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bearing docket number 200-06-000249-204, as appears from a copy of the 

Judgment attached herewith as Schedule 1. 

2. This judgment granted the Respondent’s Demande modifiée (4) pour obtenir 

l’autorisation d’exercer une action collective et pour obtenir le statut de 

représentante dated November 3, 2021 (the “Application for Authorization”), a 

copy of which is attached as Schedule 2. 

3. The delay to appeal from this Judgment will expire on December 22, 2021, the 

date of the notice of judgment being November 22, 2021. The hearing on the 

Motion for Authorization lasted two days, on November 4 and 5, 2021. 

I. THE PROPOSED CLASS ACTION 

4. The Respondent is a 60-year-old woman who allegedly used the prescription 

medicine Elmiron for the treatment of interstitial cystitis and bladder pain between 

July 2003 and October 2016. She alleges to have experienced and been 

diagnosed with pigmentary maculopathy, described by the Respondent as a 

pathology of the retina which can manifest as difficulty reading, slow adaptation to 

low or reduced lighting, troubled or undulated vision at the center or near the center 

of the visual field, following her use of Elmiron.  

5. Despite the fact that the Application for Authorization has undergone four series of 

amendments, the latest amendments being made on the eve of the authorization 

hearing in response to Appellants’ outlines of arguments, the proposed class 

action and underlying syllogism remains essentially unchanged since the date of 

filing. The Respondent essentially asserts that the Appellants (i) knew or should 

have been aware of the risk of pigmentary maculopathy1 caused by chronic 

exposure to pentosan-polysulfate, the active ingredient in the prescription 

medicine Elmiron, and (ii) failed to warn patients, prescribing physicians and 

Health Canada against this risk before September 23, 2019. 

 

1  Sometimes designated as maculopathy secondary to exposure to pentosan-polysulfate.   
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6. The Application for Authorization includes the typical boilerplate and 

argumentative paragraphs alleging illegal practices, negligence, 

misrepresentations with respect to all aspects of the development, design, testing, 

manufacturing, labeling, warnings, distribution and sale of Elmiron. However, no 

factual allegations or proposed common issues are attached to such broad and 

unsupported statements, such that they must be set aside for the purposes of the 

analysis of the authorization criteria, as further discussed below.  

7. Up until the eve of the authorization hearing, the Respondent sought to represent 

a class comprised of all persons who had used ELMIRON before September 23, 

2019, without any reference to any adverse event whatsoever. On November 3, 

2021, the Respondent amended the proposed class definition as follows: 

Toute personne physique résidant au Québec qui s’est fait 
prescrire et a consommé le médicament commercialisé sous 
la marque ELMIRON® (ci-après « ELMIRON ») entre son 
introduction sur le marché canadien (le 31 décembre 1993) 
et le 23 septembre 2019 et qui a, par la suite, développé une 
maculopathie pigmentaire (maladie de l’œil touchant la 
rétine) dont les symptômes visuels, tels qu’une difficulté à 
litre, une adaptation lente à une luminosité faible ou réduite, 
une vision trouble ou ondulée au centre ou près du centre du 
champ de vision, ont pu apparaître graduellement ou 
tardivement.2 

II. THE JUDGMENT 

8. The Appellants respectfully submit that the Judgment is flawed with overriding 

errors of law in the application of the authorization criteria set out in Articles 574 

and 575 CCP and further defined in the leading case law. 

9. More specifically, the Appellants respectfully submit that the Judgement is fraught 

with the following overriding errors: 

a) The definition of the class adopted by the Judge is not rationally connected 

with the legal syllogism underlying the proposed class action. In the 

 

2 Motion for Authorization, para. 1. 
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absence of any allegations and evidence establishing any signal prior to 

November 2018 that would have triggered a duty for the Respondents to 

warn against the risk of developing pigmentary maculopathy purportedly 

associated with the use of Elmiron before that date, the class ought to have 

been limited to the period of November 1, 2018 to September 23, 2019; 

b) Had the Judge at first instance adopted a class definition that is rationally 

connected with the legal syllogism underlying the class action, namely a 

class limited to the period of November 1, 2018 to September 23, 2019, it 

could only have led to the determination that the Respondent, Ms. Gentiletti, 

who used Elmiron between 2003 and 2016, is not a member of the class 

and thus not an adequate representative plaintiff pursuant to Art. 575(4) 

CCP. 

