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AMENDED NOTICE OF CIVIL CLAIM
This action has been started by the plaintiff for the relief set out in Part 2 below.

If you intend to respond to this action, you or your lawyer must

(a) file a response to civil claim in Form 2 in the above-named registry of this court
within the time for response to civil claim described below, and

(b) serve a copy of the filed response to civil claim on the plaintiff.
If you intend to make a counterclaim, you or your lawyer must

(a) file a response to civil claim in Form 2 and a counterclaim in Form 3 in the above-

named registry of this court within the time for response to civil claim described
below, and
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(b) serve a copy of the filed response to civil claim and counterclaim on the plaintiff
and on any new parties named in the counterclaim.

JUDGMENT MAY BE PRONOUNCED AGAINST YOU IF YOU FAIL to file the
response to civil claim within the time for response to civil claim described below.

Time for response to civil claim
A response to civil claim must be filed and served on the plaintiff,

(a) if you were served with the notice of civil claim anywhere in Canada, within 21
days after that service,

(b) if you were served with the notice of civil claim anywhere in the United States of
America, within 35 days after that service,

(c) if you were served with the notice of civil claim anywhere else, within 49 days
after that service, or

(d) if the time for response to civil claim has been set by order of the court, within
that time.

CLAIM OF THE PLAINTIFF
PART 1: STATEMENT OF FACTS
A. Nature of the Action

1. This is a proposed class proceeding for damages arising from the drugs Ozempic,

Rybelsus, Saxenda, Victoza, and Wegovy (collectively “GLP-1 Semaglutide

Products”), prescription medications which contain the active ingredients
semaglutide or_liraglutide. This action arises from the Defendants’ unlawful,

negligent, improper, unfair, and deceptive practices, acts, omissions, and

misrepresentations related to, inter alia, their design, development, testing,

research, manufacture, licensing, labelling, warning, marketing, distribution, and
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sale of GLP-1 Semaglutide Products while they knew, or ought to have known, the
drugs were defective and/or there were significant risks that should have been

disclosed to regulators, healthcare professionals, patients, and the general public.

During the relevant times that the Defendants labelled, marketed, distributed, and
sold GLP-1 Semaghutide Products, the Defendants failed to warn consumers
adequately, or at all, of significant risks of dangerous side effects linked to the use
of GLP-1 Semaglutide Products, including serious hepatobiliary issues (such as
cholelithiasis, or gallstones, hepatobiliary illnesses, and cholecystitis), serious
gastrointestinal issues (such as gastroparesis, or stomach paralysis,

gastroenteritis and intestinal blockages), blood clotting issues (including deep vein

thrombosis and pulmonary embolism), intraoperative pulmonary aspiration,

necrotizing pancreatitis, vision loss (including non-arteritic anterior ischemic optic

neuropathy aka NAION), and malnutrition. Ultimately, patients, including the

Plaintiff, have been placed at risk and harmed as a result of the conduct of the

Defendants.

The Defendants misrepresented that their GLP-1 Semaglutide Products are safe,
when in fact these medications cause serious Injuries, Conditions, and
Complications (as defined herein). Patients who were prescribed and/or ingested
GLP-1 Semaglutide Products were misled as to the drugs’ safety and efficacy, and

as a result have suffered serious Injuries, Conditions, and Complications.



The Parties
i. The Plaintiff

The Plaintiff, Suzanne Talbot, resides in Jaffray, British Columbia and was born on

April 1, 1966.

In or around 2021, the Plaintiff was prescribed and began taking Ozempic. The
Plaintiff continued to be prescribed and ingest Ozempic on a regular basis until in

or around 2023.

Subsequent to starting her regular prescriptions for Ozempic, the Plaintiff
experienced concerning signs and symptoms, including, initially, chronic diarrhea,
and, later, heartburn, shortness of breath, and pain, that have resulted in hospital

admissions and have worsened over time.

In or around August 2023, the Plaintiff was admitted to hospital and was diagnosed

with blockage in her biliary system. The patient spent at least 3 days at a hospital

because of her injuries. Healthcare professionals indicated to the Plaintiff that the

blockage was linked to her Ozempic use. Shortly following that hospital admission,

the Plaintiff ceased her use of Ozempic.

Subsequent to stopping Ozempic, the Plaintiff continued to experience concerning
signs and symptoms, including pain, heartburn, and shortness of breath, and the

Plaintiff continues to experience concerning signs and symptoms today.

Subsequent to using Ozempic, the Plaintiff has been diagnosed with severe

ongoing acid reflux.
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Before starting Ozempic, the Plaintiff had no significant issues with acid reflux and

had never experienced symptoms that interfered with her daily life. However,

during her use of Ozempic, she began to suffer from severe acid reflux symptoms.

The symptoms have persisted even after she discontinued use of Ozempic. and

have become a chronic, ongoing condition that continues to affect her quality of

life to this day.

On an ongoing basis, since at least 2023, the Plaintiff has experienced the

symptoms of severe and recurring acid reflux, including heartburn, chest pain,

nausea, and vomiting. Her nights are frequently disrupted, as she wakes up every

night due to discomfort or nausea. She vomits multiple times a week, contributing

to persistent fatigue and an overall sense of being unwell. The severity of her

symptoms has made it overly strenuous for her to drive long distances, which had

previously been a routine part of her daily life and job responsibilities.

In or around July 2024, the Plaintiffs symptoms had become so debilitating that

she was forced to take a leave from work. Her job required significant driving, which

she could no longer manage due to constant nausea and exhaustion. Since then,

she has been unable to return to work and, to support herself financially, she has

had to rely on employment insurance and later disability benefits.

To reduce the symptoms of her condition, the Plaintiff has been prescribed and

now takes a daily regimen of medications—often multiple times each day. These

treatments do not eliminate her symptoms entirely. Instead, they merely reduce

the severity, allowing her to function at a basic level but never returning her to her

pre-Ozempic health or quality of life.
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Through consulting with medical professionals, the Plaintiff has been informed that

there is no indication her acid reflux will improve or resolve and that she should

expect it to remain a part of her life indefinitely.

The Plaintiff's use of Ozempic has led to a permanent and life-altering health

condition. The acid reflux she developed has not only affected her physical well-

being but also significantly impacted her ability to work and live a normal life, and

she now faces a long-term struggle with a condition she never had before starting

the drug.

The Plaintiff brings this action on her own behalf and on behalf of a class of persons
in Canada who are similarly situated, to be further defined on the application for

certification (the “Class” or “Class Members”).
ii. The Defendants

The Defendant, Novo Nordisk A/S (which does business as “Novo Nordisk”), is a
public limited liability company organized under the laws of Denmark and having
a principal place of business at Bagsveerd, Denmark. Novo Nordisk authors,
publishes, and distributes marketing materials, including websites, which are
promoted as sources of information regarding the safety and efficacy of GLP-1
Semaglutide Products and are used by consumers, including in Canada. At times
relevant to this action, Novo Nordisk has held the Canadian trademarks to

“Ozempic,” “Rybelsus,” “‘Saxenda,” “Victoza,” and “Wegovy”. Novo Nordisk e is

a sponsor or market authorization holder for GLP-1 Semaglutide Products in the

United States of America (“USA”, the “US”, or “United States”) meaning that it is

an entity authorized by the FDA to sell GLP-1 Semaglutide Products in the United
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States. All references in this Notice of Civil Claim to Novo Nordisk include all of its

predecessor corporations and all of their divisions.

The Defendant, Novo Nordisk Canada Inc. (which does business as “Novo Nordisk
Canada”), is a corporation incorporated pursuant to the laws of Ontario and having

a principal place of business at Mississauga, Ontario. Novo Nordisk Canada has

an extraprovincial reqgistration in BC, with its reqgistered attorney having a place of

business at Vancouver, BC. Novo Nordisk Canada is the Canadian operation of

Novo Nordisk A/S. At times relevant to this action, Novo Nordisk Canada designed,
developed, tested, researched, manufactured, marketed, supplied, distributed,
and/or sold GLP-1 Semaglutide Products in Canada. Novo Nordisk Canada is the
sponsor or market authorization holder for GLP-1 Semaglutide Products in
Canada, meaning that it is the entity authorized by Health Canada to sell GLP-1
Semaglutide Products in Canada. All references in this Notice of Civil Claim to
Novo Nordisk Canada include all of its predecessor corporations and all of their

divisions.

Novo Nordisk Canada is a wholly owned subsidiary of Novo Nordisk and is
classified as engaging in “Sales and marketing” activities in Novo Nordisk’s
financial reporting documents. At times relevant to this action, Novo Nordisk had

responsibility for the operations of Novo Nordisk Canada.

The Defendant, Novo Nordisk Inc., is a corporation incorporated pursuant to the
laws of Delaware, USA and having a principal place of business at Plainsboro, NJ,
USA. Novo Nordisk Inc. is a sponsor or market authorization holder for GLP-1

Semaglutide Products in the United States, meaning that it is an entity authorized
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by the FDA to sell GLP-1 Semaglutide Products in the United States. All references
in this Notice of Civil Claim to Novo Nordisk Inc. include all of its predecessor

corporations.

Novo Nordisk Inc. is a wholly owned indirect subsidiary of Novo Nordisk and is
classified as engaging in “Sales and marketing” activities in Novo Nordisk’s
financial reporting documents. At times relevant to this action, Novo Nordisk had

responsibility for the operations of Novo Nordisk Inc. Canada.

Novo Nordisk Inc. is also a wholly owned subsidiary of Novo Nordisk US
Commercial Holdings, Inc. At times relevant to this action, Novo Nordisk US
Commercial Holdings, Inc. also had responsibility for the operations of Novo

Nordisk Inc.

The Defendant, Novo Nordisk US Commercial Holdings, Inc., is a corporation
incorporated pursuant to the laws of Delaware, USA and having a principal place
of business at Wilmington, Delaware, USA. All references in this Notice of Civil
Claim to Novo Nordisk US Commercial Holdings, Inc. include all of its predecessor

corporations and all of their divisions.

Novo Nordisk US Commercial Holdings, Inc. is a wholly owned indirect subsidiary
of Novo Nordisk. and is classified as engaging in “Services/Investments” activities
in Novo Nordisk’s financial reporting documents. At times relevant to this action,
Novo Nordisk had responsibility for the operations of Novo Nordisk US Commercial

Holdings, Inc.
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Novo Nordisk US Commercial Holdings, Inc. is also a wholly owned subsidiary of
Novo Nordisk US Holdings; Inc. At times relevant to this action, Novo Nordisk US
Holdings Inc. also had responsibility for the operations of Novo Nordisk US

Commercial Holdings, Inc.

The Defendant, Novo Nordisk US Holdings Inc., is a corporation incorporated
pursuant to the laws of Delaware, USA and having a principal place of business at
Wilmington, Delaware, USA. All references in this Notice of Civil Claim to Novo
Nordisk US Holdings Inc. include all of its predecessor corporations and all of their

divisions.

