without the element of commonality the issues of judicial economy and access to
Jjustice disappear. This criterion is where most of the disputes on certification
arise.

[48] One of the frequently cited summaries of the general principles to be applied
to the common issue analysis fs found in the decision of Strathy . in Singer, at

¥

para. 140:
140  The following general propositions, which are by no means exhauative, are
supported by the authoritics:
A: The underiying foundation of a issue is whether its resolution will
aveid duplication of fact-finding or legal analysis: Western Conadian Shopping
Centres Inc. v, Dutton, above, at para. 39,
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v. Bayer Inc,, [2003] 0.1, No. 27, 2003 CanLIT 35843 (C.A.) at para. 52, leave fo
appeal dismissed [2003] 8.C.C.A. No. 106, and Pro-Sys Consultants Led. v,
}I;ﬁgn.ﬁm Technologies AG, 2008 BCSC 575, [2008] B.C.J. No, 831 (S.C.) at para.
J: Common issnes should not be fumed in overly broad terms: "It would not
serve the ends of either faimess or efficiency to certify an action on the basis of
issues that are common only when stated in the most general terms. Inevitably
such an action would ultimately break down into individual proceedings. That the
suit had initially been certified as a class action could only make the proceeding
less fair and less efficient”: Rumlay v. British Columbia, [2001] 3 S.C.R. 184,

[2001] 5.C.), No, 39 at para. 29,

[49] This statement of principles was adopted with approval by the Nova Scotia
Court of Appeal in Canada (Attorney General) v. MacQueen, 2013 NSCA 143, at

para. 123,
[50] It is incumbent on the party seeking certification to identify and draft the

common issues which they believe should be certified. These issues represent the

questions that the court will be asked to decide at the common issues trial. The
judge hearing the certification motion has jurisdiction to amend or modify the
common issues however they should rarely do so. It is for the party seeking

certification to define the case which they believe meets the necessary criterin and

not for the court to anticipate how the matter should be framed to better accord

with the der, In my view it would be analogous to the court amending pleadings

on its own motion in order to better set out a cause of action or defence.

[51] IfT conclude that any of the plaintiffs’ suggested common issues should not
be certified I will not offer specific suggestions about how those deficiencies might

be corrected unless the amendment is minimel and does not change the essential
character of the proposed common issue.

[52] The thrust of the defi
when one considers the common rssues The causes of action advanced by the

plaintiffs (other than waiver of tort if it is considered a cause of action) are based in
negligence which requires proof that the plaintiffs suffcmd da.mage caused by the

defendants. The nature of the alleged damag g from ing
is congestive heart failure, heart attack or stroke. The defendants argue that no

member of either class can recover damages without proof they suffered from one

of these events and that it was caused by the medication,

dants” ition to certification arises most clearly

g AVANDIA
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B: The common issue criterion is not a high legal hurdle, and an issue can bea
common issue even if it makes up a very limited aspect of the liability question
and even though many individual issues remain 1o be decided after its resolution:
Cloud v. Canada (Attorney General), above, ot parn. 53.

C: There must be a basis in the evidence before the comt to cstablish the existence
of common issues: Dumottlin v. Ontario, [2005] ©.J, Ne. 3961 (S.C.1.) st para.
25; Fresco v. Canadian Imperial Bank of Commerce, above, at para. 21, As
Cullity 1. stated in Dumoulin v, Ontario, at para. 27, the plaintiff is reqldmd o
establish "a sufficient ial basis for th fthe issues” in
the sense that there is some factual basis for the claims made by the plaintiff and
to which the common issues relate.

I In considering whether there are common issues, the conrt must have in mind
the proposed identifiable class. There must be a rational relationship between the
class identified by the Plaintiff and the proposed common issues: Cloud v. Canada
(Attomney General), above at para. 48,

E: The d issue must be a sol il i lient of cach class
member's claim and its resolution muost be necessary to the resalution of that
claim: Hollick v, Toronto (City), above, at para, 18,

F: A common fssue need not disposc of the Htigation; it is sufficient if it is an
iasue of fact or law common to all cluims and its resolution will advance the
litigation for (or against) the class: Harrington v. Dow Coming Corp,, [1996]
B.C.1. No. 734, 48 C.P.C. (3d) 28 (5.C.), affd 2000 BCCA 605, [2000] B.C.J.
No. 2237, leave to appeal to 8.C,C. refd [2001] S.C.C.A. No. 21,

G: With regard to the common issues, "success for one member must mean
success for sll. All members of the class must benefit from the successflil
prosecution of the action, altheugh not necessarily to the same extent,” That is,
the pnswer to a question raised by & common issue for the plaintiff must be
capable of extrapolation, in the smne manner, to each member of the class:
Western Canadian Shopping Centres Inc. v. Dutton, above, at para. 40, Emewein
v. General Motors of Canada Ltd., above, at para. 32; Merck Frosst Canada Lid,
v. Wuttunee, 2009 SKCA 43, [2009] 5.4, No, 179 (C.A.), at paras. 145-146 and

160,
H: A common issue cannot be dependent upon individual findings of fact thar
have to be made with respect to each individual claimant: Williams v. Mutwal Life
Assurance Co. of Canada (2000), 51 O.R. (3d) 54, [2000] O.J. No. 3821 (S.C.J.)
at para. 39, affd [2001] OJ. No, 4952, 17 C.P.C. (5th) 103 (Div. Cr), affd [2003]
0.1, No. 1160 and 1161 (C.A.), Fehringer v. Sun Media Corp., [2002] Q.J, Ne.
4110, 27 C.P.C. (5th) 155, (8.C.1.), affd [2003] 0.1, No. 3918, 30 CR.C. (5th)
151 (Div. Cr).
I: Where g rnlning L] or e prop ay

i idence) that there is a

issucs, the plaintiff must d {with
workable methodology for determining such issues on class-wide basis: Chadha
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[53] AVANDIA is prescribed for Type 2 diabetes and the medical evid on
certification is clear that people with that disease are at a higher risk of suffering

he.m ﬁqurc haar! attack or slmhc‘ The defendants say there is no way to
afp lar event was caused by a patient's

cardio
underlymg medical condition or AVAN’DIA [u addmon they argue that any
I of i of the patient

and all of their risk factors. For these msons thc defendants argue the proposed

common issues are not, in fact, common to the class and will not significantly

advance the claims in negligence.

[54] The plaintiffs prepared several versions of their pm_pmcd common lSSI.les at

various stages of the litigation, The final d pr  at the certifi

hearing reads as follows:

1. Can AVANDIA cause, or contribute to, adverse cardiovascular events
including heart failure, heart attacks, and strokes? If so, what is the
magnitude of this increased nsk?

If the answer to (1) is yes, did any of the Defendants breach a duty to

warn the users of AVANDIA? If so, when?

3. Was AVANDIA defective or unfit for the purpose for which it was
intended and designed, developed, fabricated, manufactured, sold,
imported, distributed, marketed or otherwise placed into the stream of
commerce in Canada by one or more of the Defendants? If so, in
what way or ways was AVANDIA defective or unfit?

4. D1d th: De&ndanr.s breach a duty of care owed to class members b}r

loping, fabricating, i ng, selling, imp £,
distributing, marketing or otherwise placing AVANDIA into the
stream of commerce in Canada?

5. Is cach of the Defendants responsible in law for the acts or omissions

of either one or both of the other Defendants in respect of the design,

jevel fabrication, , sale, import, distribution,
and/or 1 marketing of AVANDIA in Canada?

By virtue of unjust enrichment and/or waiver of tort, are the

Defendants liable on a restitutionary basis:

1o account to any of the Classes, including provincial insurers which

have subrogated claims, for any part of the proceeds of the sale of

(a)



(b)
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AVANDIA? If 50, in what amount and for whose benefit is such
accounting to be made? Or, in the alternative,

such that a constructive trust is to be imposed on any part of the gross
revenue from the sale of AVANDIA for the benefit of the Classes,
including the provincial insurers which have subrogated claims, and,
if so0, in what amount, and for whom are such proceeds held?

Are Class Mambers entitled to recover the medical costs incurred in
the di is and of adverse cardiovascular
evens caused by taking AVANDIA?

Are Class Members entitled to recover as damages an amount equal to
the purchase price of AVANDIA, or part of the purchase price of
AVANDIA? If so, why and in what amount?

Can damages of Class Members be determined, in whole or in part, on
an aggregate basis? If so, who should pay what amount, to whom and
why?

Should one or more of the Defendants pay punitive damages? Should
punitive damnges be assessed in the aggregate? If so, in what amount
and how should punitive damages be distributed?

Should the Defendants, or any of them, pay prejudgment and post-
Judgment interest, at what annual interest rate, and should the interest
be compound interest?

Should the Defendants, or any of them, pay the cost of administering
and distributing any d and/or the cost of

determining eligibility and/or lhe individual issues? If so, who should
pay what cost, why, in what amount and to what extent?

[55] 1 will review each of the proposed common issucs and determine whether
the plaintiffs have cstablished that it is appropriate for certification.

Common [ssue #] - Can AVANDIA cause, or contribute to, adverse cardiovascular
events including heart failure, heart attacks, and strokes? If so, what is the

magnitude of this increased risk?

[56] The plaintiffs describe this as a
which will assist in proving i

question of 1 ion the answer to
of d for class bers in the
which may follow the common issues trial. The

ized

indivi
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AI;ﬁm (Director of Child Welfare), 2006 ABQB 104 at para. 36, 58 Alta LR,
(4th) 23.

35 However, as has bem musd ‘many fimes, on a certification hearing, the mm
is not to weigh the Here there is evid that, if aceepted at
the trial of the common !SSI.IM. may answer the general cavsation question as to
whether there is a causal connection between hormone thetapy and breast cancer,
A positive answer would obviously move the J'lug.ntmn fomml, n[mnugj'u

individual elass bers may face formidable challeages in

causation specific to themselves.

56 In saying this, | have not overlooked Wyeth's argument that, at best, the

pluintiﬂ'ls evidence - that uscs the phrase "causal associafion” - merely
blished an " iation” between therapy and breast cancer and not

" certified as a common issue. In my

actual ion, or the "causal
upmmn, this ar; to not sub: The word
ion" is with the " " the plaintiff seeks to edabluk.
and these two words should not be i i in isolation. Their
1, lent on the fiyi 4] which, in bath cases, is "causal". ‘l'hu:, in

my view, both expressions clearly refer to general cavsation. The fact that Dr.
Kirsh chose "association”™ to describe the potential link does not render the
et pported by evid

57 Moreover, this initial link, if i is clearly & ial element of
w:h ch mber‘s claim in negllgem:e. A ﬁndtﬂs of general causation will
1y spexific 7 g on the strength of the evidence

ing general ion, For le, if it were found that hormone therapy
doubles the risk of developing breast cancer, the individual class members,
depending on their individual circumstances, may more readily prove specific
causation. Wyeth's awareness of the link is also relevant to the standard of care,
Moreover, it is doubtful that an individual litigant could marshall the medical and
epidemiological evidence necessary to establish the coonection, On the other
hand, if the link is not established, the class proceeding will come to an end,

58  Furthermore, 1 am not persunded the plaintiff had to establish, ot this stage
of the proceedings, the methodology by which the court can determine that
‘hormaone therapy causes breast cancer. That determination will messnnly be

it

informed by the expert evick at trial; if no methodology is is

difficult to see how general will be established, , H -, there is inmy
view sufficient evidence to support the gencral causation issuc poscd, which

deserves to be tried.
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plaintiffs say that general causation has been certified as a common issue in a

dings involving p

ber of class

liability claims. For example, in

Stanway v. Wye:‘.’: Canadafnc 2012 BCCA 260, the common issue was whether
there existed a causal connection between the use of hormone therapies and breast
cancer. The court upheld the certification of this common issue for the following

reasons:

52 Wyeth disputes that there exists in this case a "propensity to injure” or, as

referred to in Harrington, "geseral causation”, As notad, Wyeth's central

submission is that the plaintiff did not provide evidence as fo how the "causal

connection” between hormone therapy and breast cancer might be proven given

the numerous other risk factors. Wyeth argues that, at most, the evidence only

shows an "association” between hormone Ihamrpy and bram eancer, which Ww{h
W

submits docs not equate to a causal di
thera was no evidence to support the certification of the commaon question of a

"eausal connection.”

53 As the Court observed in Harrington, the division between general and
specific causation affects certification. This division is examined in an article by
Patrick Hayes entitled Exploring the Viability of Cluss Actions Arising from

| Toxic Tors: O ing Barriers to Certification, 19 J, Env. L. &

Prac. 190 at 195:
Proving causation in the context of toxic substances, however, puts the added
burdan on plaintiffs to establish two types of causation, both general and specific.
This is because, unlike the causs] connection between being hit by a car and
suffering a broken bone, for instance, the causal connection between a toxic
substance and o disease is not as casy to decipher. Thus B pl.ambﬁ'rnual first
prove "general” or "generic” fon - thata p i is capable of
cousing a particular iliness. The issue must be uddtcmd, whether explicitly or
implicitly, i toxic torts Iiti since it is axi ic that "an agent cannot be
considered to cause ihe illness of a specific person unless it is recognized as a
cause oflhaidtsease in genecal.” Next, a plaintiff must prove "specific” or

did, in fact,

e foap lar toxic

cansge the plaintiff's illness.

54 Irecognize that these comments were made in the context of toxic tort class
actions, where it may be said the proof of legal causation is particularly
challenging. However, as can be seen from Wynlh‘s submissions, it is the
appellants’ fi that class bers will ba unable
to prove legal causation. The underlying, unspoken assertion is that "if the action
is doomed to fil there is little point in certifying the class proceeding™ L.(T.) v.
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[57] Similarly in Parker v. Pfizer Canada Inc., 2012 ONSC 3681, the court
certified a common issue about whether the subject medication increased the risk
of patients experiencing certain specific psychiatric symptoms, The basis for
certification was described by Perell . as follows:

83 As explained by the British Columbia Court of Appeal in Harrington v. Dow
Coming Corp., supra, at paras. 42 fo 45, typically the first two steps in a products
linbility action are: (1) determining whether the product is defective or whether
alllwugh T dufedwe, the product kas a propensity to injure; and (2)

the knew about the dangerousness of its product.
The ﬁrsl:.mp known as the general cansation step, determines whether the
product is capable of causing harm. The second step is part of detenmining
whether the munufacturer had a duty of care not to sel] the product or to sell it

only with an appropriste waming.

84 Amended question 1 is a peneral cansation question. As noted earlier in thix
Jjudgment, in my opinion, there is some basis in fact for the general causation

on issue, It is also a very productive common fssue that does not depend
ar individual claims of class members,

upon the indi P

85  Visunlize, if the common issues trial determines that CHAMPEX (R) does
not increase the risk of suicide or attempts to commit suicide, this determination
would bind Mr. Parker, Mr. Dunn, and Ms. Clow and their elaims would fail as

would the claims of any Class member with a claim based on suicide or attempted
iblished that using CHAMPIX

suicide. Ci y, if the issues trial
(R) does increase thoughts about suicide or d)ﬂug, or attempts to commit sulcide,
then fndividual Class memt d these symy will have

advanced their clzims of & failure to wam.

[58] Since certification is based upon the particular evidence and circumstances
of each case it should not be surprising 1o find that general causation questions are
not always certified as common issues. For oxample, in Martin the court refused

to certify a

1.

I thﬂ in

issue asking

caused

“weight gain, diabetes and/or m}n:ed metabolic disturbances”. The court’s first
concern was that the phrase “metabolic disturbances™ was unclear and not
cousmem]yused by the experts. The court also concluded that the general

lacked

v for the following reasons:
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232  Commaon Issue 1 is a ganeral causation questlon. This means that if it was
accepted as o common Issue, an individual trial would be required to determine If
Seroquel caused each class member to gain weight and/or develop diabetes. This
comman issue sfone would not determine liability,
233 The plaintiffs have offered no evidence to show that this issue s capable of
being in It s not ble to a single answer at this abstract
level. Asking in the abstract if Seroguel can cause waight galn and diabetes is only the
beginning of the inquiry. There I.s 8 problem with a general causation question when
there is no that ™ P ar id might be
ifici argon Ianq way to doing a0 Merck Frosst
Canada m-! v. Wuttunea, [2009] 5.3, No. 179 at para 144 (Sask. C.A.), leave to
appeal to 5.C.C. refused, [2008] 5.C.C.A. No. 512 (" Wuttunee®).
234  Adding to the difficulty |s the fact that this is not a case where the drug Iz
allaged to hava causad a unique harm. In contrast, Seroquel Is alleged to cause
weight gain end diabetes. Thesa are hwo conditions that are ubiguitous in society, The
evidence that has been provided shows that lhls general causation question s just the
beginning of the inguiry and that its upon findings
of fact with respect to each claimant,
238  The plaintilfs' expert, Dr. Wirshing, states that there is "great variability In tha
degree to which different populations of patients are affected by tha metabelic toxidty
of Seroqual.” When Dr. was he p further evidence
that there would be difficulty this Is-iLll In comman. He agread
that the population data shows that some patients taking Seroquel will galn weight,
some will lose weight and others will experience no welght change. As a result, the
population data will not assist In determining causation for the class and an individual
Inquiry is required.
236  In Dr, Barrett's report he also explains the inabifity to answer this comman
issue by ralying on the population data, It is clear from the following evidence that
this common issue cannot be sssessed in common. He states as foliows In section 5§ of

hig report:

o Population data Is useful In providing an understanding far the risk
factors thet lead to diabetes ond the relotive magnitude of each risk
factor, However, In determining whether or not Saroquel caused weight
gain or DM In an Individual patient it Is not sufficient to simply examine
population data. Population data cannot be transiated to the issue of
causation In the individual patient, This is underscored by the foct that
diabetes and obesity are both common disorders In the Canadian

in the abs of q

o In order to determine Individual causation the court does need to
appreciate as necessary background and context the population risk
factors described in the section on general causation. It Is then
necassary to ldentify alf of the dlubeuw rlsk foctors the individual has
and consider the of each dual risk factor by the

in arder to appreci the avarall rigk for that
Individual. Only then can one adt.lress whethaer ﬁmqml as a possible
single risk factor can In that
individual. This process requires unnlvsls of the m:drcal records,
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142 Further still, it is argued, the issue is also not susceptible to a single answer
at a more ehstract lml l‘or it must be mpnnhe.ly asked and answered across the
broad array of cardi und inal effects alleged by the plaintiffs
Clearly, the question of whether Vioxx "can" cause adverse cardiovascular
conditions is distinet from the question of whether it "can” cause adverse
gastrointestinal effects. Whether it can cause high blood pressure is different from

whether it can cause blood clotting.

143 Finally, the appellants argue that the resolution of the question conld not,
in any case, contribute substantially to any class member's claim of injury becanse
the question of individual causation would turn on many factors other than the
inherent properties of Vioxoo The sppellants argoe that "o class-wide”
determination of whether Vioxx "can” cause or exacerbate "cardiovascular
conditions” in the abstract would not alleviate in any significant respect o
particular class member's obligation to prove that Vioxx caused his or her

144  While Klebuc C.1. was faced with some of these same arguments, he relied
on the fact that similar arguments had been raiscd and rejected in other cluss
actions involving pharmaceutical drugs. To the argument that a general answer to
the question of whether Vioxx poses an increased risk of, for example, heart
attack or stroke does not go fur in "proving” that an individual's heart attack or
stroke was caused by his having taken Vioxx, other judges have pointed out that
legal proof need only be an the balance of probabilitics and that the certainty of
scmrt{r‘c proof is not required. Thus, compelling qndemmlomcu! or statistical

! might ha ient to establish individ or go a long way to
doing so. Morcover, it is not appropriate at th: certification stage to try to
nnticipate the extent to which the plaintiffs will succeed in relation to the common

issues.
145 1 the wide di of complaints to which this issue is addressed
was not idered below. In my tful view, this diversity is fatal to

consideration of this issue as a "common"” issue. Clearly it is not suscephible to a
single answer that would apply to the claims of all members of the class. Thus,
while it is congeivable that proof that Viexx signdficantly increased the risk of], for
example, high blood pressure, might support the claims of the induced or
ptirchaser subclasses (and 1 am by no means cerfain that it would), it would be
trrelevant to those who claim other Jated adverse ditions or injuries,

146 Wlli!e, in theory, this lack of commonality across the class could be
o subel {more refined ond dedailed, to be sure, than
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use and life ch that

peychlatric records, history of
are occurring in each individual,

237  The individuality of this issue Is also apparent from the evidence of Dr. Chusa.
He states at page 31 of his report as follows:
In order to determine whather a drug such as Seroquel caused a
specific "Heath Risk” to ocour in a particular Individual, an
understanding is required of the prevalence, nature, eticlogy, and
known or assoclated risk factors In the general population for each of
the specific "Heath Risks™.
With lhis undelstandlng. one would then nasd to consider the

5w including their risk factors for that
spacific "Ilnath Iunk' This will require @ comprehensive analysis by
specialists qualified In the medical fialds applicable to the particular
“Health Risk™, This will entall a raview for each individual of their full
medical history medication exp history, family
history and psychiatric hlsm. and other relevant factors including age,

ethnicity, lifestyle, and gender. This Information would be gbtained from
records, Where there is

madical and racords, and
natlon, further and/or physical

examination may be reguired,

@ Taking welght gain as an example, there is an epidemic of obasity In
Canada with weight gain being an increasing problem in all strata of the
general population, The population with mental lliness Is at greater risk
of weight gein and ohesity than the geraral population. Thus, a
recorded welght change in an individual patient treated with Seroguel
must be analyzed carefully taking into account the Individual's specific
risk factors and medical history in the context of the background
population risk.

238 When the evidence dealing with diabetes is considered the
Individuality of the issue remains and we are lad to the same conclusion;
there is no evidence that this Issue can be managed In commaon.

]

[59] This passage refers to the Saskatch Court of Appeal decision in Merck

Frosst Canada Ltd. v. Wuttunee, 2009 SKCA 43 (“Wuttunee"), where the court

rcﬁ:sed to oemt‘y the qucmon is lo whether medication could cause or exacerbate
ditions™. The concermn was that because of

the broad nature ofthe question a large numher of conditions might be included.
As a result the answer to the question would not assist any particular class member
in establishing their claim. The court rejected the idea that the problem could be
alleviated by establishing a mumber of subclasses. The court's analysis was as

fallows:
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those identified in the certification order), it is significant that no attempt was
made at the certification stage to do so, even though the class was divided into
subclusses at that stage. In fact, any realistic attempt to break the question down
into an array of distinct questions in a way that would apply to every claim
asserted shows how very complex the question is. The appellants do not
cxaggerate, in my view, when they assert that this issue would require the court to
determine and evaluate all of the offects that Vioxx may have on all of the
gastrointestinal and cardiovascular body systems. The answers would almost
necessarily vary from one sub-subelass complaint to another. This s o far cry, in
my respectful view, from the "limited differcntistion amongst class members"
envisaged in the suggestion, in Rumley, of the possibility of a "nuenced” answer,
‘where there might be variations in the answer to 2 common issue among class

members.

[60] In my view the plaintiffs” use of the phrase “adverse cardiovascular events”
is problematic. That term is not defined and not consistently used by the plaintiffs’

expert witnesses. Dr. Llpscombc usecs a variety of terms, some of which appear to
overlap in ing or are ble. These include cardiovascular “events”,

“outcomes” and “disease". She alsu refers to “ca:d:ac cvents" “cardm: lschmn

and “myocardial ischemic events™. Dr. Myers di
“side effects" and “harm”. He uses the terms “heart problems” and “heart dJsensc"

to describe conditions such as heart failure, angina, myocardial infarction and fluid
retention alleged to be caused by AVANDIA. His concluding opinion speaks fo
acdverse “cardiac”™ rather than “cardiovascular” events.

[61] The word “event” ething that happens at a particular point in
time such as & heart attack or stroke. Congestive heart failure develops gradually
and could hardly be categorized as an event. Drs. Lipscombe and Myers refer to a
range of problems including high blood pressure, angina and other types of heart
disease in their discussion of the human i lar system. Approving a
common issue that is based on adverse cardiovascular events leaves too much
uncertainty about what might be included. The range of potential problems the
plaintiffs might try to prove at the common trial is broad and not necessarily
limited to those identified by their expert witnesses to date,

[62] I agree with the analyses in the Martin and Wuttunee decisions and would
not certify a common issue including the phrase “adverse cardiovascular events”,

By removing those words and limiting the issue to heart failure, heart attack and
stroke, my concerns with respect to clarity and the lack of commonality would be

addressed
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[63] Itis clear from the expert evidence that heart failure, heart attack and stroke
raise different issues in relation to AVANDIA. Dr. Lipscombe describes heart
attack and stroke as ischemic events and di the risks iated with them
separately from non-ischemic risks such as congestive heart failure. Since 2001,
the product monograph for AVANDIA has included a discussion of risks related to
congestive heart failure however, there was no mention of heart attack until 2012
and stroke was never included. In my view common issue #1 should be divided
into three separate questions related to each of heart failure, heart attack and stroke.

[64] Subject to the above comments 1 would centify this common issue with the
madifications T have noted.

Conmon lssue #2 - [ the answer to (1) is ves, did any of the Defendants breach a

duty to warn the users af AVANDIA? If 50, when?

[65] In light of my direction that common issue #1 should be split into three
questions for each of the conditions identified, common issue #2 should be
similarly separated. The issues with respect to the duty to warn are distinct for
each ailment. For example, congestive heart failure, heart attack and stroke have
been treated quite differently in AVANDIA product monographs over the years.

[66] Although all of the monographs since 2001 have referred to heart failure as 2
risk, Dr. Lipscombe says that none of them contain adequate disclosure of the

problem.
[67] The product monographs have never specifically identified stroke as a risk
T ,

with AVANDIA, although Dr. Lip be is of the of the defi ts should
have identified this at least ten years ago. Heart attack was described as a risk in
2012 but not in 2001. Dr. Lipscombe expresses the opinion the heart attack nsk
was disclosed too late.

[68] In Martin the court concluded that the duty to warn could not proceed as a
common issue. The reason was because it could not be expressed as a single

question for the entire class, As the state of knowledge evolved, the duty to warn
evolved as well. There were different health risks identified, each of which would
ed

have their own potential waming. Similar the Saskatck Court of
Appeal to refuse to certify the duty to warn as a common issue in the Wurtunee

cHsSE,
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lar patient’s

well as the benefits of AVANDIA in the cu ofap
needs and susceptibilities.
[74] At the certification stage the burden on the plaintiff is to show that a

proposed common issue can be answered on a class-wide basis and that the result

will advance the individual claims of class members. In my view the intended
purpose of AVANDIA can be discerned from the product monograph as
interpreted by expert opinion. This is what Dr. Lipscombe does in her affidavit.
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[69] In this case there are three cardiovascular conditions which are alleged to be
exacerbated by AVANDIA. There was an evolving state of knowledge on the part
of the defendants and different warnings given at various points in time. Despite
this, I believe the duty to wam should be certified as a common issue. T would
adopt the reasoning of Cullity J. in Heward where he states:

90 A second objection that the first issue fails to take into account the evolution
of representations made by the defendants during the class period is not, in my
Judgment, fatal. The position of the plaintiffs - supported by the evidence of Dr
Chue - is that none of the representations sdequately warned class members of the
risks of which they had knowledge, or reasonably ought to have been aware. Ifn
eourt at trial found that later, but not earlier, wamings were adequate, a nuanced
response such as that referred to by McLachlin C.IL in Rumley, at parn 32, would

be possible.

[70] A similar view was expressed by the British Columbia Court of Appeal in
Bartram v. GlaxoSmithKiine Inc., 2013 BCCA 462 (see paras. 32-35).

[71] I am satisfied this common issue should be certified with the modification
that it separately address each of the three cardiovascular conditions in question.

mmon lysue #3 — Was AVANDIA defective or unfit for the purpese for which it
way intended and gzggnd,ﬂim_ﬁ bﬂcmed' mnuﬁacmred, mfd', .fmpgrzed,_

_' i L1 I WIS E . L ey o
ne or more of .l‘ke,l_)q ndanrs? J’{.m, in w.&a-‘ m_a:z M IWJ]A_M_M
defective or unfir?

[72] In his submissions counsel for the plaintiffs said this common issue is too

broadly stated and should be redrafted so it is limited to the particular
cardiovascular conditions which AVANDIA is alleged to cause. I agree, however

1 am not prepared to rewrite the proposed issue as I believe that is the
responsibility of plaintiffs’ counsel,

[73] Counsel for the defend Argues an of fitness cannot be done
outside of the context of an individual class member's claim. Ms. Thompson says
that in answering this question it will be necessary to consider the alleged risks as
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[77] The evidence filed by the plaintiffs on this certification motion identifies an
issue with respect to the alleged increased risks of heart failure, heart attack and
stroke resulting from the use of AVANDIA, The evidence also raises a question
about whether the defendants ad ly disclosed the nature and extent of those
risks. The plaintiffs have shown the basts for a common issue which examines
whether the product is unfit due to the potential risks outweighing the benefits.
There is no evidence of any other potential breach of a duty of care which could, or
should, be considered at the common issues trial.

[78] I am satisfied the alleged b hes of duty raised by the plaintiffs’

She also provides her opinion with respect to the cardiovascular risks of the
medication and the potential benefits. She comes to the conclusion the benefits do
not outweigh the risks and for this reason she no longer prescribes it for her
patients. In my view this evidence of Dr. Lipscombe is sufficicnt to cstablish some
basis in fact for the plaintiff’s position that the question of AVANDIA’s fitness for
use in treatment of Class 2 diabetes can be answered on a class-wide basis.
Certifying a common issue such as this does not mean the defendants Jose the
opportunity to argue at the common issues trial that a class-wide answer is not
possible. That hearing will involve significantly more evidence than is necessary

for certification.
[75] In principle, | am prepared to cenify a common issue on the question of

AVANDIAs fitness for purpose, however not on the terms proposed. The current
version of this common issue is too broadly stated and must be redrafted by

counsel for the plaintiffs,
h

Common Issue #4 — Did the Defendants breach a duty of care owed to class
mgmbxm by designing, developing, fabricating, mam{mr!ng‘ sa'!hg, imparting,
AVAND,

o uting, marketing or e placi
commerce in Canada?

[76] This proposed common issue is extremely broad and could apply to any
potential duty of care, It provides no guidance as to the evidence to be called or

the qu::sn on which needs to be answered at the common issues trial, In any

g action, whether a d fant b hed a duty of care is a crucial issue to
bc Jecided. In a class p ding, if breach of duty is to be a common issue, there
must be evidence to permit the certification judge to assess whether the question of

breach can be answered on a class-wide basis and will advance the individual
claims of class members,

certification evidence are adequately covered in the first three common issues and
there is no purpose to certifying this peneral question,

[79] Commeon issues should not be so broadly stated that they provide no
direction or limitation and pennit the plaintiffs to redefine the common trial under
the umbrella of & widely stated issue. The proper procedural route for a plaintiff’
who identifies a new common issue during the course of the litigation is to make a
motion for leave to amend the certification order to add the new issue based upon a
proper evidentiary record,

[80] For the above reasons [ am not prepared to centify this common issue as
proposed by plaintiffs’ counsel.

Cammn !ssue #5 - )’s eacJ‘! a{ the Dg{end'mrfs mﬂiﬁh in law for the acts or
: he other De ts in respect of the design,

_ewb}zmeuhfabﬂmf‘mﬂ. mﬂﬂxﬁm‘w&,;ﬂs’m r'?'mm’ dt:ﬂ'{bwwﬂ. andlor
marketing of AVANDIA in Canada?

i,

[81] Theq of whether the defendants are liable for the actions of each
other, and if so on what basis, does not require any consideration of the
circumstances of individual class members. Tt can readily be decided on a class-
wide basis. The answer will assist the individual class members becanse it will
determine whether either or both of the defendants are responsible for any d
which might be awarded. 1 will certify this common issue as proposed by the
plaintiffs,
Comm mlmdﬁ_ﬂy VM"&&L&&MWWW&M
e account to any of the Classes,
1 claims, for any part of the

including gmwm_:_uiiﬂ_ rers M{dx v subm_ga__
promles of the sale af AVANDIA? If so
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such accounting to be made? Or, in the alternative, (b) such that a constructive

frust s fo be imposed on any part of the gross revenue from the sale of AVANDIA

for the benefit of the Classes, including the provincial insurers which have
rogated claims, and, i whart amount, arel re siech

[82] This proposed common jssue seeks a remedy in restitution. There is
considerable judicial debate as to whether waiver of tort requires proof of

Joing before comp ion can be fed. A useful discussion of this
issue is found in the Supreme Court of Canada decision in Pro-Sys Consultanis
Lrd. v. Microsoft Corporation, 2013 SCC 57, at paras. 93-97,

[83] Claims for restitutionary remedies based upon unjust enrichment require a
determination of whether the defendants were enriched to the deprivation of the
plaintiffs, and if so, to what extent. In the circumstances of this class proceeding
the calculation ofejlnchml and depnvauun would be a massive undertaking. It
would | records over a period in excess of fifteen
years which would have to hc interpreted by expert witnesses. It is obvious to me
that the availability of a restitutionary remedy such as proposed by this common
issue is very much a live question. Rather than burden the common issues trial
with the additional complexities arising out of the quantification issues I believe
the most efficient approach is to ask the general question as to whether relief based
on unjust enrichment or waiver of tort is even available to class members,

S

[84] In my view, this common issue should be ded to any
to quantification. This is consistent with the approach in the Goodridge and Parker
cases as well as the Ontario Divisional Court in Peter v. Medtvonic, Inc.; Robinson
v Medtronic, Inc., 2010 ONSC 3777 (“Medtronic™). In that case the court upheld

a decision to bifurcate the issues of entitlement and quantification for the waiver of

tort claim for the following reasons:

[85]
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from the amonnt of an ICGO\JIIIIH.B or disgorgement unams from the waiver of tort
claim. In my view, he tuded there is a key threshold issue to be
determined in relation to waiver of tort - namely, when is it that there has been a
breach of a legal obligation giving rise to 2 claim to compensation in waiver of

fort.