III. THE OVERRIDING ERRORS OF FACT AND LAW 

A. The definition of the class is not rationally connected with the legal syllogism 

underlying the proposed class action 

10. It is trite law that the class definition must have a rational relationship with the legal 

syllogism underlying the proposed class action and common issues.3 In a 

pharmaceutical class action based on an alleged failure to warn brought against 

the manufacturer of a pharmaceutical drug, this means, inter alia, that the class 

must be limited to persons who used the pharmaceutical drug at issue and 

experienced the alleged adverse event(s) against which inadequate warning was 

allegedly provided.4  

11. It also means that the class period must be limited in time to the period during 

which the alleged breach of the Appellants’ duty to warn occurred. This very issue 

 

3  Hollick v. Toronto (City), 2001 SCC 68, para. 20; Western Canadian Shopping Centres Inc. v. Dutton, 
2001 SCC 46, para. 38 (Tab 42); George v. Québec (Procureur général), 2006 QCCA 1204, para. 37-
41; Lallier v. Volkswagen Canada Inc., 2007 QCCA 920, para. 25. 

4  While Respondent’s proposed class definition was inadequate and overly broad in this regard, the 
Judgment limited the class to persons who were diagnosed with pigmentary maculopathy following 
their use of Elmiron and thus corrected this particular flaw. 
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was recently analyzed by Honourable Pierre-C. Gagnon in the case of Gagnon v. 

Intervet Canada Corp. (the “Intervet Judgment”),5 a proposed pharmaceutical 

product liability class action based on an alleged failure to warn. Guided by the 

teachings of this Court in the landmark decision in Brousseau v. Abbott,6 Justice 

Gagnon held that the class period should start on the date of the alleged “signal” 

that triggered the defendants’ duty to warn against a specific risk of adverse event 

(in that case, a pharmacovigilance bulletin from the European Medicines Agency) 

and end on the date on which the Defendants met their duty to warn against the 

adverse event at issue (in that case, by updating the product label).7 

12. In the case at bar, even taking Plaintiff’s evidence as true for the purposes of 

authorization, the first alleged “signal” of a purported association between the 

chronic exposure to pentosan polysulfate and the risk of developing pigmentary 

maculopathy cannot have been before November 2018. Yet, the Judgment 

authorized a class spanning from the date on which Elmiron became available for 

sale in Canada, i.e. December 31, 1993, to September 23, 2019. The Appellants 

respectfully submit that this class definition is overly broad and does not bear a 

rational connection with the legal syllogism underlying the proposed class action, 

namely the Appellants’ alleged failure to warn against the risk of pigmentary 

maculopathy purportedly associated with chronic exposure to Elmiron. 

13. According to Respondent’s own evidence, the retrospective case study titled 

“Pigmentary Maculopathy Associated with Chronic Exposure to Pentosan 

Polysulfate Sodium” by W. A. Pearce, R. Chen and N. Jain published in November 

2018 in the Ophtalmology journal (the “Pearce Study”, Exhibit P-58) was the first 

to publicly describe an association between chronic exposure to pentosan 

 

5  2020 QCCS 3972, currently under appeal before this Court in the District of Montreal (File # 500-09-
029268-208 / 500-09-029290-210). The hearing on appeal is scheduled to proceed on February 7, 
2021.  