Novo Nordisk US Holdings Inc. is a wholly owned subsidiary of Novo Nordisk and
is classified as engaging in “Services/Investments” activities in Novo Nordisk’s
financial reporting documents. At times relevant to this action, Novo Nordisk had

responsibility for the operations of Novo Nordisk US Holdings Inc.

The Defendant, Novo Nordisk North America Operations A/S is a company
organized under the laws of Denmark and having a principal place of business at
Bagsveerd, Denmark. All references in this Notice of Civil Claim to Novo Nordisk
North America Operations A/S- include all of its predecessor corporations and all

of their divisions.

Novo Nordisk North America Operations A/S is a wholly owned subsidiary of Novo
Nordisk and is classified as engaging in “Services/Investments” activities in Novo
Nordisk’s financial reporting documents. At times relevant to this action, Novo
Nordisk had responsibility for the operations of Novo Nordisk North America

Operations A/S.
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The Defendant, Novo Nordisk Research Center Seattle, Inc. is a corporation
incorporated pursuant to the laws of Delaware, USA and having a principal place
of business at Seattle, Washington, USA. All references in this Notice of Civil Claim
to Novo Nordisk Research Center Seattle, Inc. include all of its predecessor

corporations and all of their divisions.

Novo Nordisk Research Center Seattle, Inc. is a wholly owned subsidiary of Novo
Nordisk and is classified as engaging in “Research and development” activities in
Novo Nordisk’s financial reporting documents. At times relevant to this action,
Novo Nordisk had responsibility for the operations of Novo Nordisk Research

Center Seattle, Inc.

The Defendant, Novo Nordisk Pharmaceutical Industries LP is a corporation
incorporated pursuant to the laws of Delaware, USA and having a principal place
of business at Clayton, North Carolina, USA. Novo Nordisk Pharmaceutical
Industries LP operates a manufacturing facility in Clayton, which serves as one of
the primary facilities globally for the manufacturing of active pharmaceutical
ingredients for all drugs distributed by Novo Nordisk and its subsidiaries. The vast
majority of the Defendants’ diabetes and obesity products for North America are
produced and packaged at the Clayton facility. All references in this Notice of Civil
Claim to Novo Nordisk Pharmaceutical Industries LP include all of its predecessor

corporations and all of their divisions.

Novo Nordisk Pharmaceutical Industries LP is a wholly owned subsidiary of Novo

Nordisk and is classified as engaging in “Production” activities in Novo Nordisk’s
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financial reporting documents. At times relevant to this action, Novo Nordisk had

responsibility for the operations of Novo Nordisk Pharmaceutical Industries LP.

Hereinafter, each of the above Defendants shall be collectively referred to as the

“Defendants”.

The business of each of the Defendants is inextricably interwoven with that of the
other and each is the agent of the other for the purposes of researching, designing,
manufacturing, developing, preparing, processing, inspecting, testing, packaging,
promoting, marketing, distributing, labelling, and/or selling for a profit, either
directly or indirectly through an agent, affiliate and/or subsidiary, GLP-1
Semaglutide Products in Canada. In view of the close relationship between the
Defendants and the foregoing, each of the Defendants is jointly and severally liable

for the acts and omissions of each other and their predecessors.

At all material times, the Defendants were engaged in the business of designing,
manufacturing, testing, packaging, promoting, marketing, distributing, labelling,
and/or selling GLP-1 Semaglutide Products in Canada. The development of GLP-
1 Semaglutide Products for sale in Canada, the conduct of clinical studies, the
preparation of regulatory applications, the maintenance of regulatory records, the
labelling and promotional activities regarding GLP-1 Semaglutide Products, and
other actions central to the allegations of this lawsuit, were undertaken by the

Defendants in British Columbia and elsewhere.
The Defendants’ GLP-1 Semaglutide Products

GLP-1 Products include Semaglutide Products and Liraglutide Products.
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“Semaglutide Products” are drug products having the anatomical therapeutic
chemical “semaglutide” as their active pharmaceutical ingredient which were
marketed, sold and/or otherwise distributed to Canadians by the Defendants under
the brand names “Ozempic” (as injections in various doses and forms including 2
mg/pen (0.68 mg/mL or 1.34 mg/mL), 4 mg/pen (1.34 mg/mL), 8 mg/pen (2.68
mg/mL) and pre-filled pen delivering doses of 0.25 mg, 0.5 mg, 1 mg and 2 mg),
“‘Rybelsus” (as tablets in various doses and forms including 3 mg, 7 mg and 14 mg
tablets), and “Wegovy” (as injections in various doses and forms including single-
use pre-filled pen delivering doses of 0.25 mg, 0.5 mg, 1 mg, 1.7 mg or 2.4 mg and
Multi-use pre-filled pen (FlexTouch®) delivering doses of 0.25 mg, 0.5 mg, 1 mg,

1.7 mg or 2.4 mq).

“Liraglutide Products” are drug products having the anatomical therapeutic

chemical ‘“liraglutide” as their active pharmaceutical ingredient which were

marketed, sold and/or otherwise distributed to Canadians by the Defendants under

the brand names “Saxenda” (as injections in doses and forms including 6 mg/mL)

and “Victoza” (as injections in doses and forms including 6 mg/mL).

31 Semaglutide and liraglutide were was developed by Novo Nordisk A/S.

32. Semaglutide and liraglutide falls within a class of medicines called glucagon-

like peptide 1 (“GLP-1") receptor agonists (“RAs”). GLP-1 receptor agonists are
intended to mimic the naturally occurring GLP-1 hormone. GLP-1 hormones
stimulate a decrease in blood sugar levels, as they stimulate insulin production

and reduce glucose production in the liver. Additionally, in the stomach, GLP-1
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hormones inhibit gastric emptying, acid secretion, and motility, which also

decreases appetite.

33- GLP-1 receptor agonist drugs work by attaching themselves to cell receptors
and causing the same actions as the naturally occurring GLP-1 hormone. Meaning,

GLP-1 receptor agonists, like semaglutide and liraglutide, decrease blood sugar

levels and suppress appetite.

34. Semaglutide was developed specifically to be a long-lasting GLP-1 receptor
agonist, to reduce the time needed to maintain the effect of the medication

between doses and reduce the frequency at which patients received doses.

35. GLP-1 Semaglutide Products were first approved for sale in North America by

the U.S. Food and Drug Administration.

36- Novo Nordisk and Novo Nordisk Inc. are the approved sponsors of GLP-1

Semaglutide Products marketed and sold in the United States.

In or around January 2010, liraglutide was first marketed and sold in the U.S. as

an injection treatment for type 2 diabetes under the brand name Victoza. In or

around December 2014, liraglutide began to be marketed and sold in the U.S. for

chronic weight management under the brand name Saxenda.

37 In or around December 2017, semaglutide was first marketed and sold in the
U.S. as an injection treatment for type 2 diabetes under the brand name Ozempic.
In or around September 2019, semaglutide subsequently began to be marketed
and sold in the U.S. in an oral tablet form for the treatment of type 2 diabetes under

the brand name Rybelsus. In or around June 2021, semaglutide began to be
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marketed and sold in the U.S. for chronic weight management under the brand

name Wegovy.

38: GLP-1 Semaglutide Products distributed and sold in the US have been readily
accessible to Canadians for purchase and prescription through legal means. It was
reasonably foreseeable that Canadians would obtain and use GLP-1 Semaglutide
Products distributed and sold in the United States, including during periods prior

to their approval or sale in Canada.

39. Subsequent to their approval in the US, GLP-1 Semaglutide Products received

Health Canada approval.

40. Ozempic, Victoza, and Rybelsus drugs are approved by Health Canada to treat

type 2 diabetes mellitus in adults. Wegovy and Saxenda drugs are alse approved

by Health Canada for chronic weight management in certain adult and pediatric

patients. Ozempic, Saxenda, Victoza, Wegovy, and Rybelsus have been marketed

and sold in Canada. Wegewy-has-yetto-be-marketed-and-sold-in-Canada-

41. Novo Nordisk Canada is the approved Health Canada sponsor of GLP-1
Semaglutide Products in Canada.

On or around May 21, 2010, Novo Nordisk Canada became the approved market

authorization holder for Victoza (i.e., held the Notice of Compliance for Victoza).

On or around May 27, 2010, following Health Canada approval, Novo Nordisk

Canada first marketed and sold Victoza (in the form of liraglutide injections) in

Canada.
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On or around February 26, 2015, Novo Nordisk Canada became the approved

market authorization holder for Saxenda (i.e., held the Notice of Compliance for

Saxenda). On or around May 27, 2015, following Health Canada approval, Novo

Nordisk Canada first marketed and sold Saxenda (in the form of liraglutide

injections) in Canada.

42. On or around January 4, 2018, Novo Nordisk Canada became the approved
market authorization holder for Ozempic (i.e., held the Notice of Compliance for
Ozempic). On or around February 22, 2018, following Health Canada approval,
Novo Nordisk Canada first marketed and sold Ozempic (in the form of semaglutide

injections) in Canada.

43. On or around March 30, 2020, Novo Nordisk Canada became the approved
market authorization holder for Rybelsus (i.e., held the Notice of Compliance for
Rybelsus). On or around April 19, 2020, following Health Canada approval, Novo
Nordisk Canada first marketed and sold Rybelsus Ozempie (in the form of

semaglutide tablets injeetions) in Canada.

44. On or around November 23, 2021, Novo Nordisk Canada became the

approved market authorization holder for Wegovy (i.e., held the Notice of

Compliance for Wegovy). As-ef-October 52023 Wegovwy-has-yet-to-be-On or

around March 28, 2024, following Health Canada approval, Novo Nordisk Canada

first marketed and er sold Wegovy (in _the form of semaglutide injections) in

Canada.
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45. GLP-1 Semaglutide Products are exceedingly popular in North America._In

2023, semaglutide and liraglutide were the 1St and 9" top-selling medicines

reimbursed by private drug plans in Canada.

46- In Canada, Ozempic is the dominant GLP-1 receptor agonist drug.

47- In Canada, more than 3.5 million prescriptions worth nearly $1.2 billion were
dispensed for Ozempic by retail drugstores in 2022. The number of prescriptions
filled for Semaglutide Products in Canada has been increasing over time from just
over 81,000 scripts worth $26 million in 2018, Ozempic’s first year on the market.
Foday By 2022, Ozempic had garnered >99% market share among public

Provincial/Territorial drug plans.

48- In the US, Novo Nordisk reported that in the first six months of 2023 sales of
Wegovy were nearly $1.7 billion, while sales of Ozempic were more than $3.7
billion. The number of Ozempic prescriptions filled in the US reached as high as

373,000 in one week in February of 2023.