29 There is no merit to the app that bi ion will deprive
the eourt of the full factual vecord neudql to determine the waiver of tort claim,
Ghmn the facts of this case and the pleading, there is no need for extensive

1} f the finaneial i ion sought at this stage of the proceeding.

30 The motion judge also concluded that the appellants would be unable to
make an informed decision whether to elect a disporpement remedy without the
ahility to the value of d Such damages can only be

determined in this case after mdmdual trials on cnumm and hability.

31 The lppd]nnls have mm nrsumm:s that IIW time frame for the proceeding
will he | i the of class hers because of
their age and state ofh!ald: However, the motion judge concluded that
bifurcation will advance the trial process while the discovery relating to
quantification would delzy the process. In effect, the appellants ask this court to
weigh the factors in favour of und against bifurcation and substitute our decision.
‘That is not our task on this appeal.

32 The decision of the motion judpe was a reasonahle one, based on a
consideration of the factors in Westjet, as applied 1o the facts and pleadings in this
case, Moreover, the motion judge made a finding that there would be serious
prejudice to the respondents if discovery were not divided, given the potential
impact on the respondents’ itive position. The appellants have not
established any palpable and overriding eror in the finding made by the motion

If the issues trial decides that a restitutionary remedy is available to

27  Inexercising his discretion pursuant fo 8. 12 of the CPA, the mllnnjndge is
required to keep in mind the underlying policy objectives of that Act, including
expeditious access 1o justice m:tjudma{ e.l'ﬁclen:_v Here, the motion judge noted
that class p fings are ink and concluded that it would be
more c.l'ﬁc.lcnt, uped:lmus and less costly to bifurcate the liability and
quantification issues relating to waiver of tort.

28 In coming to his decision, he applied the factors from Westjet, supra, He
concluded that entitlement to elect waiver of tort is independent and severable
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these matters can be addressed within the broad authority of the trial judge
following the initial decision on this common issue.

[86] With the necessary redrafiing to remove reference to quantification of any
restitutionary remedy I will certify this common issue.

@MM&MMMW the medical costs
and treatment of adverse cardiovascular

Cili in the i 5 a
events caused by raking A inDM?
Common [ssue #8 — dre Class Members entitled fo recover as damages an amount
equal to the purchase price of AV VAM&MMME&[
AVANDIA? Ifso, why and in what amount?

[87] In my view, these commoan issues raise questions of individual damages.
The plaintiffs have provided no evidence to show these questions can be decided
on a class-wide basis.

[88] Itis a pre-condition to recovery of damages that a plaintiff prove that
AVANDIA has caused them to suffer congestive heart failure, heart attack or
stroke. That is so whether the elaim is for pain and suffering or the costs described
in these proposed common issues.

[89] As with the restitutionary claims, the common issues judge has the ability to
craft appropriate procedures for individual damage assessment if the plaintiffs
succeed at the first stage. If any d issues lend th Ives to reselution on a
common basis across a class or subcelass the judge could make the determination at

that time.

the plaintiffs the quantification may raise a number of questions requiring
individual consideration. These include whether there must be an election to take
restitution in lieu of " D ding on their different
circumstances some plaintiffs may be entitled to ‘restitution and others not. These
issues may lend themselves to determination in individual assessments or as further
common issues across the main class or new subclasses. The resolution of all of
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(a) monetary reliof is claimed on behalf of some or all class or subelass
members;

(b) no questions of fact or law other than these relating to the assessment
«of monetary refief remain o be ined in order to establish the amount of the
defendant's monetary liability; and

(<) the wbe or a part of the defendant’s lisbility to some or all class or
subelass members can, in the opinian of the court, reasonably be determined
without proof by individual class or subclass members,

(2) Before making an order under subsection (1), the court shall provide
the with an opp ity to make submizsions to the court in respect of

any matter relating to the proposed order including, without limiting the
generality of the foregoing,

() submiesions that contest the merits or amount of an award under that
subsection; and

() submissions that individual proof of monetary relief is required due o
the individual pature of the relicf.

(3) Before making an order under subsection (1), the court may penmit the
admission of additional evidence that, in the opinion of the court, is relevant in the

circumstances.

Common Issue #9- Can damages of Class Members be determined, in whole or in
is? _If so, who showuld pav what amoynt, to whom and

o an regarte

why?

[90] Aggregate monetary awards are dealt with in 5. 32 of the At which reads as

follows:

32 (1) Once a defendant bas been found lisble, the court may make an order for
n aggregate monetary award in respect of all or any pert of a defendant’s liability
to class or subclass members and may give judgment accordingly if

[91] This section makes it clear that the question of aggregate damages can only
be made following a finding of liability and after hearing further submissions from
the defendant. The court may also decide to permit the admission of additional
evidence. Inmy view, it is premature to consider certifying aggregate damages as
a common issue at this stage. The question of an aggregate award may be raised
following a finding of liability whether or not it is included in the initial
certification order.

[92] Twill not certify this common issue as proposed by the plaintiffs.
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on lesue #1 f] or more of the mitive damages?
e be asye aggres in what t and
how. .rkgm’g punitive drrgmgm_m&m
[93] Punitive damages are Jed to reflect duct on the part of a

defendant. In order to make such an award the court must first find the defendant
liable to the plaintiff on the basis of a cause of action asserted in the statement of
claim. The qunnuﬂcsuon of punitive damagcs cannot be done without knowing
what comp y ges have been d and to whom.

[94] Pumtw: damages have been or:m.ﬁnd as a common issue in class

each case is decided on its own facts. Here the defendants
will not be Irab!e to the plaintiffs until proof of individual loss following the
commaon issues trial, The trial judge will not have the necessary mdmoe 1o decide

either liability or quantum of punitive d 1 end foll
from the divisional court in Medtronic, upholdlng the trial judge’s mﬁ:.snl to certify

punitive damages as a common issue:

37 The motion judge repsonably held that a trial judge would be unable to
ationally and appropriately consider punitive damages without knowing the
amount of compensatory damages as well as the degree of misconduct, the harm
caused, and the ility of other dies. This is i with what the
Supreme Court said shove at para. 94 of its reasons, a3 well as at para. 123 Tn this
claas proceeding, causation, liability and the of ¥
will not be d:mdned st the cominon issues trial. Therefore, the lmuunJudse

d that entith to punitive damages cannot be ut

the common issues trial,

38 Counsel for the appeilants asserts that the present decision departs from a
large mimber of cases in which entitlement to punitive damages has been included
in the common issues, arguing that this case is having a "profound mmpact” on
class p it is app that each case tums on its own facts. In
McKenna v, Gammon Gold Inc,, [2010] O.J. No. 1057, 2010 CarswellOnt 1460
(8.€.1.), the issue of punitive damages was beld to be & common issue, while in
Ramdath v. George Brown College of .&pphcd Arrs & Technology, [2010] O.1.
No. 1411 (S.C.1), as not ssue, In
contrast, in Anderson v. St Jndc Mndlr-a! Inc., [L‘DID] 0.J. No. B (S.C.1.), the trial
judge oldemd blf\mnm of the issues t)fluhllll:-I fior and qmllflcahan of

the following comman issue is to be determined in

|I|e common issues trial: "Does the defmdanls‘ conduct merit an award of punitive

damages?"
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[98]  Section 7(1)(d) of the Act requires the plaintiffs to satisfy the court that a
class proceeding would be the preferable procedure for the fair and efficient

resolution of the dispute. Section 7(2} sets out certain mandatory considerations,

Tt reads as follows:

(2) In determining whether a class proceeding would be the preferable procedure
for the fair and efficient resolution of the dispute, the court shall consider

(a) whether questions of fact or law 1o the class
inate aver any i ffccting anly individual members;

(b) whether a significant number of the class members have a valid
i tho ion of separate p di

interest in

() whether the class proceeding would involve claims or defences that are
or have been the subject of any other proceedings;

(d) whether other means of resolving the claims are lesy practical or less
efficient;

(€) whether the administration of the class proceeding would create greater
difficulties than those likely to be experienced if relief were sought by other
means; and

() any other matter the court considers relevant.
[99] The analysis with respect to the preferable procedure must take place

through the lens of the three primary objectives of class proceedings, namely,
judicial economy, access to justice and behaviour modification.

[100] In assessing the issues of faimess and efficiency it is necessary o consider

how the claims of class members will be advanced. In cases where there are too
many issues which are not common to the entire class the proceeding becomes
ble and the p bility criteria is not met. This was the situation in

Martin and Wuttunee.

Page 34

39 Tnote that Chicf Justice McLachlin in Rumley v. British Columbia, [2001] 3
5.C.R. 184 observed that "the appwpuatmm and amount of punitive damages

will not always be hle to asa issue” (at pars. 34). In
that case, Hubility was based on all of iy Therefore, the
issue of punitive damages was a fssue.

40 In the prescat case, liability to class in
will not be determined until the trials to detenmine the individual issues. The
motion judge correctly applied the principles from Whiten when he concluded
that entitl to plmitivu danages could not be d ined until after the
individual trials to d s i End“lﬂ Ll ﬂf

damages. Therefore, he made no error in pnnuptc in rejecting wnitwe :ianmgcs

a3 @ COMIMON issue,

[95] The Whiten principles referved to in this passage were recently applied by
the Nova Seotia Court of Appeal in Industrial Alliance Insurance and Financial
Services Ine. v. Brine, 2015 NSCA 104. This decision confirms my conclusion
that neither entitlement to nor quantification of punitive damages can be
determined until after a finding of liability and assessment of individual harm.

57
it has been determined whether there will be a monetary award, on what basis, g.nd

to whom., This will be decided once individual class members have proven their
damagm For_t!:us reason these proposed common issues should not be certified

[96] 1 will not certify punitive damages as a common issue in this case.

e #11 — Should the Defendants, or any of them, pay prejudement and
ey al it rate, and should the interest

m : nd -’u.‘emt"

Common [ssue #12 — Should the Defendants (it then, pav o
administerin, am’df tributing any monetary fudgmen af

determining eligibilii

r the individual i;
. why, in wha, nt and to what extent?

These two common issucs represent matters which can only be decided once

at the issues trial.

Preferable Procedure
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[101] 1 am satisfied the revised common issues can be managed and decided in a
common issues trial. Based upon the certification record and the defendants’
response, it appears the questions with respect to the alleged risks associated with
AVANDIA can be addressed through expert testimony. The issue of what risks
should have been dnscl'oacd and whm will also invalve expert evidence and inquiry
into the defendants’ state of knowledge during the period when the medication was
marketed and distributed in Canada. 'l'.hcsc issues, as well, lend themselves to
resolution in a common trial.

[102] The defendants’ opposition to certification is premised on the argument that
the determination of cardiovascular risk will not significantly advance the claims
of class members because individual proof of causation is needed. They also argue
that such proof is virtually impossible to obtain b AVANDIA recipients are
at inherently higher risk of cardiovascular ec ise. The cross: inaticns of
the plaintiffs’ experts include comments suggesting that individual causation may
be very difficult to prove. Problems with ion will exist whether class
members pursue individual law suits or a class proceeding. As a result, it should
not be a basis on which certification is refused. Even if the common issue trial is
relatively short and the individual proof of damage extensive, that does not mean
there is no efficiency to be gained by an answer in common to the questions of
risk, breach of duty, joint liability and restitution.

[103] The advantage to a class p ding is the ability of the court to craft an
effective process for resolution of individual claims (if needed) once the common
issues are determined. Tt allows the patues aru:l the court to be creative in

max effi v without comy legal requi for
proof of liability and dnmag:s

[104] Iam satisfied the class proceeding proposed in this case a fair,

efficient and manageable method for advancing the claims of class mermbers.
Despite reaching this conclusion, 1 should still consider whether there are any { other

alternatives which would be preferable. The defend suggest ca
individual actions with 1 y and di i trials. In my view this

suggestion does not come close to overriding the preferability of a class
proceeding.

[105] With case-managed mdl\fldua| achcms all claimants would have to start
and make discl idual medical records. Unless orders

were issued severing liability from damages, the plaintiffs would have to prove all
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aspects of their damages including individual causation and quantification as well
uduhﬂsﬁsfonp!mmm Wﬂhwluspmoeedlng,mwmndmb*be

y if the matter continued to individual damage assessments following
success by the plaintiffs at the common issues trial.
[106] With individual actions there would be claims in various jurisdictions which
would be subject to different rules of conrt. There could not be a common case
mamgenmﬂudse,mrwuldmypnrﬂmoﬂheﬂmhmhshcaﬂy!nwlw

ning the

common testimony. Although I have no i
plaintiffs it is easy to envision that it mldhemnydm of people.

potential
There is a cost to the parties and the court in administering that number of separate

[107] Tam satisfied the plaintiffs have established the preferability criterion for
n.

[108] Section 7(1)(e) requires a ative party who would fairly and
adequately the interests of the class, does not have a conflicting i

and presents a workable litigation plan.

[109] Here there are two proposed classes and therefore two representatives. Each
has filed an affidavit providing information about their personal circumstances
which would bring them within the scope of the elass definition. They agree to act
as representative plaintiffs and acknowledge the responsibilities which they have
accepted. naymﬁmmmmofmpuimdwmsdmd that they have no
conflict of interest. These affidavits satisfy the basic requirements of the der.

[110] The litigation plan provided as part of the motion record is very general in
nature. In some respects it will have to be amended in light of my decision with
respect to the common issues, It was not addressed to any extent in counsels’
submissions at the certification hearing. If certification is granted I would expect
to receive a revised litigation plan and hear further submissions from counsel
before finalizing that document.

Caonclusion
[111] As is apparent from this decision I will not grant the certification order based
upon the motion record before me, The plaintiffs may be able to remedy the
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problems which I have identified and, in the interests of fairess, I have concluded
that [ should give them an opportunity to do 0. I will permit them to supplement
the evidence related to the criterion of two or more class members required by s.
(1)) of the Aet and to file a revised list of common issues.

[112] The plaintiffs will also bopemmed to file further written submissions
limited to the new evid and revised issues., Once they have done so,
the defendants may file evidence and submissions in response. I will give my final
decision on the certification motion based upon the written materials, without a
further hearing.

[113] The plaintiffs’ additional mmam]smuutbeﬁledwiﬂunﬁﬂlwdﬂdlysnf
the date of this decision and the defendants within a further 20 days

thereafier. 7
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By the Court:

[1]  On January 15, 2016, [ issued my decision on the certification motion in this
proceeding (2016 NSSC 18). In it [ noted certain deficiencies in the plaintiffs’
evidence with respect to the certification criteria requiring an identifiable class of
two or more persons. Rather than dismiss the motion I granted the plaintiffs leave to

file supplemental evidence on this issue.

[2] In my January decision I also invited the plaintiffs to redraft their list of
common issues to reflect my concerns with respect to what had been initially

proposed.

[3] Counsel for the plaintiffs filed a revised list of common issues as well as five
affidavits. There were two affidavits from individuals who were prescribed Avandia
and wished to pursue their claims against the defendants in this proposed class
proceeding. There were two additional affidavits from spouses of deceased
individuals who had been prescribed Avandia and wished to have their claims
against the defendants litigated in this proceeding. All four of the affidavits included
statements that the individuals who were prescribed and took Avandia were
diagnosed with congestive heart failure, heart attack, or stroke,

[4] The fifth affidavit filed by counsel for the plaintiffs was from Richard
Crossman, a paralegal employed with the plaintiffs’ law firm. It indicated that Mr.
Crossman had provided questionnaires to potential class members who had
expressed an interest in pursuing the class action and that 71 completed forms were

received.

[5] The defendants objected to all of the affidavits. The complaint about the four
potential class members was the to suffering ive heart failure, heart
attack, or stroke, which evidence was said to be irrelevant and prejudicial. [ agree
with the defendants. The proposed classes are limited to persons who purchased and
ingested the drug Avandia and families of deceased class members. The class
definition makes no reference to suffering heart failure, heart attack, or stroke and,
therefore, such allegations are irrelevant to the question of certification. I ignored
this evidence for purposes of this supplemental decision. [ do not think it is necessary
to formally strike out the portions of the affidavits containing the offending

comments.
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[11] 1had concluded that entitlement and quantification of these claims should be
dealt with separately and only entitlement should be considered as a common issue,
The defendants’ complaint is that the reformatted common issue does not go far
enough because it continues 1o raise matters of quantification as well as specific
remedies for class members, They argue that the common issue should read as

follows:

Are the class members entitled to relief based on unjust enrichment or wavier of

tort in the eircumstances of this case?
[12] In my view the plaintiffs’ revised common issue does not raise any issue of
quantification and addresses my concerns with respect to the complexities of that
question. Their proposal addresses two potential remedies and therefor is more
focused than the general question suggested by the defendants. In my view it is the

preferable approach to the issue.
iental evidence and submissions of both parties

[13] Having considered the suppl
I am prepared to certify this proceeding as a class proceeding based upon the

plaintiffs’ revised list of common issues. As indicated in paragraph 110 in my initial
certification decision, | expect to receive a revised litigation plan from the plaintiffs
and will accept further submissions from counsel if there is any dispute with respect

to that document.

/&/// o
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[6] The objection to Mr. C 's affidavit is that it does not address the
question of whether there are two or more members of each class who wish to have
their claims resolved through the mechanism of a class proceeding. Once again, 1
agree with the defendants and have ignored Mr. Crossman’s affidavit in its entirety.

[7]  The only remaining objection by the defendants is that none of the four
affidavits say that the individuals actually purchased Avandia, which is how the
proposed class is defined. In each case, the affidavit states that Avandia was
prescribed and taken. The defendants go on to suggest that the class should be
redefined to refer to persons who have “been prescribed and ingested Avandia”, This
was not part of the defendants’ submissions on the original centification motion and
1 will not entertain this new argument al this stage,

[8] | am satisfied that the evidence provided by the plaintiffs remedies the
deficiencies noted in the initial certification decision and they have provided some
evidence to establish the existence of two or more members of each class. I will
leave it to counsel to discuss whether to adopt the proposed change in definition
suggested by defence counsel as part of the process of finalizing the form of order.
dep ts produce dical

[9] The defendants requested an order that the
histories in support of the allegations that they have suffered cardiovascular

problems. No formal motion was made and, as I have already indicated, this
evidence is irrelevant with respect to certification and so there is no reason to order

its production.

[10] As part of their submissions the plaintiffs provided a revised common issues
list addressing comments made in my initial certification decision. The only
objection from the defendants was with respect to the new common issue five which

reads as follows:
5. By virtue of unjust enrichment and/or waiver of tort, are the Defendants liable

on a restitutionary basis:
(1) to account to any of the Classes, including provincial insurers which
have subrogated claims, for any part of the proceeds of the sale of
AVANDIA? Or, in the altemative,
(b) such that a constructive trust is to be imposed on any part of the pross
revenue from the sale of AVANDIA for the benefit of the Classes, including
the provincial insurers which have subrogated claims?
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2016 HALIFAX, N.S. The grounds of appeal are:
' C'AND"SS?OE = . " )
NOVA SCOTIA COURT OF APPEAL 1 . Inc. and are in @ class p
certified by the Honourable Justice Woed with respect to the pharmaseww pmdur:t
Avandia, a drug used in the treatment of diabstes. Having diabetes increases a person’s
risk of heart disease and stroke.

Batween:
2, In order for @ case to be cerified as a class . the judge determining the
motion must find that the statitory criteria for certification are met. In the circumstances
of a class action based in negligence, there must be a rational relationship among the
Appsailants essonttal elements of harm and , class ition and the issues
proposed. There must be an objectively identifiable class of two or more persons with
common complaints, as well as a rational connection between a proper class definition

and the proposed comman Issues.
In the case at bar, the requisite threshold for cartification s not met. As detalled below,
in ifying a class

GLAXOSMITHKLINE INC. and GLAXOSMITHKLINE LLC

-and-
3.
the Leamed C Judge BITOrE
- proceeding pursuant to section 7(1) of the Class Proceadings Acl, SNS 2007, c. 28 (the
ALBERT CARL SWEETLAND and MARY PATRICIA “Aef).
ADDICOTT-ANDREWS
Respondenis Identifiable Class
4, In the case at bar, the Leamed Chambers Judge cerfified identifiable classes, pursuant
to section 7(1){b} of the Act, as follows:
NOTICE OF APPLICATION FOR LEAVE TO APPEAL AND (a) Al persons in Canada, including their estates, who were prescribed and ingested
NOTICE OF APPEAL (INTERLOCUTORY) Avandia (the “Primary Class’); and
()  The spouses (including commaon-law spouses and same-sex spouses), children,
parents, and siblings of deceased members of the
To:  The Respondents P:Imary Class (the *Family Class®)
ofo Raymond F. Wagner, O.C.
Wagners 5. The Leamed Chambers Judge erred in cerfifying classes that Include persons with no
3rd Floor - 1869 Upper Water Streat claim in negligence against the defendants. The Primary Class definition includes those
Halifax, NS B3J 2v2 whao were helped, not harmed, by taking Avandia and who therefore can have no cause
of action against the defendants as well as those who developed heart disease and
siroke as a resull of the expected progression of the disease.
Appallants appeal The proposed Primary Class and Its related FBI'I'II|:|' Class are impermissibly broad. The
for an between the class and the alleged
e e i, ool Wl eqpsl Ean e Cemitiion order claims Is not met when the class contains those who have benefitted from taking the
i 9 cou drug, Moreover, the class definition fails to meet the requirement of the Supreme Court
of Canada in Sun-Rype P.\'Dm Lm‘ v Amhn.romhl's Micland Company, 2013 SCC 58
of an obj) means of self- of ip in the class,

dated D b
number Hfx No. 315567 and granted by the Honourable Justice Michael J. Wood.

Order or decision appealed from
The Order was made on December 7, 2016, It was made al Hallfax, Nova Scotia,
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The Learmad Chambers Judge compounded this error b;f failing to addr_nss that !hs

18.  The Leamned Cl Judge
raprasantative plaintiffs could !alﬁy and adequa!siy represent the interests of the class,

20. Al first instance, the representative plaintiff falled to provide evidence of "two or more”
members of the identifiable ciass. This fallure showed deficiency at a fundamental level
with respect fo the adequacy of the representative plaintiffs.

21 By bifurcating the hearing, allowing the filing of additional evidence for which no “festing
was permitted and then, by providing further Reasons on the criteria of identifiable class,
the Learned Chambers Judge commitied further reviewable error.

22, The Leamned Chambers Judge ered by directing how that fundamental flaw should be
remedied rather than by finding that, six years affer the kibgation had been commencad
In Nava Scotia, the representative plaintiffs had falled to put forward “some basis in fact”
of an identifiable class. Rather than ining how this I on the
adequacy of the represeniative plaintiffs in acting in the interests of the class, the

Leamed Chambers Judge resef the evidence. Without the oppertunity fo test this
ination, the of the rep ive plaintiffs on the

through
point in Issue was left unexplored.
The combination of these events has led to reviewable errors on the part of the Leamed

23,
Chambers Judge.

-3-
Common Issues (Negligence) 10, L
guestion of causation for the class was incapable of resolution and that, while causation
7. The Learned Chambers Judge certified common Issues for determination in this class may ground an aclion in negligence, a mere associalion between two events cannot.
proceeding, the resclution of which will bind the Class Members, as follows:
11 The Leamned Chamncrs Judge thereby nrrad by ifying individ issues a5
1. (a) Can AVANDIA cause or contribute to heart fallure? If so, what is the issues and by issues n pp! i by the af
magnitude of this increased risk? avidence required by seuuun T{1)(c) of the A-cl‘and the Supreme Court of Canada.
(b} Can AVANDIA cause or contribute to heart attacks? If so, what is the 12, The cumulative effect of these errors was fo cerify an overly broad class that contains
magnitude of this increased risk? members, who.
(c) Can AVANDIA cause or contribute to strokes? If so, what is the magnitude of (a) have no cause of action against the defendants,
Ihis increased risk?
{b) have failed to establish an evidentiary basis for thelr interest in resclution of the
2, (&) If the answer to (1){a) is yes, did any of the Defendants breach a duty to wam common issues; and
the users of AVANDIA abaut the risk of heart failure? If so, when?
fc) have failed lo produce the requisiie “credible or plausible methedology” for
{b) If the answer fo (1){b) is yes, did any of the Defendants breach a duty to proving causation In this litigation.
warn the users of AVANDIA about the risk of heart attack? If so, when?
Common Issues (Enferprise Liabifity)
() If the answer to (1){c) is yes, did any of the Defendants breach a duty to wam
the users of AVANDIA about the risk of stroke? If s0, when? 13. The Learnad Chambers Judge also certified "enterprise lability” as common issue 4, as
below. In sa doing, he committed a reviewable eror,
- B (a) If the answear Iu {1)[9} is yos, was AVA.NDIA del‘m:h‘we or unfit for the purpose
for which It was I and d 4, Is each of the Defendants responsibie in law for the acts or omissions of either
sold, imported, di iy ise placed into the stream ol' one or both of the other Defendants in respect of the design, development,
commerce in Ganada by one or more ut I:he Defendants, due fo the risk of heart fabrication, manufacture, sale, import, distribution, andfor marketing of AVANDIA
failure? in Canada?
{B) Ifthe answer to (1)(b) is yea was AVANDIA de[eclwu ar unfit for the purpnoe 14, The Leamed Chambers Judge parmitted the plaintiffs to “lump together” the defendants
for which it was F as one entity. In endorsing this as a common issue, the Leamed Chambers Judge
sald, imported, distribute i or olherwise placed into the stream uf cumrmﬂec! a reviewable error. He failed to hoid the plaintiffs to the required evidentiary
commerce in Canada by one or more of the Defendants, due to the risk of heart the i to lead that the ware either a shield or
attack? an alter ega of ane another for a fraudulent or Improper purpose. In so doing, he failed to
apply the requirement that the plaintiffs show "some basis in fact” In seeking certification
(e} If the answer to (1){c) Is yes, was AVANDIA defective or unfit for the  purpose of this common Issue.
for which it was | i an ig
sold, | d, t rketed or otherwise placed Into the stream of Common Issues (Unjust EnrichmentWaiver of Tort)
commerce in Canada by one or more of the Defendants, due to the risk of
stroke? 15 Lastly, the Leamed Chambers Judge certifled “unjust enrichment and/or waiver of tort”
as comman issug 5, as below. In so doing, he committed a reviewable emor
8 The Learned C Judge iewable eors by linking the proposed
commen issues to specific harm-based findings (heart fallure, heart attack and stroke) & By virtue of unjust enrichment andfor waiver of forf, are the Defendants liable on
without enunciating how the answer o these common issues could be applied to the a reslitutionary basis;
Pri i “all . i
M:lﬂ:rﬂ:'.(;laas aomptiond. 91w perecrie ¥ wore: preeciibed and rgesied {a} to account to any of the Classes, including provincial insurers which have
subrogaled claims, for any part of the proceeds of the sale of AVANDIA? Or, in
g, The Leamed C Judge further errors by failing to require the altarmnative,
that the plaintiffs demanstrate the existence of a “credible or plausible” methodology for
praving causation on a class-wide basis as discussed by the Supreme Court of Canada
In Pro-Sys G v Car ion, 2013 SCC 57
JRa -B-
(b) such that a constructive trust is to be Imposed on any part of the gross 24, Such further and other grounds as counsel may advise and this Honourable Court may
revenue from the sale of AVANDIA for the benefit of the Classes, including the permit.
provincial Insurers which have subrogated claims?
16.  The Leamed Chamhers Judge urnad in cerifying Common lssus 5 insofar as the Autherity for appeal
fonary reisf should have been addressed at 1. Section 7{1) and (2) of the Class Froceedings Act.
the certification slsgs It was in lhe interests of the judiciary and all parties that the
matter be ruled on directly at the earfy stage of the litigation. 2. Section 39 of the Class Proceedings Act.
Preferable Procedurs 3 Sections 38 — 40 of the Judicature Act, RSNS 1989, c. 240, as am.
17 Having regard 'ur the above-described required refationship among the cause of action 4. Rule 90 of the Nova Scotia Givil Procedurs Rulss,
e class i and the issues certified, the Learned
" Judue i errors in that a class proceeding 5, Sun-Rype Products Lid. v Archer Daniels Midiand Company, 2013 SCC 58
would be the preferable procedure for the fair and efficient msuﬂuﬂon of the dispute, as
required by section 7(1)(d) of the Act. The individ yto 6 Pro-Sys G v M it G ion, 2013 SCC 57
the resolution of each class member's claim will dominate the Imgahun
18. Section 7(2) of the Acl describes the cuchlafaana tha! the Gu‘url miust weigh _wmn Order Requested
Scdrossiy wieilier o Glaee e qum:n‘,",w ot faw commn o o ol The Appellants say that the Court of Appeal should allow the appeal and that the Carfication
i Order appealed from should be reversed so lo: (a) dismiss the Respondents’ motion for
predominate over any g affecting ondy i ", By failing to provide . 4 : I thelr caats on the
necessary analysis of how this criteria was apphied to the gap between the Primary certification of this action as a class proceeding; and (b) grant the Appellants
Class, as defined, and the Commaon [ssues in the Learned C Judge motion below. The Appeliants also seek an award of costs on the appeal.
erred in his interpretation of mandatory criteria, creating a reversible error.
Representative Plaintitfs Mation for Date and Directions
I The application for leave to appeal (and if leave is granted, the appeal itself) will be heard on a
ermors in finding that the putative date to be set by a judge. The Appellants will ask a judge of the Court of Appeal to set the date
and give directions for hearing of the application for leave o appeal on Thursday, January 12,

2017 at 10:00 a.m. at The Law Courts, 1815 Upper Water Street, Halifax, Nova Scolla. You
have the right to be present or represented by counsel. If you are nol present or represented,

the judge may proceed wilhout you,

Contact information
the ing address:

The /

Stewart McKelvey
Barristers & Solicitors

Suite 900 - Purdy's Wharf Tower One
1959 Upper Water Street

Halifax, NS B3J 3N2

Documents delivered fo this address will be considered received by the Appellants on dalivery.

Furiher contact information is available to each party through the Prathonatary.

Signatura
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'GOWLING WLG (Canada) LLP
Barristers & Solicilors

1 First Ganadian Place

100 King Streat West, Suite 1600
Toronto, ON M5X 1G5

Mary M. Thomson (LSUC #23275L)
Telephone: 4166624544
Facsimile:  416.862.7661

Counsel for the Appellants
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Barisiers & Solicitors

Suite 800 - Purdy's Whar Tower One
1850 Upper Water Streat

Halifax, NS B3J 3N2

JEMNIFER L TAYLOR
Seott R. Campbell A Bairiatar af the Supreme
Telgphone:  902.420.3383 ‘Caurt of Wowa Seotia
Facsimile:  902.420.1417

Counsel for the Appellants

| cartify that this Notice of Application for Leave to Appaal and Notice of Appeal (Interlocutary)
was filad with the Court on December 22nd, 2018
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s for e Sty s’ nad @ hear afince bafors she ook Avande and
mnoihar heai SecK B e Bge of T4, e yiars SR sbe wIDDped tiing Avanda
M Aodhcofts disbetes was poody conbroled She had sfleled fom mruilple

dnaieet ond comghzabon for yaars "
(B The Modion and Decisions Balow

The Jenwavy 15, 318 Decision
#0. The moban for certdsation of ki sctin came balons the Crarmcers Judgs hvice

T i T & D B0 e Al of Howtrs Theoccns MCIREEn [Aopesl Boos. volume 1. Tab 28]
* el of Dr. Brien Gooer! of parmn 58-58 [Appeal Book, Vohume 3 Ted 4]
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e patseet and Fas or har physizien, AR drogs carmy riskn and pieental sivarss offects.
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polantial vak of Phy relay regarding
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Avandis Wik apprtved by Hesith Canads on March 31, 3000 (apptoval for Avandamal
vals neceked on February 13, 3003 and Avandary! on Dclober 31, 2004). Tha prodct
enonogruph for Avandia has bean revsed fom Bme to e to reflect new sciontSic data
kezid tha g, includieg changi = the Angeianiy’ krowindgn of the product s ik and
tarafity

In 2007, an sileged “signal” of increased risk of heart attack wih Avandie was rased in
ihe madicsl Harstuen. A insnarchar ieviesd ahtl reedrind on B number of rmoslly shon-
e i not Gesigred t0 asaess Bhe nak of feerl altack  Aflet publcaton of he study,
Higaton smd reguislory e began  Further sudy wes recommanded snd compiabed
N conciuded Mal there la no sevated fsk of hear afisch of clher masr sdvene

i tha fesd mstance, the CF w Judga il Thiy

ang foaendl @i todoes,
wilh rekpact 1o (ha Criena S canvhcaton found m e T(1) of the Chass Procoedings Al

Caune of sction: Priat 1o the menon for certficetion, B Apsefiants conceded (hat he
pieacings discicsnd causes of acton in negigent design, developmant and iestng, and
nagigenl dulnbuton sl maraling

(8]  Fegardng the plaading of “wabes of hort', e Chambers Judge agread with the
Bppmdch inken i Hewan v B Lily & Co.* and permiles waivar of lorl 10 proceed
a8 2 cause of neSion. He concuded: *| am not prepored b dismiss the poasiblty
ol comiarmation baed vpon wanves of lon ol the stege. Hor em | ferecioemy the
dulendants from agung that 8 s not & sland-aione cause of ncion end i only

remedial in natum. ™

(o} Wih respect fo ihe “snterprise lobity” of the Appelants the Chamben Judge
snlnirng ha Duitg v Suniee Progann Ensngy Groug ™ nowhich tha coutt sirack
i claim based of ugancy He conciuded that “the Sltemant of Clam n e
case iclodes more deisd [than in Dwiing] in scppor of the sllegalions of
erdarpiine iabity Tre [Appelanty] submiasors have not satshed me thal Pis
porton of the pleadng shotld be struck oul because the plarsifs cierm cannst
sz

dandifabls Clays of Two or Mora Parsana: Tha Chamban Judge certled ihe
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poEsibie [0 gxpeass A 45 & BngE questen fof tha anlee ciass. Neverhsiass, he nScalod
thist Fae would cartfy iha issun il i were divided info thies separste questions relatig io

ihanrt faiior, hear siteck, and singks 88 Wi (MDpCRAd common s 1%
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wid AVANDA defechive or unSt?