6  Brousseau v. Laboratoires Abbott limitée, 2019 QCCA 801. 
7  Id., at para. 201. 
8  Schedule 3. 
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polysulfate (the active ingredient in Elmiron) and a “novel” maculopathy.9 The 

authors of the Pearce Study also provided several explanations for why this 

purported association was not identified sooner, explaining, among others, that the 

retinal imaging findings in patients with this purported “novel” maculopathy can be 

subtle and resemble those seen in other, more common conditions, thereby 

complicating identification.10 

14. In short, under reserve of Appellants’ argument that no duty to warn arose as a 

result of the Peace Study, in light of the evidence adduced by Plaintiff, any alleged 

warning obligation based on this study cannot have occurred before November 

2018. 

15. In fact, Respondent’s counsel admitted on several occasions during her oral 

arguments at the authorization hearing that Respondent has not put forth nor 

identified any evidence or allegations regarding any knowledge prior to November 

2018 of a purported risk of pigmentary maculopathy associated with chronic use 

of Elmiron. Rather, Respondent argued that it bore no burden whatsoever to 

establish such knowledge or the existence of any signal triggering a duty to warn 

at the authorization stage, and this was an issue that could only be addressed at 

an eventual trial on the common issues at the merits stage.  

16. Despite the fact that the parties’ respective position regarding the necessity to 

identify a “signal” triggering a duty to warn against the adverse event at issue, here 

pigmentary maculopathy, and marking the beginning of the class period was 

argued at length at the authorization hearing, the Judgment is silent in this regard 

and fails to address the issue. 

17. The Judgment also includes no mention of the Superior Court’s decision in the 

Intervet Judgment, which deals precisely with this issue, nor any reasons 

 

9  See e.g. the expert report of Dr. Etminan filed by Plaintiff as Exhibit-25, at p. 37 (Schedule 4). The 
Appellants submit that this study did not trigger any warning obligation on their part. In fact, the authors 
of the study even concluded that “[a]dditional investigation [was] warranted to explore causality 
further”, Exhibit P-5 (Schedule 3)., at p. 1973. 

10  Id., p. 1801. 
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explaining the Judge’s decision to depart from the teachings of the Intervet 

Judgment. 

18. Moreover, the Judgment relies exclusively on an excerpt of the FDA Adverse 

Events Reporting System (“FAERS”) Dashboard compiling reports of “eye 

disorders” adverse drug reactions (“ADR”) reports submitted to the FDA (Exhibit 

P-22)11 between 1997 to 2021 to include the period of December 31, 1993 to 

November 2018 to the class definition. Again, this aspect of the Judgment directly 

contradicts the ruling in the Intervet Case, without providing any reasons for 

adopting a different approach. The Appellants respectfully submit that this 

conclusion is flawed for the following reasons. 

19. It is first worth noting that neither manufacturers nor regulators use postmarketing 

ADR data to reach conclusions about whether or not a drug causes a particular 

adverse event. In this regard, the Elmiron product monograph revised as of 

September 23, 2019 specifically stated that “because adverse reactions are 

reported voluntarily by a population of an uncertain size, it is not always possible 

to assess in a reliable fashion the frequency of those reactions or to establish a 

causal link with the exposure to the medication” (our translation).12 

20. In addition to the obvious discrepancy between the periods covered by the class 

definition and the FDA’s ADR reports (namely, the absence of any ADR reports for 

the period of 1993 to 1996), the summary of ADR reports put in evidence by the 

Respondent simply does not support broadening the class to a period starting 

earlier than November 2018: 

a) Out of the 401 ADR reports captured under the general category of “eye 

disorders” received over this 23-year period for the entire population of U.S. 

users of Elmiron, the overwhelming majority of reports were submitted in 

2020 (274) or 2019 (48) and thus cannot be cited as evidence suggesting 

 

11  Schedule 4. 
12  Exhibit P-29, p. 2, Schedule 5. 
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that the Defendants should have revised the Elmiron product monograph to 

warn against pigmentary maculopathy earlier than September 23, 2019; 

b) Amongst the 401 ADR reports filed over this period of 23 years, none 

mention the term “pigmentary maculopathy” and there are only 7 reports of 

“macular pigmentation”, for which no dates are provided.  