49. During the period of time that the Defendants’ GLP-1 Semaglutide Products
have been marketed and sold to Canadians, there have existed safer and
economically feasible alternative treatment options approved for use in Canada,
for the treatment of type 2 diabetes and chronic weight management, which can
be used in lieu of GLP-1 Semaglutide Products, including, but not limited to, other
pharmaceutical options, such as insulin, metformin, sulfonylureas, sodium-glucose
co-transporters type 2 (SGLT-2) inhibitors and other GLP-1 receptor agonists, as
well as non-pharmaceutical options, such as diet, exercise, and various non-

medicinal forms of therapy.
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Defendants’ Marketing of GLP-1 Semaglutide Products to Canadians

50. The Defendants were engaged in a joint enterprise for the promotion,
marketing, packaging, advertising, sale and distribution of GLP-1 Semaglutide
Products in British Columbia and elsewhere in Canada. The Defendants jointly
promoted GLP-1 Semaglutide Products through a variety of media sources in

British Columbia and elsewhere in Canada.

51 At all material times, the Defendants commissioned promotional materials for
GLP-1 Semaglutide Products that were received by Canadians online and on

television stations broadcasting to Canadians.

52. With respect to television advertising, between 2018 and 20213, the
Defendants spent over USD$ 884,000,000 on ads in North America to promote
Ozempic, Wegovy and Rybelsus with the majority of the spending allocated

specifically to advertising Ozempic.

53. The Defendants used several different multimedia commercials to promote
GLP-1 Semaglutide Products to consumers, including the heavily publicised “Oh,
Oh, Oh, Ozempic” campaign, viewable at https://www.ispot.tv/ad/d6Xz/ozempic-

oh.

54. The “Oh, Oh, Oh, Ozempic” campaign was first aired on television in or around
mid-2018. Nowhere within the “Oh, Oh, Oh, Ozempic” promotional content are
viewers warned of the association between Ozempic and the development of

Injuries, Conditions, and Complications.


https://www.ispot.tv/ad/d6Xz/ozempic-oh
https://www.ispot.tv/ad/d6Xz/ozempic-oh
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55. With respect to online advertising, as of September 2023 over 4,000 marketing

advertisements for Ozempic and similar weight-loss medications have been

placed on Facebook and Instagram.

56. GLP-1 Semaglutide Products have also been heavily promoted on social

media. On TikTok, as of September 2023 the hashtag #Ozempic eurrently hads

over 1.2 billion views.

57. Canadians were exposed to extensive commercial advertisements that were
created, produced, designed, financed, uploaded, published, and monitored by the
Defendants. The marketing materials omitted any references to risks of any

Injuries, Conditions, and Complications.

58. The Defendants also marketed GLP-1 Semaghytide Products online at
dedicated websites accessible to Canadians, including Ozempic.ca and
Ozempic.com. Visitors to the websites are urged to sign up to receive supportive
resources to encourage treatment with GLP-1 Semaglutide Products. The
Ozempic.com website features the “Text2Connect program”, wherein users can
sign up to receive daily medication reminders, prescription refill reminders,
reminders to check their weight, and delivery of other motivational and support

messages.

59. Further, the Defendants collectively solicited the initiation and continuation of
treatment with GLP-1 Semaglutide Products by offering treatment support to

patients through “patient assistance programs” for GLP-1 Semaglutide Products.
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60 Through the patient assistance programs, enrolled patients are offered access
to a “Diabetes Health Coach” to answer questions about and further encourage
treatment with Ozempic through text, phone call, or email. The Diabetes Health
Coach similarly offers support in selecting meal and exercise tips and in providing
personalized motivational messaging. The Diabetes Health Coaches are

employees and/or agents of the Defendants.

61 The “patient assistance programs” neglect to contemplate support upon the

occurrence of Injuries, Conditions, and Complications.

62. Following Health Canada’s initial approval of GLP-1 Products Ozempie, the

Defendants promoted the launch of GLP-1 Semaglutide Products in Canada with
marketing materials, including press releases, which promoted GLP-1

Semaglutide Products to Canadians and represented semaglutide and liraglutide

as safe and effective. The representations in these materials included that:

(a) Victoza is a treatment that can help type 2 diabetics better manage their

diabetes and improve their long-term health outcome;

(b) The safety and efficacy of Victoza has been extensively investigated and

confirmed by numerous studies;

(c) Saxenda has the potential to help obese people achieve and maintain

clinically significant weight loss and improve weight-related comorbidities:

(d) Saxendais an effective weight management treatment option for obese

adolescents when healthy eating and physical activity alone is not enough;
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&) Ozempic is safe and effective, proven to lower HbAlc (a test to measure
blood glucose control in persons with diabetes) and may help with weight

loss;

b} Ozempic helps patients manage their weight, and patients receiving

Ozempic experienced clinically significant weight loss;

fe} Ozempic reduces the risk of major cardiovascular events, including

stroke, heart attack, and death;

Rybelsus demonstrates a safe profile;

Rybelsus provides an effective choice for patients;

The safety and efficacy of Wegovy is supported by multiple trials;

Wegovy is the only therapy proven to reduce non-fatal myocardial

infarctions in patients living with obesity or who are overweight;

£ Novo Nordisk is a global healthcare company with more than 90 years
of innovation and leadership in diabetes care and their experience and
capabilities enable them to help people defeat obesity and their serious

chronic conditions (emphasis added); and

fe) By implication, that the Defendants’ GLP-1 Semaghutide Products were
an acceptable option among other medication or lifestyle options with

proven efficacy and acceptable safety profiles.

63- The Defendants’ marketing materials for GLP-1 Semaglutide Products failed

to warn of the risks of any Injuries, Conditions, and Complications.
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64. The Defendants’ marketing and promotional activities were specifically
directed at attracting consumers, including Canadians, to seek out the initiation
and continuation of treatment with GLP-1 Semaglutide Products, while
simultaneously failing to sufficiently warn of the risks of development of Injuries,
Conditions, and Complications. It was reasonably foreseeable that Canadians
would receive the messages from these marketing and promotional activities and
would act in reliance upon them to purchase and use GLP-1 Semaglutide

Products.
Risks of Serious Injuries, Conditions, and Complications

65- The ingestion of GLP-1 Semaglutide Products, which alter the human body’s
natural digestive processes and hormonal activity, can lead to serious adverse side
effects with significant consequences, such as the development of gallbladder-
related diseases and other hepatobiliary complications, gastrointestinal paralysis,

gastrointestinal obstruction, malnutrition, blood clot issues (including deep vein

thrombosis and pulmonary embolism), intraoperative pulmonary aspiration

(inhaling stomach contents during surgery), necrotizing pancreatitis (severe

pancreas inflammation causing tissue death), new onset vision loss (including non-

arteritic_anterior _ischemic optic neuropathy), and death, especially in certain

special populations.

66- At all material times, the Defendants knew or ought to have known that GLP-1

Semaglutide Products could cause blood clot issues, intraoperative pulmonary

aspiration, necrotizing pancreatitis, new onset vision loss (including NAION), major

gastrointestinal and hepatobiliary complications, including cholelithiasis
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(gallstones), cholecystitis (gallbladder inflammation), hepatobiliary illnesses,

gastroparesis (paralyzed stomach), gastrointestinal obstruction, ileus, gastritis,

gastroenteritis, gastroesophageal reflux disease (GERD), malnutrition, and death

(i.e. all-cause mortality), as well as associated injuries, conditions, complications,
and symptoms, including, but not limited to, for cholelithiasis and cholecystitis:
pressure or gnawing pain between the shoulder blades, near the rib cage, back,
breastbone, or upper abdomen, nausea, vomiting, fever, chills, jaundice, biliary
obstruction, and diarrhea; for hepatobiliary illnesses: abdominal and/or back pain,
loss of appetite, weight loss, jaundice, itching, fatigue, nausea, vomiting, biliary
colic, biliary obstruction, blood clot, deep vein thrombosis, and pulmonary
embolism; for gastroparesis: nausea, vomiting, bloating, abdominal pain,
indigestion, acid reflux, abdominal pain, loss of appetite, and blood glucose
instability; for gastrointestinal obstruction: nausea, vomiting, abdominal pain,
abdominal distension, diarrhea, incontinence, fever, chills, and loss of appetite; for

vision loss: blurred vision, difficulty reading, vision spots and/or floaters, poor

adjustment to changes in light, line distortion, poor colour perception, and

blindness; and for malnutrition: loss of appetite, fatigue, weight loss, and myalgias

(collectively “Injuries, Conditions, and Complications”).

6+ At all material times, the Defendants knew or ought to have known that specific
special populations who were users of GLP-1 Semaglutide Products, including, in
particular, patients with type 2 diabetes, patients with obesity, patients with
dyslipidemia, and patients already at risk for the development of hepatobiliary and

gastrointestinal disorders, including patients who had previously undergone



-23-

bariatric surgery, were at an increased or specific risk of Injuries, Conditions, and
Complications, including, but not limited to, the risk of gallbladder events,
hepatobiliary illnesses, gastroparesis, and gastrointestinal obstruction being
higher for patients with type 2 diabetes and the risk of gallbladder events being
higher for patients with obesity and/or dyslipidemia or who had previously

undergone bariatric surgery.
Adverse Event Reports and Regulatory Action

68- The increased risk of Injuries, Conditions, and Complications which have been
linked with the use of GLP-1 Semagldtide Products, including the elevated risks in
certain cohorts of patients, have been the subject of thousands of adverse event
reports filed to, safety reviews undertaken by, and warning communications issued

from Health Canada and the U.S. Food and Drug Administration ("FDA”).

69. Health Canada’s Canada Vigilance Adverse Reaction Online Database
contains adverse reaction reports about suspected adverse reactions to health
products, which are submitted by consumers and health professionals, as well as
manufacturers and distributors (aka market authorization holders). The Canada
Vigilance Adverse Reaction Online Database contains over 1,000 adverse
reaction reports involving “Ozempic” as a suspected product, filed to Health
Canada through to the end of September 2023. Similarly, in the U.S., there have
been over 10,000 adverse events associated with “Ozempic” reported to the FDA’s

Adverse Event Reporting System as of September 2023.

#6- Many of these adverse event reports involve gallbladder-related issues, other

hepatobiliary complications, gastroparesis, or gastrointestinal obstruction.
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#%. Subsequent to the numerous adverse event reports filed, the FDA and Health

Canada, and other regqulators, have taken action to investigate potential serious

side effects and to warn consumers and healthcare professionals about the serious

complications associated with the Defendants’ GLP-1 Semaglutide Products.

On or around July 11, 2013, the European Medicines Agency (“EMA”) — the

European Union’s agency responsible for the scientific evaluation, supervision and

safety monitoring of medicines — published a report from its Pharmacovigilance

Risk Assessment Committee (“PRAC”) which communicated that the totality of the

available data concerning liraglutide, including published data, indicated a

plausible biological rationale for the effect of GLP-1 on intestinal motility, that the

PRAC agreed that gastrointestinal side effects are known and occur commonly for

liraglutide, and that, considering the totality of the available data, including the

unconfounded cases with compatible time to onset and the cases with positive

dechallenge and rechallenge, the information available was sufficient to conclude

that liraglutide can be associated with intestinal obstruction and that the product

information should be updated.