5. W respect k9 geoposed msue 3, e Chamben Jaoge noied thel whie o coasswide
armwar o ™o question mighl rof bo possiie, ho was prapamed i cartly @ Wae Brossiy
wining yveewon of This propesnd common issue. ™

4 D thw Delorcianta breach o cety of cam owed o class
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tfrnian placing AVANDUA il e siresm of commence
Canada ?
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was not precassd ba cerily § as & common iy =

4 s sach of the Dalenclents mesponatie v ine for ibe scfs oF
nmissions of pither one or bolt of e nifer Defndendy i
fatcalion,

*  lain ¢ AsnaZeewcs Sharmaosutcets ALC 70T OMSC TT44, 879 000 ONSC 1188 (D Cn [Tah
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= Carfcation Deowon, parn 11 [Appel ook, Yoloms 1, Tal 4]
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mmwmmniuwwm In tha
croumsanies o iha e

Rather than burder e common issuns rial with B

B Cerficston Decsos, pars B [Appasl Book, Votems 1, Tab 4]
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nmy view, hmmmuwumm
relerssce fo guamtfcabon.

T Channiers Judge heid Thal be wousd cerdy this s Tabaeng i rerefieg fo renove
referances (o quanificaton of resedy, which might mguin rdvidual sssessmants ™
r mmwmummmw

wxd trasimend of
ndhveree camborascuar avants coused Gy faking AVANDIAT

L} Am Clozs Mpmbers enfilled fo recover 83 camogos an
amunl squal o We purcheen price of 4VANDUA, or part of
the purchase price of AVANINAT I s why and iy whast
At
The Chambers Judge retuasd 50 ceriity proposed msuss 7 and B cbeaning Wl "ihese
Eommen insurs faise quasions of indhiusl demages. The Piainiifa hew provided no
wviciance b hive Ihate gueilions can be decided on o class-wide bass ™
] Can damaged of Claks Mevalers be L]

n basin? If 50, who should pay
or on an
ket . W o i ?

T Cramears Judge refused to cedity proposed ssue B, robing that & X2 of the Class
Frocemfirgy Ao mskes | Cesr Tt ik guesahion of sggregiie damages can coly be made
folowing @ finding of kabiity and afer hearng Yuriher submissions from e delendant”,
BEEGTENGLY, "W CAETIEGL 10 COneOl CoNitying SO ate 0AMADSS I 8 COMUTION IKIUS
ol tha stage”

Clarifeasen pcaion, parms 154 Appsal Bock, Vensen 1, T 4]

Cirificasion Decaion, pare A0-00 {Appesl linch, Yl 3, Tab 4]
Corifcaton Decaaon, pars B7 [Appes Bock, Vohume 1, Tal &
Cadbestien Decuon, s 1 |Aspesl Booe. Vousa 1, Tal 4

The defendants’ opposiion 1o carficalion m premised on the
segumand thad She cslarmnalbion ol ek wil nol

Apgropriate Reprossntative Party and Litigation Plan: Th Chamsers Jssge otuerved
et e ficduviln fimd by mach of ihe e peopoesd represeriatve Pt “satisty he
bsic reguiremert of the [Cissa Frocsedings] Acr ™ The Chambars Jusge Rthier
cissarvad that the Litigaton Plen as bed was “vary genarsl in natun, thit 8 woud have

1o b amanded ghmi his isdsoni, and thil He would sqgpett i meene B Ievsed plan and
Furftee sudwrmpions from coungss ™

Givan ha welial rossors, the Chambers Judge concloded By refuming o certly the acbon
HE 3 CReS DroGedng, Hovwever, ha commanied that i plenifls may be abie to remedy

and, intha

| atvcmdel ghvn ihaim BN pepontundy fo do so” ™

of laznasa. | Fave conchuded Thal

Coamtfcaon Decson, pueen 10107 [Azpedal Book, Yolume 1. Tes 4]
Certhcaton Decson, pars W9 Appss Bock, Virurms 1. Tab 4]
Canfesten Decminn, pars 10 PAppesl Book, Vowrms 1, Teb 4]
Cenhcaton Decasn. pas |11 [Abpesl Book, Vs 1. Tab 4]
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10 Showid one or mom of e Defondeniy pay puniten
damages? Should pondsn damages bo assessed in (io
EEyngET ¥ S0 i whal st e how Lol punive
i b uafrefiint

Thee Chambeis Judcs redased 10 certly proposed maue 10, nofing B "[ijn croer to mas
such an mward e court must fired find e defendent ke 55 the plaent® oo B Edon of
s csuse of Bcten ssanring in iha simement of ciem . Ham the dedandaris wil nol be
bl fo the plaentifts untl proct of Ioas folh

ing tha naues tral”

L1 Enould the Delerciwds, ar any of them, pay pmjucgmen
it post-udrrmant aitdneal. & wival annui! nferes? i, and
shoidd b mipiesl bo compoud el
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and disirbading oy B
.llwmmq'n' lndu'm-
issuas? ¥ 8, who shoukd pay whot cosd, why, m what
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wil bo @ monetary swand, on whal bess, and o whom  The will Be decded onoe
nifridual clims memibers v provan thes damages” ™
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3. The Painifa

thy lled fve
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Pianifly' sinlorsl sfdavis comensd mMprooe nd URSSCEREArY Edidenos, e
bayond he cifecson of e Chambers Judge §°2 wi Crejudicsl 1o The Asseisrm The
‘Appatanis stked that the afidaets be from the

molion oo of,
1 hy Woernen. 1l Certnm SRAnts Be (RQUCED 3 [ANESE FCER iSeECa M BLTEON
aof their allegatons folgweng which The Accederts, #f e slacter, should by shmwed b
ieat e threugh eas
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fanty produce medcsl heiones ©osupood of ihe alegabons thal Sey suffand
cardovasculer problerma ™ He od nol acknowindge of respond o ihe Appelants’
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In papcteg the Appalanis’ aTgumant ihat the mvises meue sill amed quantficaton
s, The Crarmters Juckpe bekd el T pleniiff’ sevee common st dois nol ite
wrry msue of guanificaton and nodesles STy CONCRITI WIT nespect s e complonilen of
i gusilipn. Thee peecesl Bocreassl two posenaal des and Themfore s mom

focumed than the gensmd quishon suggested Gy thae dalsndants in my wew I & e
pruinralte sgproach bo the nsus ™

= parws B2, B [Ropew Book, Vo 1, Teb 8]

" Bupslerarisl Coribcaton Decmon, pare 12 [Apoasl Book, Wolsre 1, Tab 5]

(L1} Dhd e Chambeds Juige an in Certyng "unjusl anfichmant anafon wisesr of (o
B8 B Comrrnon msue nalesd of aEcressng the apRrocnatiness &G oveesialy of

y rniat At ihe stagn?

(4] D the Chamben Jutigs o in Indng thal & cess Boton wam the prolemabie
peooedare fof ihe e and eficiant resclution of the dapute whn ndividusl msoes
ilEratves eosl?

n Cid ¥ha Chaenbers Jucige o in findng thal the pulstive represenialve Plansfs
could kairfy mnd adequately fpresent I interests of the cisse. whers (heie m no
wadenca thel Avandu coused harm (o sfer of thee?

The Siprems Cowrl of Canada has delermned thal mswes of le e inviewssie on 8

ef ¢ “ﬂmf-‘l—ll—nu‘rmh
Eovresinam e il [uign Pus cotnmited A exicati suer ol lee o rec e, aaameles
ol ealricatin arom moude ‘e apctcation of an incote stacdand, 8 fafure do conskder
i Fatjuired gmmer] of 8 legal test, o simiar seTEr i prns "

Tha gevatning sterdand of imemw for a8 cafificelion maton B Sles prEcesdng in Mo
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The parbes subssquen(ly SEEmTed e respecie poaions ob he b of the Litigaton
P s carain cifer mattans * Folowng o Cass M © tor

haid on Movember 24, 2018, the Chambers Judgs hsusd an Order Ssbed Decambar 7,
P01, carlifying ihis action e @ cais procesdng undar ihe Clies Procesdings Adt {The
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Lewve 0 appes was granind by Ceesani Order daind Jenuary 27, 2017 & reduied by &
T3] ol the Class Proceedings Acl ™

EART 3 - LIST OF ISSUES
This appesl mines the nfowing mswas.

{a)  Did ihe Chambers Judge o o cerifyeg o mpermisaitsy bross caw thal
ompiant pnEl dniEaly F Savan vwih o ol i paglgarca?

o} Did e Crambers Judge o i faling 1 requine Ihe Plaint® 10 demoralrate »
“Dredibie or plausitie meltosology” o prove the general causation gueston on &
cluns-wice hans and dd ihe Chamesrs Judge e in teling bo Pl the Pisiniffs o
P Peguasie evcental treshoid on genersl causalion

{c)  Osd the Chambens Judige e in cerfilyng “emderprise labily’ os o common asos?
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= Agpesl Boch. Volure 1. Ten 2
“ Appeal Book, Voiere 1, Tao 2
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Ihat i, e ha cliss coultl nol ba delired maote NEowly sl artineely sxechasing sors
pocple who shans P sama inbeoesl in ihe resclution of e comnon s

Theer i of authonty chamacherized by Frohémgar v Mol N Corp. has
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T queshicn thal cught i have Besn aiked Bt e cortheation

haarng i relalion t both fypes of charm, i nol whiths: tha

rEsoiuton of tre genernt wi e class

cimimi. Dot rrinel, whesthar Fees i & reascoabie prospect of doing
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twe: yuars aflar 4he slopped takieg Avandia  Mrs Addoom s Glstates wi poery
conimlied, and she had suftered kom multole dissases ard complcations. for

L]
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In the cass befors fre Honouratls Court beiow, the Chamben Juoge cerfied genonl
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e i haghganos & ths "t for® fml

Mern moanty, m Clamants » Ciunants, ihe lew of “mstedisl conirituson” was Canfied. in
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Justcn wicts

As & general ruls, B plenifl cannol sucoeed uniess she
shows a8 o maSer of facd Thal K% would nct have sufforsd
the loss “ul lor" the nagigent uwnﬁumm
A trial jueige s b0 ipee & robust and pragmats approsch

WIIWMMMH‘IW

Alzgwl ol [, Tink Mader st pats 24 [Aspaal Book, Voheme 1 Tan )
Gol Tranacriph ol Croes anmerabon

Sam Tramieripl of Cron- Exaeutatan o Or |Agipaal Bl
Trarsongt of Cross- Ecamnabion of D Myes of pege 52 |[Aepes! Boge, Volurss 3, Taeb 18]
b b

Hegeriop Cop. v Hanks JOT ST T af pare 37 [Tab 58 o the Acpettansy” Aufrontes]

of Or. Mymry ol pages §1-82 [Appeal Boot, Viokume 7, Tab 10
Lipsbcermton o] s 123 ‘el 2 Tab 18]

Mz 3010 OMEC 47 a0 pans 80 [Tl 20 of i Appailanty’

e =



T3

Ex B

neghganCE Clubed nel ioss Somnide prock of Sausatan
o PG

Bwo of more (offesson, l-:hpn-lij'hhﬂmlu
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Mok pniy rave Pisinti®s falled io estaiah o methocology for sstablsheng camabon on &
clis-wie bass, Py abo laled o presanl svdence Defors the Chambers Judge on tha
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Issie Three: Mo Enierpeise Liasiity
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cerification can advance the case in any masniegfdl way. As maost recenBy highlghied
by i Court

I is unnecessry (hal the comman sue "predorsnoles over msues
i Bul e T

i hm-mmmmumumnnudhwm
" Captal (et Hewth dationdy, mupre &7 [ctwon
Autroroes| Se alss Sagar m-muunumuuw

n

B lathe Appeleniy iespectiul submmaion, B mpropar plescng of erterpie kabity s
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Tha Chambers Jxge reject

i that App  arg o ' sabany =
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Heg ol The fechnical g imsums, £
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Insise Foar: Ne Unjust Enrichmant | Walver of Tort

The Craembers Judge cerified “unjust srrichment andiol waiver of 401" & 0 common
‘avun. Al #fter ndisnng 1hat ihe Planiils reves 55 scoe. In a0 gomg, the Crambers
Jotge commilled  feviveabls oior, Hin Lordutip should have concluded el such

itunenary ese i I Reglgance [ p Infury case

Dufinig e carficson mobon, and win B recant on poi, the
w‘m—mm_ummmmuwﬁw!

The Appetlants argued:
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{8}  For Peses reasom, such resiiutonary rebel should nol and aneol form P Sais
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The folowing an & pommen mauE:
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pactiins (hal Ihir quanslon be nued on B 1 @l tha aary siage of tha Wtgation
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docirne m not depandesd on @ sl with m full faciusl necond
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preceding mauss. 1 s Cour agrees Pt the Chambers Judge amd in T foregaing
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[¥84]  The standan of e of thi cenileution pge's conchaion
P @ et oceedng wonkd B Tha preferable procedors
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Factum of the Respondents

PART I- CONCISE OVERVIEW OF APPEAL

1. The Appellants advance numerous and wide-ranging arguments on this appeal. They are
a reiteration of the arguments they made on the motion for certification. After attentive
consideration and analysis by the Chambers Judge, these arguments were properly

rejected.

2. The Appellants have not demonstrated the ability of any one of these alleged errors — or
of the totality of the alleged errors - to reach the high threshold necessary to warrant

appellate intervention.

3. In certifying the action, the Chambers Judge applied well-established principles to the
evidence before him, relying on the developed body of class action jurisprudence of this
Court and courts across Canada, including the Supreme Court of Canada. The Chambers
Judge took note of the “dozens of certification decisions from across the country” put
forward by the Respondents in support of certification. At the same time, the Chambers
Judge was expressly attuned to the need to carefully analyze the circumstances of the

motion record before him.'

4. The Chambers Judge made no palpable and overriding errors in certifying this action. It

follows that the Appellants’ appeal must be dismissed.

! Certification Decision, para. 21 [Appeal Book, Volume 1, Tab 4].
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members, and to file a revised list of common issues, as he concluded that the other
requirements for certification had been established. The Chambers Judge also invited
both sides to provide further written submissions on the supplemental evidence and

revised common issues.*

8. Subsequent to the completion of these steps, the Chambers Judge issued a Supplemental

Certification Decision certifying the action on the basis of the revised common issues.”

9. On January 27, 2017, by consent, the Appellants were granted leave to appeal the

Certification Order.®
PART III - LIST OF ISSUES

10.  The Appellants advance six main issues on appeal. This Court must determine if the
Chambers Judge committed any of the errors advanced by the Appellants, and if so,

whether any such error warrants the intervention of this Court.

PART 1V - STANDARD OF REVIEW

11. The Supreme Court of Canada and appellate courts across the country recognize that a

certification decision is entitled to substantial deference.” The governing standard of

* Certification Decision, paras. 111-113 [Appeal Book, Volume 1, Tab 4].

3 Supplemental Certification Decision [Appeal Book, Volume 1, Tab 5].

© Appeal Book, Volume 1, Tab 2.

7 See e.g. AIC Limited v. Fischer, [2013] 3 S.C.R. 949 at para. 65 [AIC Limited] [Appellants’ Authorities, Tab 1];
Pro-Sys Consultants Ltd. v. Microsoft Corporation, 2013 SCC 57 at paras. 111, 126 [Pro-Sys] [Appellants’
Authorities, Tab 17]; Capital District Health Authority v. Murray, 2017 NSCA 28 at paras. 26-27 [Murray]
[Appellants’ Authorities, Tab 6]; Wright Medical Technology Canada Lid. v. Taylor, 2015 NSCA 68 at
paras. 30-31 [Wright Medical), leave to appeal to S.C.C. refused, [2015] S.C.C.A. No. 388 [Appellants’
Authorities, Tab 27); Gay v. New Brunswick (Regional Health Authority 7), 2014 NBCA 10 at para. 48
[Gay] [Respondents’ Authorities, Tab 9]; Canada (Attorney General) v. Anderson, 2011 NLCA 82 at paras.
38, 121 [Anderson] [Respondents’ Authorities, Tab 6].
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PART II - CONCISE STATEMENT OF FACTS

i.  Certification Motion and Order

S. On August 18, 2009, the Respondents commenced an action against the Appellants
alleging that Avandia causes adverse cardiovascular events, and, in summary, that the
Appellants negligently designed the drug and failed to warn that it caused adverse
cardiovascular events. The claim was subsequently amended; the most recent version is

the Fresh as Second Amended Statement of Claim, filed on June 5, 2015.

6. At paragraphs 6 through 43 of the Respondents’ Certification Brief dated July 3, 2015,
the Respondents set out the factual background to their claim and a summary of the
evidence contained in their certification record. This summary includes an overview of
the scientific research supporting the claim and a summary of the regulatory steps taken
by Health Canada and other regulators to caution physicians about Avandia. The
Respondents respectfully refer the Court to this summary rather than repeat it in this

factum.

7. In a judgement dated January 15, 2016 (the “Certification Decision™), the Chambers
Judge correctly stated that it is not a high burden to show that all of the certification
criteria have been met and simply requires there to be some basis in fact to conclude that
the criteria are met’ The Chambers Judge granted the Respondents leave to file

supplementary evidence relating to the section 7(1)(b) criterion of two or more class

* Appeal Book, Volume 5, Tab 33.
* Certification Decision, para. 19 [Appeal Book, Volume 1, Tab 4].
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appellate review was recently affirmed by this Court in Capital District Health Authority
v. Murray,® in turn citing Justice Saunders in Wright Medical Technology Canada Lid. v.

Taylor’

[30] The governing standard of appellate review for the determination of the
questions of common issues, and preferable procedure under the Act, was
described by this Court in Canada (Attorney General) v. MacQueen, 2013 NSCA
143 (N.S.C.A.) at para. 111, leave to appeal refused [2014] S.C.C.A. No. 51
(s.C.C):

[111] Whether a common issuc exists and whether a class action is the
preferable procedure for the fair and efficient resolution of the dispute are
questions of mixed fact and law. These questions are subject to a standard of
review of palpable and overriding error unless the certification judge made some
extricable error in principle with respect to the characterization of the standard
of review or its application in which case it is an error of law reviewable on the
standard of correctness (Ring v. Canada (Attorney General), paras. 6-7).

[31] The unique nature of certification proceedings attracts special considerations
on appeal. Courts across the country have recognized that a decision to grant a
certification order is entitled to substantial deference. While of course no
deference arises in cases where the motions judge has erred in principle,
considerable deference is given to conclusions based on the weighing and
balancing of factors that arise in certification proceedings. Justice Cromwell
makes this point in A/C Limited v. Fischer, 2013 SCC 69 at para. 65 [...]

12. Justice Fichaud, writing for the Court in Murray, supra further cites a text authored by
two experienced class action jurists and a leading class action academic. The passage
repeats the high threshold to warrant appellate intervention:

[27] Warren K. Winkler, Paul M. Perell, Jasminka Kalajdzic and Alison Warner,
The Law of Class Actions in Canada (Toronto: Thomson Rogers Canada
Limited, 2014), pp. 362-63, comments on the standard of review for points that
arise on this appeal:

... Errors in principle in the approach to the certification criteria will also

provide the basis for [sic] appellate intervention; deference does not

¥ Murray, supra at paras. 26-27 [Appellants’ Authorities, Tab 6].
® Wright Medical, supra at paras. 30-31 [Appellants’ Authorities, Tab 27].
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shield errors in principle.

... As for the common issues criterion, if the motion judge misconceives
the action as being a collection of individual claims and thereby
disregards evidence showing some basis in fact to support the existence
of common issues, this error in principle will displace the substantial
deference otherwise owed to certification judges when considering the
common issues criterion and justifies appellate intervention.

A number of appellate courts have held that the decision of a
class action judge on the criterion of “preferable procedure” is entitled to
special deference, because the judge must weigh and balance a number
of factors in assessing this criterion.
In Murray, the Court of Appeal stated that the objectives of class action legislation — to
promote access to justice, judicial economy and behaviour modification — “should guide
the judge’s exercise of discretion on certification and the other procedural aspects of case

t,710

management citing the aforementioned text The Law of Class Actions in Canada and

authorities cited therein.

Class proceedings legislation provides for “flexibility and adjustment at all stages of the
proceeding,” and is intended to facilitate access to justice, therefore any intervention by
appellate courts at the certification stage “should be restricted to matters of general

principle.”!

Certification is intended to be a first step in the litigation. The Class Proceedings Act"

provides that an order on a certification application is not an order determining the merits

Murray, supra at para. 35 [Appellants” Authorities, Tab 6].

"' Anderson, supra at para. 12 [Respondents’ Authorities, Tab 6]. See also Griffin v. Dell Canada Inc., [2009] O.J.

No. 3438 (Div. Ct) at para. 34, refg leave to appeal [2009] O.J. No. 418, 72 C.P.C. (6th) 158
[Respondents’ Authorities, Tabs 10 and 11]; Cassano v. Toronto Dominion Bank, 2007 ONCA 781 at para.
23 [Respondents” Authorities, Tab 7].

2 Class Proceedings Act, SN.S. 2007, c. 28 [CPA] [Respondents’ Authorities, Tab 23].

21.

22.

23.

Factum of the Respondents 7

The purposes of a clearly identifiable class definition are to: (a) identify persons with
potential claims; (b) define those persons who will be bound by the result; and (c)
describe those entitled to receive notice of certification.'* Introducing merits issues into

the class definition presents a number of challenges in achieving these purposes.

The Chambers Judge accepted the position of the Respondents that the expert evidence
showed that cardiovascular harm is progressive in nature, and cardiovascular events may
occur without an individual knowing about it or receiving a diagnosis, at least initially
(for example, a “silent” heart attack that is identified after-the-fact by a healthcare
professional). Therefore an individual may incorrectly believe him- or herself excluded
from the class, should harm be a condition of membership. The Appellants” proposal
would also exclude those unaware of precisely the type of cardiovascular event they

suffered, and whether they suffered it while taking Avandia.

In addition, such a definition may lead class members to believe they must themselves
determine whether their cardiovascular harm was causally connected to Avandia, or
whether they have a “good claim” that Avandia caused their harm. Case law maintains
that class members cannot be required to determine whether they will be successful

against a defendant."®

' Bywater v. Toronto Transit Commission, [1998] O.J. No. 4913 (Gen. Div.) at para. 10 [Bywater] [Respondents’

Authorities, Tab 4].

"5 Boulanger v. Johnson & Johnson Corp., [2007] 0.J. No. 179 (Sup. Ct.) at paras. 19-22 [Respondents’ Authorities,

Tab 3); Bywater, supra at paras. 10-11 [Respondents® Authoritics, Tab 4].
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of the proceeding."® This informs both the applicable evidentiary standard at first instance

and the standard of review on appeal.

A plaintiff’s evidentiary burden on a certification application is to show “some basis in
fact” for each of the certification requirements other than the requirement that the
pleadings disclose a cause of action. The plaintiff’s evidentiary burden is thus modest,

and does not relate to the merits of the lawsuit.

PART V - ARGUMENT

17.

The Appellants” appeal of the Certification Order is rooted primarily in six untenable

arguments.

Issue 1: The Chambers Judge erred in certifying a class definition that does not include a
condition of membership that a user has suffered heart failure, a heart attack and/or stroke while
taking Avandia.

18.

20.

The Appellants argued at certification that the proposed class definition was too broad.
They said it should be limited to those persons who suffered a heart attack, stroke and/or

congestive heart failure while taking Avandia.

The Chambers Judge rejected this proposition.

The Appellants’ proposed condition of membership would contravene the principle that
class membership must be determined by objective criteria, independent of the outcome

or merits of the litigation.

' CP4, s. 8(2) [Respondents’ Authorities, Tab 23].

24.

25.

26.
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The Chambers Judge was provided with several examples of pharmaceutical class actions

in which the use of the medication in question, without a merits-based “harm”

component, was a sufficient definition.

The argument of the Appellants that a rational connection is missing between the alleged
wrongdoing and class definition, should there be no harm qualification, was considered
by the Chambers Judge and rejected. It was not, as the Appellants submit, disregarded.
Rather, the Chambers Judge engaged with the Appellants’ argument that a harm
qualification was necessary, pointedly asking the Respondents:

THE COURT: What about the principle that all members of the class should at

least have a colourable claim and that it's really the position of the defendants

that it's overbroad that we know today that there are people within the scope of it

who have no claim.

MR. WAGNER: Right.

THE COURT: And so that we should -- I mean they're really arguing that it
should be more narrowly -- if it is to be certified, more narrowly described
because it's overbroad. And there are cases that will support their position. So
why is it that you think it should be described this way as opposed to something
more narrow? Such as, and I'm not suggesting that you do it, people who have

suffered cardiovascular events, or heart attacks, or something like that.'®

The Chambers Judge was provided with the Respondents’ written submissions referring

to the decision of Justice Cullity of the Ontario Superior Court in Tiboni v. Merck Frosst

1 Transcript of Hearing on September 15, 2015, pages 74-75 [Appeal Book, Volume 4, Tab 29].
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Canada Ltd."" Relevant portions of the Tiboni decision were also read by the
Respondents’ counsel in oral submissions as being directly applicable here.'® In Tiboni,
the defendant argued that a class definition which was not limited only to those class
members who alleged to suffer harm was lacking a rational connection with the alleged
wrongdoing, and was therefore over-inclusive. Justice Cullity rejected the defendant’s

argument, remarking:

‘Whether or not a class accepted in this case is limited to those who claim to have
suffered harm, only those who make such a claim will have any possibility of
obtaining relief for Merck’s negligence, and all persons who ingested Vioxx will
be “bound” in the sense that they will be unable to relitigate an unfavourable
decision on the common issues and obtain damages for negligence. [...] For
essentially the same reasons as those provided by Winkler J. in Aris, I cannot
accept the submission of Merck’s counsel that the plaintiffs have the burden of
establishing by evidence that all members of the class are likely to have causes of
action against the defendants, if this means that all will probably have suffered
harm. In any class action involving claims in tort for personal injury, or
economic loss, it is possible that the claims of some class members will be
unsuccessful. This is virtually ordained by the authorities that preclude merits-
based class definitions."”

The need for a “rational connection” between the proposed class definition, the alleged
causes of action and the proposed common issues does not equate to a legal requirement
that the proposed class be defined to include only those who claim to have suffered the
alleged harm while ingesting a pharmaceutical. That would fly in the face of the long line
of cases considered by the Chambers Judge, in which no harm component was contained
in the class definition. The rationality of the connection persists in the absence of a harm
qualification: the Primary Class is comprised of individuals who took one common

medication, Avandia, and the common issues relate to Avandia and the alleged liability

'7[2008] O.J. No. 2996 (Sup. Ct.) [Tiboni] [Respondents’ Authorities, Tab 20].
" Transcript of Hearing on September 15, 2015, pages 71-74 [Appeal Book, Volume 4, Tab 29].
' Tiboni, supra at paras. 77-78 [Respondents’ Authorities, Tab 20].
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that the number of individuals who ultimately seek to have their individual claims
determined is small, relative to the certified Class, that is not a factor weighing against

certification.

The Respondents submit that the Chambers Judge made no reviewable error in certifying

the Primary Class as defined.

Issue 2: The Chambers Judge erred by not requiring the Plaintiffs demonstrate a credible or
plausible methodology to prove general causation on a class-wide basis.

32.

The Appellants’ argument hinges on their position that because Avandia users are already
at risk of heart failure, heart attack and stroke by virtue of their diabetes, general
causation is too difficult to adjudicate. It is impossible to isolate whether the drug
actually caused the alleged harm, they argue. For the reasons that follow, the Appellants’

argument must be rejected.

* The Appellants further assert that the CI:

“includes those who developed heart disease and stroke as a result of
the expected progression of their diabetes.” This assertion is unfounded; individual claims have not been
assessed and therefore this statement is premature and lacking evidentiary support.

28.

29.
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of the Defendants for the alleged harm caused by the common drug. Only those Primary
Class Members who can establish individual liability and damages, after the common
issues have been determined, will be eligible for an award of damages. Thus there is no

genuine overbreadth concern.

The Chambers Judge accepted that there is no requirement that all members of a
proposed class ultimately have a claim against the defendant.”” The Chambers Judge also
heard the submissions by the Respondents that there was no concern about having “too
many people in the class” from the perspective of providing notice, given the broad,

indirect notice program.?!

To allow the parties and potential class members to have certainty about who falls within
the definition, who is entitled to notice and who will be bound by the outcome, the
appropriate and reasonable court-endorsed approach is to allow the common issues
themselves to narrow the claims, as the Chambers Judge approved. This approach avoids
the concerns noted by the Chambers Judge in paragraphs 35 through 37 of the

Certification Decision.

With respect to the Appellants’ assertion that that the Class, as certified by the Chambers

Judge, would be “comprised almost entirely of individuals with no claim in
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negligence,” they have provided no proof of this.>* Nevertheless, if the suggestion is

 Certification Decision, para. 38 [Appeal Book, Volume 1, Tab 4].
?! Transcript of Hearing on September 15, 2015, pages 78-79 [Appeal Book, Volume 4, Tab 29].
2 Appellants’ Factum, para. 44(a). See also paras. 4(a) and 56 of the Appellants’ Factum.
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‘What is the “Workable Methodology” Requirement?

Considerable attention has been given to the “workable methodology™ requirement since
it was considered by the Supreme Court of Canada in its 2013 trilogy.* Understanding its

origins helps illuminate the purpose of the requirement.

The matter of leading sufficient evidence of a method to prove general causation
originally arose in the context of economic loss cases, as in Pro-Sys. These cases involve
a quest for evidence of models of calculation for losses that would not necessitate
consideration of individual circumstances. The claim in Pro-Sys concerned alleged
overcharges levied by the defendant against “indirect purchasers”. The issue arose
whether there was evidence of a methodology to establish that the overcharges had been
passed on to the indirect-purchaser level in the distribution chain. Justice Rothstein’s
remarks on a “credible or plausible” methodology to establish loss on a class-wide basis

are worthy of review, and are reproduced at some length here:

[115] The role of the expert methodology is to establish that the
overcharge was passed on to the indirect purchasers, making the issue common
to the class as a whole (see Chadha, at para. 31). The requirement at the
certification stage is not that the methodology quantify the damages in question;
rather, the critical element that the methodology must establish is the ability to
prove “common impact”, as described in the U.S. antitrust case of In Re:
Linerboard Antitrust Litigation, 305 F.3d 145 (3rd Cir. 2002). That is, plaintiffs
must demonstrate that “sufficient proof [is] available, for use at trial, to prove
antitrust impact common to all the members of the class™ (ibid., at p. 155). It is
not necessary at the certification stage that the methodology establish the actual
loss to the class, as long as the plaintiff has demonstrated that there is a
methodology capable of doing so. In indirect purchaser actions, this means that

* AIC Limited, supra [Appellants’ Authorities, Tab 1]; Sun-Rype Products Lid. v. Archer Daniels Midland

Company, 2013 SCC 58 [Appellants’ Authorities, Tab 21]; and Pro-S)
Tab 17].

supra [Appellants” Authorities,




35.

36.

37.

Factum of the Respondents

the methodology must be able to establish that the overcharges have been passed
on to the indirect-purchaser level in the distribution chain.

[116] The most contentious question involving the use of expert
evidence is how strong the evidence must be at the certification stage to satisfy
the court that there is a method by which impact can be proved on a class-wide
basis. The B.C.C.A. in Infineon called for the plaintiff to show “only a credible
or plausible methodology™ and held that “[i]t was common ground that statistical
regression analysis is in theory capable of providing reasonable estimates of gain
or aggregate harm and the extent of pass-through in price-fixing cases” (para.
68). This was the standard adopted by Myers J. in the present case. Under this
standard, he found the plaintiffs’ methodologies to be adequate to satisfy the
commonality requirement.

[118] In my view, the expert methodology must be sufficiently
credible or plausible to establish some basis in fact for the commonality
requirement. This means that the methodology must offer a realistic prospect of
establishing loss on a class-wide basis so that, if the overcharge is eventually
established at the trial of the common issues, there is a means by which to
demonstrate that it is common to the class (i.e. that passing on has occurred). The
methodology cannot be purely tt cal or hyp ical, but must be ded
in the facts of the particular case in question. There must be some evidence of the
availability of the data to which the methodology is to be applied.

Subsequent to the Supreme Court of Canada trilogy, the “workable methodology”
requirement has received attention outside the economic loss line of cases, in the

traditional tort/personal injury damages context.

For example, the British Columbia Court of Appeal, in Charlton v. Abbott Laboratories

Inc.,” applied the requirement to a product liability claim in the pharmaceutical context.

At the hearing of the motion for certification of the present matter, a considerable amount

of time was spent by counsel discussing Charlton. The Charlton decision was thoroughly

2015 BCCA 26 [Respondents’ Authorities, Tab 8].

41.
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2. Where there is some evidence by which general causation may be
proven (i.e. a pharmaceutical can lead to an adverse event), it will defeat a
defendant’s argument that establishing individual, or “specific” causation
of a medical condition (i.e. was this plaintiff’s heart condition caused by
the pharmaceutical) will require careful consideration of the individual’s
medical history.”’
The general causation issue is central to, and the answer to it can be extrapolated to, the
claim of each class member. This centrality is illustrated by the British Columbia

Supreme Court in Bartram (Litigation guardian of) v. GlaxoSmithKline Inc.” in relation

to the antidepressant drug Paxil:

If the plaintiffs fail to prove general causation, that will be the end of the matter.
If they succeed, it will then be up to each individual plaintiff to show that the
injury that occurred was of a kind that can be caused by Paxil and was in fact one
that would likely not have occurred but for the use of Paxil.””