21. Finally, should we accept the Judge’s reasoning, every single medication on the 

market would be subject to a class action, because ADR reports are made for 

every medication. This reasoning flies in the face of the fact that no pharmaceutical 

class action has ever been authorized in Quebec on the basis of ADR data alone.13  

B. The Respondent is not a member of any class that is rationally connected 

with the legal syllogism underlying the proposed class action, and thus not 

an adequate class representative under Art. 575(4) CCP 

22. As noted above, the Proposed Class definition herein is overbroad and does not 

comply with the requirements of Art. 574 and 575 CCP. As further noted above, 

and subject to Janssen’s primary argument that the proposed class action fails to 

meet the arguable case criterion, the Proposed Class definition must be limited to 

the Restricted Class Definition, defined as follows: 

All persons in Québec who were prescribed the medicine 
Elmiron between November 1, 2018 and September 23, 2019 
and used the medicine during that period, and who were 
diagnosed with pigmentary maculopathy following their use of 
Elmiron. 

23. According to the allegations of the Re-Amended Application, the Plaintiff was first 

prescribed Elmiron in July 2003 and stopped using this medication in 2016.14 The 

 

13  For examples of the evidence that grounded the class actions that were authorized, see Letarte v. 
Bayer inc., 2019 QCCS 934, para. 13; Kramar v. Johnson & Johnson, 2018 QCCS 1846, para. 17-20; 
Guindon v. Bayer inc., 2018 QCCS 3407, para. 24-31; Baratto v. Merck Canada inc., 2018 QCCA 
1240, para. 23 &67; Sifneos v. Pfizer inc., 2017 QCCS 978, para. 39; Brousseau v. Laboratoires Abbott 
ltée, 2011 QCCS 5211, para. 7, 20 & 38; Brito v. Pfizer Canada inc., 2008 QCCS 2231, para. 57 & 62.  

14  Re-Amended Application, at paras. 63 and 64. See also Exhibits P-28 and P-29. 
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Plaintiff is thus not a member of the Restricted Class and cannot act as 

representative plaintiff for such a class.  

24. The recent Intervet Decision15 applies mutatis mutandis to Respondent herein. In 

that case, a pharmaceutical product liability class action involving the veterinary 

drug Bravecto, Justice Gagnon noted that Bravecto was prescribed to Plaintiff 

Olenitch’s dog Willy on May 29, 2015 and administered on June 1, 2015 and 

August 1, 2015. He also determined that the first “signal” of a potential causal 

connection between the use of Bravecto and the adverse effects at issue arose in 

a pharmacovigilance bulletin of the European Medicines Agency dated February 

16, 2017, and chose that date as marking the start of the class period as redefined 

by the Court. Accordingly, he held that Plaintiff Olenitch, whose dog was 

prescribed and administered Bravecto before the start of the class period, was not 

a member of the class she sought to represent and thus was not an adequate 

representative plaintiff: 16 

[194]   Mme Olenitch ne parvient pas à démontrer qu’elle 
détient un recours personnel contre Intervet. N’étant pas 
membre du groupe, elle ne peut agir comme représentante 
des membres du groupe. 

[…] 

[198]   Le critère du paragraphe 575 (4o) C.p.c. est rempli 
quant à Mme Gagnon (mais pas quant à Mme Olenitch). 

25. In the case at bar, the Respondent is not a member of any suitable class that could 

be authorized herein and is thus not an adequate representative plaintiff within the 

meaning of Art. 575(4) CCP Again, this alone suffices to dismiss the proposed 

class action. 

26. For the reasons stated above, the Appellants respectfully submit that the Judgment 

is fraught with overriding errors which require the intervention of this Court. 