On or around February 12, 2015, the EMA’s PRAC published a report, which

communicated that product information for liraglutide should be updated to reflect

a possible adverse reaction of diarrhoea based on post-marketing case reports.

On or around July 15, 2019, the EMA’'s PRAC published a report concerning

liraglutide, which communicated that data from clinical trials showed that liraglutide

is associated with delayed gastric emptying, that in the LEADER study, delayed

gastric emptying was reported three times more frequently in the liraglutide group
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compared to the placebo group, that there is sufficient evidence to conclude on a

causal relationship between delayed gastric emptying and liraglutide, and that

delayed gastric emptying should be included as an adverse drug reaction on the

product information for liraglutide.

In or around the fourth quarter of 2021, the FDA disclosed that several glucagon-

like peptide 1 (GLP-1) receptor agonists, including Ozempic, Rybelsus, Saxenda,

Victoza, and Weqovy, were under evaluation for the potential safety issue of

“Gallbladder related disorders” as a result of potential signals of serious risks/new

safety information that were identified using the FDA Adverse Event Reporting

System and that the FDA was evaluating the need for requlatory action.

72. On or around the third quarter of 2022, based on a review of adverse event

reports filed In April — June 2022, the FDA posted a safety alert, advising that

Ozempic, Rybelsus, Saxenda, Victoza, and Wegovy were under evaluation by the

FDA for reports of intestinal obstruction as a result of potential signals of serious

risks/new safety information that were identified using the FDA Adverse Event

Reporting System and that the FDA was evaluating the need for requlatory action.

On or around January 26, 2023 the EMA’s PRAC published a report concerning

semaglutide, which communicated that, in view of the available data on delayed

gastric emptying from clinical trials, the PRAC considers a causal relationship

between semaglutide (Ozempic, Rybelsus and Wegovy) and delayed gastric

emptying is at least a reasonable possibility and that the product information of

products containing semaglutide should be amended.
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#3- On or around April 6, 2023, Health Canada released a drug supply notice for

Ozempici—which—was—lastupdated—on—-August-18,—2023. In the notice, Health

Canada stated that “Ozempic may also lead to serious side effects, such as...

gallbladder problems”.

On or around April 19, 2023 the EMA’'s PRAC published a report, which

communicated that delayed gastric emptying should be added to the product

information of Rybelsus, Ozempic and Weqgovy as an undesirable effect.

In or around the fourth guarter of 2023, the FDA disclosed that several glucagon-

like peptide 1 (GLP-1) receptor agonists, including Ozempic, Rybelsus, Saxenda,

Victoza, and Weqovy, were under evaluation for the potential safety issue of

“Aspiration” as a result of potential signals of serious risks/new safety information

that were identified using the FDA Adverse Event Reporting System and that the

FDA was evaluating the need for requlatory action.

On or around November 22, 2023 the EMA’'s PRAC published a report, which

communicated that, considering the available evidence from case reports in

EudraVigilance and the literature, PRAC had agreed that further evaluation on the

signal of aspiration and pneumonia aspiration was warranted concerning GLP-1

receptor agonist drugs, including liraglutide and semaglutide.

On or around February 29, 2024 the EMA’'s PRAC published a report, which

communicated that the product information for semaglutide should be updated to

add intestinal obstruction as an undesirable effect.
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On or around July 12, 2024 the EMA published a news release that communicated

information about GLP-1 receptor agonists and the risk of aspiration and

pneumonia aspiration during general anaesthesia or deep sedation, including that

there is a biologically plausible increased risk for aspiration in association with

anaesthesia and deep sedation when taking these medicines, that the risk of

residual gastric content being present because of delayed gastric emptying should

be considered before performing procedures with general anaesthesia or deep

sedation, and that healthcare professionals and patients should be informed on

this potential consequence of delayed gastric emptying.

On or around August 12, 2024 the EMA’s PRAC published a report concerning

liraglutide and semaglutide, which communicated with respect to GLP-1 receptor

agonists that the known delayed gastric emptying could increase the risk for

aspiration and pneumonia aspiration in association with anaesthesia and deep

sedation during concomitant administration with GLP-1 receptor agonists and that

the product information of GLP-1 receptor agonists should be updated to add a

warning regarding the fact that cases of pulmonary aspiration have been reported

in patients receiving GLP-1 receptor agonists undergoing general anaesthesia or

deep sedation.

In or around the first quarter of 2025, the FDA disclosed that several glucagon-like

peptide 1 (GLP-1) receptor agonists, including Ozempic, Rybelsus, Saxenda,

Victoza, and Weqgovy, were under evaluation for the potential safety issue of “Non-

arteritic anterior ischemic optic neuropathy (NAION)” as a result of potential signals

of serious risks/new safety information that were identified using the FDA Adverse
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Event Reporting System. In the bulletin, the FDA disclosed that it was “evaluating

the need for requlatory action.”

On or around January 17, 2025 the EMA published a news release that

communicated that the PRAC had started a review of medicines containing

semaglutide following concerns regarding an increased risk of developing NAION

as suggested in observational studies.

On or around June 6, 2025 the EMA published a news release that communicated

that the PRAC had concluded that NAION is a side effect of semaglutide medicines

Ozempic, Rybelsus and Wegovy and that the EMA had recommended that the

product information for semaglutide medicines is updated to include NAION as

aside effect.

On or around August 11, 2025, the EMA’s PRAC published a report concerning

semaglutide, which communicated that there is sufficient evidence to establish a

causal relationship between semaglutide and NAION and that the product

information should be updated to a warning on NAION and add NAION as an

undesirable effect.

Product Warnings

#4 As the designers, developers, manufacturers, distributers, marketers, and
sellers of GLP-1 Semaglutide Products in Canada and to Canadians, the
Defendants, including in particular those Defendants who are the sponsors of GLP-
1 Semaglutide Products in Canada and the United States, have at all material

times been responsible for ensuring that Canadian consumers and their health
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care professionals are fully and adequately warned of any foreseeable health risks
and adverse side effects associated with GLP-1 Semaglutide Products’ ingestion.
One means by which the Defendants must communicate such risks is through the
product monograph for GLP-1 Semaglutide Products (the “Product Monographs”).
The Product Monographs are documents containing information on the uses,
dosages and risks associated with GLP-1 Semaglutide Products. “Part I” of the
Product Monograph is directed at health care professionals in Canada. “Part III” of

the Product Monograph is directed at consumers in Canada.

#5. The Product Monographs are distributed by the Defendants directly and
indirectly to health care professionals and individual patients in Canada. The

Product Monographs are made available on Novo Nordisk’s Canadian website.

#6- Despite all the available information regarding the Injuries, Conditions, and
Complications linked to GLP-1 Semaglutide Products’ use, the Defendants were
negligent and failed to adequately or appropriately change the label or product
monograph in a timely manner or take adequate or appropriate steps to warn the
medical community and users of the drug regarding these effects on the
gastrointestinal and hepatobiliary systems for patients taking GLP-1 Semaglutide

Products.

+# At times relevant to this action, the product monographs, as well as the label
and prescribing information that accompanied GLP-1 Semaglutide Products when
prescribed to patients, have contained insufficient warnings related to risks of the
Injuries, Conditions, and Complications, including cholecystitis (i.e. gallbladder

inflammation), cholelithiasis (i.e. gallstones), other hepatobiliary disease,
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gastroparesis (i.e. paralyzed stomach), gastrointestinal blockage, blood clot issues

(including deep vein thrombosis and pulmonary embolism), intraoperative

pulmonary aspiration (inhaling stomach contents during surgery), necrotizing

pancreatitis (severe pancreas inflammation causing tissue death), new onset

vision loss (including non-arteritic anterior ischemic optic neuropathy),

malnutrition, and death, including especially in certain special populations.

The Defendants have not and do not provide any meaningful warnings about

106.

serious risks of new onset vision loss or blood clot issues in the Canadian Product

Monographs for any GLP-1 Products, or, in the alternative, to the extent that the

current Canadian Product Monographs for GLP-1 Products contain information

about the risk of vision loss and/or blood clot issues, those warnings are

inadequate, deficient, and/or misleading.

In the current Canadian Product Monographs for all GLP-1 Products, the “Serious

107.

Warnings and Precautions” sections in Parts | and Il contain no reference to vision

issues, including no references to non-arteritic anterior ischemic optic neuropathy,

or blood clot issues, including no references to pulmonary embolism or deep vein

thrombosis.

In the Canadian Product Monographs for all GLP-1 Products, the general

“Warnings and Precautions” sections in Parts | and lll contain no references to

non-arteritic anterior ischemic optic neuropathy or “NAION” and no references to

blood clot issues, including no references to pulmonary embolism or deep vein

thrombosis.
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None of the Canadian Product Monographs for GLP-1 Products explain the

109.

seriousness or severity of vision loss issues (including NAION) linked to the drugs,

including but not limited to failing to explain that the vision issues may require

medical treatment to correct and/or may result in hospitalization and/or failing to

explain that vision issues may increase in severity over time and/or persist even

after usage of the druqg has stopped and/or result in permanent partial or total vision

loss, nor the seriousness or severity of blood clot issues linked to the drugs,

including but not limited to failing to explain that blood clot issues may require

medical treatment to correct, result in hospitalization, increase in severity over

time, persist even after usage of the drug has stopped, and/or result in permanent

bodily harm.
i. Hepatobiliary Warnings

The Defendants have not and do not provide sufficiently meaningful warnings

o
o

about all serious risks of hepatobiliary issues linked to GLP-1 Products in the

Canadian Product Monographs for GLP-1 Products, or, in the alternative, to the

extent that the Canadian Product Monographs for GLP-1 Products contain

information about the risk of hepatobiliary issues, those warnings are inadequate,

deficient, and/or misleading.

#8- Before February 2023 and March 2024, respectively, the Defendants did not

provide any meaningful warning whatsoever about serious risks of gallbladder-

related hepatobiliary issues and necrotizing pancreatitis, respectively, in the

Canadian Product Monographs for any Semaglutide Products. The current
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Canadian Product Monographs for Ozempic and Rybelsus still contain no mention

of necrotizing pancreatitis whatsoever.

79 Currently, the Canadian Product Monographs for Ozempic, Rybelsus,

Saxenda, and Victoza, each of which was revised en-August-4,-2023 since July

2024, still contains no meaningful warning whatsoever about serious risks of

gallbladder-related Hepatobiliary issues in their Part Il patient information

sections. And, to the extent that the current Canadian Product Monographs for

Rybelsus—and Wegovy contains information about the risk of gallbladder-related

hepatobiliary issues in the Part Il patient information section, those warnings are

inadequate, deficient, and/or misleading.

86 In the current Canadian Product Monographs for all GLP-1 Semaglutide
Products, the “Serious Warnings and Precautions” sections directed at both
healthcare professionals and patients (aka the “Black Box Warnings” — the most
stringent warnings for drugs and medical devices) contain no reference to

gallbladder issues, including cholelithiasis or cholecystitis, nor to necrotizing

pancreatitis.