Respondents Led Evidence of Methodology to Prove General Causation

The Respondents squarely acknowledged their onus of showing some basis in fact of a
plausible methodology by which general causation could be proven at the common issues
trial. The requirement to show “some basis in fact” of a methodology to prove general
causation at trial was comprehensively addressed by the Respondents at paragraphs 98-

108 of their Certification Brief”® and paragraphs 30-39 of their Certification Reply

" Charlton, supra at paras. 94-97 [Respondents’ Authorities, Tab 8].
2012 BCSC 1804 [Bartram Sup. Ct.], af’d 2013 BCCA 462 [Bartram C.A.] [Respondents’ Authorities, Tabs 1

and 2].

* Bartram Sup. Ct., ibid. at para. 31 [Respondents’ Authorities, Tab 1]
* Certification Brief [Appeal Book, Volume 5, Tab 33].
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reviewed by both parties, both in written and oral submissions. All of the arguments

advanced on this appeal were addressed before, and reviewed by, the Chambers Judge.

The statements of the Court in Charlton must be situated in the context of the unique
facts of that case. In Charlton, the British Columbia Court of Appeal allowed the
defendants’ appeal from certification of a class action impugning a weight loss drug
alleged to cause heart problems. The appeal was allowed on the basis of the complete
absence of evidence of a method to answer the general causation question; on the unique
facts of that case, there was no existing controlled study examining adverse cardiac
events in the specific population for whom it was indicated and to whom it was marketed
(i.e. those without cardiovascular disease). Also, critical to the Court’s conclusion, the
complete absence of evidence could not be prospectively rectified for the purposes of
resolving the class action, because the drug had been taken off the market. Therefore

studies in the target population were impossible.

The Charlton decision devotes several paragraphs to a careful statement of the difference
between the case before it — which entirely lacked evidence of general causation — and
those cases suitable for certification because there is some evidence of general causation,

notwithstanding that it may be challenged by the defendant’s competing expert.

The British Columbia Court of Appeal affirms two critical points:

1. Competing evidence is not to be weighed at certification;”® and

2 Charlton, supra at paras. 93-94 [Respondents’ Authorities, Tab 8].
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Brief.>' In turn, the Appellants provided submissions on general causation, including the

“workable methodology™ requirement, at paragraphs 79-87 of their Certification Brief.*>

The Appellants’ submissions on this appeal with respect to the adequacy of the
Respondents’ evidence on general causation ignore the evidentiary record before the
Chambers Judge. The Respondents led evidence of two experts in relation to the general
causation issues, and circumstantial evidence arising from Health Canada’s later
regulatory action. The Respondents clearly drew the attention of the Chambers Judge to
this evidence during the motion for certification.’® Therefore the Chambers Judge did not
overlook the Respondents’ burden to show some evidence of a workable methodology to
prove general causation. Rather, the Chambers Judge found that the Plaintiffs had

demonstrated a workable methodology of proving general causation.

In support of the conclusion that the general causation issues can be answered at the
common issues trial, the Respondents relied at certification on the affidavit and testimony
of Dr. Lorraine Lipscombe, a physician, endocrinologist and epidemiologist who has
extensively studied the impact of Avandia on cardiovascular health, and on the vast body
of scientific literature she refers to in support of her opinion (some of which she herself
conducted).** The Respondents rely on this expert evidence, and the scientific research

underpinning it — contained in particular in the studies found as Exhibits “F”, “I”, “J”,

*! Certification Reply Brief [Appeal Book, Volume 5, Tab 35].

* Appeal Book, Volume 5, Tab 34.

* Transcript of Hearing on September 16, 2015, page 147 lines 12-21; pgs. 148-150 [Appeal Book, Volume 4, Tab
30].

** Affidavit of Dr. Lorraine Lipscombe sworn January 15, 2015 [Appeal Book, Volume 2, Tab 17]; Cross-

Examination of Dr. Lipscombe held May 26, 2015 [Appeal Book, Volume 2, Tab 18].



45.

46.

Factum of the Respondents 17

“K” and “L” to Dr. Lipscombe’s affidavit - as evidence of a methodology of proving
causation of the alleged cardiovascular harm in a population of diabetic users,

notwithstanding the “background risk™ of cardiovascular problems.

As counsel for the Respondents submitted to the Chambers Judge, the conclusions and
outcomes of the research referred to by Dr. Lipscombe were conclusive enough to cause
regulatory bodies to act on them, and they provide meaningful information in answering
the general causation issues.’ Confirmed by the volume of scientific literature relied on
by Dr. Lipscombe in her opinion, the causal link between Avandia and heart failure,
stroke and heart attack can be studied in a population that is at a background risk of
cardiovascular events, and indeed has been. There is no dearth of available evidence like

there was in the unique case of Charlton. To the contrary, the issue has been studied.

This scientific evidence establishing a causal link between Avandia and cardiovascular
harm was sufficient to cause stringent regulatory steps to be taken by Health Canada
between 2007 and 2010, ultimately leading to changes in the monograph materials, albeit

too late in the Respondents’ submission.*®

* Transcript of Hearing on September 16, 2015, page 158 lines 4-9 [Appeal Book, Volume 4, Tab 30].
* In 2007 Health Canada prompted GSK to prepare a public “Dear Healthcare Professional Letter” which was

49.

50.

51,

published by Health Canada on June 1, 2007 (the “2007 Dear Healthcare Professional Letter”). In it, the
public was warned about the “cardiac safety of AVANDIA™. Health Canada cautions of “an increased risk
of myocardial infarction and cardiovascular death in patients with type 2 diabetes treated with Avandia”.
[Dull Affidavit Exhibit “G”; Appeal Book, Volume 2, Tab 14]. On November 1, 2007, Health Canada
restricted the prescription of Avandia as a last option alternative: (i) it was no longer approved as
monotherapy or with sulfonylurea, except when metformin was not tol indicated; (i) it was
contraindicated with all stages of heart failure; and (iii) it was not to be used with insulin or as triple
therapy. Health Canada advised patients to speak to their doctors to “revisit” their treatment through
Avandia. [Dull Affidavit, Exhibit “H”; Appeal Book, Volume 2, Tab 14]. The Appellants” own expert at
certification, Dr. Tina Kader, a physician, acknowledged that she stopped prescribing Avandia following
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2010 ONSC 42 which at paragraph 140(I) states the need for a plaintiff who proposes
questions relating to causation or damages as common issues to “demonstrate (with
supporting evidence) that there is a workable methodology for determining such issues on

a class-wide basis.™"'

Resolving General Causation Issues Moves Litigation Forward

Remaining with the matter of general causation, the Appellants further dispute the utility
of the general causation inquiries. At certification the Appellants argued at length that the
utility of general causation issues are minimized due to the remaining need, if general

causation is proven, to establish specific causation in relation to each Class Member.

At the motion for certification the Chambers Judge engaged with this argument, directing

the following question to the Respondents:

THE COURT: So why is it necessary to decide the increased risk question?

MR. WAGNER: So on the increase side, what we're talking about is can
Avandia increase the risk. Because if it doesn't increase the risk then there's no

case that that individual has.

THE COURT: But is it necessary -- if it does increase the risk does that take
you any distance down the road? Because you still have to prove actual
causation.”

The three general causation questions in this case — Can Avandia cause or contribute to

heart failure? If so, what is the magnitude of this increased risk?; Can Avandia cause or

*! Certification Decision, para. 48 [Appeal Book, Volume 1, Tab 4].
“ Transcript of Hearing on September 15, 2015, page 104 [Appeal Book, Volume 4, Tab 29].

47.
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The Appellants paid lip service to the established principle that at a motion for
certification the judge is not to weigh the conflicting expert evidence,”” while inviting the
Chambers Judge to discount the expert evidence of Dr. Lipscombe on general causation
on the basis that she did not take into account the 2013 re-adjudication of the RECORD
study. This is a GSK-funded study that, the Appellants argue, disproves the merits of the
Respondents’ allegations™ (the limitations and criticisms of the 2013 research are
nonetheless expressly ackrmwlcdgcd.)39 The Chambers Judge appropriately declined to
wade into the merits at ccrtiﬁcation,‘m consistent with the direction of the Supreme Court

of Canada.

There is simply no merit to the Appellants’ submission that the Respondents failed to
advance any methodology of proving general causation, or that the Chambers Judge
failed to hold the Respondents to their burden. The Respondents’ expert evidence was
considered and accepted by the Chambers Judge. The Chambers Judge cites at length

analysis from the decision of Justice Strathy in Singer v. Schering-Plough Canada Inc.,

the release of the Nissen article, and has not changed this practice. [Transcript of Cross-Examination of Dr.
Kader, question 251, line 15; Appeal Book, Volume 3, Tab 27]. In 2010, Health Canada implemented the
extraordinary “Patient Informed Consent Process™ with respect to Avandia, which restricted prescription
only to patients who acknowledge they have been informed of the heart-related risks of Avandia, and that
they are aware of other diabetes treatment options. Health Canada ordered that Avandia only be prescribed
after a patient has signed a consent form acknowledging the dangers of heart attack, angina and heart
failure. [Lipscombe Affidavit Exhibit “N™; Lipscombe Affidavit para. 93; Appeal Book, Volume 2, Tab 17]
In the US the FDA in 2007 directed GSK to issue a “black box™ warning — the strongest health warning the
FDA can direct - in the labeling for Avandia. The first black box warning was added in the US in May
2007, relating to heart failure. In November of 2007, in the US GSK was required to add a boxed warning
of an increased risk of heart attack. [Lipscombe Affidavit, paras. 71-72; Appeal Book, Volume 2, Tab 17].
From September 2010 to June 2013, the FDA imposed a restricted prescription program in the US which
required doctors and patients to enroll in order to prescribe and receive Avandia. American patients were
required to provide informed, written consent in order to be eligible for the drug [Lipscombe Affidavit,
para. 94; Appeal Book, Volume 2, Tab 17).

*" Transcript of Hearing on September 16, 2015, pages 340-341 [Appeal Book, Volume 4, Tab 30].

¥ See for e.g. Transcript of Hearing on September 16, 2015, pages 340-346 [Appeal Book, Volume 4, Tab 30].

* Transcript of Hearing on September 17, 2015, pages 377-379 [Appeal Book, Volume 4, Tab 31]

0 See for e.g. Transcript of Hearing on September 17, 2015, page 386 lines 8-21 [Appeal Book, Volume 4, Tab 31].
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contribute to heart attacks? If so, what is the magnitude of this increased risk?; Can
Avandia cause or contribute to strokes? If so, what is the magnitude of this increased
risk? — are the threshold questions that must be resolved before it becomes logical to

proceed to the subsequent common issues.

A general causation inquiry asks if a drug has the potential to cause harm (i.e. “can it
cause”) in relation to class members generally, whereas specific causation — an inquiry
not part of the common issues trial - asks whether the potential for harm was actualized
in relation to a particular class member (i.e. “did it cause?”). Because general causation is
concerned with potentialities, rather than actualities, it is framed in terms of increased
likelihood of causing harm. Whether a drug causes or increases the likelihood of certain

side effects or medical conditions is an appropriate common issue.**

The general causation issue is meaningful because it is a requisite component of the claim
of each Class Member. Establishing that a drug can cause the alleged harm resolves a
fundamental aspect of the liability issue and advances the litigation for each class
member.*! If general causation cannot be proven, that’s the end of the matter; if it is
proven, it’s then up to each Class Member to establish that his or her injury was of a kind

that can be caused by Avandia, and would likely not have occurred but for the ingestion

“ Bartram C.A., supra at para. 15 [Respondents’ Authorities, Tab 2].
*“ See for e.g. Stanway v. Wyeth Canada Inc., 2012 BCCA 260 at para. 55 [Stanway] [Respondents’ Authorities, Tab
19].
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of Avandia.” Establishing the link between Avandia and the alleged harm is an important

step in the litigation.

54. Resolution of this issue permits class members, after the common issues trial, to present
claims of specific causation of, and compensation for, harm they’ve experienced and that
Avandia has been found to cause on a general basis. If the fundamental link between the
drug and harm is not established on a general level then the litigation will fail for each

class member.

55.  In addition, the finding on general causation informs, or influences, just how readily
specific causation may be proved, as the Respondents submitted at the hearing of the
certification motion.*® For example, if Avandia is found to double the risk of heart attack
in its users at large, individual class members may more readily prove specific

causation.”’

56. Although the merits of the general causation question were not the proper focus of the
certification motion, the Appellants led extensive evidence disputing the merits of the
alleged causal link between Avandia and the alleged cardiovascular harm, relying

primarily on the re-adjudication of the RECORD study. This is a relevant point to

* Bartram Sup. Ct., supra at para. 31 [Respondents’ Authorities, Tab 1].

*In Stanway v. Wyeth Canada Inc., supra the British Columbia Court of Appeal, at paragraph 57, discussed the
significance of the general causation issu to the class members’ claims of negligence: “Moreover, this initial link, if
established, is clearly a substantial element of each class member’s claim in negligence. A finding of general
causation will obviously influence specific causation depending on the strength of the evidence supporting general
causation. For example, if it were found that hormone therapy doubles the risk of developing breast cancer, the
individual class members, depending on their indivi i may more readily prove specific causation.
Wyeths awareness of the link is also relevant to the standard of care. Moreover, it is doubtful that an individual
litigant could marshall the medical and epidemiological evidence necessary to establish the connection. On the other
hand, if the link is not established, the class proceeding will come to an end.”

47 Sehwoob v. Bayer Inc., 2013 ONSC 2207 at para. 34 [Respondents’ Authorities, Tab 18].
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key role of scientific evidence in these pharmaceutical cases is indeed confirmed by
Charlton — scientific evidence was, critically, absent (recall that the Court of Appeal
wanted to see evidence of a controlled study examining adverse cardiac events in the
specific population for whom it was indicated and to whom it was marketed, but it could

not because the drug was off the market and thus could not be studied).

v.  One Product, One Type of Harm
60. The Appellants weave into their submissions on general causation issues the argument
that the Chambers Judge erred in certifying a class action that secks to resolve, in one
common issues trial, claims relating to three types of alleged harms: heart failure, heart

attack and stroke.

61. This case alleges harm to a singular biological system, the cardiovascular system. The
case does not allege disparate and varied side effects more generally. The trial will focus
on one pharmaceutical compound, containing the active ingredient rosiglitazone maleate.
The case therefore involves one set of warnings. The case looks at the conduct and

knowledge of the Appellants in relation to this one compound.

62.  This class action is not on equal footing with O'Brien v. Bard" or Merck Frosst Canada
Lid. v. Wuttunee™, both cases in which the diversity of the claims advanced were fatal to

the common issues criterion.

* O 'Brien v. Bard, 2015 ONSC 2470 [O Brien] [Appellants’ Authorities, Tab 16].
%2009 SKCA 43 [Wuttunee] [Appellants’ Authorities, Tab 14].
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consider here, because if class members were deprived of a class action and left with the
(unviable) alternative of individual actions, each individual would need to overcome that
general causation challenge in their individual litigation. This consideration underscores
the significance of the general causation common issues, and additionally emphasizes the

preferability of a class action.

57. It is not a condition of certification that a common issue “predominate” over issues
affecting only individual members in order to be common for purposes of certification.
Nor is it a condition of certification that the resolution of the common issues be

determinative of each class member's claim. As Justice Cullity explained in Tiboni:

Unlike in the United States, the question is not whether common issues
predominate over the individual issues. The test is not the same. It requires a
consideration of the extent to which the resolution of the common issues will
advance the three objectives of the CPA - access to justice; judicial economy;
and behavioural modification.*

iv.  General Causation Issues will be Resolved with Scientific Evidence

58. At paragraph 64 of their factum the Appellants assert that “Whether Avandia can cause
congestive heart failure, heart attack, or stroke is an academic, scientific inquiry, the

result of which cannot be applied to establish causation in the class as defined.”

59. The fact that the general causation question is answered with the aid of “scientific
inquiry” is not a deficiency of the case. Scientific study is precisely, and necessarily,

what is going to inform the determination at trial of the general causation questions. The

“ Tiboni, supra at para, 96 [Respondents’ Authorities, Tab 20]. See also Western Canadian Shopping Centres Inc. v.
Dutton, 2001 SCC 46 at para. 39 [Dutton] [Appellants’ Authoritics, Tab 25].

Factum of the Respondents

24

63. In Wuttunee, the general causation issue was framed as “Whether Vioxx can cause or
exacerbate cardiovascular or gastrointestinal conditions”.”' The alleged harm was found

to be vague and broad:

Although Vioxx was recalled from the market because of its perceived tendency
to increase the risk of thrombotic cardiovascular events, it is apparent from this
synopsis, and from the subclass descriptions and common issues approved in the
certification order, that the respondents intend, in this action, to allege that Vioxx
caused or contributed to a wide variety of cardiovascular or gastrointestinal
conditions or events suffered by members of two of the subclasses approved, by
no means limited or related to thrombotic cardiovascular events. The factual and
theoretical bases for these additional claims, however, are unclear.”

64.  In O’Brien v. Bard, a total of 19 different vaginal mesh products were alleged to have
caused personal injuries. Justice Perell declined to certify the general causation question

because he concluded as follows:

In its submissions that Ms. O’Brien’s class action wants for commonality, Bard
relies on numerous idiosyncratic factors about the Class Members and their
physicians. By and large, those differences among the Class Members would not
defect a finding of commonality. The commonality problem for Ms. O’Brien’s
class action is on the defendant’s side of the forensic ledger, where a decision
about one product, even about its use of surgical mesh, does not produce a class-
wide decision because of significant levels of difference among Bard’s
products.* [underline added]

65. Clearly, for the reasons stated in paragraph 63 above, the obstacles presented in

Wuttunnee and O’ Brien do not arise in this case.

66.  Moreover it is worth repeating that it is the evidence of the Respondents’ expert, Dr.

Robert Myers, that the interrelated cardiovascular events of stroke, heart attack and

s
Ibid.

* Wuttunne, supra at para. 39 [Appellants’ Authorities, Tab 14].

3 O'Brien, supra at para. 131 [Appellants’ Authorities, Tab 16].
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congestive heart failure may commonly be attributable to increased fluid retention caused

by Avandia.**

General Causation Distinct from Specific Causation

The lines between general and specific causation must not be blurred when reviewing the
Appellants’ submissions. Specific causation is an individual inquiry. That is
acknowledged by the Respondents. But the individual nature of specific causation does
not diminish the appropriateness of this case as a class action. The individual nature of
specific causation has no bearing on the evidentiary burden with respect to general
causation. Therefore it is irrelevant that the Respondents” experts agreed, when pressed in
cross-examination, that specific causation could only be determined upon examination of

individual circumstances of Class Members.

Related to these statements by the Respondents’ experts, it is critical not to impose or
project on the Respondents’ experts — both of whom are medical professionals — an
understanding of legal terminology. The nature of the evidence they provide, and on
which they rely in arriving at their opinions, is scientific. They are not qualified to make
statements as to whether or not their findings, conclusions and opinions constitute legal
causation. Therefore it is unreasonable to suggest that the Respondents will at trial fail to
prove general causation on a balance of probabilities because the scientific terminology
used by the Respondents’ certification experts does not mirror or match the legal

language, or legal burden.

5 Affidavit of Dr. Robert Myers, sworn September 20, 2013 at para. 57 [ Appeal Book, Volume 2, Tab 15].
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The pleadings clearly identify the individual roles of the two Appellants and the
foundation for their alleged agency relationship. The agency relationship forms the basis

for the pleading of enterprise liability.

The pleading of enterprise liability is supported by the following materials facts: The
Appellant GlaxoSmithKline Inc. is identified by the Respondents as the entity that
conducts the manufacturing, promoting, labeling, marketing and sale of Avandia in
Canada.™ The pleadings identify the Appellant GlaxoSmithKline LLC as the entity that
conducts the manufacturing, promoting, labelling, marketing and selling of Avandia in
the United States, and one of the entities (or a successor entity thereof) that developed
Avandia.”” The pleadings also allege that GlaxoSmithKline LLC is responsible for
monitoring the worldwide adverse events associated with Avandia, and that it works in
close partnership with and directs GlaxoSmithKline Inc.’s manufacturing, promoting,
labelling, marketing and sale of Avandia in Canada and the latter’s interactions with

Health Canada.™®

The Chambers Judge took the correct approach to the pleading of agency. In the context
of's. 7(1)(a) of the CPA — assessing whether the pleadings disclose a cause of action — the
Chambers Judge concluded that the Appellants had not satisfied him that the pleading of
enterprise liability should be struck because the claim could not succeed. The Chambers
Judge properly applied the Hunt v. Carey test. No _evidence is to be considered in

assessing whether s. 7(1)(a) is satisfied. Only the pleadings, assumed to be true, are to be

¢ Fresh as Second Amended Statement of Claim, para. 18 [Appeal Book, Volume 1, Tab 10].
id. at para. 19 [Appeal Book, Volume 1, Tab 10].
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No Circumvention of “But For” Causation Test

The Respondents disagree with the Appellants that the Chambers Judge’s inclusion of the
phrase “contribute to” in the general causation issues is irrelevant (which would in any
event not constitute a reviewable error). The phrase “contribute to” in the context of
general causation does not constitute an end-run around the independent “but for” test of

specific causation.

Establishing general causation means establishing a causal connection between a drug
and harm in a particular population on a statistical or epidemiological level (a “general”
level). If the general causation issue is resolved in the Respondents’ favour, the “but for”

test continues to apply in the specific, or individual, causation analysis.

Chief Justice McLachlin made an obiter comment in Clements that the application of the
“material contribution” test may be expanded as new situations raise new
considerations.” This comment made in Clements is not relied on by the Respondents to
satisfy their burden at certification with respect to general causation. Rather, this
comment may become relevant at the stage of individual assessments — a matter for

another phase of the litigation.

The Respondents submit that the Chambers Judge made no reviewable error in certifying

the three general causation issues.

Issue 3: That the Chambers Judge erred in certifying “enterprise liability” as a common issue.

5 Clements v. Clements, 2012 SCC 32 at para. 44 [Appellants’ Authorities, Tab 8].

76.

7.

78.

¥ In Martin v. As
[Appellants™ Autho
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considered. The Chambers Judge’s reasons at paragraphs 29 and 30 of the Certification
Decision indicate that he was satisfied the pleadings contain material facts to support the

pleading.”’

The Chambers Judge also concluded that the pleadings in this case “includ[e] more detail
in support of the allegations of enterprise liability” than in Durling v. Sunrise Propane
Energy Group Inc. % It should be noted that in Durling, where the judge did conclude the
pleadings were deficient, the plaintiff was given leave to amend the pleadings to correct
the deficiency. Therefore if the Chambers Judge had made an error in certifying this
common issue on the basis of the pleadings before him (which the Respondents submit he
did not), it would not warrant overturning the decision to certify the issue, or the action

more broadly.

The Appellants further submit that insufficient evidence was led by the Respondents to
establish that the Appellants are, in fact, agents of one another. The Appellants submit
that the Chambers Judge erred by failing to apply the requisite evidentiary burden at

certification.

However, the Respondents’ evidentiary burden to satisfy the common issues requirement
in s. 7(1)(c) of the CPA is to show some basis in fact that the issue is a common one.

Common issues are defined in s. 2(e) of the CPA as:

Zeneca Pharmaceuticals PLC, 2012 ONSC 27 44, affd 2013 ONSC 1169 (Div. Ct.)
es, Tab 13], the judge concluded that there were no material facts supporting the pleading of

an agency relationship. The Chambers Judge in the present case did not arrive at the same conclusion.
2012 ONSC 4196 [Appellants’ Authorities, Tab 9].



79.

80.

! Ibid.
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(a) common but not necessarily identical issues of fact, or

(b) common but not necessarily identical issues of law that arise from

common but not necessarily identical facts.

Certification is not a preliminary merits test. Related to this principle, the common issues
criterion is not a high legal hurdle.®' The relevant question is whether dealing with those
questions as common issues will avoid duplication of fact finding or legal analysis.®> This
Court has explicitly stated that “whether there is an “arguable case with respect to the

defendants’ potential liability” is not the legal test for determining common issues.”*

In the context of the requirement in section 7(1)(c) that the claimant lead some evidence
— “some basis in fact” — that the proposed common issue is indeed a “common issue”, the
Chambers Judge correctly applied the legal test to the proposed common issue relating to
enterprise liability. He directed himself to consider whether its resolution was
independent of any individual findings of fact in relation to individual class members,
and whether its resolution would advance each class member’s claim.* The Chambers
Judge remarked as follows at paragraph 81 of the Certification Decision:

The question of whether the defendants are liable for the actions of each

other, and if so on what basis, does not require any consideration of the

circumstances of individual class members. It can readily be decided on a

classwide basis. The answer will assist the individual class members
because it will determine whether either or both of the defendants are

2 Hollick v. Metropolitan Toronto (Municipaliy), 2001 SCC 68 at para. 15 [Hollick] [Appellants” Authorities, Tab 12].
 Canada (Attorney General) v. MacQueen, 2013 NSCA 143 at para. 122 [emphasis added] [MacQueen]

[Appellants” Authorities, Tab 5].

 See e.g. Hollick, supra at para. 18 [Appellants’ Authorities, Tab 12].

84.

85.
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Moreover, as Justice Cullity noted in paragraph 49 of Heward v. Eli Lilly & Co."" in
cases where the law is unsettled or in a state of development, the court should be
reluctant to deal with issues on the basis of the pleading alone. Relatedly, it is a
fundamental principle of class action law that the novelty of a pleaded cause of action is

no basis to deny certification.

The Appellants may advocate for a different outcome, as they did at the motion for
certification, but nonetheless the Chambers Judge was bound to follow the reasoning of
the Supreme Court of Canada in Pro-Sys that the pleadings stage is “not the proper place
to resolve the details of the law of waiver of tort, nor the particular circumstances in
which it can be pleaded”.®® The Chambers Judge committed no reviewable error in

certifying this common issue.

Issue 5: That the Chambers Judge erred in concluding that a class action was the preferable
procedure for resolving the claims.

86.

87.

The Appellants rely on MacQueen to say that, if the Chambers Judge is found to have
made the preceding errors they advance on this appeal, the issue of preferability should

be considered “afresh” without deference to the certification judge.

For all of the foregoing reasons, the Chambers Judge made no reviewable errors

warranting intervention from this Court. In any event, it is wrong to assert that this

7[2007] O.J. No. 404 [Heward) [Appellants’ Authorities, Tab 11].
a

Pro-5)

s, supra at para. 97 [Appellants’ Authorities, Tab 17, citing Justice Epstein at paragraph 68 of Serhan
(Trustee of) v. Johnson & Johnson (2006), 85 O.R. (3d) 665 (Div. Ct.). In the present case, the Chambers
Judge, at paragraph 27 of the Certification Decision, cited Justice Cullity in Heward, supra who in turn
relied on this same passage from Serhan.

81.

Issue 4: That the Chambers Judge erred in certify
common issue, because, the
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responsible for any damages which might be awarded. I will certify this
common issue as proposed by the plaintiffs.

The Respondents submit that the Chambers Judge made no reviewable error in certifying

the enterprise liability common issue.

ifving the unjust enrichment/waiver of tort
submit, restituti v relief is unavailable in a

Armell,

negligence/personal injury case.

82.

83.

The Appellants contradict themselves by conceding that no court has yet answered the
question of whether “waiver of tort” can be relied on as a form of restitutionary relief in a
personal injury/negligence case. Indeed the Chambers Judge declined to resolve this issue
at the procedural motion. The Chambers Judge also declined to resolve at the procedural
motion the issue of whether waiver of tort is an independent cause of action or merely a
remedy. As the Chambers Judge noted, there has been “considerable debate about
whether waiver of tort is a stand alone cause of action or simply an alternative remedy

265

once a tort has been proven.”® The Chambers Judge is attuned to the debate.*®

The Chambers Judge did not err in failing to resolve these issues on the procedural
motion before him. The Chambers Judge agreed with the approach adopted by other
motions judges that a procedural motion — such as a certification motion - is not the place

to confront these questions.

 Certification Decision, para. 25 [Appeal Book, Volume 1, Tab 4].
“ Transcript of Hearing on September 15, 2015, pages 59-61 [Appeal Book, Volume 4, Tab 29].

88.

89.
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passage in MacQueen should be followed by this Court if it did find that the Chambers

Judge made any of the errors advanced by the Appellants.

In Wright Medical, this Court cautioned that it would be “misguided to mechanically
transpose this Court’s reasoning in MacQueen, to the features of this case.”® The Court
of Appeal said in Wright Medical that the facts, surrounding circumstances, evidence,
pleadings and causes of action in MacQueen were all “so readily distinguishable from the
much narrower issues” raised by that appeal. Referring to MacQueen, the Court in Wright
Medical said the following:

The failings which led to a setting aside of the certification order in MacQueen

had to do with errors arising from the motion judge’s failure to consider and

apply correct legal principles, misstating the legal test for determining common

issues, and failing to conduct a proper analysis of commonality. Respectfully,
those shortcomings are not evidenced in this case.”

The same conclusion applies here. The Appellants have not established any errors that

warrant a setting aside of the deference owed to the Chambers Judge. The deference

owed to the Chambers Judge is substantial.”'

The assessment of preferability is
discretionary in nature. This informs the standard of review on appeal. The Supreme

Court of Canada has held:

[A] decision by a certification judge is entitled to substantial deference: see e.g.
Pearson, at para. 43; Markson v. MBNA Canada Bank, 2007 ONCA 334, 85 O.R.
(3d) 321, at para. 33. Specifically, "[t]he decision as to preferable procedure is ...

 Wright Medical, supra at para. 36 [Appellants’ Authorities, Tab 27].
™ Ibid.

" Wright Medical, supra at para. 31 [Appellants’ Authorities, Tab 27].



90.

91.

92.

93.

94.
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entitled to special deference because it involves weighing and balancing a number
of factors": Pearson, at para. 43.

This Court, in Wright Medical, stated that the standard of review of a finding on

preferable procedure is “palpable and overriding error”.”

The Chambers Judge found that a class proceeding was the preferable procedure to
resolve the class members’ claims. This finding is owed considerable deference and must

not be overturned absent a palpable and overriding error.

In 2013 the Supreme Court of Canada made it clear that the preferability analysis is a
comparative one.”* Would a class member be better off having the common issues

resolved in a class action than if he or she pursued litigation in another form?

1 q

proposed cas 1 individual actions with common

In this case, the App

disclosure. At the hearing of the certification motion, the Chambers Judge pointedly
asked counsel for the Respondents to address this proposed alternative to a class action in

assessing preferability.”

Counsel for the Respondents submitted that the Appellants’ proposal for case-managed
actions overseen by a judge of the Supreme Court of Nova Scotia would not suit a

national action, as it would require coordination across multiple jurisdictions and invite

2 AIC Limited, supra at para. 65 [Appellants’ Authorities, Tab 11, citing Pearson v. Inco Lid. (2006), 78 O.R. (3d)

641 (C.A.) at para. 43. See also Gay, supra at para. 116 [Respondents” Authoritics, Tab 9]; Hoy v.
Medironic Inc., 2003 BCCA 316 at para. 38 [Respondents” Authorities, Tab 13].

" Wright Medical, supra at para. 51 [Appellants’ Authorities, Tab 27].
™ AIC Limited, supra at paras. 26-38 [Appellants’ Authorities, Tab 1].
" Transcript of Hearing on September 16, 2015, page 205 lines 7-11 [Appeal Book, Volume 4, Tab 30].

98.

99.

100.

101.
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[A class proceeding] allows the parties and the court to be creative in maximizing
efficiency without compromising the ultimate legal requirements for proof of
liability and damages.*

The Chambers Judge’s finding that one class proceeding is preferable to a multitude of
individual actions — or case-managed individual actions, as proposed by the Appellants -

does not amount to a palpable and overriding error warranting appellate intervention.

Individual litigation would see each claimant, independently and in a serial manner,
establishing each of the issues presently certified as common issues before proceeding to
move on to the remaining individual issues. Individual claimants would have to adduce
evidence on each of these issues. As recognized by the Chambers Judge, in case-managed
individual actions each claimant would have to start litigation and prove all aspects of
their claim and damages, including the basis for punitive damages, while a class action
would only necessitate proof of individual causation and damages if there was success at

a common issues trial.*!

Individual litigation of this nature is an expensive proposition; even if the damages
awarded in a successful case are more than “modest” — as the Appellants assert - the costs
of mounting complex litigation involving a pharmaceutical would be prohibitive in most

cases. Only a class action will truly provide access to justice for these Class Members.

The preferability of a class action in the above respects is not eliminated simply because

liability questions remain after the conclusion of the common issues trial. In the

* Certification Decision, para. 103 [Appeal Book, Volume 1, Tab 4].
#! Certification Decision, para. 105 [Appeal Book, Volume 1, Tab 4].

95.

96.

97.
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inconsistent results.”® Further, it was submitted by counsel for the Respondents, any
complexities associated with proving the remaining individual issues remain present in
both types of litigation, whether in the context of a phase of a class action, or within case-
managed individual actions; case-managed individual actions provide no preferable

alternative in this respect.””

In addition, the special tools afforded to a case management judge overseeing a class
action pursuant to the Class Proceedings Act — specifically by sections 15 and 30 — to
enable individuals to come forward and resolve their claims in an efficient and productive

manner would not be available outside a class action.”®

These problems with case-managed individual actions were accepted by the Chambers
Judge. In assessing preferability in the present case, the Chambers Judge correctly stated

as follows:

Problems with causation will exist whether class members pursue individual law
suits or a class proceeding. As a result, it should not be a basis on which
certification is refused. Even if the common issue trial is relatively short and the
individual proof of damage extensive, that does not mean there is no efficiency to
be gained by an answer in common to the questions of risk, breach of duty, joint
liability and restitution. ”

The Chambers Judge continued:

" Transeript of Hearing on September 16, 2015, pages 206-212 [Appeal Book, Volume 4, Tab 30].