 

15  2020 QCCS 3972. 
16  Gagnon v. Intervet Canada Corp., 2020 QCCS 3972, at paras. 149-165, 194, 198 and 201. See also: 

Option Consommateurs v. Fédération des caisses Desjardins du Québec, 2010 QCCA 1416. 
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IV. CONCLUSIONS SOUGHT 

27. The Appellants respectfully request that the Court of Appeal: 

i) GRANT the appeal; 

ii) QUASH the Judgment rendered on November 16, 2022 by 

Honourable Philippe Cantin of the Superior Court for the District of 

Québec in the file bearing docket number 200-06-000249; 

iii) DISMISS the Respondent’s Demande modifiée (4) pour obtenir 

l’autorisation d’exercer une action collective et pour obtenir le statut 

de représentante; 

iv) ORDER the Respondent to bear the legal costs of the first instance 

and the appeal. 

This notice of appeal has been notified to: 

ELIZA GENTILETTI, 547 rue de Pontoise, Repentigny, Quebec  G9C 1N3 
egentiletti@videotron.ca   

Mtre. Caroline Perrault and Mtre. Frédérique Langis, Siskinds, Desmeules, 
Avocats S.E.N.C.R.L., 43 de Buade Street, Suite 320, Quebec City, Quebec  
G1R 4A2, notification@siskinds.com  

Office of the Superior Court of Québec, District of Québec. 

  Montréal, December 21, 2021 

  BLAKE, CASSELS & GRAYDON LLP 
Counsel for the Appellants Janssen Inc. and 
Janssen Pharmaceuticals Inc. 
(Court Code: BB-8098) 
1 Place Ville-Marie, Suite 3000 
Montréal, Québec H3B 4N8 
Mtre. Robert J. Torralbo / Mtre. Ariane Bisaillon 
robert.torralbo@blakes.com / 
ariane.bisaillon@blakes.com 
Telephone: 514-982-4014 / 514-982-4137 
Fax: 514-982-4099 
Our reference: 35256-13683 
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  OSLER, HOSKIN & HARCOURT LLP 
Counsel for Appellant Teva Branded 
Pharmaceutical Products R&D Inc. 
(Court Code: BO 0323) 
1000 De la Gauchetière St. West, Suite 2100 
Montréal QC H3B 4W5 
Mtre. Eric Préfontaine / Mtre. Jessica Harding 
eprefontaine@osler.com / jharding@osler.com  
Telephone: 514-904-8100 
Fax: 514-904-8101 
Our reference: 1212274 
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The Appellants further refers to the Schedules filed in support of the Application for leave 

to appeal. 

  Montréal, December 21, 2021 

  BLAKE, CASSELS & GRAYDON LLP 
Counsel for the Appellants Janssen Inc. and 
Janssen Pharmaceuticals Inc. 
(Court Code: BB-8098) 
1 Place Ville-Marie, Suite 3000 
Montréal, Québec H3B 4N8 
Mtre. Robert J. Torralbo / Mtre. Ariane Bisaillon 
robert.torralbo@blakes.com / ariane.bisaillon@blakes.com 
Telephone: 514-982-4014 / 514-982-4137 
Fax: 514-982-4099 
Our reference: 35256-13683 

   

  OSLER, HOSKIN & HARCOURT LLP 
Counsel for Appellant Teva Branded 
Pharmaceutical Products R&D Inc. 
(Court Code: BO 0323) 
1000 De la Gauchetière St. West, Suite 2100 
Montréal QC H3B 4W5 
Mtre. Eric Préfontaine / Mtre. Jessica Harding 
eprefontaine@osler.com / jharding@osler.com  
Telephone: 514-904-8100 
Fax: 514-904-8101 
Our reference: 1212274 



SCHEDULE 1 

Judgment rendered by the Honourable Philippe Cantin of the Superior Court, 
dated November 16, 2021 
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