84 In the Part Ill Patient Medication Information sections of the current Canadian

Product Monographs for Ozempic, Rybelsus, Saxenda, and Victoza, the

nd the

“Warnings” section (“Serious side effects and what to do about them”) directed at

patients;—agair—contain no reference to the gallbladder, cholelithiasis, or

cholecystitis. In the patient information sections for Ozempic, Rybelsus, Saxenda,

and Victoza, gallstones are only referenced in passing amongst & lists of common
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and uncommon potential side effects, while in the cases of Ozempic, Rybelsus,

and Wegovy other potential hepatobiliary events, such as inflamed gallbladder, are

wholly overlooked in the Part Ill Patient Medication Information sections. The Part

[l Patient Medication Information sections for all GLP-1 Semaglutide Products also

still contain no mention of necrotizing pancreatitis whatsoever.

82. Despite the Defendants neglecting to update the Canadian Product

Monographs for Ozempic, Rybelsus, Saxenda, Victoza, and Wegovy to sufficiently

reflect the association between GLP-1 Semaglutide Products and all forms of

hepatobiliary disease, and despite the Defendants neglecting to include any

gallbladder-related warnings in Part | “Warnings and Precautions” sections for

Semaglutide Products prior to February 2023, elsewhere, the Defendants have

taken action to acknowledge the severity of the risks, demonstrating their

knowledge of the risks of harm.

83- In March 2022 and June 2022, respectively, the Defendants updated the U.S.

Approved Drug Labels for Ozempic and Rybelsus, adding a provision to the

“Warnings and Precautions” sections for doctors to advise of an association

between Ozempic and Rybelsus, respectively, and acute gallbladder disease. As

of June 2022, the “Medication Guide” sections for patients in the U.S. Approved

Drug Labels for all GLP-1 Products listed “gallbladder problems” among the

“serious side effects” that could be caused by GLP-1 Products and advised every

patient to “Tell your healthcare provider right away if you get symptoms of

gallbladder problems”. And, as of February 2025, necrotizing pancreatitis was
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mentioned in the “Warnings and Precautions” sections for doctors in the U.S.

Approved Drug Labels for all GLP-1 Products.

84—On It was not until on or around February 2, 2023 and March 15, 2024,

respectively, that each of the Canadian Product Monographs for Rybelsus and

Ozempic received a similar addition to the “Warnings and Precautions” section of
the Healthcare Professional Information portion of the Monograph like the

gallbladder warning section in the U.S. Approved Drug Labels. The Rybelsus

Product Monograph was also revised to reflect that patients should speak with their
physician about their history of “liver and gallbladder problems” prior to beginning

Ozempic.

85: Although Saxenda, Victoza, and Wegovy is-yetto-be-marketedin-Canada;the

each also have a Canadian Product Monograph that contains a substantially

similar “Acute Gallbladder Disease” subsection within the “Warnings and

Precautions” section for Healthcare Professionals, none of Canadian Patient

Medication Information sections for any GLP-1 Products warns patients of

“gallbladder problems” as “serious side effects” like their U.S. counterparts,

excepting Wegovy whose “serious side effects” warnings for patients concerning

the gallbladder are limited only to gallstones.

86- None of the Canadian Product Monographs for any GLP-1 Semaglutide
Products explain the seriousness or severity of hepatobiliary issues linked to the
drug, including but not limited to failing to explain that hepatobiliary issues may

require medical treatment to correct and/or may result in hospitalization, and/or
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failing to explain that hepatobiliary issues may increase in severity over time and/or

persist even after usage of the drug has stopped.
Ii. Gastrointestinal Warnings

87 The Defendants have not and do not provide any meaningful warnings
whatsoever about serious risks of gastrointestinal issues in the Canadian Product
Monographs for any GLP-1 Semaghuytide Products, or, in the alternative, to the
extent that the current Canadian Product Monographs for GLP-1 Semaglutide
Products contain information about the risk of gastrointestinal issues, those

warnings are inadequate, deficient, and/or misleading.

88 In the current Canadian Product Monographs for all GLP-1 Semaglutide
Products, the “Serious Warnings and Precautions” sections directed at both
healthcare professionals and patients (aka the “Black Box Warnings” — the most
stringent warnings for drugs and medical devices) contain no reference to
gastrointestinal issues, including no references to gastroparesis, stomach
paralysis, delayed stomach or gastric emptying, or stomach or gastric blockages,

nor the risk of aspiration in association with general anaesthesia or sedation.

89 Before February 2024, In the eurrent-Canadian Product Monographs for all

GLP-1 Semaglutide Products, the general “Warnings and Precautions” sections
directed at both healthcare professionals and patients also contained no
references to gastroparesis, stomach paralysis, delayed stomach or gastric

emptying, or stomach or gastric blockages. And in the Part Ill Patient Medication

Information sections of the current Canadian Product Monographs for all GLP-1

Products, the “Serious side effects and what to do about them” section directed at
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patients still contains no references to any gastrointestinal side effects. And to the

extent that any of “bowel obstruction,” “ileus” and/or “intestinal obstruction are

listed as “Possible side effects” in the Part lll sections of the current Canadian

Product Monographs for GLP-1 Products, no information is provided to patients

about the frequency of these side effects as they are all categorized as being of

“Unknown” frequency.

Before April 2024, none of Product Monographs for any GLP-1 Products contained

=
N

any mention of a risk of aspiration in association with general anaesthesia or

sedation. And it was not until September 2025, that the last of the Product

Monographs for all GLP-1 Products was updated to add a subsection about

“aspiration in association with general anaesthesia or sedation” within the Part |

“Warnings and Precautions” section.

90. Despite the Defendants neglecting to update the Canadian Product

Monographs for Ozempic, Rybelsus, Saxenda, Victoza, and Wegovy to sufficiently

reflect the association between GLP-1 Semaglutide Products and severe

gastrointestinal issues, and despite the Defendants neglecting to include any

warnings in the Part | “Warnings and Precautions” sections for any GLP-1 Products

of delayed gastric emptying prior to February 2024, elsewhere, the Defendants

have taken action to acknowledge the severity of the risk, demonstrating their

knowledge of the risk of harm.

91. On or around September 22, 2023, the FDA updated the Approved Drug Label
for Ozempic in recognition of the reported gastrointestinal adverse events noted to

be occurring in persons ingesting Ozempic. The revised Approved Drug Label
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noted that, during post-approval use of semaglutide, some users had reported

occurrences of gastrointestinal paralysis, also known as an ileus. And, as of May

2025, the “Medication Guide” sections for patients in the U.S. Approved Drug

Labels for all GLP-1 Products listed “severe stomach problems” and “food or liquid

getting into the lungs during surgery or other procedures that use anesthesia or

deep sleepiness (deep sedation)’ among the “serious side effects” that could be

caused by GLP-1 Products and advised every patient to “Tell your healthcare

provider” if they develop stomach problems that will not go away or if they are

taking Ozempic prior to being scheduled for any surgery.

92. No such updates or modifications to the patient warnings in the Defendants’

GLP-1 Semaglutide Products Monographs to reflect the risks of the occurrence of

adverse gastrointestinal events have been added in Canada. Currently, in the Part

Il Patient Medication Information sections of the Canadian Product Monographs

for all GLP-1 Products, the “Serious side effects and what to do about them”

section directed at patients contains no references to any gastrointestinal side

effects whatsoever.

It was only between the dates of on or around February 15, 2024 and on or around

” “*

December 13, 2024, that any mentions of “delayed gastric emptying”’, “ileus”,

“intestinal obstruction”, and “severe gastrointestinal disease” were added within

the “Warnings and Precautions” sections of the Product Monographs of GLP-1

Products. And, to the extent that the Canadian Product Monographs for GLP-1

Products have been updated with information about the risks of delayed gastric
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emptying or other severe gastrointestinal issues, those warnings are inadequate,

deficient, and/or misleading.

93- Prior to February 2024 {a-passing, the Product Monographs for the Defendants’

GLP-1 Semaglutide Products only briefly described the potential for delayed
gastric motility to impact the absorption of other medications within the body or to
reduce the rate by which glucose appears in the circulation following consumption

of a meal.

94. Prior to February 2024, Delayed gastric motility was is described only within

the “Drug Interactions” and “Pharmacodynamics” sections and does not appear
within the “Warnings and Precautions” or “Serious Warnings and Precautions”

sections.

95. Even after the 2024 revisions, The Product Monographs for the Defendants’

GLP-1 Semaglutide Products still fail to substantially warn of the severity of the

risk or potential consequences of developing delayed gastric motility.

96- The potential for developing a gastrointestinal blockage so severe, as a result

of consumption of the Defendants’ GLP-1 Semaglutide Products, that it would lead
to requiring subsequent medical treatment or surgeries to correct; does not appear

to be a risk described anywhere within the Product Monographs.

97. Similarly, the increased risk of pulmonary aspiration associated with general
anesthesia in persons experiencing delayed gastric emptying does not appear

within the Serious side effects and what to do about them” chart for patients within
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the Part Ill Patient Medication Information sections of the current Canadian

Product Monographs for any GLP-1 Products.

98. The Canadian Product Monographs for GLP-1 Semaglutide Products have
failed to substantially warn patients or doctors of the risks of developing Injuries,

Conditions, and Complications.

The Defendants Failed to Warn of the Risks Linked to GLP-1 Semaglutide

Products

133.

134.

99: At all material times, the Defendants knew or should have known that the risks
of using their GLP-1 Semaglutide Products included severe Injuries, Conditions,

and Complications.

In addition to the adverse event reports and requlatory investigations that flagged

135.

the serious risks of Injuries, Conditions, and Complications, which the Defendants

knew or ought to have known about, the Defendants also published several press

releases about GLP-1 Products that acknowledged these risks.

On or around June 6, 2015, Novo Nordisk issued a press release wherein they

136.

acknowledged a marked increased association between gastrointestinal adverse

events (including nausea, diarrhoea, vomiting, abdominal pain and abdominal

distension) in patients taking Victoza when compared to patients treated with a

sulfonylurea.

On or around Auqust 27, 2015, Novo Nordisk issued another press release

wherein they noted that gastrointestinal adverse events (including nausea,
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vomiting, diarrhea and constipation) were the most common side effects in users

of Saxenda.

On or around June 13, 2016, Novo Nordisk issued another press release wherein

140.

141.

they noted that gastrointestinal events were the most common adverse events in

users of Victoza, which led to discontinuation of use in patients.

100- In or around 2018, the year following Ozempic’s approval for diabetes, the
Defendants began a clinical trial for patients who were overweight or experiencing

obesity.

1061 On or around June 23, 2018, Novo Nordisk issued a press release wherein
they acknowledged an increased association between gastrointestinal adverse
events and people consuming Ozempic for all body mass index subgroups when

compared to treatment with low dose dulaglutide, another GLP-1 receptor agonist

with a different active ingredient.