"7 Transcript of Hearing on September 16, 2015, page 210 lines 17-21 [Appeal Book, Volume 4, Tab 30].
" Transcript of Hearing on September 16, 2015, pages 212-216 [Appeal Book, Volume 4, Tab 30].

™ Certification Decision, para. 102 [Appeal Book, Volume 1, Tab 4].

102.

103.

104.
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Respondents’ submission, this Court has not declared the preferability criterion to fail in

such circumstances, contrary to the Appellants’ interpretation of Murray and MacQueen.

In the Respondents’ respectful view, if this Court had made such a blanket declaration,
that declaration would be inconsistent with class action jurisprudence (common issues
need not be determinative of liability“) and it would overlook the significant efficiencies
gained by a complex, expensive common issues trial involving a pharmaceutical, such as
this one. It would fail to appreciate the different types of class actions and common issues
trials, and their varying demands. The more expensive and complex a claim, the greater
the efficiencies realized by resolving those issues capable of common resolution in a
common issues trial, and the less feasible it would be to individually litigate all of the

issues.

It is preferable for a common issues trial to make possible an individual claims process -
even if that individual claims process may resemble “individual trials” - rather than shut
claimants out of the judicial system. The complexity of a claim is no reason to deny the

preferability of a class action. Access to justice should not be denied on that basis.

The Chambers Judge concluded that a class action is the preferable procedure to resolve
Class Members’ claims, and this conclusion is owed substantial deference. The Chambers

Judge made no error to warrant a setting aside of this conclusion.

Issue 6: Did the Chambers Judge err by finding that the Representative Plaintiffs could fairly
and adequately represent the interests of the Class?

* See note 48
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106.

107.

108.
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The key considerations in assessing the adequacy of a representative plaintiff are: Does
the proposed representative plaintiff have a common interest with other class members?™
Would he or she vigorously prosecute the claim?* What is the motivation of the

986

representative?® Is the representative’s counsel competent?™ Does the representative

plaintiff have capacity to bear any costs that may be incurred by the representative?*’
The proposed representative plaintiff need not be “typical” of the class nor the “best”

possible representative.*

The Chambers Judge granted leave to file further evidence in support of the requirement
in s. 7(1)(b) of the CPA that there be “two or more persons” in an identifiable class. In
doing so, he relied on the same approach taken by the British Columbia Supreme Court in
Wakelam v. Johnson & Johnson.* In particular, the Chambers Judge seemed to want to
see further evidence that there were other individuals “interested in pursuing their claims

through a class proceeding,””

In granting the Respondents leave to file supplemental evidence, the Chambers Judge

was employing the procedural flexibility that is necessary to facilitate realization of the

> Campbell v. Flexwatt Corp., [1997] B.C.J. No. 2477 (C.A.) at paras. 75-76 [Respondents’ Authorities, Tab 5].
% Ibid.; Dutton, supra at para. 41 [Appellants’ Authorities, Tab 25].

¥ Dutton, ibid.

s

Ibid.
Y Ibid.
* Ibid.

2011 BCSC 1765, rev’d 2014 BCCA 36 [Respondents’ Authoritics, Tabs 21 and 22]. As the Chambers Judge

notes at paragraph 45 of the Certification Decision, although certification was reversed in that case, the
Court of Appeal found no error in the trial judge’s approach to the requirement for two or more class
members, and confirmed that the certification judge did not err in concluding that the supplemental
evidence demonstrated the existence of an identifiable class of two or more persons (see paras. 101-105 of
the British Columbia Court of Appeal decision).

“ Certification Decision, para. 46 [Appeal Book, Volume 1, Tab 4].

110.

111

112.

113.
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There was no prejudice to the Appellants from a lack of opportunity to respond: counsel
for the Appellants had the opportunity to provide submissions on the supplemental
evidence. These submissions were clearly reviewed and considered by the Chambers
Judge. Indeed, the Chambers Judge accepted the position of the Appellants that evidence
relating to suffering heart failure, heart attack and stroke was irrelevant to certification, in
light of the class definition making no reference to these cardiovascular outcomes.” As a
result, the Chambers Judge saw no need to require that the affiants produce medical
histories in support of the allegations of these cardiovascular outcomes.”® It would have

been an inefficient and irrelevant exercise, to the prejudice of these affiants.

The Appellants challenge the adequacy of the Representative Plaintiffs on the basis that
they somehow failed to meet the standard imposed on them, because they needed to file

supplemental evidence of “two or more” members of the identifiable class.

It is an artifice to suggest that this in any way reflects on the adequacy of the
Representative Plaintiffs in a manner relevant to s. 7(1)(e) of the CPA. It is counsel who
determines the contents of the evidentiary record at certification, not the Representative
Plaintiffs. There has been no failing, in any way relevant to the legal test under the CPA,

on the part of the Representative Plaintiffs.

Nor, it is submitted, was this failing a consequential reflection on the competency of
counsel for the Representative Plaintiffs. It should be noted that jurisprudence more

recent than that relied on by the Chambers Judge calls into question the basis for the

% Supplemental Certification Decision, para. 5 [Appeal Book, Volume 1, Tab 5].
* Supplemental Certification Decision, para. 9 [Appeal Book, Volume 1, Tab 5].

109.
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statutory purposes of the CPA.”" The comments of experienced class action jurist Justice

Belobaba, in Keatley Surveying Ltd. v. Teranet Inc.,’* are particularly illuminating:

In my view, there are two factors that set appeals of certification motions apart
from other matters. One factor is the unique nature of a class action. As a
procedural vehicle designed to promote judicial economy, access to justice, and
behaviour modification, the class action demands a more flexible approach in
which plaintiffs are not held strictly to their arguments as initially
formulated: Halvorson, at para. 23. A strict approach could result in an action
that is otherwise amenable to certification failing on appeal simply because it was
not argued in an ideal manner at first instance. This could lead to multiple claims
(thousands, in some cases) proceeding individually in a manner antithetical to
judicial economy. Or, perhaps worse, access to justice and behaviour
modification might be forgone entirely if class members are unable to bring
claims that were not certified, because they are too expensive to bring
individually.”

Counsel for the Representative Plaintiffs fulfilled the request of the Chambers Judge.
They submitted several affidavits as additional evidence of two or more members of each
of the Primary and Family Classes.” The Chambers Judge accepted the affidavits of Ms.
Newhouse, Mr. White, Mr. Moulton and Ms. Walsh as satisfying the requirement to show

two or more members of each Class.

°' Comments confirming the flexibility of class actions ofien arise in the context of an appeal of a decision denying

certification, at which point aspects of the class action, such as class definitions and/or common issues, may
be reformulated: see for c.g. Halvorson v. British Columbia (Medical Services Commission), 2010 BCCA
267 at para. 23, citing Markson v. MBNA Canada Bank, 2007 ONCA 34 at para. 39, leave to appeal to
S.C.C. refused, [2007] S.C.C.A. No. 346 [Respondents’ Authorities, Tab 12.]

22014 ONSC 1677 (Div. Ct.), af"d 2015 ONCA 248 [Respondents’ Authorities, Tabs 15 and 16]. The motion for

had previously been 2012 ONSC 7120 (Sup. Ct.) [Respondents’ Authorities, Tab
14]. At a later motion for summary judgment, brought by both sides, Justice Belobaba concluded that the
determinative common issue was answered in favour of the defendant, and therefore granted its motion for
summary judgment: 2016 ONSC 1717 (Sup. Ct.) [Respondents’ Authorities, Tab 17].

32014 ONSC 1677 (Div. Ct.) at para. 35 [Respondents’ Authorities, Tab 15].
°* Affidavit of Richard Crossman sworn February 26, 2016 (the “Crossman Affidavit”) [Appeal Book, Volume 2,
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Tab 23]; Affidavit of Kathryn Ann Newhouse sworn February 9, 2016 [Appeal Book, Volume 2, Tab 197;
Affidavit of David Edwin White sworn February 5, 2016 [Appeal Book, Volume 2, Tab 20]; Affidavit of
Gilbert Everett Moulton sworn February 10, 2016 [Appeal Book, Volume 2, Tab 21]; Affidavit of Ann
Walsh sworn February 24, 2016 [Appeal Book, Volume 2, Tab 22].
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Chambers Judge’s request for further evidence of individuals desirous of advancing their

claims through the vehicle of a class action.

Keatley Surveying Ltd. v. Teranet Inc.”” is a copyright class action certified on appeal to
the Divisional Court (Ontario). Certification was upheld by the Ontario Court of Appeal.
In first instance, the motion judge had required that the plaintiff put forward evidence that
there were two or more persons who wished to have their copyright infringement
complaint determined in the class proceeding. However, at the Divisional Court, Justice
Sachs, in certifying the action, found that this was an error:

Neither the plain language of the CPA nor the recent jurisprudence from the

Supreme Court of Canada (which was released after the motion judge rendered
her decision) make any mention of such a requirement.”

PART VI - ORDER OR RELIEF SOUGHT

115.

For the foregoing reasons, the Respondents respectfully submit that this appeal should be
dismissed, with an award of costs on this appeal in the amount of $5000, plus

disbursements.

All of which is respectfully submitted this 1* day of August, 2017.

li f
Raymond F. Wagner, Q.C.
Wagners Law Firm
1869 Upper Water Street
Halifax, NS B3J 1S9
Email: raywagner(@wagners.co
Tel: (902) 425-7330
Fax: (902) 422-1233

*7See note 92.
82014 ONSC 1677 (Div. Ct.), supra note 92 at para. 9 [Respondents’ Authorities, Tab 15].
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Appendix A - List of Citations
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20.
21.
22.

Bartram (Litigation guardian of) v. GlaxoSmithKline Inc., 2012 BCSC 1804
Bartram (Litigation guardian of) v. GlaxoSmithKline Inc., 2013 BCCA 462
Boulanger v. Johnson & Johnson Corp., [2007] O.J. No. 179 (Sup. Ct.)
Bywater v. Toronto Transit Commission, [1998] O.J. No. 4913 (Gen. Div.)
Campbell v. Flexwatt Corp., [1997] B.C.J. No. 2477 (C.A.)

Canada (Attorney General) v. Anderson, 2011 NLCA 82

Cassano v. Toronto Dominion Bank, 2007 ONCA 781

Charlton v. Abbott Laboratories Inc., 2015 BCCA 26

Gay v. New Brunswick (Regional Health Authority 7), 2014 NBCA 10
Griffin v. Dell Canada Inc., [2009] O.J. No. 3438 (Div. Ct.)

Griffin v. Dell Canada Inc., [2009] O.J. No. 418, 72 C.P.C. (6th) 158
Halvorson v. British Columbia (Medical Services Commission), 2010 BCCA 267
Hoy v. Medtronic Inc., 2003 BCCA 316

Keatley Surveying Ltd. v. Teranet Inc., 2012 ONSC 7120 (Sup. Ct.)
Keatley Surveying Ltd. v. Teranet Inc., 2014 ONSC 1677 (Div. Ct.)
Keatley Surveying Ltd. v. Teranet Inc.,2015 ONCA 248

Keatley Surveying Ltd. v. Teranet Inc., 2016 ONSC 1717 (Sup. Ct.)
Schwoob v. Bayer Inc., 2013 ONSC 2207

Stanway v. Wyeth Canada Inc., 2012 BCCA 260

Tiboni v. Merck Frosst Canada Ltd., [2008] O.J. No. 2996 (Sup. Ct.)
Wakelam v. Johnson & Johnson, 2011 BCSC 1765

Wakelam v. Johnson & Johnson, 2014 BCCA 36
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Appendix B - Statutes and Regulations

LEGISLATION

23.

Class Proceedings Act, SN.S. 2007, c. 28
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AWANIHA CLASS ACTION
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Made as of Dolcler 11, 2018
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Base Points
LEVEL | CARDIAC EVENT POINTS
1 Myocardial Infarction (which requires a | 100 points
final diagnosis in medical records
generated in the course of medical care
that interpret clinical signs and/or
diagnostic tests as establishing the
occurrence of an MI at or about such
time or, alternatively for purposes of this
criterion, death from a cardiac event in
the absence of any other cause of death)
2 Coronary Artery Bypass Graft (CABG), | 75 points
3 Percutaneous Coronary Intervention with | 50 points
Stent Placement
4 Congestive Heart Failure (which 50 points
requires a final diagnosis in medical
records generated in the course of
medical care that interprets clinical signs
and/or diagnostic tests as establishing
the initial onset or exacerbation of CHF
at or about such time)
Age Adjustment
Age ) 0- 20 years =+ 30 points
b) 21-31 years = + 20points
) 31- 40 years = + 10 points
d) 41- 50 years = + 5 points
€) 51- 60 years = +/- 0 points
) 61- 70 years = - 10 points
g) 71- 80 years = - 20 points
h) 81+ years = - 30 points

Exhibit A

Compensation Protocol for Claims Submitted Pursuant to the Avandia National Settlement
Agreement

(“Compensation Protocol”)

To be eligible to receive a settlement payment pursuant to the Settlement Agreement, a claimant must:

i.  be, orif acting in a representative capacity, be representing the interest of a Canadian resident;
and

ii. from p medical records, one of the following cardiac events:

a. received a final diagnosis of a myocardial infarction (which includes a final diagnosis in
medical records generated in the course of medical care that interpret clinical signs and/or
diagnostic tests as establishing the occurrence of an MI at or about such time or,
alternatively for purposes of this criterion, death from a cardiac event in the absence of
any other cause of death);

b. received a final diagnosis of initial onset or exacerbation of congestive heart failure
(“CHF”) (which includes a final diagnosis in medical records generated in the course of
medical care that interprets clinical signs and/or diagnostic tests as establishing the initial
onset or exacerbation of CHF at or about such time);

c. underwent a coronary artery bypass graft (CABG); or
d. underwent a percutaneous coronary intervention with stent placement.
i, d from p medical or pharmacy records, at least 30 days of
uninterrupted Avandia usage at the time of, or within one year prior to, such cardiac event; and
iv. d from p medical or pharmacy records, that such Avandia use
occurred prior to December 2010, or that an uninterrupted period of such use began prior to
December 2010.

2. Allocation of Settlement

The Settlement Payment will be allocated among (i) MI, CABG, or stenting claims and (ii) CHF claims,
pursuant to the Settlement Agreement. No claimant shall be eligible to receive settlement payment for both
aMI, CABG, or stenting claim and a CHF claim. In the event that an Approved Claimant meets the criteria
for more than one type of claim, the Approved Claimant will receive compensation for the MI, CABG, or
stenting claim and not the CHF claim.

Damages attributable to individuals who are entitled to make claims under the Family Law Act, RSO 1990,
¢ F.3, s 61 and similar legislation and common law in other provinces, will be allocated to the Approved
Claimant.

3. Quantum of Settlement
Compensation for (i) MI, CABG, and stenting claims and (ii) compensation for CHF claims will be

allocated from two distinct pools of funds. Approved Claimants will receive benefits in proportion to the
cumulative points they are awarded under this Compensation Protocol.

Risk Factor Adjustment

Class Members who swear a Risk Factor Declaration | 50% increase to cumulative point value.
and submit the required records. If medical records

bmitted clearly ict the D i no
compensation will be payable and any entitlement to
compensation will be forfeited.

The existence of any of the following risk factors makes an Approved Claimant ineligible for the Risk Factor
Adjustment.

A Pre-cxisting congestive heart failure Approved Claimants who received a diagnosis of
congestive heart failure before their cardiac event.

B Prior MI Approved Claimants who suffered an MI before their
cardiac event.
C Pre-cxisting Coronary Artery Diseasc | Approved Claimants who received a diagnosis of coronary
(“CAD") artery disease (CAD) before their cardiac event.
D Smoking Approved Claimants who smoked cigarettes or cigars

within one (1) year of their cardiac event,

E High Cholesterol Approved Claimants who received a diagnosis of high
cholesterol or were on a statin on or before their cardiac
event.

F Hypertension Approved Claimants who received a diagnosis of

hypertension or were on an anti-hypertensive medication
on or before their cardiac event.

G Obesity Approved Claimants whose medical records indicate
obesity or a BMI of > 30 at or before their cardiac event.

T Alcohol Abuse Approved Claimants diagnosed with alcoholism, alcohol
dependence, or alcohol abuse, or a similar reference,
within two (2) years of their cardiac event.

J Illegal Drug Use Approved Claimants with evidence of the use of illegal
drugs (including, but not limited to, cocaine, LSD and
heroin, but excluding marijuana) within two (2) years of
their cardiac event.
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n Protocol for Claims Submitted Pursuant to the Avandia Settlement
Agreement

“Claims Administration Protocol™)

Administration of the Settlement A " and the p approval, p ion, and
appeal of individual claims made pursuant to the Settlement Agreement shall be governed by this Claims
Administration Protocol. This Claims Administration Protocol shall be implemented by the Claims

Administrator, subject to the ongoing authority and supervision of the Supreme Court of Nova Scotia.

1. Purpose of the Claims Administration Protocol

The purpose of this Claims Administration Protocol is to provide further guidance to the Claims
Administrator to help ensure that:

a

only Approved Claimants who satisfy the eligibility criteria set out in the Compensation Protocol
will receive compensation from the Settlement Payment;

b) similarly situated Approved Claimants will be treated as uniformly as possible; and

¢) Approved Claimants will receive timely sation in a way that minimi; to the extent
reasonably possible, the Claims Administration Costs and other transaction costs associated with
implementation and administration of the Settlement Agreement.

2. Reporting Obligations of the Claims Administrator

® days after the Claim Deadline, the Claims Administrator shall provide a written report to Class Counsel
and to Defendants indicating the total number of Approved Claimants who meet the criteria for payment of
a MI, CABG, or stenting claim, and the total number of Approved Claimants who meet the criteria for
payment of a CHF claim, as set out in the Compensation Protocol (“Approved Claimant Report™).

3. Claim Form and Claim Deadline

The status of a Class Member as an Approved Claimant requires, in addition to the requirements set forth
in the Settlement Agreement and Compensation Protocol, that the Class Member properly complete,
execute and submit the claim form developed by the Claims Administrator in consultation with Class
Counsel (the “Claim Form”) to the Claims Administrator by the Claim Deadline. The Claims Administrator
may develop such other forms as it deems necessary for the i 1 and inistration of the
Settlement Agreement in accordance with the purpose of this Claims Administration Protocol.

Claims that are not properly and timely submitted to the Claims Administrator by the Claim Deadline will
be denied by the Claims Administrator.

4. Evidence Required for Proof of Injury

This section lists the information and documentation (the “Evidence”) that must be provided as sufficient
proof of each level of “Injury” (as that term is defined in the Compensation Protocol).

! Unless otherwise indicated or required by context, capitalized terms in this Claims Administration Protocol have the
meanings assigned to them in the Settlement Agreement.

_6-

6. Claimant Notification and Claim Appeals
a) Notification

The Claims Administrator shall notify each Class Member by way of a letter sent through first class regular
mail as to the approval or rejection of his or her claim and the points awarded to the Class Member.

b) Appeals

Class Members will be granted a 30-day period from the date of mailing to appeal the rejection and/or
classification of their claims. In accordance with Rule 11 of the Nova Scotia Civil Procedure Rules, appeals
will be reviewed and assessed by the Designated Settlement Judge or Referee. Appeals will be made in
writing to such Judge or Referee, supported only by the documentation provided to the Claims
Administrator. Following the outcome on appeal, there shall be no right of further appeal or review.

Defendants shall have the right to request, from time to time, Claims and Evidence from the Claims
Administrator for the purposes of reviewing the accuracy of the Compensation Protocol. Within 5 days of
the Defendants receiving the Approved Claimant Report, Defendants shall notify the Claims Administrator
whether they desire an opportunity to review the Claim Forms and Evidence submitted by specified Class
Members. If so notified, the Claims Administrator shall promptly provide the specified Claims Forms and
Evidence to Defendants. Within 10 days following receipt of such Claims Forms and Evidence, Defendants
shall notify the Claims Administrator whether they wish to appeal the approval or classification of any
claim. The Claims Administrator may then change the evaluation made or notify Defendants that the
Claims Administrator does not agree that any change is warranted. In the event that the Claims
Administrator make no change to the initial classification, Defendants shall have a right, exercisable within
10 days following receipt of the Claims Administrator’s notification, to seek a review of said determination
to the Designated Settlement Judge or Referee, as applicable. The decision of such Judge or Referee is
final and binding and shall not be subject to any further appeal or review.

7. Releases

Each Approved Claimant shall have 45 days from the date of mailing of a notice from the Claims
Administrator approving his or her claim to deliver to the Claims Administrator a fully and properly
executed Release, in the form attached hereto. Any Approved Claimant who does not return a fully and
properly executed Release by such deadline shall be deemed to have forfeited a right to payment.

a) Mandatory Evidence

A Class Member must submit proof, by way of medical_records, which may include
contemporaneous physician records supplemented by a letter from the physician providing any needed
clarification of the contents of the record, and/or contemporaneous pharmacy records, as follows:

a) contemporaneous medical records demonstrating one or more of the following cardiac events:

i.  afinal diagnosis of a Myocardial Infarction (“MI”) (which includes a final diagnosis in
medical records generated in the course of medical care that interpret clinical signs and/or
diagnostic tests as establishing the occurrence of an MI at or about such time or,
alternatively for purposes of this criterion, death from a cardiac event in the absence of
any other cause of death);

ii.  underwent a Coronary Artery Bypass Graft;

iii.  underwent percutancous coronary intervention with stent placement;

iv.  afinal diagnosis of initial onset or exacerbation of Congestive Heart Failure (which
includes a final diagnosis in medical records generated in the course of medical care that
interprets clinical signs and/or diagnostic tests as establishing the initial onset or
exacerbation of CHF at or about such time) and

b) contemporaneous medical and/or pharmacy records d ating Avandia ion for at
least 30 days at the time of, or within one year prior to, such cardiac event; and
¢) contemporaneous medical and/or pharmacy records demonstrating that the 30 days of Avandia

use occurred prior to December 2010, or that an uninterrupted period of such use began prior to
December 2010.

b) Optional Risk Factor Adjustment Evidence
Class Members who are seeking the Risk Factor Adjustment must:

a) submita Risk Factor Adjustment Declaration; and
b) submit a copy of his or her general practitioner’s medical records for the 2 years before he or she
suffered the cardiac event.

A failure to report true or accurate information may result in the rejection of Class Members’ claims.
5. Claims Processing Guidelines

If, during claims processing, the Claims Administrator finds that technical deficiencies exist in a Class
Member’s Claim Form or Evidence, the Claims Administrator shall notify the Class Member, by way of
letter sent through first class regular mail, of the technical deficiencies and shall allow the Class Member
60 days from the date of mailing to correct the deficiencies. If the deficiencies are not corrected within the
60 day period, the Claims Administrator shall reject the claim and the Class Member shall have no further
opportunity to correct the deficiencies. “Technical deficiencies™ shall not include missing the Claim
Deadline or failure to provide sufficient Evidence to support the Class Member’s claim. In the event that a
Class Member has requested but not yet received the Mandatory Evidence, the Class Member must submit
true copies of the records requests that were made and this will be deemed a “technical deficiency™.

RELEASE

IN CONSIDERATION OF the sum of @ ($@) and other good and valuable
consideration, the receipt and sufficiency of which are hereby irrevocably
acknowledged, the undersigned, ®, on behalf of himself or herself and all other
individuals and entities who may claim damages due in any way to the use of Avandia
by the undersigned (or if the undersigned was not an Avandia user, damages due in
any way to the use of Avandia by the associated Avandia user), including all derivative
claimants, successors, assigns, trustees, executors, representatives, heirs, and any
other persons claiming by, through, under or on account of Avandia use by the
undersigned or the associated Avandia user (hereinafter collectively referred to as the
“Releasor”), releases any and all Avandia-related claims, actions, causes of action,
claims over, indemnities, losses, covenants and liabilities, in equity or at law, that the
Releasor, or any of them, now has or may have for or by reason of any cause, matter or
thing whatsoever existing up to the present time, and thereby forever releases and
discharges any and all claims against any and all individuals and entities that may have
any Avandia-related liability, including ~GLAXOSMITHKLINE INC. and
GLAXOSMITHKLINE LLC, their parents, subsidiaries and affiliated, related,
predecessor or successor companies or entities and each of their respective directors,
officers, shareholders, employees, servants, agents, trustees, successors,
administrators, assigns, insurers and re-insurers, both present and former (hereinafter
collectively referred to as the “Releasees”).

AND THE RELEASOR ACKNOWLEDGES and agrees that s/he has not been
induced to execute this Release by reason of any representation or warranty of any
nature or kind whatsoever and that there is no condition express or implied or collateral
agreement affecting the said release.

AND FOR THE SAID CONSIDERATION the Releasor covenants and agrees not
to make claim or to commence or take proceedings against any of the Releasees,
including any person, firm, partnership, business or corporation who or which might
claim contribution from, or to be indemnified by, GLAXOSMITHKLINE INC. or
GLAXOSMITHKLINE LLC, under the provisions of any statute or otherwise in respect of
those matters to which this release applies.

AND IT IS UNDERSTOOD that Releasees, and each of them, do not admit any
liability to the Releasor or others and that such liability is specifically and expressly
denied.

IN WITNESS WHEREOF the Releasor ® has hereunto set his/her hand and
seal this day of ,201_.

Witness °
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Risk Factor Declaration

, from the City

of_

» in the province of N

SOLEMNLY DECLARE:

1. Prior to suffering my Cardiac Event, I was not diagnosed with any of the following:

i
ii.
iii.
iv.
V.
Vi
vii.

congestive heart failure (CHF);

myocardial infarction (heart attack);

coronary artery disease (CAD);

high cholesterol and/or prescribed cholesterol lowering medication;

high blood pressure and/or prescribed blood pressure lowering medication;
obesity; or

alcohol dependency/alcohol addiction (within two (2) years of my cardiac event)

1 did not smoke cigarettes or cigars within one (1) year of my cardiac event.

1 did not use illegal drugs (including, but not limited to, cocaine, LSD and heroin, but excluding
marijuana) within two (2) years of my cardiac event.

I 'acknowledge and understand that this Declaration is an official Court document sanctioned by
the Court that presides over the Settlement, and submitting this Declaration to the Claims
Administrator is equivalent to filing it with a Court.

Enclosed in support of this Declaration are my medical records required pursuant to the Compensation
Protocol which I understand may be reviewed by the Claims Administrator to confirm the contents of this

Declaration.

After reviewing the information that has been supplied in this Declaration I declare under penalty of perjury
that the information provided in this Declaration and Claim Form is true and correct to the best of my
knowledge, information and belief.

I hereby consent to the disclosure of the information contained herein to the extent necessary to process
this claim for benefits. I hereby authorize the Claims Administrator to contact me as required in order to
administer the claim.

Date:
Claimant’s Signature (or Claimant’s Representative)
Printed Name of Claimant (or Claimant’s Representative)
Date:
Signature of Claimant’s Lawyer (if any)
Exhibit B
Province | Plaintiffs’ Counsel Action
NS Wagners Albert Carl Sweetland v. Glaxosmithkline Inc. et al.
Court File Hfx. No. 315567
NS Merchant Law Group Ronald Finck v. Glaxosmithkline Inc. et al.
Court File No. SH-300379
ON Kim Orr Barristers Brenda Lloyd, Gary Lloyd and Francesca Imbesi v. Glaxosmithkline Inc. et al
Court File No. CV-11-434420-00CP
ON McPhadden, Samac, Waheed v. Glaxosmithkline Inc. et al.
Merner, Touvi Court file No. CV-09-385922CP
ON Siskinds Victor Vinerskis v Glaxosmithkline Inc.
Court File No. 6809-12
ON Siskinds Richard Fontaine and Barbara Fontaine v Glaxosmithkline Inc.
Court File No. 3777/14
ON Siskinds hi indrak v G ithkline Inc.
Court File No. 4084-14
NFL Merchant Law Group Catherine Morris v. Glaxosmithkline Inc. et al.
Court File No. 0597
NFL Russell Accident Law Clyde Wiseman v. GlaxoSmithKline Inc. et al
(Formerly Ches Crosbie Court File No. 2582 CP
Barristers)
NB ‘Wagners Gregory Ring v. Glaxosmithkline Inc. et al
Court File No. MC 405-13
MB Merchant Law Group Andrew Kernel v. Glaxosmithkline Inc., et al.
Court File No. C107-01-53523
MB Deeley, Fabbri, Sellen Bonnie Latimer v. Glaxosmithkline Inc.
Court File No. CI 07-01-51859
AB Merchant Law Group Debbie Allison, et al. v. Glaxosmithkline Inc., et al.
Court File No. 0701-08275
AB Docken & Company Ralito Bernales v. Gl ithKline Consumer F Inc, et al
Court File No. 1001-14991 and
Court File No. 1301-05007
BC Merchant Law Group Lanny Michael Honour v. Glaxosmithkline Inc., et al
Court File No. 073210
PEI Wagners Yvon L v. Gl line Inc., Gl hKline PLC, et al
Court File No. SI-GS-255577
QC Arias Sanguinetti Wang Donna Woods v. G line Inc. and G ithKline PLC
and Torrijos LLP Court File No. 500-06-000409-074
(Formerly Consumer
Law Group)
SK Merchant Law Group Estate of Iris Edith Wall and Vic Wall v. Glaxosmithkline Inc., et al.

Q.B.G. No. 1073/2007

Printed Name of Claimant’s Lawyer

Date:

Signature of Witness

Printed Name of Witness
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Exhibit C

NOTICE OF CERTIFICATION AND SETTLEMENT

APPROVAL HEARING IN THE CANADIAN AVANDIA LITIGATION

Read this Notice carefully as it may affect your rights

NOTICE OF CERTIFICATION AND SETTLEMENT

A Canada-wide settlement has been reached in the Avandia Class
Action. The Class Action sought compensation for cardiovascular
injuries which were allegedly related to the use of Avandia. The
Defendants deny the allegations made in the lawsuits and make no
admission as to the truth of these allegations. Class Counsel is aware
of additional similar Avandia litigation in Canada, a list of which may
be accessed online at: www.XXX. The settlement, if approved, will
also resolve these actions.

THE SETTLEMENT REQUIRES COURT APPROVAL

In order for the Settlement to become effective, it must be approved
by the Supreme Court of Nova Scotia. The Court must be satisfied
that the Settlement is fair, reasonable and in the best interest of the
Class. The Settlement Approval Hearing is scheduled for January
29,2019 at 9:30 a.m. at The Law Courts Building, 1815 Upper
Water Street, Halifax, Nova Scotia.

WHO IS INCLUDED IN THE CLASS ACTION?
If approved, the Settlement applics to: (a) All persons in Canada,
including their estates, who were prescribed and ingested Avandia
(the “Primary Class"); and (b) the spouses (including common-law
spouses and same-sex spouses), children, grandchildren, parents,
‘grandparents and siblings of deccased members of the Primary Class
(the “Family Class”)

‘WHO REPRESENTS THE CLASS
Albert Carl Sweetland & Barbara Fontaine, c/o Wagners.

‘WHAT IF I DON'T WANT TO BE IN THE CLASS ACTION?
If you are a Primary or Family Class Member and do not wish to be
bound by the Class Action and/or by the Settlement (if approved),
'you must Opt Out. To Opt Out, you must fully complete and submit
an Opt Out Form to [to be decided by Justice Wood] by the Opt Out
Deadline of DATE, 2018. Opt Out Forms are available at www.XXX
or may be requested from [to be decided by Justice Wood]. If you
Opt Out, you will not be able to make a claim for compensation
under the Settlement.

‘WHAT SETTLEMENT HAS BEEN REACHED FOR THE
CLASS ACTION?

The Settlement provides for a Minimum Settlement Amount of
$4,116,666.67 (CND) and up to a Maximum Settlement Amount of
$6,750,000.00 (the “Settlement Payment”), depending on the number
of approved claims. The Settlement Payment will be used to pay
compensation for Approved Claimants, the claims of provincial
health insurers, the costs of notice and administration and Class
Counsel Legal Fees. Approved Claimants must satisfy the eligibility
criteria set out in the Compensation Protocol. You can review the
Settlement documents by contacting Class Counsel or visiting the
settlement website at www.XXX.

Compensation is available for Class Members who used Avandia
for at least thirty continuous days commencing before December
2010 and who suffered one of the following injuries within no
more than year of such use: myocardial infarction (heart attack),
congestive heart failure, coronary artery bypass graft (CABG
surgery), and percutaneous coronary intervention with stent
placement.  Other cligibility considerations described in  the
Settlement Agreement will affect how much compensation you
receive.

PARTICIPATION IN THE SETTLEMENT

If the Settlement is approved, you must submit a Claim Form to the
Claims Administrator by the Claims Deadline. Information about
how and when to apply for settlement funds will be provided in a
future notice and will be posted online at: www. XXX

OBJECTING TO THE SETTLEMENT AND OPPORTUNITY
TO APPEAR

If you wish to object to the Settlement, you must submit a written
objection to [to be decided by Justice Wood] by no later than DATE,
2018 at the address listed in this Notice. [To be decided by Justice
Wood] will file copies of all objections with the Court. Do not send
an objection directly to the Court. You may also attend the Settlement
Approval Hearing and, if you submitted a written objection to [to be
decided by Justice Wood], you may make oral submissions to the
Court.

CLAIMS ADMINISTRATOR
RicePoint Administration Inc.
1480 Richmond Street, Suite 204
London, Ontario, Canada, N6G 014
Email: support@ricepoint.com
Toll Free: 1 (866) 432-5534

CLASS COUNSEL
Siskinds LLP Wagners
680 Waterloo St. 1869 Upper Water St.
London, ON Halifax, NS
N6A 3V8 B3J 159

Tel: 877-672-2121
There is no charge to speak with Class Counsel.