1062. On or around January 16, 2020, Novo Nordisk issued another press release
wherein they noted gastrointestinal adverse events to occur more frequently in

users taking Ozempic than in users of a placebo.

On or around March 26, 2021, Novo Nordisk issued another press release wherein

142.

they acknowledged that gastro-intestinal adverse events were the most common

adverse events in a trial of Saxenda in adolescents with obesity.

103- On or around June 26, 2021, Novo Nordisk presented data from a 40-week,
phase 3b, efficacy and safety trial comparing once-weekly semaglutide 2 mg

ingestion vs 1 mg ingestion in 961 adults with type 2 diabetes. Both groups found
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a significant incidence of gastrointestinal adverse events, regardless of the dosage

taken.

104 Despite the Defendants repeatedly noting a heightened association between
their GLP-1 Semaglutide Products and adverse gastrointestinal and hepatobiliary
events, the Defendants failed to sufficiently warn or further investigate the noted

potential harms to consumers.

105- In addition to the studies conducted by the Defendants, GLP-1 Semaglutide
Products were also the subject of multiple research studies examining the link

between semaglutide and liraglutide and serious injuries, including adverse

gastrointestinal and hepatobiliary events.

106- The Defendants knew or ought to have known of the numerous scientific

articles and studies that identified the potential risks of semaglutide and liraglutide

products to cause serious injuries. For example:

(&) A 2011 randomized, double-blinded, prospective clinical trial that examined
the effects of a GLP-1 analogue on gut motility in 166 patients with pain
associated with irritable bowel syndrome. The study concluded GLP-1
analogues exert a motility inhibiting and antispasmodic effect in the gut,
slowing down gastric emptying. See Hellstrom PM. “GLP-1 playing the role
of a gut regulatory compound.” Acta Physiol (Oxf). 2011 Jan;201(1):151-6.

doi: 10.1111/.1748-1716.2010.02150.x;

(b) A 2016 population-based cohort study of 71,369 patients which found GLP-

1 analogues to be associated with a significantly increased risk of bile duct



-42 -

and gallbladder disease in patients with type 2 diabetes mellitus when
compared to use of other oral antidiabetic drugs. See Faillie, Jean-Luc et
al. “Association of Bile Duct and Gallbladder Diseases With the Use of
Incretin-Based Drugs in Patients With Type 2 Diabetes Mellitus.” JAMA
internal medicine vol. 176, 10 (2016): 1474-1481.

doi:10.1001/jamainternmed.2016.1531;

A 2019 international, randomized, double-blinded, controlled cardiovascular

(CV) outcomes trial involving over 9,300 people which found examined the

events of acute gallbladder or biliary disease in patients taking liraglutide or

a placebo and found an increased risk of acute gallbladder or biliary disease

with liraglutide. See Nauck, Michael A et al. “Effects of Liraglutide

Compared With Placebo on Events of Acute Gallbladder or Biliary Disease

in Patients With Type 2 Diabetes at High Risk for Cardiovascular Events in

the LEADER Randomized Trial.” Diabetes care vol. 42,10 (2019): 1912-

1920. doi:10.2337/dc19-0415;

e} A 2020 review article that specifically noted that Ozempic can
exacerbate diabetic gastroparesis, recommending against the use of
Ozempic in patients with symptoms of gastroparesis. See Young CF,
Moussa M, Shubrook JH, “Diabetic Gastroparesis: A Review”. Diabetes
Spectr. 2020 Aug; 33(3): 290-297,

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7428659/,

&) A 2020 meta-analysis of randomized control trials which reviewed 43

studies, for a total of 38,953 patients consuming GLP-1 and 35,893 in the
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control group. 25 of the studies reported at least one case of cholelithiasis,
finding a significant increase in the risk of cholelithiasis in patients treated
with GLP-1. See Nreu, Besmir et al. “Cholelithiasis in patients treated with
Glucagon-Like Peptide-1 Receptor: An updated meta-analysis of
randomized controlled trials.” Diabetes research and clinical practice vol.

161 (2020): 108087. doi:10.1016/j.diabres.2020.108087;

e} A 2021 meta-analysis funded by the Defendants and comprising almost
12,000 participants consuming semaglutide for at least 26 weeks, which
noted a 28% increased risk of cholelithiasis with GLP-1 RA treatment. See
Smits MM, Van Raalte DH. “Safety of Semaglutide.” Front Endocrinol

(Lausanne). 2021 Jul 7; 12:645563. doi: 10.3389/fendo.2021.645563;

) A 2022 research letter which reviewed the FDA Adverse Event Reporting
System from April 28, 2005 to September 16, 2012 to identify cases of acute
cholecystitis associated with GLP-1 products that did not have warnings and
precautions regarding acute gallbladder disease. 36 cases were reviewed.
Researchers found an increased risk of gallbladder issues when
semaglutide was taken in higher doses or for longer durations. See
Woronow D et al. “Acute cholecystitis associated with the use of glucagon-
like peptide-1 receptor agonists reported to the US Food and Drug
Administration”. JAMA Intern Med 2022 Aug 29; [e-pub].

https://jamanetwork.com/journals/jamainternalmedicine/fullarticle/279547;

gy A 2022 double-blind, parallel-group, randomized, placebo-controlled

study involving 201 adolescents with obesity or with overweight and at least
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one weight-related coexisting condition. Participants were randomized to
receive either once-weekly subcutaneous semaglutide or placebo for 68
weeks, plus lifestyle intervention. 4% of participants in the semaglutide
group developed cholelithiasis, compared to 0 participants in the placebo
group. See Weghuber, Daniel et al. “Once-Weekly Semaglutide in
Adolescents with Obesity.” The New England Journal of Medicine vol.

387,24 (2022): 2245-2257. doi:10.1056/NEJM0a2208601;

) A 2022 large, population-based study which used a new-user active
comparator study design wherein initiators of incretin-based drugs (GLP-1
RAs and DPP-4 inhibitors) were compared with initiators of SGLT-2
inhibitors. The study found that the use of GLP-1 was associated with an
increased risk of intestinal obstruction. See Faillie, J.-L., Yin, H., Yu, O.H.Y .,
Herrero, A., Altwegg, R., Renoux, C. and Azoulay, L. (2022), “Incretin-
Based Drugs and Risk of Intestinal Obstruction Among Patients With Type
2 Diabetes.” Clin. Pharmacol. Ther., 111: 272-282.

https://doi.org/10.1002/cpt.2430;

@ A two-year study published in 2022 that examined semaglutide use in
patients with overweight or obesity. Researchers found 82.2% of patients
taking semaglutide experienced mild to moderate gastrointestinal adverse
events compared with 53.9% in the placebo group. See Garvey, W.T.,
Batterham, R.L., Bhatta, M. et al. “Two-year effects of semaglutide in adults
with overweight or obesity: the STEP 5 trial.” Nat Med 28, 2083-2091

(2022). https://doi.org/10.1038/s41591-022-02026-4;
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A 2022 study of case reports and case series on adverse drug reactions

(ADRs) of GLP-1 RAs, including liraglutide and semaglutide, which found

that gastrointestinal problems were the most frequently reported adverse

drug reaction associated with GLP-1 RAs and liraglutide was one of two

drugs for which the most adverse drug reactions were observed. See

Shetty, Rashmi et al. “Adverse drug reactions of GLP-1 agonists: A

systematic review of case reports.” Diabetes & metabolic syndrome vol.

16,3 (2022): 102427. doi:10.1016/].dsx.2022.102427;

A 2022 case report involving a patient with type 2 diabetes mellitus treated

with liraglutide which observed that gastroparesis is a known side effect of

liraglutide and that liraglutide may induce gastroparesis in patients with type

2 diabetes mellitus reqgardless of the dose administered. See Ishihara, Yo

et al. “Suspected Gastroparesis With Concurrent Gastroesophageal Reflux

Disease Induced by Low-Dose Liraglutide.” Cureus vol. 14,7 €26916. 16

Jul. 2022, doi:10.7759/cureus.26916;

A 2022 analysis of over 21,000 reports of gastrointestinal toxicity in the

users of GLP-1 RAs (exenatide, liraglutide, dulaglutide, lixisenatide, and

semaglutide) that were filed to the US FDA Adverse Event Reporting

System (FAERS) database between January 2018 and September 2022,

which identified that liraglutide was associated with increased risk of

gastrointestinal system disorders and that it had the qgreatest risk of

abdominal pain and pancreatitis and highest severe rate of gastrointestinal

adverse events among the different GLP-1 drugs. See Liu, Lulu et al.
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“Association between different GLP-1 receptor agonists and gastrointestinal

adverse reactions: A real-world disproportionality study based on FDA

adverse event reporting system database.” Frontiers in endocrinology vol.

13 1043789. 7 Dec. 2022, doi:10.3389/fend0.2022.1043789);

A 2023 article about a double-blind, 12-week trial of liraglutide involving over

50 participants which observed that liraglutide treatment is associated with

gallbladder-related disorders and has been shown to delay postprandial

gallbladder refilling. See Nerild, Henriette H et al. “Liraglutide changes

postprandial responses of gut hormones involved in the regulation of

gallbladder motility.” Diabetes, obesity & metabolism vol. 25,6 (2023):

1632-1637. doi:10.1111/dom.15017;

4 A 2023 research letter which used a random sample of 16 million patients
to examine gastrointestinal adverse events associated with GLP-1 agonists
used for weight loss. The study concluded that use of GLP-1 agonists for
weight loss, when compared to treatment with bupropion-naltrexone
(another weight-loss agent with a different active ingredient), were
associated with a significantly increased risk of pancreatitis, bowel
obstruction, and gastroparesis. See Sodhi M, Rezaeianzadeh R, Kezouh A,
Etminan M. “Risk of Gastrointestinal Adverse Events Associated With
Glucagon-Like Peptide-1 Receptor Agonists for Weight Loss.” JAMA.

Published online October 05, 2023. doi:10.1001/jama.2023.19574;

A 2024 retrospective matched cohort study of a database of over 16,000

people examining patients with prescriptions for semaglutide vs. non-GLP-
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1 RA medications to manage either T2D or weight, which identified a higher

risk of NAION for patients prescribed semaglutide. See Hathaway, Jimena

Tatiana et al. “Risk of Nonarteritic Anterior Ischemic Optic Neuropathy in

Patients Prescribed Semaglutide.” JAMA ophthalmoloqgy vol. 142.8 (2024):

732-739. doi:10.1001/jamaophthalmol.2024.2296:

A 2024 study of data from the FDA Adverse Event Reporting System

examining over 17 million reports to identify the risk of ocular adverse

events linked to GLP-1 drugs, which identified that semaglutide was

significantly associated with ocular AEs. Luo, Zhan-Yang et al. “Ocular

adverse events associated with GLP-1 receptor agonists: a real-world study

based on the FAERS database and network pharmacology.” Expert opinion

on drug safety vol. 24.3 (2025): 287-296.

doi:10.1080/14740338.2024.2419989;

Multiple published studies noting an association between semaglutide and

deep vein thrombosis. See Yin, Dao-Gen et al. “Comprehensive analysis of

the safety of semaglutide in type 2 diabetes: a meta-analysis of the

SUSTAIN and PIONEER trials.” Endocrine journal vol. 68,6 (2021): 739-

742. doi:10.1507/endocri.EJ21-0129 and Liao, Xiao-Xian et al. “Three new

categories of hypoglycaemic agents and various cardiovascular diseases:

A meta-analysis.” Journal of clinical pharmacy and therapeutics vol. 47,5

(2022): 636-642. doi:10.1111/jcpt.13588; and

& Multiple published case reports noting an association between

semaglutide, delayed gastric emptying, and consequent intraoperative
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pulmonary aspiration. See Klein SR, Hobai IA. “Semaglutide, delayed
gastric emptying, and intraoperative pulmonary aspiration: a case report.”
Can J Anaesth. 2023 Aug;70(8):1394-1396. English. doi: 10.1007/s12630-
023-02440-3. Epub 2023 Mar 28. PMID: 36977934 and Kalas MA, Galura
GM, McCallum RW. “Medication-Induced Gastroparesis: A Case Report.” J
Investig Med High Impact Case Rep. 2021 Jan-
Dec;9:23247096211051919. doi: 10.1177/23247096211051919. PMID:

34663102; PMCID: PMC8529310.

107 At all material times, the Defendants, through their servants and agents, failed
to adequately warn physicians and consumers, including the Plaintiff and other
putative class members, of the risk of Injuries, Conditions, and Complications

caused by their GLP-1 Semaglutide Products.

108- At all material times, the Defendants did not provide adequate safety data to
Health Canada with respect to their GLP-1 Semaglutide Products. The Defendants
knew or should have known that their GLP-1 Semaglutide Products posed a

serious risk of harm to consumers and were not fit for their intended purposes.

109. At all material times, the Defendants, through its servants and agents,
negligently, recklessly and/or carelessly marketed, distributed and/or sold their
GLP-1 Semaglutide Products without adequate warnings of the products' serious

side effects and unreasonably dangerous risks.
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The Plaintiff and Class Suffered Harms from Use of GLP-1 Semaglutide

Products

149.

110 Class Members, including the Plaintiff, suffered harms and losses as a result

of the Defendants’ negligence and failure to warn.

111 Subsequent to ingesting GLP-1 Semaglutide Products, the Plaintiff and Class
Members have suffered and continue to suffer physical and mental injury, loss and
damage. In particular, the Plaintiff has suffered blockage in her biliary system,

heartburn, chronic diarrhea, shortness of breath and pain.

112. Had the Plaintiff and Class Members been aware of the nature and severity
of the risk of Injuries, Conditions, and Complications associated with ingesting
GLP-1 Semaghytide Products, they would not have agreed to take GLP-1
Semaglutide Products and would have explored one or more of the many other
viable treatment options available to them. In particular, had the Plaintiff been
aware of the nature and severity of the risk of Injuries, Conditions, and
Complications associated with ingesting GLP-1 Semaglutide Products, she would
not have agreed to take GLP-1 Semaglutide Products and would have explored

one or more other viable treatment options.

113 The Plaintiff's injuries have and will continue to cause her suffering, loss of
enjoyment of life, permanent physical disability, loss of earning capacity, past and
future, and loss of housekeeping capacity, past and future. Other Class Members

have suffered similar injuries.
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114. The Plaintiff has suffered injury to her hepatobiliary health and will be more
susceptible to future degenerative changes to her hepatobiliary health as a result
of taking GLP-1 Semaglutide Products. The Plaintiff's symptoms have continued

even after ceasing her use of GLP-1 Semaglutide Products. Other Class Members

have also suffered the continuation of symptoms even after ceasing use of GLP-1

Products.

115. The Plaintiff has sustained damages for the cost of medical treatment,
including past and future cost of health care services provided by the government
of British Columbia. Other Class Members have suffered similar injuries, as have
the governments of other provinces and territories in Canada. In particular, the
Plaintiff has suffered injuries from GLP-1 Semaglutide Products that necessitated
hospital admission in or around August 2023. The Plaintiff continues to undergo
medical care and treatment and continues to sustain damages. Class Members in

other provinces or territories have sustained similar damages.

116- As a result of her injuries, the Plaintiff has received, and in the future will
continue to receive, care and services from family members. Other Class Members

will require similar care.

117 The Plaintiff and Class Members paid some or all of the costs for GLP-1
Semaglutide Products out of their own pocket. Third Party payors have also
indemnified some or all of the costs for GLP-1 Semaglutide Products used by the

Plaintiff and Class Members.
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157. 218- At all material times, the Plaintiffs and Class Members were in a relationship

of proximity with the Defendants. But for the Defendants’ wrongful conduct, the

Plaintiff and Class Members would not have incurred damages.

PART 2:

RELIEF SOUGHT

158. 21419: The Plaintiff claims, on her own behalf and on behalf of all members of the

proposed class, as follows:

(@)

(b)

()

(d)

(€)

an order certifying this action as a class proceeding and appointing her as
representative Plaintiff for the Class, to be further defined on the application

for certification;

a declaration that the Defendants were negligent in the design,
development, testing, research, manufacture, licensing, labelling, warning,

marketing, distribution, and sale of their GLP-1 Semaglutide Products;

a declaration that the Defendants made certain representations regarding
GLP-1 Semaghlytide Products that were false, and that these

Representations were made negligently;

a declaration that the Defendants are vicariously liable for the acts and
omissions of their officers, directors, agents, employees, and

representatives;

pecuniary and special damages in the amount of $500,000 for each person
prescribed one of the Defendants’ GLP-1 Semaglutide Products or as

aggregated following a trial on the common issues;



-52 -

() non-pecuniary damages in an amount to be assessed for each person who

was prescribed with one of the Defendants’ GLP-1 Semaglutide Products;

(9) in the alternative to the claim for damages, an accounting or other such
restitutionary remedy disgorging the revenues realized by the Defendants

from the sale of their GLP-1 Semaglutide Products;

(h) damages for family members, pursuant to provincial legislation and
common law in each province, where applicable, including the Family

Compensation Act, R.S.B.C. 1996, c. 126

0] punitive, aggravated, and exemplary damages in an amount to be

determined at trial;

a) costs for the administration of any court award or judgment obtained in this

action;

(k) recovery of health care costs incurred by the Ministry of Health Services on
their behalf pursuant to the Health Care Costs Recovery Act, SBC, 2008, c
27 and similar legislation in other provinces and/or territories, where

applicable;
)] interest pursuant to the Court Order Interest Act, RSBC 1996 c 79; and
(m)  such further and other relief as this Honourable Court may deem just.
PART 3: LEGAL BASIS

159. 220 In bringing this action on behalf of a class which includes residents of Canada
who used GLP-1 Semaglutide Products at any time on or before the date of the

certification order, the Plaintiff pleads and relies upon the provisions of the Class
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Proceedings Act, RSBC 1996, c 50, as amended and regulations thereunder, the
Food and Drugs Act, RSC, 1985, c F-27, as amended and regulations thereunder,
the Negligence Act, RSBC 196 c 333, as amended and regulations thereunder,
the Court Rules Act, RSBC 1996, ¢ 80, as amended and regulations thereunder,
and the Court Jurisdiction and Proceedings Transfer Act, RSBC 2003, c 28, as
amended and regulations thereunder. The Plaintiff also brings this action on behalf
of a class which includes persons resident in Canada entitled to claim by virtue of
a personal or familial relationship to any one or more of the persons described
above and pleads and relies upon the applicable provincial and/or territorial
legislation and common law, including the British Columbia Family Compensation

Act, R.S.B.C. 1996, c. 126, as amended and regulations thereunder.
Causes of Action

i. Negligence (including Negligent Design or Testing, Negligent

Manufacture and Failure to Warn)

121, As the designers, testers, researchers. manufacturers, marketers,
distributors, importers, labellers, packagers, handlers, storers, or sellers of GLP-1
Semaglutide Products, the Defendants were in such a close and proximate
relationship to the Plaintiff, and other Class Members, as to owe them a duty of

care. The Defendants designed semaglutide and liraglutide to be used as the

active ingredients in GLP-1 Semaglutide Products, conducted testing of

semaglutide and liraglutide and GLP-1 Semaglutide Products, procured regulatory

approvals for the use of semaglutide and liraglutide in GLP-1 Semaglutide

Products, and caused GLP-1 Semaglutide Products to be introduced into the
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stream of commerce in Canada, when they knew that any dangers or defects

related to GLP-1 Semaglutide Products would cause foreseeable injury to the

Plaintiff and Class Members.

122. The Defendants at all material times owed a duty of care to the Plaintiff and

Class Members to:

(@)

(b)

(c)

(d)

(€)

(f)

()

(h)

ensure that their GLP-1 Semaglutide Products were fit for their intended

and/or reasonably foreseeable use;

design their GLP-1 Semaglutide Products so as to avoid safety risks and to

make them reasonably safe for their intended purposes;

see that there were no defects in manufacture of their GLP-1 Semaglutide

Products that were likely to give rise to injury in the ordinary course of use;

conduct appropriate testing to determine whether and to what extent use of
their GLP-1 Semaglutide Products posed serious health risks, including the

magnitude of risk of developing Injuries, Conditions, and Complications;

ensure that physicians were kept fully and completely warned and informed

regarding all risks associated with their GLP-1 Semaglutide Products;

warn consumers of dangers inherent in the use of their GLP-1 Semaglutide

Products of which they knew or ought to have known;

monitor, investigate, evaluate and follow up on adverse reactions to the use

of their GLP-1 Semaglutide Products; and

properly inform Health Canada and other regulatory agencies of all risks

associated with their GLP-1 Semaglutide Products.
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162. 2123. The Defendants negligently breached their duty of care.