Tel: 902-425-7330

LEGAL FEES

Ator following the Settlement Approval Hearing, Class Counsel will
request approval for payment of fees, disbursements and applicable
taxes. Class Counsel have pursued this lawsuit on a contingency
basis and will seek approval from the Nova Scotia Court for such
payment in accordance with the terms of their retainer agreement



Avandia Litigation

A Canada-wide settlement has been reached in the Avandia Class Action. The settlement applies to
Canadians who were prescribed Avandia before [Insert Date of Hearing Notice].

Compensation may be available to Class Members who suffered one of the following
injuries:
e Heart attack
e Congestive heart failure
e Coronary artery bypass graft (CABG)
e Coronary intervention with stent placement

This settlement must be approved by the Court. Class Members who do not wish to participate in the
lawsuit must opt out by [insert opt out deadline]. More information is available online at
[www.settlementwebsite.com]

4852-2929-9062, v. 2
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(63} winnipegfreepress.com
(g thechronicleherald.ca
(h) thetelegram.com
(i) theguardian.pe.ca
[6) telegraphjournal.com
(k) journaldemontreal.com
(0] journaldequebec.com
Settlement Website
6. The Notices (full form) will be posted in English and French on the website created by

the Claims Administrator for the purpose of this Settlement Agreement (the "Settlement
Website"). All Notices will direct potential Class Members to the Settlement Website where they
will be able to obtain more information about the Settlement Agreement, review the Settlement
Agreement and related documents, download the Opt Out Form and claim forms and

communicate with the Claims Administrator.
Press Release
7. A national press release will be issued in English and French through Canada Newswire.

8. Class Counsel may apply to the Court on notice to the Defendants for approval to make
any further distribution of Notices to Class Members as may be deemed necessary to facilitate

their interests in the settlement.

Exhibit D

Avandia Class Action Notice Plan

Capitalized terms used in this Notice Plan have the meanings assigned in the Settlement

Agreement.

The Hearing Notice and the Approval Notice (the “Notices”) shall be distributed in the following
manner:

Direct Notice

1. Class Counsel will send the Notices (full form) directly to all Class Members known to
Class Counsel and Related Counsel. Where the person is located in Quebec (or otherwise

specifically requests), the Notices will be sent in English and French.

2. The Notices (full form), and/or the Opt Out Form will be provided by Class Counsel to

any person who requests it.
3. Class Counsel will post the Notices (full form), in English and French, on their websites;
4. The Notices (full form) will be posted on the Registre des actions collectives du Québec.

Digital News Notice

5. A digital notice campaign will be established by the Claims Administrator using banner
advertisements (abridged form) directing potential Class Members to the Settlement Website
where they will be able to obtain more information about the Settlement Agreement. The banner
adverstisements will be displayed on the following online news sources, in English and French

as proportionate to the population:

(a) theglobeandmail.com
(b) nationalpost.com

(c) calgaryherald.com
(d) vancouversun.com

(e) thestarphoenix.com

Exhibit E

OPT OUT FORM
CANADIAN AVANDIA LITIGATION

This is an opt out form. You should only fill out this form if you want to be excluded from
the Avandia class action. The class action relates to cardiovascular injuries allegedly related
to the use of Avandia. The Defendants deny the allegations made in the class action. If you
have any questions, contact class counsel (Wagners) toll free at 1-800-465-8794 or online

at classaction@wagners.co.

This form must be submitted no later than [6o days after
Hearing Notice]

You may submit this form one of three ways:

e By email to classaction@wagners.co: To submit the form by email, fill it out and scan
itand send the attachment to classaction@wagners.co.

e By mail to:

Avandia Opt Out
clo

Wagners
1869 Upper Water St.
Halifax, NS, B3J 1S9

If you do not submit this form in time, you will not be able to opt out. In the case of email
and fax submissions, the form will be deemed to have been submitted when received. In
the case of mail submissions, the form will be deemed to have been submitted when
postmarked.

For more information about the C. di A lia li 1, see the “Long Form

Notice” available at httg l/www wagners co/current-cIass-actlons/avand|a and the
settlement website at “www.xxx"”

Class Counsel are:

SISKINDS LLP WAGNERS

680 Waterloo Street 1869 Upper Water St.
P.O. Box 2520 Halifax, NS, B3J 1S9
London, ON, N6A 3v8

(800) 461-6166 x2367 (800) 465-8794

(519) 672-2121 x2367 (902)425-7330

avandia@siskinds.com classaction@wagners.co



Personal Information

Please provide the following information about yourself, or, if you are filing this Opt Out
Form as the legal representative of a Class Member, please provide the following
information about the Class Member.

Name used by the person who consumed Avandia:

Last Name First Name Middle Initial  Health Card Number Date of Birth

Current or last known residence address used by the person who consumed Avandia:

Street Address

City Province/Territory Postal Code
() ()

Daytime Phone Number Evening Phone Number E-mail Address

Legal Representative Information (if applicable)

If you are filing this Opt-Out Form as the legal representative of a Class Member or a Class
Member's estate, please provide the following information about yourself and attach a copy
of your court approval or other authorization to represent the Class Member identified in
“Personal Information” above.

Please provide the particulars in question. If you do not know or are uncertain of the
answer, please so indicate.

Avandia Use Information

Date when first prescribed Avandia:

Prescribing physician(s)

Date of discontinuance of Avandia (If applicable)

Injury Information
Which of the following injuries did you suffer?

O received a final diagnosis of a myocardial infarction (which includes a final
diagnosis in medical records generated in the course of medical care that
interpret clinical signs and/or diagnostic tests as establishing the occurrence
of an MI at or about such time or, alternatively for purposes of this criterion,
death from a cardiac event in the absence of any other cause of death);

O received a final diagnosis of initial onset or exacerbation of congestive heart
failure (“CHF”) (which includes a final diagnosis in medical records generated
in the course of medical care that interprets clinical signs and/or diagnostic
tests as establishing the initial onset or exacerbation of CHF at or about such
time);

O underwent a coronary artery bypass graft (CABG); or

O underwent a percutaneous coronary intervention with stent placement.

Date of injury:

Location/facility where injury was treated

Treating physician(s)

Lawyer Information (if applicable)

If you or the Class Member have hired a lawyer in connection with a claim arising from the
Class Member’s Avandia use, in any way, please provide the following information about
the lawyer:

Last Name First Name Middle Initial

Street Address

Last Name First Name Middle Initial
Street Address

City Province/Territory Postal Code
Daytime Phone Number Evening Phone Number E-mail Address

City Province/Territory Postal Code

Relationship to Class Member

Please attach a copy of a court order or other official document(s) demonstrating that you
are the duly authorized legal representative of the Class Member and check the box below
describing the Class Member's status:

[ 1 minor (court order appointing guardian or property or custody order, if any, or sworn
affidavit of the person with custody of the minor). Date of birth of the minor:

[ 1 amentally incapable person (copy of a continuing power of attorney for property, or
a Certificate of statutory guardianship);

[ 1 Certificate of Appointment as Estate Trustee. Date of death:

() )
Office Phone Number Fax Number E-mail Address

Law Society Number

If a claim has been filed:

Date of Issuance Court File No Jurisdiction of Filing



A and Ack I

I have read the foregoing and reviewed and understand the Long Form Notice. |
understand that by checking the box below, | am indicating my intention to OPT OUT
of the class action relating to Avandia.

[ 11 hereby opt out of the Avandia class action

| understand that by opting out:
« | will not be a member of the class and will never be eligible to receive any
compensation through the class action opted out of.
e All family members who might otherwise be Class Members by virtue of a
personal relationship with me are deemed to have opted out as well.
« | will not be entitled to participate in the designated class action.
« | will not be entitled to participate in the class action settlement.

By signing this form, | acknowledge that | have reviewed and understand the Long
Form Notice

EXHIBIT F
PROVINCIAL HEALTH INSURER RELEASE

IN CONSIDERATION OF the sum of ® ($®) paid to the Provincial or Territorial
Health Insurer as good and valuable consideration, the receipt and sufficiency of which
are hereby irrevocably acknowledged, the undersigned, ®, on behalf of the
Minister/Department of Health (hereinafter “Releasor”), releases any and all claims,
causes of action, claims over, indemnities, losses, covenants and liabilities for the
Provincial or Territorial Health Insurer’s Rights of Recovery (as defined in the Settlement
Agreement) for the [insured services or analogous term], pursuant to [province specific
legislation], in equity or at law, whether by way of subrogation rights or by independent
right of action, arising in any way from the use of Avandia by the Settling Claimants listed
on the attached Schedule that the Releasor now has or may have for or by reason of any
cause, matter or thing whatsoever existing up to the present time, and thereby forever
releases and discharges any and all such claims against GLAXOSMITHKLINE INC. and
GLAXOSMITHKLINE LLC, their parents, subsidiaries and affiliated, related, predecessor
or successor companies or entities and each of their respective directors, officers,
shareholders, employees, servants, agents, trustees, successors, administrators,
assigns, insurers and re-insurers, both present and former (hereinafter collectively

Date Signature (Class Member or Executor, Administrator, or Personal Representative)

To be effective as an election to opt out, this Form must be completed, signed and sent,
as outlined above, no later than [date], 2018

The consequences of returning this Opt-Out Form are explained in the Long Form Notice.
If you have questions about using or completing this Form, contact your lawyer or Class

Counsel at (800) 465-8794.

THE INFORMATION CONTAINED IN THIS FORM WILL BE PROVIDED TO THE
DEFENDANTS. ALL INFORMATION PROVIDED WILL REMAIN CONFIDENTIAL

4839-8791-6406, v. 1

WITHIN THIS PROCEEDING.

Exhibit G

Provincial Health Insurer Legislation

Province/ Territory

Legislation

Right of Recovery

Nova Scotia

Health Services and Insurance
Act, RSNS 1989, ¢ 197

“costs of care, services and
benefits”

New Brunswick

Medical ~ Services Payment
Act, RSNB 1973, ¢ M-7

“entitled services”

Prince Edward Island

Health Services Payment Act,
RSPEI 1988, ¢ H-2

“basic health services”

Newfoundland and Labrador

Medical Care and Hospital
Insurance Act, 2016 cM-5.01

“insured services”

Act, RSY 2002, ¢ 112

Ontario Health Insurance Act, RSO | “insured services”
1990 ¢ H 6

Manitoba Health Services Insurance | “insured services”
Act, CCSM, 2015 ¢ H35

Saskatchewan The Health Administration | “health services”
Act, RSS 2014, ¢ E-13.1

Quebec Health Insurance Act, 2017 | “insured services”
CQLR ¢ A-29

Yukon Hospital Insurance Services | “insured services”

Northwest ~ Territories  and
Nunavut

Hospital — Insurance  and
Health and Social Services
Administration Act, RSNWT
1998, ¢ T-3

“insured services”

Act, SBC 2008 c. 27

Alberta Crown’s Right of Recovery | “cost of health services”
Act, SA 2009, ¢ C-35
British Columbia Healthcare Costs Recovery | “health care services”

referred to as the “Releasees”).

AND THE RELEASOR ACKNOWLEDGES and agrees that s/he has not been
induced to execute this Release by reason of any representation or warranty of any nature
or kind whatsoever and that there is no condition express or implied or collateral

agreement affecting the said release.

AND FOR THE SAID CONSIDERATION the Releasor covenants and agrees not
to make a claim or to commence or take proceedings against any of the Releasees,
including any person, firm, partnership, business or corporation who or which might claim
contribution from, or to be indemnified by, GLAXOSMITHKLINE INC. or
GLAXOSMITHKLINE LLC, in respect of those matters to which this release applies.

AND IT IS UNDERSTOOD that Releasees, and each of them, do not admit any
liability to the Releasor or others and that such liability is specifically and expressly denied.

IN WITNESS WHEREOF the Releasor ® has hereunto set his/her hand and seal
this day of ,2018.

Witness

On behalf of the [Province]
Minister/Department of Health

Exhibit H

NOTICE OF SETTLEMENT APPROVAL

CANADIAN AVANDIA LITIGATION

Read this Notice carefully as it may affect your rights

NOTICE OF SETTLEMENT APPROVAL
A Canada-wide settlement was reached in the Avandia Class
Action. The Class Action sought compensation for
cardiovaseular injuries which were allegedly related to the use
of Avandia. The Defendants deny the allegations made in the
lawsuit and make no admission as to the truth of these
allegations.

This Notice advises you that on [date], following publication
of a Hearing Notice, the Supreme Court of Nova Scotia issued
the Settlement Order approving the national Settlement
Agreement (the “Settlement™) as being fair, reasonable and in
the best interest of Class Members.

The Settlement Order and Settlement can be reviewed online
at http://www.wagners.co/current-class-actions/avandia.

WHO IS AFFECTED BY THE SETTLEMENT?

The Settlement applies to: (a) All persons in Canada, including
their estates, who were prescribed and ingested Avandia (the
“Primary Class”); and (b) the spouses (including common-law
spouses and same-sex spouses), children, grandchildren,
parents, grandparents and siblings of deceased members of the
Primary Class (the “Family Class”).

WHAT ARE THE TERMS OF THE SETTLEMENT?
The Settlement provides for a Minimum Settlement Amount of
$4.116,666.67 (CND) and up to a Maximum Settlement
Amount of $6,750,000.00 (the “Settlement Payment”),
depending on the number of approved claims. The Settlement
Payment will be used to pay compensation for Approved
Claimants, the claims of provincial health insurers, the costs of
notice and administration and Class Counsel Legal Fees.
Approved Claimants must satisfy the eligibility criteria set out
in the Compensation Protocol. Not all Class Members will be
eligible for compensation.

Compensation is available for Class Members who used
Avandia for at least thirty continuous days commencing
before December 2010 and who suffered one of the
following injuries within no more than year of such use:
myocardial infarction (heart attack), congestive heart failure,
coronary artery bypass graft (CABG surgery), and
percutaneous coronary intervention with stent placement.
Other eligibility considerations described in the Settlement
Agreement will affect how much compensation you receive.

PARTICIPATION IN THE SETTLEMENT

To be eligible for any compensation under the Settlement, a
Class Member must file a claim with the Claims Administrator
on or before the Claims Deadline of DATE, 2019,

A detailed instruction package on how to file a claim and Claim
Form are currently available from the Claims Administrator by
telephone, email or in writing at the address noted below. Class
Members are also invited to contact Class Counsel if they have
questions about the Settlement.

‘WHO REPRESENTS ME?

Siskinds LLP Wagners
680 Waterloo St. 1869 Upper Water St.
London, ON Halifax, NS

N6A 3V8 B3J 189

Tel: 877-672-2121 Tel: 902-425-7330

com co

WHAT ARE THE LEGAL FEES?

Class Counsel’s legal fees, disbursements and applicable taxes
will be paid out of the Settlement. At the Approval Hearing,
Class Counsel requested and received the Court’s approval for
payment of their fees and disbursements and applicable taxes
in the amount of $XX.

Class Members may retain their own lawyers to assist them in
making individual claims under the Settlement and will be
responsible for any fees charged by such lawyers, although a
lawyer is not necessary. Fees charged by Class Counsel and
Related Counsel Firms for such services will not exceed 15%
of any individual amounts recovered.

CLAIMS ADMINISTRATOR
The Courts have appointed RicePoint Administration Inc. as
the Claims Administrator for the Settlement.

If you have questions about the Settlement and/or would like
to obtain more information and/or copies of the Settlement and
related documents, please contact the Claims Administrator at:

RicePoint Administration Inc.
1480 Richmond Street, Suite 204
London, Ontario, Canada, N6G 0J4
Email: support@ricepoint.com
Toll Free: 1 (866) 432-5534



Avandia Litigation

Heart attack
Congestive heart failure

Coronary artery bypass graft (CABG)
Coronary Intervention with Stent Implantation

Were you prescribed Avandia before December 2010 and suffered one of the following injuries?

If so, you may be entitled to compensation from a class action settlement.

APPLY NOW at [www.settlementwebsite.com]
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Pending Avandia Proceedings
(status as of July 9, 2018)
| Province | Counsel Action | Status
NS Wagners Albert Corl Sweetlond v. Action certified as a
GlaxasmithKline inc. et ol class proceeding
Court File Hfx, No. 315567 |
NL Russell Accident Law | Clyde Wiseman v. GloxoSmithKline Inc. | Putative class action -
[Formerly Ches etal no steps taken since
Crosbie Barristers) Court File No. 2582 CP fili
NL Merchant Law Group | Cotherine Morris v. GlaxoSmithKline | Putative class action -
Inc. et al. no steps taken since
Court File No. 0597 Filing
NB Wagners Gregory Ring v. Kiime inc. et | Putative class action -
of n0 steps taken since
Court File Mo. MC 405-13 | filing
PEI Wagners Yvon Lomoureu v. GlaxoSmithKline Putative class action -
Incetal no steps taken since
Court File No, 51-G5-255577 | filing
[+1:] Crenstein & Donna Woods v. GlaxeSmithKiine Inc. | Petition filed seeking
Associates 3 recours collectif.
Court File No. 500-06-000409-074 Temporary stay granted
| in February 2017
oN McPhadden, Samac, Woheed v. GloxoSmithKiine inc. et ol. | Putative class action.
Merner, Touvi Court File No. Cv-09-385922CP Stayed in 2013
following carriage
‘mation
ON Kim Orr Barristers Brendo Lioyd, Gary Liayd ond | Putative class action.
[Merchant Law Group) | Francesca Imbesi v. GloxoSmithKiine | Adjourned sine die in
Inc. et al December 2014
Court File No. CV-11-434420-000P
OonN Siskinds WVictar Vinerskis v inc. | action
Court File No. 6809-12 |
OoN Siskinds Richord Fontaine ond Barbaro Indhvidual action
Fontaine v GlaxoSmithKiine Inc.
Court File No. 3777/14
| ON Siskinds v |
GlaxaSmithkline inc.
Court File No. 4084-14 |
MB Merchant Law Group | Andrew Kernel v. GlaxaSmithKline Inc., | Putative class action -
etal no steps taken since
Court File No. C107-01-53523 | filing
MR Deeley, Fabbri, Sellen | Bonnie Lotimer v. Kine Inc. | Action
Cout File No. C1 07-01-51859 |
SK Merchant Law Group | Estate of Iris Edith Woll and Vic Wall v. | Stayed on consent
GlaxoSmithKline inc., et al pending resolution of
_| QB.G. No. 1073/2007 | Uoyd wction In Ontario

Figres 31
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| Province | Counsel Action _ Status
AB Merchant Law Group | Debbie Allison, et ol v, Putative class action —

GlaxoSmithKline Inc,, et ol no steps taken since
Court File No. 0701-08275 filing

| BC Merchant Law Group | Lanny Michael Honour v. Putative class action —

‘ GlaxaSmithKline inc,, et al no steps taken since
Court File No. 073210 filing
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London Court House
Address of Superior Court of Justice
court office 80 Dundas Street

London, ON N6A 6A3

TO: GlaxoSmithKline Inc
7333 Mississauga Rd
Mississauga, ON LSN 6L4

CoutFileNo. _(p§0F -/ 2
ONTARIO

SUPERIOR COURT OF JUSTICE

VICTOR VINERSKIS
Plaintiff

~and -

GLAXOSMITHKLINE INC.
Defendant
STATEMENT OF CLAIM
TO THE DEFENDANT

A LEGAL PROCEEDING HAS BEEN COMMENCED AGAINST YOU by the
plaintiff. The claim made against you is set out in the following pages.

IF YOU WISH TO DEFEND THIS PROCEEDING, you or an Ontario acting
for you must prepare a statement of defence in Form 18A prescribed by the Rules of Civil
Procedure, serve it on the plaintiff's lawyer or, where the plaintiff does not have a lawyer,
serve it on the plaintiff, and file it, with proof of service, in this court office, WITHIN
TWENTY DAYS after this statement of claim is served on you, if you are served in Ontario.

If you are served in another province or territory of Canada or in the United States of
America, the period for serving and filing your statement of defence is forty days. If you are
served outside Canada and the United States of America, the period is sixty days.

Instead of serving and filing a statement of defence, you may serve and file a notice of
intent to defend in Form 18B prescribed by the Rules of Civil Procedure. This will entitle you
to ten more days within which to serve and file your statement of defence.

IF YOU FAIL TO DEFEND THIS PROCEEDING, JUDGMENT MAY BE GIVEN
AGAINST YOU IN YOUR ABSENCE AND WITHOUT FURTHER. NOTICE TO YOU. IF
YOU WISH TO DEFEND THIS PROCEEDING BUT ARE UNABLE TO PAY LEGAL
FEES, LEGAL AID MAY BE AVAILABLE YOU BY CONTACTING A LOCAL
LEGAL AID OFFICE.

L The Plaintiff claims:
(a) Pecuniary damages in the amount of $859,300.00;
(b)  Mon-Pecuniary damages in the amount of $250,000.00

(¢)  Punitive, aggravated and exemplary damages in the amount of $100,000.00;

(d)  Pre-judg and post-jud interest to the Courts of Justice
Act, R5.0. 1990, c.C.43 as amended, or as otherwise awarded by this
Honourable Court;

(e) Costs on a sut ial indemnity basis, plus applicable taxes; and

(f) Such further and other relief as this Honourable Court may deem just or the
nature and ci of this ding require.

THE PARTIES

2. The Plaintiff Victor Vinerskis (hercinafter referred to as “Victor™) is an individual
residing in Stoney Creek, Ontario.

3 The Defendant, Gl ithKline Inc. (the “Defendant” andfor “GSK™) is a federal
P P i p to the laws of Canada, with its head office situated in

Mississauga Ontario with regional offices in Montreal Quebec, Halifax Nova Scotia, Ottawa
Ontario, Winnipeg Manitoba, Calgary Alberta, and Vancouver British Columbia. It is a

subsidiary of the GlaxoSmithKline PLC and the l"lt ithKline family of comp
4. At all material times, GSK was engaged in the busi of desi fi
testing, packaging, p ing, marketing, distributing, labelling and/or selling Avendia in

Canada. The development of Avandia for sale in Canads, the conduct of clinical studies, the
p of latory applicati the mainte of regulatory records, the labelling




and p ional activities regarding Avandia and other actions central to the allegations of
this lawsuit, were undertaken by GSK in Ontario and elsewhere.

THE DRUG

5. Avandia (rosiglitazone) is a ph jcal designed for use in treatment of type I
diabetes mellitus. Avandia was the first drug available in Canada to directly treat insulin
resistance.

L3 Avandia was available in the U.S. as early as June 1999 and received a Notice of
Compliance from Health Canada on or about March 21, 2000. The Defendant began selling
Avandia in Canada soon after that date.

7. The Defendant did not provide adequate safety data to consumers, physicians or
Health Canada with respect to Avandia. The Defendant knew or ought to have known that

Avandia was unsafe, defective, bly dang and not fit for its intended purpose(s).
THE RISKS
8. Avandia is associated with an increased risk of causing ischemic cardiovascular
events, including but not limited to myocardial infarcti gestive heart failure, stroke,
and/or death.

9. As early as 1999, safety concerns linked to Avandia use were or ought to have been
known by the Defendant, and ought to have been icated to regul physici
pharmacists and consumers,

10,  According to an investigation by the United States Senste Committee on Finance
(“Committee™), in or about 1999, GSK had embarked on a campaign to defuse cardi it
concerns associated with Avandia use,

11.  The Committee investigation found that GSK also had knowledge in or about 2000
and 2001 that Avandia use was associated with increased adverse events (including heart

attack) compared to a competitor drug.

19.  Elsewhere, around the world, Avandia was removed from various markets due to
safety concerns: In Saudi Arabia, Avandia was removed from that market in or about March
14, 2010; in Europe, the European Medicines Agency (“EMA™) removed Avandia from its
market in or about July 2010 (and firmed this decision in September 2010); and in New
Zealand, Avandia was withdrawn from the market in or about February 2011,

SAFETY UPDATES

20.  There were numerous safety updates in both Canada and the U.S. with respect to a
variety of risks associated with Avandia use, including cardiovascular risks. These updates
however were inadequate and/or untimely as compared to what GSK knew or ought to have
known and when they knew or ought to have known it

21, Inthe US,, the FDA issued a Safety Alert on Avandia with respect to the potentially
significant risk of heart attack and heart-related deaths in patients taking Avandia, on or about
May 21, 2007,

22, In orabout July 2007, the U.S. FDA, following an advisory committee meeting, added
information about the possibility of ischemic cardiovascular risk to the drug's existing boxed
‘warning (in addition to requiring GSK to conduct a head-to-head cardiovascular safety trial of
Avandia against the other anti-diabetic drug in its class, (this study revealed Avandia
increased the risk of heart attack by 16%, heart fajlure by 23% and death by 14% compared to
a similar drug in the same class).

23, On August 14, 2007, GSK was required by the U.S. FDA to update Avandia’s label to
include a “Black box™ warning regarding cardiac injuries as follows:

Thiazolidinedi includi iglitazone, cause or erbate cardiac injuries in
some patients (see WARNINGS). After initiation of AVANDIA, and after dose
increases, observe patient carefully for signs and symptoms of heart failure (including
excessive, rapid weight gain, dyspnea, and/or edema). If these signs and symptoms
develop, the heart failure should be aged ding to current dards of care.
Furth di inuation or dose reduction of AVANDIA must be considered.

12, In 2004 the results of a GSK study (namely *Avandia 211 Cardisc Heart Failure
Study™) showed more ischemin-related adverse events with Avandia use than placebo.

13.  In or about September 2005 GSK shared the preliminary results of a meta-analysis
study it conducted in respect of Avandia with the U.S. FDA (with a more complete version
provided to the FDA in or about August 2006), The results of GSK's own analysis showed
persons taking Avandia had a 31% higher risk of suffering an adverse cardi lar event.

14.  In or about March 2007, GSK’s own studies, ADOPT and DREAM in particular,
along with others, di d that i 1 cardi lar risks were associated with
Avandia use.

15.  In or about May 21, 2007, Drs. Nissen and Wolski published a study in the New
England Journal of Medicine which showed a 43% higher risk for myocardial infarction in
those taking Avandia compared to other diabetes drugs or placebo. The rate of suffering a
myocardial infarction among Avandia users was 1.99% compared to 1.51% in those taking
placebo or other diabetes medications. The study also revealed a 64% elevated risk of death
from cardiovascular causes.

16.  GSK's own analysis of Dr. Nissen and Dr. Wolski's study supported the conelusions
ding the i d risk for ischemic events and death associated with Avandia use,

17.  From 2007 through 2010 numerous additional studies were conducted and reported,
howing ischemic risks iated with Avandia use, These studies, along with various health

advisory committee deliberations in both Canada and the U.S. (along with the Committee

i those I to limit Avandia’s use,

) promp

18.  In Canads, Avandia’s use was first icted in or about Ni ber 2007, From that
time, Avandia was no longer approved as monotherapy for type II diabetes mellitus or in
combination with other disbetes therapies except where those other therapies were
indicated or not tolerated in patients with any stage of heart failure. A similar

1 use of Avandia was impl d in the U.S. in or about September 2010.

. A

AVANDIA is not recommended in patients with symptomatic heart failure. Initiation
of AVANDIA in patients with established NYHA Class III or IV heart failure is
contraindicated. (See CONTRAINDICATIONS and WARNINGS),

24, On or about November 19, 2007, the U.S. “black box" waming regarding myocardial
ischemia, in particular, was updated as follows:

WARNING: CONGESTIVE HEART FAILURE AND MYOCARDIAL ISCHEMIA

A meta-analysis of 42 clinical studies (mean duration 6 months; 14, 237 total
patients), most of which compared AVANDIA to placebo, showed AVANDIA
to be associated with an i d risk of myocardial ischemic events such as
angina or myocardial infarction. Three other studies (mean duration 41
months; 14, 067 patients), comparing AVANDIA to some other approved
antidiabetic agents or placebo, have not confirmed or excluded this risk. In
their entirety, the available data on the risk of myocardial ischemia are

inconclusive.

25.  In Canada, the product monograph was updated in or about November 13, 2001 to
include a contraindication in patients with acute heart failure.

26, On or about May 30, 2007, Health Canada issue a safety advisory with respect to
cardiac safety and Avandia use. The advisory was in response to the Drs Nissen and Wolsky
study, published in the New England Journal of Medicine. The advisory highlighted the fact
that Avandia should not be used if the patient was suffering from heart problems (and the
importance of having patients with underlying heart problems speak with their physicians
regarding their continued Avandia use).

27.  In November 2007, Health Canada issted another advisory regarding the new
restrictions on Avandia use. Specifically, the advisory states that Avandia is no longer
approved as herapy or in combination with certain other anti-diabetic treatments except
where other anti-diabetic treatments are contraindicated and that Avandia is contraindicated in
patients with any stage of heart failure.
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28. At all material times, the Defendant, through their servants and agents, failed to
adequately wamn Victor and his physicians that the risks of suffering an ischemic
cardiovascular event from using Avandia was higher than while utilizing other available and
effective treatments.

29, At all material times the Defendant knew or ought to have known that the risks of
using Avandia included severe and life threatening complications and side effects.

30. At all material times, the Defendant through its servants and agents negligently,

klessly andlor carelessly marketed, distributed and/or sold Avandia without adequate
instructions or warnings of the product's serious side effects and unreasonably dangerous
risks.

THE PLAINTIFF'S EXPERIENCE

31, Victor was preseribed and commenced using Avandia in or about August 2001. A
little more than one month after first commencing Avandia, Victor suffered an acute

Y

32, Victor continued to be prescribed and inued to use Avandia following this 2001
cardiac event. In or about December 2003, Victor suffered a non-ST- Jevati
myocardial infarction and heart failure and underwent coromary angiography and stent
implantation to treat same.

33, In or about March 2005, Victor was observed to suffer from edema in his hands and
feet associated with his Avandia use,

3. In or about December 2007 Victor’s Avandia treatment was discontinued,

35, Victor used Avandia in d with the package label and
pamphlet and in the manner it was intended 1o be used.

36.  Victor did not have a history of cardiac illness and was in good health, apart from his
diabetes, prior to commencing his use of Avandia. Victor was an athlete, both coaching and
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(b)  Conduct appropriate testing to d ine whether and to what extent use of
Avandia posed serious health risks, including the suffering of an ischemic
event, including but not limited to myocardial infarction and/or death;

()  Properly, fairly and adequately wam Victor and his physicians that use of
Avandia carries the risk of causing an ischemic event, including but not limited
to myocardial infarction and/or death;

(d)  Ensure that prescribing physicians were kept fully and completely informed of
all risks associated with Avandia;

(e) Monitor, investigate, evaluate anﬁ follow up on adverse reactions associated

with Avandia use; and

(f) Properly inform Health Canada and other regulatory agencies of the elevated
risks of suffering an ischemic event, including but not limited to myocardial
infarction and/or death, caused by the use of Avandia.

44.  The Defendant negligently breached its duty of care.

45.  The Plaintiff states that his damages were cause by the negligence of the Defendant.
Such negligence includes but is not limited to the following:

(8)  The Defendant failed to ensure that Avandia was not dangerous to recipients
during the course of its use and that the drug was fit for its intended purpose
and of merchantable quality;

(b)  The Defendant failed to adequately test Avandia in 2 manner that would fully
disclose the magnitude of the risks associated with its use, including the risk of
suffering an ischemic event, including but not limited to myocardial infarction
and/or death;

(¢)  The Defendant, both before and after Avandia was approved by Health
Canada, failed to give Health Canada complete and inf
became available;

as its

playing basketball in addition to being an avid golfer. His ability to participate in these
activities has been gravely diminished.

37.  Inthe time period before and during Victor's use of Avandia, he received no warnings
about the increased risk of suffering an ischemic cardiac event from using Avandia,

38,  Victor's heart attacks were a direct result of his use of Avandia and the Defendant's
negligence.

39.  Had Victor been aware of the increased risk of suffering a heart attack and/or other
serious side effects from using Avandia compared to other available diabet he
would never have used Avandia and would have chosen a safer treatment, Furthermore, had
GSK warned Victor's physicians of the increased risk of suffering a heart attack and/or other
serious side effects from using Avandi pared to other available diabet his
physicians may have monitored him for heart risk, prior to him suffering two attacks. But for
GSK's wrongful conduct, Victor would not have incurred his damages,

40.  As aresult of Victor's heart attacks and their effect on his health, Victor, on the advice
of his physician, was forced to retire early from his long-time career as a comections officer,
His retirement pension was adversely affected by the early start of his retirement and as a
result Victor has suffered economic loss.

41, Victor's personal relationships were also greatly affected. The multiple heart attacks
and the associated injuries to his health and functioning contributed to the breakdown of his
marriage of 20 years.

42, The Plaintiff pleads that his damages were caused by the negligence of the Defendant,
their servants and agents.

CAUSES OF ACTION

43.  The Defendant at all material times owed a duty of care to:

i,

()  Ensure that Avandia was fit for its intended or ibly fe

use;

s [

(d)  The Defendant failed to conduet any or any adequate follow-up studies on the
efficacy and safety of Avandia;

(e)  The Defendant failed to conduct any or any adequate long-term studies of the
risks of continued use of Avandia;

(f)  The Defendant failed to provide Victor and his physicians with any or any
adequate warning of the risks associated with use of Avandia, including the
risk of suffering an ischemic event, including but not limited to myocardial
infarction and/or death;

{g)  The Defendant failed to provide Vietor and his physicians with any or any
d inf ion and i ing the correct usage of Avandia;

(h)  The Defendant failed to wam Victor and his physicians about the need for
comprehensive regular medical monitoring to ensure the early discovery of
side effects related to using Avandia;

(i)  The Defendant failed to adequately monitor, evaluate and act upon reports of
adverse reactions to Avandia in Canada and elsewhere;

li)] The Defendant failed to provide any or any adequate updated and current
infi ion to and their physici pecting the risks and efficacy
of Avandia as it came available from time to time;

(k)  The Defendant failed to provide adeq) ings of the p ial hazards of
Avandia on package labels;

(I} The Defendant failed to warn Vietor, his physicians and Health Canada about
the need for prehensive medidal itoring to ensure the early discovery
of side effects relating to Avandia use;

(m)  The Defendant failed to provide adequate wamnings of the risks associated with
Avandia, including the risk of suffering an ischemic event, including but not
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limited to myocardial inferction and/or death in all persons receiving Avandia,
on the infe ion pamphlets in Canada;

(n)  The Defendant, after noticing problems with Avandia, failed to issue adequate
warnings, timely recall the drug, publicize the problem and otherwise act
properly and in a timely manner to alert the public, including adequately warmn
the Plaintiff and his physicians of the drugs’ inherent dangers, including but
not limited to the danger of suffering an ischemic event, including but not
limited to myocardial infarction and/or death, in all persons receiving Avandia;

(0)  The Defendant failed to establish any adeg) proced to educate their

sales representatives and prescribing physicians respecting the correct usage of
Avandia and the risks associated with the drug;

(p)  The Defendant represented that Avandia was safe and fit for its intended
purpose and of merchantable quality when they knew or ought to have known
that these representations were false;

(q)  The Defendant misrepresented the state of research, opinion and medical
literature pertaining to the purported benefits of Avandia and its associated
risks, including the risk of suffering an ischemic event, including but not
limited to myocardial infarction and/or death, in all persons receiving Avandia

1 to other available diab

P

(5] The misrepresentations made by the Defendant were unreasonable and in the
face of the risks that were known or ought to have been known to the
Defendant;

(s) The Defendant failed to timely cease the manufacture, marketing and/or
distribution of Avandia when they knew or ought to have known that this drug
cause or could cause an ischemic event, including but not limited to
myocardial infarction and/or deal.h.;_
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DAMAGES

48.  Had Victor andfor his physicians known of the significant increased risk of suffering
an ischemic event associated with Avandia, including, but not limited to heart antack and/or
death, compared to other available diab he would never have used Avandia

and would not have suffered multiple heart attacks,

49, Asaresult of the negligence of the Defendant, Victor suffered considerably including
conscious pain, mental anguish and emotional distress. Victor has suffered considerably:
endured multiple heart attacks, and developed impai He has i
hospitalizati i igati and testing. He is at risk of developing further
impairments in the future. The Plaintiff, Victor claims damages for his pain and suffering and
loss of enjoyment of life. The Plaintiff, Victor, claims damages for his past, present, and
future pecuniary losses, including his i living exg and care costs, including
medical care and other related services, to the date of trial and into the future. The Plaintiff
also claims punitive, aggravated and exemplary damages for the reckless and unlawful
conduct of GSK.

50.  The Plaintiff pleads and relies upon the provision of the Negligence Aer, R.S.0. 1990,
Chapter N.1, as amended, the Food and Drugs Aer, R.5.C. 1985, ¢.F.27, as amended and its
regulations and the Courts of Justice Aet, R.5.0. 1990, ¢. C.43, as amended.

PLACE OF TRIAL

51.  The Plaintiff proposes that this action be tried in London, Ontario.
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()  The Defendant failed to conform with applicable discl and reporting
requirements pursuant to the Food and Drugs Act RSC 1985, ¢ F-27, as
ded, and its iated regulati

(1)  The Defendant failed to properly supervise their employees, their subsidiaries
and their affiliated corporations;

(v)  The Defendant actively aged and/or affirmatively failed to take effective
steps to discourage aggressive dispensation of Avandia; and

(w)  The Defendant breached other duties of case to consumers, details of which
breaches are known only to the Defendant;

(x) In all of the circumstances of this case, the Defendant applied callous and
reckless disregard for the health and safety of Victor.

46.  The risks associated with the use of Avandia, including the risk of suffering an
ischemic event, including but not limited to myocardial infarction and/or death in all persons
using Avandia, were in the exclusive knowledge and control of the Defendant. The extent of
the risks was not known and could not have been known to consumers including the Plaintiff,
and was not known by the Plaintiff. Victor’s injuries would not have occurred but for the
negligence of the Defendant in failing to ensure that Avandia was safe for use or, in the

lternative, for providing an adequate warning of the risks associated with using Avandia to
Victor and his physicians.

47.  Avandia was defective because it is unreasonably dangerous, bevond the dangers
which could reasonably have been contemplated by Victor or his physicians. Any benefit
from using Avandia was outweighed by the serious and undisclosed risks of its use when used
as GSK intended. The benefits of Avandia did not outweigh the risks for Vietor, given that
there were alternative disbetes treatments that are efficacious for treating diabetes and carmry
less serious risks than Avandia.
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April 30, 2012 Siskinds LLP
Barristers & Solicitors
680 Waterloo Street
London, ON N6A 3VE

Michael J. Peerless LSUC#: 34127P
Matthew D. Baer LSUCH: 48227K
Sabrina Lombardi LSUCH: 52116R
Tel: (519) 672-2121

Fax: (519) 672-6065

Lawyers for the Plaintiff
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STATEMENT OF CLAIM
TO THE DEFENDANT

A LEGAL PROCEEDING HAS BEEN COMMENCED AGAINST YOU by the
plaintiffs. The claim made against you is set out in the following pages.

1F YOU WISH TO DEFEND THIS PROCEEDING, you or an Ontario lawyer acting
for you must prepare a statement of defence in Form I8A prescribed by the Rules of Civil
Procedure, serve it on the plaintiffs’ lawyer or, where the plaintiffs do not have a lawyer,
serve it on the plaintiffs, and file it, with proof of service, in this count office, WITHIN
TWENTY DAYS alier this statement of elaim is served on you, if you are served in Ontario,

1f you are served in another provinee or territory of Canada or in the United States of
America, the period for serving and filing your statement of defence is forty days. 1f you are
served outside Canada and the United States of America, the period is sixty days,

Instead of serving and filing a statement of defence, you may serve and file a notice of
intent to defend in Form 18B prescribed by the Rules of Civil Procedure. This will entitle you
1o ten more days within which to serve and file your statement of defence,

IF YOU FAIL TO DEFEND THIS PROCEEDING, JUDGMENT MAY BE GIVEN
AGAINST YOU IN YOUR ABSENCE AND WITHOUT FURTHER NOTICE TO YOU. IF
YOU WISH TO DEFEND THIS PROCEEDING BUT ARE UNABLE TO PAY LEGAL
FEES, LEGAL AID MAY BE AVAILABLE TO YOU BY CONTACTING A LOCAL
LEGAL AID OFFICE.




CLAIM
L The Plaintiffs claim:
(#)  On behalf of the Plaintiff, Richard Fontaine:
(i) Pecuniary general damages in the amount of $500,000.00;
(i) Non-pecuniory general damages in the amount of $350,000.00; and
(iii}  Special damages in the amount of $100,000.00;

(b)  On behalf of the Plaintiff, Barbara Fontaine, damages pursuant to the Family

Lenw Act in the amount of $100,000.00;

(¢} Punitive, agps i and lary damages in the amount of $100,000.00;

(d)  Pre-jud andd post-jud interest 1o the Caurly of Justice Aet,

(e} Their costs of this action; and

n Such further and other relief as this Honourable Court may deem just or the

nature and eircumstance of this proceeding require.

THE PARTIES

2, “The Plaintiff, Richard Fontaine (“Mr. Fontaine™), is an individual residing in Thunder

Bay, Ontario with his wife, the Plaintift, Barbara Fontaine (“Mrs, Fontaine™),

THE RISKS ASSOCIATED WITH USING AVANDIA

risk ol i

3. Avandia is associsted with cavsing an i

events, i

(heart attack) and stroke, as well as non-ischemic

events, including congestive heart failure (“CHF"), andfor death.

9. Ischemia refers to the restriction of the supply of blood to the body's organs, such as

the heart or the brain, depriving these organs of oxygen and possibly resulting in myocardial

or stroke, respectively.

10, CHF denotes a failure of proper heart function that inhibits the heart's ability 1 pump

sulficient blood to the rest of the body.

1. As carly as 1999, an increased risk of adverse cardiovaseular events was linked to
Avandia use, ‘This risk was known or ought to have been known to the Defendant, and ought

1o have been icated to regul physicians, ph is1s, other healtheare providers

and {including Mr. Fontaine).

12, According to an investigation by the United States Senate Committee on Finance (the

“Commitiee™), in or about 1999, GSK had embarked on a paign to defuse cardi I

concerns associated with Avandia use,

13, The Commitiee investigation found that GSK also had knowledge in or about 2000
and 2001 that Avandia use was nssociated with increased adverse events compared to a

competitor drug,

3. The Defendant, GlaxoSmithKline Ine, (the “Defendam” or “GSK™), is a corporation
inearporated pursuant 1o the laws of Canada, with its head office situated in Mississauga, and

regional offices in Montreal, Halifax, Ottawa, Winnipeg, Calgary and Yancouver.

4, At all material times, GSK was ged in the busi of designing,

ing, labelling andfor selling Avandia in

testing,

Canada, including Ontario,

AVANDIA

5. Avandia (GSK's propriety name for rosighi ) is a pl i igned for
use in treatment of type 1l diabetes mellitus.  Cardiovascular disease is the most common
cause of morbidity and mortality for people suffering from type [T diabetes mellitus, Avandin
was the first drug available in Canada to dircetly treat insulin resistance, which may cause

type 11 diabetes mellitus.

6. Avandia was available in the U.S, as eardy a5 June 1999 and received o Notice of
Compliance from Health Canada on or about March 21, 2000, The Defendant began selling

Avandia in Canada soon after that date,

7. The Defendant did not provide adequate safety daa 10 consumers (including Mr.
Fontaine), physicians and other healthcare providers, and Health Canada with respect to
Avandin. The Defendant knew or ought to have known that Avandia was unsafe, defective,

and unreasenably dangerous.

14, At the time of its Canadion marketing approval, in 2000, Avandia was known 1o be

associated with increased risk of CHF,

15, Five pre-approval trials were conducted by GSK. Those trinls revealed that more
ischemic cardiovaseular events occurred in patients taking Avandia than in those taking
comparable drugs. The “relative risk” of ischemic events for Avandin patients was 1.80,
menaning that these patients were 1.8 times to suffer such an event than paticnts taking a

ble drug, The of these trials were not made publicly available at the time.

P

16, In 2004, the results of 0 52-week GSK study involving patients with pre-existing CHF
(the *Avandia 211 Cardiac Heart Failure Study™) revealed greater CHF and ischemic adverse
events with Avandin use than with placebo. These findings were shared with the United

States Food and Drug Administration (“FDA") in 2006,

17.  An imemal GSK document from 2005 titled “Further Interim Results from
Retrospective Analysis of Cardiovascular Events in Clinical Trials” states that “[tjhese data

lend credence to the hypothesis that small degrees of fuid retention may be an important

1o the devel or i dial ischemia in high risk patiems™ and

“that patients with severe coronary arery disease may be acutely sensitive to changes in fluid

status, and that fluid retention could contribute to a reduction in funetional capacity and fo the

¥ ofi sy

18, In October 2005, GSK shared the preliminary results of a pool of randomized

controlled trials (“RCTS") it conducted in respect of Avandia with the FDA, GSK clinical

trinls involving 11,586 participants showed a 29% i | risk of dial i ion for




patients taking Avandia. A GSK observational study involving more than 14,000 participants

showed a 31% i d risk of finl ischemic events for Avandia patients,

19. A GSK metn-analysis of the results of 42 RCTs involving Avandia-treated patients

showed persons taking Avandia had a 30% significantly higher risk of suffering myocardial

ischemic events; the results of the FDA's met lysis of same d a 40%

significantly higher risk of these events,

20.  In or about September and December 2006, respectively, GSK's studies, Dinbetes

Reduction A with Ramipril and Rosiglitazone Medicstion (“"DREAM™), and A

Diabetes Outcome Progression Trial (“ADOPT"), ds d that i

risks were associnted with Avandia use,

21, Onorabout May 21, 2007, Drs. Nissen and Wolski published “Effect of Rosiglitazone
on the Risk of Myocardial Infarction and Death from Candiovascular Causes™ (the “Nissen
Study™) in the New England Journal of Medicine, The Nissen Study was a meta-analysis of
42 trials comparing Avandia use with placebo or active comparators lo assess the effect of
Avandia on cardiovascular outcomes, The Nissen Study showed a 43% higher risk for
myocardial infarction in patients wking Avandin. The rate of suffering a myocardial
infarction among Avandia users was 1.99% compared o 1.51% in those iaking placebo or
ather diabetes medications. The study also revealed that Avandia users had a 64% clevated

risk of denth from cardiovaseular couses.

22, GSK sought to undermine the results of the Missen Study,

23, In September 2007, a rescarch team led by Dr. Sonal Singh published a study in the
Joumal of the American Medical Association that showed that Avandia use for ot least 12

months was tated with a “significantly i d risk of dinl infarction and heart

failure.”

24, In December 2007, a research team led by Dr. Loraine Lipscombe published a study
in the Journal of the American Medical Association that showed that Avendin treatment in

older patients was inted with a statistically signifi i { risk of CHF and

1y finl i i 1o other diabet

25, In November 2008, a research team led by Dr. Winkelmayer published a study in the
Archives of Internal Medicine that showed that Avandia treatment in older patients was

associated with a 13% greater risk of CHF.

26, In 2010, the European Medicines Agency C ittee on Medical Products for Human
Use (the “EMA™) reviewed the available data for the benefits and risks associated with
Avandia and indicated that Avandia is associated with an increased risk of heart uttacks and

strokes.  The EMA noted that diabetic patients ure already ot increased risk of these

ditions and diabetic should aim at reducing these risks.

SAFETY UPDATES, RESTRICTIONS & REMOVAL FROM INTERNATIONAL

MARKETS

7. The studies identified above, among others, along with various health advisory

committee deliberations in both Canada and the LLS, (including the C

promypled those regulators to direct that the warnings be amended and limit Avandin's use.

{a) First, GSK published an wnplanned, interim analysis of its then incomplete

*Rosigli Eval i for Cardiec O and Repulation of Glycnemia

in Diabetes" (“RECORD") trial, which the authors acknowledged had limited
statistical power. The RECORD trial revealed thal patients in the Avandia
group were more than twice as likely to suffer congestive heart failure than
patients in the control group, The incidence of myocardial infarction was also

ligher among the Avandia group, but the results were found to be not

statistically significant. studies of participants’ medical reconds

suggest a significant underreporting of myocardial i

(b Second, GSK submitted a letter 1o the editor of Lancet criticizing the results of
the Missen Study and stating that its own RECORD study provides
*compelling evidence” of cardiovascular safety of Avandia. GSK submitted

this letter notwithstanding that it was already known to GSK that the RECORD

trial was under- d 1o answer q safely.

() ‘Third, GSK's "Dear Healll Professional” 1 blished by

Health Canada furiher sought to undermine the results of the Nissen Study by
stating that the Nissen Study included studies where patients were using
Avandin in combination with other drugs in a manner that was not approved in
Canada, This statenwent was misleading in that the Nissen Study found that the
overall risk of cardiovascular events in Avandia users was greater even when

the studies with pproved were

-10-

28, There were numerous safety updates in both Canada and the ULS. with respect to a

variety of risks associated with Avandia use, including cardiovascular risks. These updates

were inad andfor untimely as 1 to what GSK knew or ought to have

known and when they knew or ought to have known it.

29, In Canada, Avandia's use was first ieted in or about N ber 2007, Since that
time, Avandia has not been approved as monotherapy for type 11 diabetes melliws or in
combination with other diabetes therpics except where those other therapies were
contraindicated or not tolerated in patients with any stage of heart failure. A similar restricted

use of Avandia was implemented in the LS, in or aboul September 2010,

30, In July 2007, the FDA, ing an advisory ittee meeting, required GSK 1o
conduet a head-to-hend cardiovaseular safety trial of Avandia and the other anti-diabetic drug
in its class (which subsequently revealed that Avandin increased the risk of heart attack by
169, heart failure by 23% and death by 14%6), and recommended that information be added 10

Avandia's existing “boxed waming” regarding the possibility of ischemic cardiovascular risk.

31, On or about August 14, 2007, GSK was directed by the FDA 1o update Avandia's

Inbel to include the following “boxed waming” regarding CHF:

Thinzolidined) includi igli , cause of exacerbate cardine injuries in

some patients (see WARNINGS).  Afler initintion of AVANDIA, and after dose
increnses, observe patient carefully for signs and symptoms of heart failure (including

excessive, rapid weight gain, dyspnea, andfor edema). IF these signs and symploms

develop, the heart failure should be 1 fing to current dards of care.

Furtl , di inuation or dose reduction of AVANDIA must be considered.




AVANDIA is not recommended in patients with symptomatic heart failure. Initiation
of AVANDIA in patients with established NYHA Class 1l or 1V heat failure is

contraindicated, (See CONTRAINDICATIONS and WARNINGS).

32, On or about November 19, 2007, the U.S, “boxed waming" was updated to include

WARNING: CONGESTIVE HEART FAILURE AND MYOCARDIAL 1SCHEMIA

A meta-analysis of 42 clinical studies (mean duration 6 months; 14, 237 total
patients), most of which compared AVANDIA to placebo, showed AVANDIA

1o be iated with an i 1 risk of my i ic events such as

angina or myocardial infarction,  Three other studies (mean duration 41
months; 14, 067 patients), comparing AVANDIA to some other approved
antidiabetic agents or placebo, have not confirmed or exeluded this risk. In
their entirety, the available data on the risk of myocardial ischemia are

ineonelusive,

33, In Canada, the Avandia product monograph was updated on or aboul November 13,
2001, to include a contraindication regarding CHF, This warning only cautioned that Avandia
conld exacerbate the risk of CHF, not that it does exacerbate the risk. Further, the warning
spoke only to the risk of the exacerbation of CHF; it did not wam that it could cause CHF in

patients with no prior history of the condition.

) b

where other anti-diabetic treatments are contraindicated, and that Avandia is contraindicated

in patients with any stage of heart failure.

39, In November 2010, Health Canada issued a public communication that advised that
Avandia patients speak to their doctors “to revisit their diabetes treatment.”  Since this
communication, Health Canada has required that Avandia only be preseribed on the condition

that patients execute o consent form ncknowledging awareness that Avandia may increase the

risk of serions beart probl and of the exi: of other diab options.

40, Elsewhere around the world, Avandia was removed from various murkets due 1o

safety concerns: In Sandi Arabia, Avandia was removed from that market in or aboul March

14, 2010, in Furope, the E Medicines Ageney removed Avandia from its market in or

about July 2010 {and firmed this decision in September 2010); and in New Zealand,

Avindia was withdrawn from the market in or about February 201 1.

41, At all material times, the Defendant, through its servants and agents, failed to
adequately wam Mr. Fontaine, and his physicians and other healtheare providers that the risks

i A 1 1

of suffering an i ie or non-i: event with Avandia usage was higher

than with usage of other available and effective treatments.

42, At all material times, the Defendant knew or ought 1o have known that the risks of

using Avandia included severe and life threatening complications and side effects.

43, At all material times, the Defendant through its servants and agents negligently,

klessly andfor lessly deted, distributed andfor sold Avandia without adequate

=

34, The 2001 product monograph also stated that Avandia is not “indicated for patients
with NYHA Class 111 or IV CHF unless the benefits exceed the risks” despite the existence of

no evidence that Avandia held any benefits that could outweigh the risks of CHF,

35, The 2001 produel monograph stated that Avandia is indicated for treatment of type 2

mellitus as o in bination with other anti-diabetic drugs such as
metformin or sulfonyluren, whereas the 2007 Missen Study showed that the risk of myocardial

infarction was highest in patients taking Avandia in combination with metformin.

36, In 2004, the “Precautions” section of the product monograph was revised (o state:

In with rosigli

adverse events potentially

related to volume expansion (e.g. congestive heart failure, y edema,

and pleural effusions) have been reported.

The product monograph failed to provide information about the number or incidence of these

events and did not acknowledge Avandia use as the possible cause.

37, In May 2007, Health Canada issued a safery advisory with respect to cardine safety
and Avandia use. The advisory was issued in response 1o the Nissen Study, and highlighted
that Avandia should not be used in patients suffering from heart problems. The advisory
emphasized the importance of having patients with underlying heart problems speak with

their physici rding their continued use of Avandia,

38, In November 2007, Health Canada issued another advisory regarding the new

restrictions on Avandia use, Specifically, the advisory stated that Avandia is no longer

pproved as herupy or in combination with certain other anti-diabetic treatments except
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instructions or warnings of the product’s serious side effeets and unreasonably dangerous
risks.
THE PLAINTIFF'S EXPERIENCE

44, M. Fontaing was prescribed and commenced using Avandia on or about April 17,

2004,

45, On or about June 26, 2005, Mr. Fontaine suffered an anterolateral wall myocardial

infarction. El di testing 1 “massive lateral and inferior ST

segment elevation.”

46, As a result of the myocardial infarction, on or about June 27, 2005, Mr. Fontnine

underwent cardine catheterization,

47, Mr. Fontaine continued to be prescribed and continued to use Avandin following the

June 26, 2005 cardiac event,
48, On orabout February 16, 2006, Mr, Fontaine was diagnosed with CHF.

49, Onor about February 16, 2006, on the advice of his treating physician, Mr. Fontaine's

Avandia treatment was discontinued.

50,  Mr. Fontaine used Avandia in accordance with the puckage label and consumer

information pamphlet and in the manner it was intended to be used,

51 Mr. Fontaine did not have a history of cardine illness prior to commencing his use of

Avandia.
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52, In the time period before and during Mr. Fontaine’s use of Avandia, he received no
warnings about the increased risk of suffering a cardiac event, including myocurdial infaretion

andfor CHF from using Avandia.

53, Mr, Fontaine’s heart attack and CHF were both a direct result of his use of Avandia

and the Defendant*s negligence.

54, Had Mr. Fontaine been aware of the increased risk of suffering a hewrt attack,
developing CHF andfor other serious side effects from using Avandia compared to other
available diabetes treatments, he would never have used Avandia and would have chosen a
safer treatment.  Furthermore, had GSK wamed Mr. Fontaine's physicians and other

healthcare providers of the inereased risk of suffering a heart attack, developing CHF andfor

ilable diabet

other serious side efects from using Avandi pared to other
his physicians and other healthcare providers may have monitored him For heart risks prior to
him sulTering an attack and developing CHF, But for GSK's wrongful conduet, Mr, Fontaine

would not have incurred his damages.

55, Asaresult of Mr. Fontaine’s heart attack, development of CHF and their effects on his
health, Mr. Fontaine can no longer engage in sexual intercourse, requires a scooler for
transportation as he is unable to walk even short distances, is in constant pain and experiences

frequent shortness of breath,

56, As aresult of his heart attack, development of CHF and their cffects on his health, Mr.
Fontaine was forced to retire carly from his long-time carecr as a bus driver. As a resull of his

carly retirement, Mr. Fontaine has sulTered peeuniary losses, including a loss of income.
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60, The Plaintiffs state that their domages were caused by the negligence of the

Defendant, Such negligence includes but is not limited to the following:

(a) The Defendant failed to adequately test Avandia in a manner that would fully
disclose the magnitude of the risks associated with its use, including the risk of

suffering myocardial infarction and CHF;

(b)  The Defendant, both before and afier Avandia was approved by Health
Canada, fuiled to give Health Canada complete and accurate information as it

hecame available;

{c) The Defendant failed 1o conduel adequate follow-up stodies on the efficacy

and safety of Avandia;

(d)  The Defendant failed to conduet adequate long-term studies of the risks of

continued use of Avandia;

{¢)  The Defendant failed to provide Mr. Fontaine, and his physicians and other
healthcare providers with adequate waming of the risks associated with use of

Avandin, including the risk of suffering myocardial infarction and CHF;

(H  The Defendant fuiled to provide Mr. Fontaine, and his physicians and other

Healil 4

pi with ad i ion and ing; pecting the

correct usage of Avandia;

16~
57 The Plaintiffs plead that their damages were caused by the negligence of the
Defendant, its servants and agents,

NEGLIGENCE

58, The Defendant at all material times owed Mr. Fontaine a duty of care to;

(a)  Ensure that Avandin was fit for its i or y use;

{b)  Conduct appropriate testing to d ine whether and to what extent use of
Avandia posed serious health risks, ineluding the sufTering of a cardiac cvent,

including myocardial infarction and CHF;

(¢)  Propery, fairly and adequately wam Mr. Fontaine, and his physicians and
other healtheare providers that use of Avandia carries the risk of causing a

cardiac event, including myocardial infarction and CHF;

(d)  Ensure that prescribing physicians and other healtheare providers were kept

fully and completely informed of all risks associated with Avandia;

() Monitor, investigate, evaluate and follow up on adverse reactions associnted

with Avandia use; and

(f Properly inform Health Canada and other regulatory agencies of the clevared

risks of suffering a cardiac event, includi y fial i jon and CHF,

caused by the use of Avandia,

59, The Defendant negligently breached its duty of care.

18-

{g)  The Defendant failed to warn Mr. Fontaine, and his physicions and other
healthcare  providers about the need for comprehensive regular medical

monitoring lo ensure the early discovery of side effects related 1o Avandia use;

(h)  The Defendant failed to adequately monitor, evaluate and aet upon reports of

adverse reactions 1o Avandia in Canada and elsewhere;

(1) The Defendant failed to provide adequate and cumrent information to

and their physicians and other healtheare providers respecting the
risks and efficacy of Avandia as such information came available from time to

time;

(1) The Defendant failed 1o provide adeg ings of the f inl hazards of

Avandia on package labels;

(k) The Defendamt failed to wam Mr. Fontaine, and his physicians and other
healtheare providers, and Health Canada about the need for comprehensive
medical monitoring to ensure the eardy discovery of side effects relating to

Avandia use;

(i Thee Defendant failed to provide adequate warnings of the risks associated with
Avandia, including the risk of suffering myocardial infarction and CHF in all

persons receiving Avandia, on the information pamphlets in Canada;

(m)  The Defendant, after noticing problems with Avandia, failed to issue adequate
wamings, timely recall the drug, publicize the problem and otherwise act

properly and in a timely manner to adequately wam Mr. Fontaine, and his
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physicians and other healthcare providers of Avandia’s inherent dangers,

including the danger of suffering myocardial infarction and CHF;

(n)  The Defendant failed 1o establish any ad ¥ fures to educate its sales

b B B T

and  other  healtheare  providers

respecting the correct usage of Avandia and the risks associnted with the drug;

(o)  The Defendant represented that Avandia was safe and fit for its intended
purpase when it knew or ought to have known that these representations were

false;

(p)  The Defendant mistepresented the state of research, opinion and medical

literature pertaining to the purported benefits of Avandia and its associated

risks, including the risk of sufferi fial infarction and CHF, pared

1o other available diabetes treatments;

(q)  The misrepresentations made by the Defendunt were unreasonable in the face

of the risks that were known or ought to have been known to the Defendant;

() The Defendant failed to timely cease the manufacture, marketing and/or
distribution of Avandia when it knew or ought to have known that this drug

causes or conld cause myocardial infarction and CHF;

(s)  The Defendam failed to conform with applicable disch and reporting

requirements pursuant to the Feod and Drogs Act RSC 1985, ¢ F-27, as

Vel 1 oo

and its

-21-

DAMAGES

64.  Had Mr. Fontaine, and his physicians and/or other healtheare providers known that
Avandia significantly increases the risk of heant attack and CHF, compared 10 other available
dinbetes treatments, be would never have used Avandia and would not have suffered o heart

attack and developed CHF.

65.  As a resull of the negligence of the Defendant, Mr, Fontaine has endured conscious
pain, mental anguish and emotional distress. Mr. Fontaine has suffered considerably: he has

hed o heart attack, developed CHF and other permanent impairments. He has required

hospitalizati i igations and testing. He is at risk of developing further

impairments in the future. Mr. Fontaine claims damages for his pain and suffering and loss of

enjoyment of life. Mr. Fontaine claims damages for his past, present and future pecuniary

losses, including his linary living exy and care costs, medical care and other

related serviees, to the date of wial and into the future.

66, Mr. Fontaine also claims punitive, aggravated and exemplary damages for the reckless

and unlawful conduct of GSK.

67.  Mrs, Fontaine claims d fo the provisions of the Family Law Act for,

among other things, loss of guid. care and ionship, her p iary losses, exy

and the services she rendered as a result of the injuries to her husband, Mr., Fontaine,

68, The Plaintiffs plead and rely upon the provisions of the Negligence Aer, RSO 1990, ¢

N.1, as amended, the Food and Drugs Act, RSC 1985, ¢ F.27, as amended and its regulations,

-20-

[{}] The Defendam failed to properly supervise its employces, subsidiaries and

affiliated corporations; and

(u)  The Defendant actively encouraged andfor affirmatively failed 1o take effective

steps 1o di peressive disy ion of Avandia.

61, The risks associated with the use of Avandia, including the risk of myocardial
infarction and CHF, were in the exclusive knowledge and control of the Defendant. The
extent of these risks was not known and could not have been known 1o the Plaintiffs. M.
Fontaine's injuries would not have oceurred but for the negligence of the Defendant in failing
to ensure that Avandia was safe for use or, in the altermative, but for providing an adequate
warning of the risks associated with using Avandia to Mr. Fontaine, and his physicians and

other healtheare providers.

62, Avandia is defective becavse it is unreasonably dangerous, beyond the dongers that

could bly have been plated by Mr. Fontaine, and his physicians andlor other
healtheare providers. Any benefit from using Avandia was outweighed by the serious and
undisclosed risks of its use when used as GSK intended. The benefits of Avandia did not
outweigh the risks for Mr, Fomaine given that there were allemative diabetes treatments that

are efficacious for treating diabetes and carry less serious risks than Avandia,

63, The Defendant knew or ought 16 have known of the risks associated with the use of
Avandia, including the risk of suffering myocardial infarction or CHF. By not disclosing

to play the of studies conducted by third-parties,

these risks and by pling

the Defendant acted in callous and reckless disregard for the health and safety of Mr.

Fontaine.

B 7%

the Family Law Act, RSO 1990, ¢ F.3 and the Cowrts of Jusiice Aer, RSO 1990, ¢ C43, ag

amended.

PLACE OF TRIAL

69, The Plaintiffs propose that this action be tried in London, Ontario,

August 1, 2014 Siskinds LLP
Barristers & Solicitors
680 Waterloo Street
London, ON N6A IVR

Charles M. Wright LSUC #: 365990
Linda J. Visser LSUC #: 521581

Jill 8. McCartney LSUC #: 506328
Tel: 519-672-2121

Fax: 519-672-6065

Lawyers for the Plaintiffs
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Court File No,
COURT 5. ONTARIO L{O%q"'”’/
) SUPERIOR COURT OF JUSTICE

JAYANTHINA RAVINDRAKUMAR
Plaintiff

-and -

GLAXOSMITHKLINE INC.
Defendant
STATEMENT OF CLAIM
TO THE DEFENDANT

A LEGAL PROCEEDING HAS BEEN COMMENCED AGAINST YOU by the
plaintift. The claim made against you is set out in the following pages.

IF YOU WISH TO DEFEND THIS PROCEEDING, you or an Ontario lawyer acting
for you must prepure a statement of defence in Form 18A preseribed by the Rules of Civil
Procedure, serve it on the plaintiff's lawyer or, where the plaintiff does not have a lawyer,
serve it on the plaintifl, and file it, with proof of service, in this court office, WITHIN
TWENTY DAYS after this statement of elaim is served on you, if you are served in Ontario.

If you are served in another provinee or territory of Canada or in the United States of
Ameriea, the period for serving and filing your statement of defence is forty days. If you are
served owtside Canada and the United States of America, the period is sixty days.

Instead of serving and filing a statement of defence, you may serve and file a notice of
intent to defend in Form 188 prescribed by the Rules of Civil Procedure. This will entitle you
10 ten more days within which to serve and file your statement of defence,

IF YOU FAIL TO DEFEND THIS PROCEEDING, JUDGMENT MAY BE GIVEN
AGAINST YOU IN YOUR ABSENCE AND WITHOUT FURTHER NOTICE TO YOU. IF
YOU WISH TO DEFEND THIS PROCEEDING BUT ARE UNABLE TO PAY LEGAL
FEES, LEGAL AID MAY BE AVAILABLE TO YOU BY CONTACTING A LOCAL
LEGAL AID OFFICE.
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CLAIM
1. The Plaintifl elaims:

(#)  Pecuniary general damages in the amount of $500,000.00;

(b)  Non- jary general damages in the amount of $350,000.00;
(¢)  Special domages in the amount of $100,000.00;
(d)  Punitive, aggravated and exemplary damages in the amount of §100,000.00;

(¢)  Pre-jud and post-jud, interest p 1o the Courts of Justice Act;

(f)  Her costs of this action; and

(g)  Such further and other relief as this Honourable Court may deem just or the
mature and cireumstance of this proceeding require,

THE PARTIES

2, The PlaintiiT, ina Ravindral ("Ms. Ravindrak "), is an individual
residing in Scarborough, Ontario,

3. The Defendant, GlaxoSmithKline Ine, (the “Defendant™ or “GSK"), is a corporation

incorporated pursuant to the laws of Canada, with its head office situnted in Mississauga, and
regionnl offices in Montreal, Halifax, Owawn, Winnipeg, Calgary and Vancouver,

4. At all material times, GSK was engaged in the busi of designi facturing,
testing, packaging, p ing, keting, distributing, labelling andfor selling Avandia in
Canada, including Ontario,

AVANDIA

5 Avandia's non-propriely name is rosigli Avandia is a ph ical designed

for use in treatment of type 1 diabetes mellitus, Cardiovascular disease is the most common

e
1. As carly as 1999, an i I risk of ischemi di lar events was linked to
Avandia. This risk was known or ought to have been known to the Defendant, and ought 1o
have been 1 1o regul physici ph ists. other healthy provid

and consumers (including the Plaintiff),

12, According to an investigation by the United States Senate Committee on Finance (the
“Committee™), in or about 1999, GSK had embarked on a
concerns associated with Avandia use.

1o defuse

13 The Committee investigation found that GSK had knowledge in or about 2000 and
2001 thar Avandia use was associated with increased adverse events compared 1o a compelitor
drug.

14.  Five pre-approval trials were conducted by GSK. Those trials revealed that more
ischemi fii i in patients taking Avandia than in those taking
comparable drugs. The “relative risk” of ischemic events for Avandia patients was 1.80,

events

meaning that these patients were 1.8 times more likely to suffer such an event than patients
taking a comparable drug. The of these trials were not made publicly available at

the time.

15, In 2004, the resulls of a 52-week GSK study involving patients with pre-existing
congestive heart failure (the “Avandia 211 Cardiac Heart Failure Study™) revealed greater
congestive heart failure and ischemic adverse events with Avandia use than with placebo.
These findings were shared with the United States Food and Drug Administration (“FDA") in
2006.

16, An intemmal GSK  document from 2005 titled “Further Interim Results from
Retrospective Analysis of Cardiovascular Events in Clinical Trials™ states that “[t]hese data
lend eredence to the hypothesis that small degrees of fuid retention may be an important
contributor to the devel or i y fial ischemia in high risk patients” and

“that patients with severe coronary arlery disease may be aculely sensitive to changes in fluid

m Py

loa mn

status, and that Nuid ion could

devel of ischemi *

I capacity and 1o the

cause of morbidity and montality for people suffering from type 1I diabetes mellitus, Avandia
was the first drug available in Conada to directly treat insulin resistance, which may cause
type Il diabetes mellitus,

0. Avandia was available in the U.S. as cwrly as June 1999 and received a Notice of
Compliance from Health Canada on or about March 21, 2000, The Defendant began selling
Avandia in Canada soon after that date.

7 The Defendant did not provide adequate safely data to consumers (including the
Plaintiff), physicians and other healthcare providers, and Health Canada with respect 1o
Avandia. The Defendant knew or ought to have known that Avandia was unsafe, defective

and unreasonably dangerous,

THE RISKS ASSOCIATED WITH USING AVANDIA

4 - 5 1

risk of i

8. Avandia is associated with causing an i

events, including my finl infarction (heart attack) and stroke.  Ischemia refers to the
resiriction of the supply of blood 10 the body's organs, such as the heart or the brain, which
results in 2 shortage of oxygen to those organs. The lack of oxygen, in turn, can resull in

n dial i jon or stroke, depending on where the ischemic event occurs, T the

ischemic event oceurs in the blood vessels supplying the heart, the lack of oxygen will result

in my fial infarcti If the ischemic event occurs in blood vessels supplying the brain,

the lack of oxygen will result in stroke.,

& 1 1 Pt

9 In the case of Avandia, more h has been 3 g my

infarction than stroke, This is likely because cardiovascular events are the most common

complications in patients with type [I diabetes and the main goal of treatment should be to
reduce this complication. However, there are studies indicating that Avandia increases the

risk of stroke.

10, Avandia is also associated with cousing an increased risk of non-ischemic events,

ineluding congestive hean failure.

17, In October 2005, GSK shared the preliminary results of a pool of randomized
controlled trials (“RCTS") it conducted in respect of Avandia with the FDA, GSK clinical
trials involving 11,586 participants showed a 29% i d risk of my fial i ion for
patients taking Avandia, A GSK observational study invelving more than 14,000 participams

showed & 31% increased risk of myocardial ischemic events for Avandin paticnts.

18, A GSK meta-analysis of the results of 42 R(.:Ts involving Avandia-treated patients
showed persons taking Avandia had a 30% significantly higher risk of suffering myocardial

ischemic events; the results of the FDA’s met lysis of same d 1 a 40%
significantly higher risk of these events.

19.  In or about ber and [ ber 2006, respectively, GSK's studies, Diabetes
Reduction Assessment with Ramipril and Rosiglitazone Medication (“DREAM"), and A
Diabetes Outeome Progression Trial (“ADOPT") d d that i d cardi I

risks were associated with Avandia use,

20, On or about May 21, 2007, Drs. Nissen and Wolski published a study (“Effect of
Rosiglitazone on the Risk of Myocardial Infaretion and Death from Cardiovaseular Causes™,
the “Missen Study™) in the New England Journal of Medicine. The Nissen Study was a meta-
analysis of 42 trials comparing Avandia with placebo or active comparutors in order 1o assess
the effect of Avandia on cardiovascular outcomes. The Nissen Study showed a 43% higher
visk for myocardial infarction in patients taking Avandia. The rate of suffering a myocardial
infarction among Avandia users was 1.99% compared 1o 1.51% in those taking placebo or
other diabetes medications. The study also revealed that Avandia users had a 64% clevated

risk of death from cardiovascular causes.
21, GSKsought to underming the results of the Nissen Study.

() First, GSK published an unplanned, interim analysis of the then incomplete
*Rosigli Evaluated for Cardiac O and Regulation of Glycaemia

in Diabetes” (“RECORD") trial, The authors acknowledged that the analysis
had limited statistical power. The RECORD trial revealed that patients in the

Avandia group were more than twice as likely to suffer congestive heart failure
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of my ion was

than patients in the control group, The i
also higher among the Avandia group, but the results were found to be not

medical records

statistically significant, studies of partici

suggest a si

porting of m;

(h)  Second, GSK submitted a letter to the editor of The Laneet criticizing the
results of the Nissen Study and stating that its own RECORD study provides

“compelling evidence” of cardiovascular safety of Avandia. GSK submitted
this letter notwithstanding that it was already known 1o GSK that the RECORD

trial was under-f | to answer questi fing cardiovasculur safety,

(¢}  Third, GSK’s “Dear Healll Professional” pondence published by

Health Canada further sought to undermine the resulis ol the Nissen Study by
stating that the Nissen Study included studics where patients were using

Avandia in combination with other drugs in a manner that was not approved in
Canada. This siatement was misleading in that the Nissen Study found that the
overall risk of cardiovascular events in Avandia users was greater even when

1 e b

the studics with P were

22, In September 2007, a rescarch team led by Dr. Sonal Singh published a study in the
Joumal of the American Medical Association that showed that Avandia use for at least 12
months was associated with a “significantly i d risk of dial i ion and heart

failure.”

23, In December 2007, a research team led by Dr, Lorraine Lipscombe published a study
in the Journal of the American Medical Association that showed that Avandia treatiment in
older patients was associated with a statistically significant increased risk of congestive heart

failure and myocardial infaretion compared to other diabetes treatments.

24, A higher mortality rate was observed among Avandia users in a study by Wolfgang

and others published in the N ber 2008 issue of the Archives of Internal
Medicine. The study revealed a 15% greater mortality among Avandia patients than Actos
patients {Actos is an alternative drug to Avandia). While finding o higher mortality rate, the

29, There were numerous safety updates in both Canada and the U.S, with respect to a

variety of risks associated with Avandia use, including ischemi li lar risks, These

andfor untimely us compared to what GSK knew or ought

updates b were |

to have known and when it knew or ought 1o have known it,

30, In July 2007, the FDA, following an advisory ittee meeting, required GSK 1o
conduet a head-to-head cardiovascular safety trinl of Avandia and the other anti-diabetic drug
in its class (which subsequently revealed that Avandia increased the risk of heart attack by
16%, heart failure by 23% and death by 14%6), and recommended that information be added 10
Avandia’s existing “boxed warning” regarding the possibility of ischemic cardiovascular risk.

31 Onorabout August 14, 2007, GSK was directed by the FDA to update Avandia's label
to inelude the following “boxed warning” regarding congestive heant failure:

Thiazolidinedi ineludi igli cause or t cardiae
injuries in some paticnts (see WARNINGS). After initiation of AVANDIA,
and after dose increases, observe patient carefully for signs and symptoms of
heart failure (including excessive, rapid weight gain, dyspnea, and/or edema).
If these signs and symptoms develop, the heart failure should be managed

according 1o current Is of care, F or dose

reduction of AVANDIA must be considered.

AVANDIA is not recommended in patients with symptomatic heart failure.
Initiation of AVANDIA in patients with established NYHA Class 111 or IV
heart failure is  contraindicated. (Sec CONTRAINDICATIONS and
WARNINGS).

32, On or about November 19, 2007, the U.S, “boxed waming” was updated to include

WARNING: CONGESTIVE HEART FAILURE AND MYOCARDIAL
ISCHEMIA

study did not reveal diffe in di 1 my lial i ions and strokes smong

discase more

Avandia and Actos users, The authors idered that
than 75% of mortality in patients with diabetes and concluded that there must “almost
certainly be a link.,” On that basis, they hypothesized thal many of the deaths were due to
myocardial infarctions or strokes, but that cardiovascular deaths might have occurred before a

dingnosis was made.

25, In 2010, the Commitlee report on Avandin referenced a GSK Diabetes Franchise

Cardiology Advisory Report wherein a physici ded listing cardi lar deaths,

fial infarction and strokes 1y in the warmning label,

¥

26, In 2010, the European Medicines Agency C itiee on Medical Products for Human
Use (the “EMA") indicated that the risks of taking Avandia outweigh the benefits. The EMA
reviewed the available data for the benefits and risks associated with Avandia, That review

showed that there was an increased risk of heart attacks and strokes, The EMA indicated that

diabetic patients are already at i | risk of these litions and diabetic should

wim at reducing these risks,

SAFETY UPDATES, RESTRICTIONS & REMOVAL FROM INTERNATIONAL
MARKETS

27, In the United States, from the outset, the Avandia waming labels contained a
statement regarding congestive heart failure. In Canada, the product monograph was updated
in November 2001 to include a contraindication in patients with acute heart failure, However,

there was o statement regarding the risk of ischemi fi lar events. An i
cardiovascular event affecting the heart (a heart attack or myocardial infarction) is not the
same a5 a heart failure. In @ heart attack, the heart is injured as a result of the heart's muscle
being deprived of oxygen. With congestive heart failure, the heart functions improperly and
is 1ot able to pump enough blood to the rest of the body.

28, The studies identifiecd above, among others, along with various health advisory
committee deliberations in both Canada and the 1.8, (along with including the Commiitter
ipati 1 those 0 to direet that the wamings be amended and limit

B L

Avandia’s use.

==

A meta-analysis of 42 clinical sudies (mean duration 6 months; 14, 237 total
patients), most of which compared AVANDIA to placebo, showed
AVANDIA to be inted with an i | risk of my fial ischemi

events such as angina or myocardial infarction. Three other studies (mean

duration 41 months; 14, 067 patients), comparing AVANDIA to some other
approved antidiabetic agents or placebo, have not confirmed or exeluded this
risk. In their entirety, the available data on the risk of myocardial ischemia

are inconclusive,

33, In May 2007, Health Canada issued a safety advisory with respect 1o cardine safety
and Avandia use, The advisory was issued in response to the Nissen Study, and highlighted
that Avandia should not be used in patients suffering from heant problems. The advisory
emphasized the importance of having patients with underying beart problems speak with
their physici garding their continued use of Avandia,

34, In November 2007, Health Canada issued snother advisory regarding the new
restrictions on Avandia use. Specifically, the advisory stated that Avandia was no longer
approved as monotherapy or in combination with certain other anti-diabetic reatments except
where other  anti-diabeti are raindicated, and  that  Avandia  was

contraindicated in patients with any stage of heart failure.

35, In Movember 2010, Health Canada issued a public communication that advised that
Avandia patients speak 1o their doctors “to revisit their diabetes treatment.”  Since this
communication, Health Canada has required that Avandia only be prescribed on the condition
that patients execute a consent form acknowledging awareness that Avandia may incrense the
risk of serious heart problems and of the exi of other diabet options,

36,  Elsewhere around the world, Avandia was removed from various markets due to

safely concemns: In Saudi Arabia, Avandia was removed from that market in or about March

14, 2010; in Europe, the European Medicines Agency 1 Avandia from its market In or
about July 2010 (and firmed this decision in September 2010); and in New Zealand,

Avandia was withdrawn from the market in or about February 2011,




37, MNowwithstanding that there was evidence linking Avandia to an increased risk of
stroke, GSK has not amended the Avandia waming to include any information about the
increased risk of siroke.

38, At all material times, the Defendant, through its servants and agents, failed to

d Iy warm Ms, Ravindrak and her physicians and other health providers that

event (i

the risks of an stroke) with Avandia usage

was higher than use of other available and effective treatments.

39, A all material times, the Defendant knew or ought to have known that the risks of
using Avandia included severe and life threatening complications and side effects (including
stroke),

40. A all material times, the Defendant through its servants and agents negligently,
recklessly andior carclessly marketed, distributed andfor sold Avandia without adequate
instructions or wamings of the product’s serious side effects and unrcasonably dangerons

risks,

THE PLAINTIFF'S EXPERIENCE

41, Ms. Ravindrakumar was y ibed and 1 using Avandia in or around
December 2001,

42, In or around September 2008, Ms. experienced, iter alia, lefi anm

and facial t [nvestigati } d a left caudate lacunar infarct (stroke).
43, Since the September 2008 stroke, Ms, Ravindral i 10 experi reloted
issues, including left arm L and severe shoulder pain, She has difficulty lifting with

ber left upper extremity.

44, Since the September 2008 stroke, Ms, Ravindrakumar's issues hove left her unable 1o
perform her employment dutics as a quality control worker, which required her o, infer afia,
carry heavy loads. Ms. Ravindrakumar was forced to take early retirement.

13-
{b)  Conduct appropriate testing to d inc whether and to what extent use of
Avandia posed serious health risks, including the ing of an iscl

eardiovaseular event, including stroke;

[(3] Properly, fairly and adequately warm Ms, Ravindrak and her physici
and other healthcare providers that use of Avandia carries the risk of causing
an ischemi i lar event, including stroke;

(d)  Ensure that prescribing physicians and other healil providers were kept

fully and letely infe d of all risks Tated with Avandia;

(¢)  Monitor, investigate, evaluate and follow up on adverse reactions associated

with Avindia use; and

(3] Properly infonn Health Canada and other regulatory agencies of the elevated
risks of suffering an ischemi fii Jar event, including stroke, caused by

the use of Avandia.
54.  The Defendant negligently breached its duty of care.

55, The Plaintifl states that her damages were caused by the negligence of the Defendant.
Such negligence includes but is not limited to the following:

(a)  The Defendum failed 10 adequately test Avandia in o manner that would fully
disclose the magnitude of the risks associated with its use, including the risk of

suffering an iscl event, | stroke;

(b)  The Defendant, both before and after Avandia was epproved by Health
Canada, fuiled 1o give Health Canada plete and accurate inf ion as it
became available;

() The Defendant failed to conduct adequate follow-up studies on the efficacy

and safety of Avandia;

45, In or around May 2009, on the advice of her treating physician, Ms. Ravi s
Avandia treatment was discontinued.

46, Ms, Ravindrakumar used Avandia in accordance with the package label and conswmer
information pamphlet and in the manner it was intended to be used,

47, Ms. Ravindrakumar did not have a history of cardiovascular illness prior to

commencing her use of Avandia,
48, Ms. Ravindrakumar does not smoke or consume aleohal,

49, In the time period before and during Ms, Ravindrakumar's use of Avandia, she

no ings about the i I risk of suffering an ischemic cardiovascular event

(including stroke) from using Avandia,

50, Ms. Ravindrakumar's stroke was a direct result of her use of Avandin and the
Defendant's negligence,

51, Had Ms, Ravindrakumar been aware of the increased risk of suffering a stroke and/or
other serious side effects from using Avandia pared to other available diabetes

she would never have used Avandia and would have chosen a safer treatment. Furthermore,
had GSK warned Ms. Ravindrak *s physicians and other health providers of the
increased risk of suffering a stroke and/or other serious side effects from using Avandin

pared 1o other available diab herp and other healthcare providers

may have itored her for risks, prior to her suffering » stroke. But for

GSK's wrongful conduet, Mrs. Ravindrakumar would not have incurred her domages.

52, The Plaintiff pleads that her damages were caused by the negligence of the Defendant,
its servants and agents,

NEGLIGENCE

53, The Defendant at all material times owed Ms, Ravindrakumar a duty of care o

(a)  Ensure that Avandia was {it for its § or use;

-14-

(d)  The Defendant failed to conduct adequate long-term studies of the risks of
continued e of Avandiag

(¢)  The Defendant failed to provide Ms, Ravindmkumar, and her physicians and
other health providers with adeq warning of the risks associated with
use of Avandia, including the risk of suffering an ischemi di |

event. The Defendant failed to provide any warning of the risk of stroke;

() The Defendant failed to provide Ms, Ravindrab and her physicians and

other health providers with adequate inf ion and 1gs

the correct usage of Avandia;

{g)  The Defendant failed to wam Ms, Ravindrak and her physicians and

other healtheare providers about the need for comprehensive regular medical

monitoring to ensure the early discovery of side effects related 1o using
Avandiag

(h)  The Defendant failed to adequately monitor, evaluate and act upon reports of

adverse reactions to Avandia in Canada and elsewhere;

(i) The Defendant failed to provide adequate and current information to
mnd their physicians and other healthcare provid pecting the

risks and efficacy of Avandia as such information came available from time to

time;

() The Defendant failed to provide adeqs ings of the p inl hazawds of

Avandin on package labels;

(k) The Defendant failed to warn Ms. R
other healtheare  providers, and Health Canada about the need for

and her physicians and

medical itoring to ensure the carly discovery of side effects

relating to Avandia use;
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[{}] The Defendant failed to provide ad ings of the risks iated with
Avandia, including the risk of suffering an ischemic cardiovascular event
(including stroke), on the i ion pamphlets in Canada;

(m)  The Defendant, after noticing p
warnings, timely recall the drug, publicize the problem and otherwise nct

with Avandia, failed to issue adequute

properly and in a timely manner to adequately warn the Plaintiff, and her
physicians and other healthcare providers of Avandin’s inherent dangers,

including the danger of suffering an isct 1i lar event (includi
stroke);
(n)  The Defendant failed w lish any ad p | to educale its sales
P preseribing  physici md  other healtheare providers

respecting the correet usage of Avandia and the risks associated with the drug;

() The Defendant represented that Avandia was safe and fit for its imended
purpose when it knew or ought to have known that these representations were

false;

(p)  The Defendant misrepresented the state of research, opinion and medical
literature pertaining to the purported benefits of Avandia and its associated

risks, including the risk of ing an ischemi i lar event
(including stroke), compared to other available diabet

(@) The misrepresentutions made by the Defendant were unreasonable in the face
of the risks that were known or otght 1o have been known to the Defendant;

() The Defendant failed to timely cease the manufacture, marketing and/or
distribution of Avandia when it knew or ought to have known that this drug

causes or could cause an ischemi fi lar event, including stroke;
(s The Defendant failed 1o conform with applicable discl and rey
requirements pursuant to the Food amd Drugs Act RSC 1985, ¢ F-27, as
ded, and its iated regulati

17-

60, As a result of the li of the Defend Ms. Ravindrak has endured
conscious pain, mental anguish and emotional distress, Ms, Ravindrakumar has suffered

considerably: she has endured at least one stroke and other permanent impairments, She has

PR ——

qui F investigations and testing. She is at risk of developing

further impairments in the future. Ms. Rovindrakumor claims damages for her pain and

suffering and loss of enjoyment of life, Ms, Ravindrak claims d

for her past,

present, amd future pecuniary losses, including her linary living exy and care
costs, including medical care and other related services, to the date of tial and into the future,

61, Ms. Ravindrakumar also claims punitive, aggravated and exemplary damages for the
reckless and unlawful conduet of the Defendam,

62, The Plaintiff pleads and relies upon the provision of the Negligence Act, RSO 1990, ¢
N1, as amended, the Foad and Drugs Aer, RSC 1985, ¢ F.27, as amended and its regulations
and the Courts of Justice Aet, RSO 1990, ¢ C.43, as amended,

PLACE OF TRIAL
63, The Plaintiff proposes that this action be tried in London, Ontario,

September 18, 2014 Siskinds LLP
Barristers & Solicitors
680 Waterloo Street
London, ON N6A 3VE

Charles Wright (LSUC #36599Q)
Tel: (519} 660-7753

Fax: (519) 660-7754

Linda JI. Visser (LSUC #521581)
Tel: (519) 660-7700

Fax: (519) 660-7701

Jill 8, MeCartney (LSUC #506328)
Tel: (519) 660-7858

Fa; (519) 660-7859
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(3] The Defendant failed to properly supervise its employees, subsidiaries and

affiliated corporations; and

ly failed to take effective
e agpressive disy ion of Avandia,

{u)  The Defendant octively i and/or affir

sleps o

56, The risks associated with the use of Avandia, including the risk of suffering an

event (including stroke), were in the exclusive knowledge and
control of the Defendant. The extent of the risks was not known and could not have been
known by the Plaintiff, Ms, Ravindrakumar's injuries would not have occurred but for the
negligence of the Defendant in failing 1o ensure that Avandin was safe for use or, in the
alternative, but for providing an adequate waming of the risks associated with using Avandia
10 Ms. Ravindral and her physicians and other health provid

57.  Avandia is defective because it is unreasonably dangerous, beyond the dangers which
could bly have been plated by Ms. Ravindra andd her physicians and/or
ather healtheare providers. Any benefit from using Avandia was outweighed by the serious
and undisclosed risks of its use when used as the Defendant intended, The benefits of

Avandia did not outweigh the risks for Ms. Ravindrakumar, given that there were altermative

diahet

that are cfficacious for treating diab and carry less serious risks than
Avandia.

58, The Defendant knew or ought to have known of the risks associated with the vse of
Avandia, including the risk of suffering an ischemic candiovascular event. By not disclosing
these rigks and by ing to d luy the of studies conducted by third-parties,

the Defendant acted in callous and reckless disregard for the health and safety of the Plaintifl.

DAMAGES
59, Hod Ms. Ravindrak anil her ph

of the significant i
stroke) iated with Avandi pared to other available diabetes she would
never have used Avandia and would not have suffered the stroke,

andfor other healtheare providers known

1 risk of suffering an i event (including
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Waheed v. Glaxosmithkline Inc., 2013 ONSC 5792, 2013 CarswellOnt 13883
2013 ONSC 5792, 2013 CarswellOnt 13883, 117 O.R. (3d) 680, 233 A.C.W.S. (3d) 295...

s. 12— considered
Securities Act, R.S.0. 1990, c. 8.5
s. 138.14 [en. 2002, c. 22, s. 185] — referred to

MOTION by law firm B to replace law firm A as carriage counsel.
Edward Belobaba J.:

1 Law Firm A wins a carriage motion over Law Firm B. Almost three years go by and Firm A has still not proceeded
with the certification motion. Firm B brings a motion to replace Firm A as carriage counsel on the basis of unreasonable
delay. Does this court have the jurisdiction to hear this "carriage transfer motion"? If so, under what circumstances can
Firm A be replaced? What is the test?

Background

2 Kim Orr Barristers P.C. ("Kim Orr") is counsel in two proposed class actions involving a diabetes medication called
Avandia that is manufactured and distributed by Glaxosmithkline. One is the Lloyd Action, commenced in 2007 by
the Merchant Law Group, and the other is the Imbesi Action, commenced in 2010 by Kim Orr. In 2010, Kim Orr and
Merchant agreed that Kim Orr would be the lead counsel in both actions and the two firms would work together.

3 McPhadden Samac Tuovi ("MCST") is counsel for the plaintiffs in the Waheed Action, another Avandia action
that was commenced in 2009.

4 In November, 2010, carriage motions brought by Kim Orr and MCST were heard by Justice Strathy. After the
hearing but before the release of the court's decision, the parties agreed to settle the carriage motion on the basis that Kim
Orr would be appointed counsel for the plaintiffs in the Lloyd class action, and the Waheed and Imbesi Actions would be
(effectively) stayed. The parties agreed that the MCST consortium would be permitted to participate in the class action
but only at Kim Orr's discretion and that no steps could be taken without Kim Orr's approval. This agreement resulted
in a consent carriage order dated November 19, 2010.

5 Almost three years have passed and Kim Orr has still not brought a motion for certification. MCST says the delay
has been unreasonable and Kim Orr should be removed as carriage counsel on the proposed Avandia class action. MCST
says that it has prepared a certification record and is ready bring a motion for certification immediately. MCST asks
that it be granted carriage of the proposed class action.

Analysis
(1) Jurisdiction

6 Does this court have jurisdiction to entertain a carriage transfer motion? In my view it does, and to its credit, Kim

Orr did not suggest otherwise. Although the occasions will be rare, ci may require that carriage counsel be

removed and replaced. The procedural vehicle is s. 12 of the Class Proceedings Act, 1992, ! ("CPA"):

The court, on the motion of a party or class member, may make an order it considers appropriate respecting the
conduct of the class proceeding to ensure its fair and expeditious determination and, for the purpose, may impose
such terms on the parties as it considers appropriate.

7 Section 12 of the CPA has been described by this court as "a flexible tool for adapting procedures on a case-specific

w2

basis." ~ The Court of Appeal has added that the scope of s. 12 is far-reaching and is engaged "from the inception of an
intended class proceeding" and "continues throughout the 'stages' of the proceeding until a final disposition, including

the implementation of the administration of a settlement or, where i a lution of all individual issues."*
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In short, a class action management judge has a wide-ranging supervisory jurisdiction under s. 12 of the CPA and this
includes motions to remove and replace carriage counsel on the basis of unreasonable delay.

(2) The test on a “carriage transfer" motion

8 This issue has not been litigated before. There are no cases on point. Y my view, any test for the removal and
replacement of plaintiffs' counsel in a proposed or actual class action proceeding ° must recognize that as a general rule
class counsel, acting on plaintiffs' instructions, should be able to run the lawsuit as they see fit. This includes deciding the
shape, content and pace of the litigation. Class counsel may choose to slow matters down because of pending appeals,
or developments in other jurisdictions, or indeed for any good reason that class counsel believes is in the best interests of
the proposed or actual class. Generally speaking, no carriage transfer motion should ask the court to review and second-
guess the action or inaction of class counsel.

9 However, on occasion, and these occasions will be rare, a carriage transfer motion will be justified. One such case
is where there is clear and unreasonable delay. In my view, the court should intervene to replace carriage counsel on the
ground of unreasonable delay where the moving party can satisfy each of the following four criteria:

(i) The delay is clearly unreasonable by current class action litigation standards;
(ii) There is evidence of actual prejudice or harm to the putative class members;
(iii) The explanation for the delay is inadequate; and,

(iv) A court order requiring Firm A to bring the certification motion within an expedited time period (failing which
it will be replaced by Firm B) is not, in all the circumstances, either workable or in the best interests of the class.

(3) Applying the test to the facts herein

10 MCST's carriage transfer motion fails on each of the four criteria. First, MCST failed to show that most class
proceedings are certified in less than three years. It is well-known that class proceedings generally move at a glacial pace.
(One need only recall the difficulty that plaintiffs' have in securities class actions of even commencing an action within
the prescribed three-year time limit. o ) If a moving party alleges unreasonable delay on the part of carriage counsel, it
must provide comparative evidence to support this submission. No such evidence was provided.

11 Secondly, MCST provided no evidence of any actual prejudice or harm to any of the putative class members. For
example, MCST could have filed an affidavit from the plaintiffs in the Waheed Action explaining why Kim Orr's delay
was unreasonable and how it was adversely affecting them. No such evidence was provided.

12 Thirdly, the explanation for the delay as provided by Kim Orr - the need to co-ordinate with experts in the parallel
American proceeding and await the outcome of appeal proceedings in a related phar ical case - was credible and
certainly could not be described as "inadequate.”

13 Finally, during the course of the hearing, Kim Orr advised the court that it would be filing the certification

motion in the Lloyd Action by the middle of November, just two months away. 8 MCST could not show that Kim Orr's
undertaking to bring the certification motion within the next two months was somehow unworkable or not in the best
interests of the proposed class.

14 Insum, none of the four suggested criteria for the removal and replacement of carriage counsel have been satisfied.
Disposition

15 The carriage transfer motion is dismissed without costs.

ssiasm Copyright © Thomson Reuters Canada Limited or its licensors (excluding individual court documents). Al rights reserved
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16 I am denying costs because it was obviously this motion and the threat of being replaced as carriage counsel
that encouraged Kim Orr to commit to filing a certification motion within two months. The putative class members in
the Lloyd Action were thus the unintended beneficiaries of the MCST carriage transfer motion. I advised Kim Orr at
the conclusion of the hearing that I was not inclined to award costs. However, if Kim Orr thought otherwise, it should
forward its costs submissions within 14 days. No such submissions have been received. No costs are awarded.

17 My thanks to both sides for their courtesy and their assistance. I am particularly grateful that Kim Orr abandoned

the various procedural arguments that were theoretically available and agreed to litigate the motion on its merits.
Motion dismissed.

Footnotes
1 $.0.1992,¢.6.

2 Ontario New Home Warranty Program v. Chevron Chemical Co. [1999 CarswellOnt 1851 (Ont. S.C.J.)), 1999 CanLII 15098
at4l

3 Fantl v. Transamerica Life Canada, 2009 ONCA 377 (Ont. C.A.) at para. 39.

4 There are only a handful of American cases on point. For example, in Rartray v. Woodbury County, 614 F.3d 831 (U.S. C.A. 8th
Cir. 2010), the U.S. Court of Appeals for the 8" Circuit held that a 14-month delay between complaint and certification raised
questions about the adequacy of class counsel and the representative plaintiffs. After reviewing the record, the Court concluded
that counsel's explanations for the delay were and replaced the ive plaintiff (and class counsel.)

5 Class action lawyers will understand that, strictly speaking, MCST is not asking to replace Kim Orr as carriage counsel on
the Avandia (Lloyd) Action but to be appointed carriage counsel on the Avandia (Waheed) Action. That s, on the Avandia
class action, the Lloyds would be replaced as representative plaintiffs by the Waheeds and MCST would take Kim Or's place
as carriage counsel on the Avandia (Waheed) class action.

6 Securities Act, R.8.0. 1990, ¢. S.5, 5. 138.14.

7 Martin v. Astrazeneca Pharmaceuticals PLC, 2012 ONSC 2744 (Ont. S.C.J.), aff'd 2013 ONSC 1169 (Ont. Div. Ct.).
8 I directed that the certification motion be filed by Kim Orr no later than November 29, 2013.
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RICEPOINT

RicePoint’s Administration Inc. - Overview

RicePoint Administration Inc. is a Canadian class action administrator wholly owned by
Computershare; a global leader in transfer agency and share registration, employee equity
plans, mortgage servicing, proxy solicitation stakeholder communications as well as notice and
administrative services for class action settlements.

RicePoint's parent company, Computershare, is a $6 billion publicly-traded company which,
among its many business lines, provides global financial services centering on communications
with customers on behalf of our corporate clients. Computershare employs over 16,000 people
and does business with more than 16,000 clients in more than 21 countries. RicePoint has one
of the largest infrastructures in the class action industry, and is backed by superior data
security, call center support and technology. In addition to the immense resources and
capabilities brought to bear through Computershare, RicePoint can execute all operations in-
house with zero outsourcing; a capacity which allows for full quality control over each aspect of
service.

Under the RicePoint brand, we have administered over 60 Canadian settlements of varying size
and complexity, and have distributed more than $2.5 billion in settlement funds over the last 15
years. Our core team is located in London, Ontario while operations, including a 75 seat call
centre in Montreal, are spread out across Canada. Our administration and notice reach extends
into the United States and internationally under Computershare’s KCC LLC brand.

KCC has administered over 6,500 class action settlements and handled thousands of
distribution engagements in other contexts as well. KCC'’s infrastructure includes call centers
with over 1,200 seats, claims intake facilities that can open and scan 200,000 claims in a single
day, and document production capabilities that print and mail millions of documents annually.
Last year, their disbursement services team distributed over half a trillion dollars.

RicePoint Team

RicePoint's experienced team of experts knows first-hand the intricacies contained in every
aspect of settlement administration, and approach each matter with careful analysis and
procedural integrity. Each client is assigned a team of experienced consultants, specialists and
technology experts who serve as knowledgeable, reliable and accessible partners that have
earned a reputation for exceeding clients’ expectations.

Our personnel have considerable experience which includes years of practice with RicePoint
and related endeavors. RicePoint’s professionals have extensive training, both on-the-job and
formal, such as undergraduate and advanced business, information technology and law
degrees, and they possess and/or have had licenses and certificates in disciplines that are
relevant to class action administration.

Practice Areas & Services

RicePoint is a Canadian industry leader in class action settlement administration. We deliver
subject matter expertise to a variety of practice areas including: Price Fixing; Securities;
Pharmaceutical and Medical Devices; Product Liability; Consumer Protection; Government;
Labour and Employment; and Privacy. Our services include: pre-settlement consulting; notice
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design and execution; claims administration; escrow management and disbursement; data
management; call centre support.

Medical Experience

RicePoint’s notice and claims administration experience in the medical sector includes the
following engagements:

Case Name

Fosamax Fosavance Class Action Peters et al. v. Merck Frosst Canada Ltd et
al.

Kugel Mesh Class Action Bard Canada Inc. et al. v. Lylene E.
Roveredo et al.

Vioxx Class Action Mignacca et al. v. Merck Frosst Canada
Ltd. et al.

Fleet Phospo-Soda Class Action Quinton et al. v. C.B. Fleet Holding Co. et
al.

Tequin Class Action Conlon v. Bristol-Myers Squibb Canada Co.
etal.

For a full listing of our claim and notice experience, please see the table below or visit our
website at www.ricepoint.com .
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