163. 2124 The Plaintiff states that her damages, and the damages of prospective Class

Members, were caused by the negligence of the Defendants. Such negligence

includes, but is not limited to the Defendants:

(@)

(b)

(c)

(d)

(€)

(f)

failure to ensure that their GLP-1 Semaghutide Products were not dangerous
to recipients during the course of their use and that they were fit for their

intended purpose and of merchantable quality;

failure to ensure that their GLP-1 Semaglutide Products were free of any
manufacturing defects that would expose recipients to Injuries, Conditions,

and Complications;

failure to adequately test their GLP-1 Semagiutide Products in a manner
that would fully disclose the magnitude of the risks associated with their use,

including but not limited to Injuries, Conditions, and Complications;

adopting unreasonable and/or careless and/or defective product design
with their GLP-1 Semaglutide Products, resulting in Injuries, Conditions,

and Complications;

designing their GLP-1 Semaglutide Products in a way which created a
substantial likelihood of harm when there existed safer alternative designs

and/or products which were economically feasible to manufacture;

carelessly choosing to employ semaglutide and liraglutide as the active

ingredients in GLP-1 Semaglutide Products when the Defendants knew, or

ought to have known, that # they could have chosen a safer active



(9)

(h)

(i)

()

(k)

()

(m)

(n)

-56 -
ingredients that were was at least as effective as semaglutide and

liraglutide;

failure to provide Health Canada complete and accurate information with

respect to their GLP-1 Semaglutide Products as it became available;

failure to conduct any or adequate follow-up studies on the efficacy and

safety of their GLP-1 Semaglutide Products;
failure to conduct any or adequate long-term studies of the risks of their

GLP-1 Semaglutide Products;

failure to adequately review, consider, and act up on available scientific

literature relevant to semaglutide and liraglutide;

failure to provide the Plaintiff, Class Members, her physicians and Health
Canada with proper, adequate, and/or fair warning of the risks associated
with use of their GLP-1 Semaglutide Products, including but not limited to

risk of Injuries, Conditions, and Complications;

failure to adequately monitor, evaluate and act upon reports of adverse

reactions to their GLP-1 Semaghdytide Products in Canada and elsewhere;

failure to provide any or any adequate updated and/or current information
to the Plaintiff, Class Members, physicians and/or Health Canada
respecting the risks of their GLP-1 Semaglutide Products as such

information became available from time to time;

failure to provide adequate warnings of the risks associated with their GLP-

1 Semaglutide Products, including the risk of Injuries, Conditions, and
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Complications in all persons receiving their GLP-1 Semaglutide Products
on the patient information pamphlets, product labels, and product

monographs in Canada,

failure, after noticing problems with their GLP-1 Semaglutide Products, to
issue adequate warnings, timely recall their GLP-1 Semaglutide Products,
publicize the problems and otherwise act properly and in a timely manner
to alert the public, including adequately warning the Plaintiff, Class
Members, and their physicians of their GLP-1 Semaglutide Products'
inherent dangers, including but not limited to the danger of Injuries,

Conditions, and Complications;

failure to establish any adequate procedures to educate their sales

representatives and physicians respecting the risks associated with their
GLP-1 Semaglutide Products;

representation, explicitly and/or implicitly, that their GLP-1 Semaghutide
Products were safe and fit for their intended purpose and of merchantable
quality when they knew or ought to have known that these representations

were false;

misrepresentation of the state of research pertaining to the purported
benefits of their GLP-1 Semaglutide Products and their associated risks,

including the risk of Injuries, Conditions, and Complications;

misrepresentations that were unreasonable in the face of the risks that were

known or ought to have been known by the Defendants;
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(® failure to timely cease the manufacture, marketing and/or distribution of their
GLP-1 Semaglutide Products when they knew or ought to have known that
their GLP-1 Semaglutide Products caused Injuries, Conditions, and

Complications;

(u)  failure to conform with applicable disclosure and reporting requirements
pursuant to the Food and Drugs Act, RSC 1985, c F 27 and its associated

regulations;

(v)  failure to properly supervise their employees, subsidiaries and affiliated

corporations;

(w)  breach of other duties of care to the Plaintiff and putative class members,

details of which breaches are known only to the Defendants; and

(x) in all of the circumstances of this case, the Defendants applied callous and
reckless disregard for the health and safety of the Plaintiff and putative class

members.

125. The Defendants’ conduct in negligently designing, testing, manufacturing,
marketing, distributing, importing, labeling, packaging, handling, storing, and/or
selling GLP-1 Semaglutide Products has resulted in foreseeable, real and

substantial danger to the health and safety of the Plaintiff and Class Members.

126- Any benefit from using GLP-1 Semaglutide Products was outweighed by the
serious and undisclosed risks of its use when used as intended. There are no
individuals for whom the benefits of GLP-1 Semaghutide Products outweigh the

risks, given that there are alternative products that are at least as effective as GLP-
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1 Semaglutide Products and carry materially lower risks than GLP-1 Semaglutide

Products, or, in the alternative, if there are individuals for whom the benefits of
GLP-1 Semaglutide Products outweigh the risks, those individuals could have only
made an informed decision as to whether to purchase or use GLP-1 Semaglutide

Products if they had been fully informed of the risks inherent in the use of GLP-1
Semaglutide Products.

127 The Defendants knew, or ought to have known, that the foreseeable risks of

GLP-1 Semaglutide Products exceeded the benefits associated with their use.

128. The Defendants knew, or ought to have known, that GLP-1 Semaglutide
Products were more dangerous than persons using such products and their
physicians or other health care providers, as reasonably prudent consumers and
health care providers, would expect when used in an intended or reasonably

foreseeable manner.

129. The Defendants, at all material times, had the economic and technical means

to provide a safer alternative design of GLP-1 Semaglutide Products.

130: The risks associated with use of the Defendants’ GLP-1 Semaglutide
Products, including Injuries, Conditions, and Complications in all persons receiving
their GLP-1 Semaglutide Products, were in the exclusive knowledge and control
of the Defendants. The extent of the risks was not known to, and could not have
been known by, the Plaintiff or Class Members. The Plaintiff's injuries, and Class
Members’ injuries, would not have occurred but for the negligence of the
Defendants in failing to ensure that their GLP-1 Semaglutide Products were safe

for use or, in the alternative, for failing to provide an adequate warning of the risks
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associated with using their GLP-1 Semaglutide Products to the Plaintiff and

putative class members, and to their physicians.

131, Because the Defendants were designing, manufacturing, marketing,
distributing, importing, labelling, packing, handling, storing, and/or selling GLP-1
Semaglutide Products for human consumption and injection, the standard of care
expected in the circumstances rises to the level of strict liability as to whether the
Defendants fell below the standard of care in failing to warn the Plaintiff and the
Class Members of the dangers inherent in the ordinary use of GLP-1 Semaglutide

Products, either directly or through a learned intermediary.
ii. Negligent Misrepresentation and Marketing

132. The Defendants were negligent in representing that GLP-1 Semaglutide
Products were safe for their intended use. The representation was made either
explicitly or implicitly by failing to inform the Plaintiff and other Class Members that
the ingestion of GLP-1 Semaglutide Products exposes users to a heightened risk

of developing serious Injuries, Conditions, and Complications.

133- Collectively, the Defendants were in a proximate and special relationship with

the Plaintiff and the Class Members by virtue of, among other things:
(@) their design, manufacture, and testing of GLP-1 Semaglutide Products;

(b)  their skill, experience, and expertise in the design, manufacture, and testing

of GLP-1 Semaglutide Products generally;

(c) their supply and/or sale of GLP-1 Semaglutide Products to the Plaintiff and

the other Class Members;
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(d)  the Defendants’ complete control of the promotion and marketing of GLP-1

Semaglutide Products;

(e) their undertaking or responsibility to clearly, fully, and accurately disclose

information relating to the health risks associated with the use of GLP-1

Semaglutide Products; and

() the fact that the Plaintiff and Class Members had no option but to rely on

the representations of the Defendants in respect of GLP-1 Semaglutide
Products and their features, attributes, and safety (including the absence of
information regarding the risk of developing serious Injuries, Conditions,

and Complications).

173. 134. The Defendants owed a duty of care to the Plaintiff and to other Class
Members. It was intended by the Defendants, and reasonably foreseeable, that
Class Members, when they were purchasing and/or using GLP-1 Semaglutide
Products, would rely upon the representation that GLP-1 Semaglutide Products
were safe for their intended uses, which representation was made either explicitly
or implicitly by failing to state that the ingestion of GLP-1 Semagldytide Products
exposes users to a heightened risk of developing serious Injuries, Conditions, and
Complications. It was also intended by the Defendants and reasonably foreseeable

that the Plaintiff and Class Members would suffer the damages described herein.

174. 135- The representation was untrue, inaccurate, and/or misleading and was made

negligently.
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136- The Plaintiff and the Class Members reasonably relied on the representation
that GLP-1 Semaglutide Products were safe for their intended uses, which was
made either explicitly or implicitly by failing to state that the ingestion of GLP-1
Semaglutide Products exposes users to a heightened risk of developing serious
Injuries, Conditions, and Complications. Their reliance can be inferred on a class-
wide base from the voluntary ingestion of GLP-1 Semaglutide Products. If the
representation had not been made, or if the Defendants had disclosed that the
ingestion of GLP-1 Semaglutide Products exposes users to a heightened risk of
developing serious Injuries, Conditions, and Complications, the Plaintiff and Class
Members would not have agreed to be treated with GLP-1 Semaglutide Products

given that there are alternative treatments that are at least as efficacious.
137 The representations were false and made negligently.

138: The Plaintiff and Class Members suffered loss and damage as a result of
relying on the Defendants’ representation or omission in treatment with GLP-1
Semaglutide Products. The Defendants are liable to pay damage to the Plaintiff

and Class Members.
Damages

139. The Plaintiff and other putative class members’ injuries and damages were

caused by the negligence of the Defendants, their servants, and agents.

240. As a result of the Defendants' negligence, the Plaintiff and Class Members
have suffered and continue to experience serious personal injuries and harm with

resultant pain and suffering.
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141 The Plaintiff and other putative class members have suffered special
damages for medical costs incurred in the screening, diagnosis, and treatment of

Injuries, Conditions, and Complications related to use of the Defendants' GLP-1

Semaglutide Products.

242 As a result of the conduct of the Defendants, the Plaintiff and other putative
class members suffered and continue to suffer expenses and special damages, of

a nature and amount to be particularized prior to trial.

143. Some of the expenses related to the medical treatment that the Plaintiff and
class members have undergone, and will continue to undergo, have been borne
by the various provincial health insurers and/or territorial health insurers. As a
result of the negligence of the Defendants, the various provincial and/or territorial
health insurers have suffered and will continue to suffer damages for which they
are entitled to be compensated by virtue of their right of subrogation in respect of
all past and future insured services. These subrogated interests are asserted by
the Plaintiff and the putative class members pleading and relying upon the Health
Care Costs Recovery Act, SBC 2008, ¢ 27 and similar legislation in other provinces

and/or territories, where applicable.

As a result of the conduct and/or negligence of the Defendants, putative family

class members may be entitled to damages pursuant to statute, including pursuant

to the Family Law Act, RSO 1990, ¢ F.3, the Family Compensation Act, RSBC

1996, c. 126, and/or similar legislation in other provinces and/or territories, and/or

the common law. These claims for damages for putative family class members are

asserted by the Plaintiff, on her own behalf and on behalf of the Class, pleading
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and relying upon the common law, the Family Law Act, RSO 1990, c F.3, the

Family Compensation Act, RSBC 1996, c. 126, and/or similar legislation in other

provinces and/or territories, where applicable. including the requlations thereunder

and amendments thereto.

144 The Plaintiff,on her own behalf and on behalf of the Class, claims punitive,

aggravated, and exemplary damages for the reckless and unlawful conduct of the

Defendants.

145. The Defendants engaged in conduct that is appropriately characterized as a
marked departure from ordinary standards of decent behaviour. The Defendants
egregiously overlooked and/or deceitfully withheld information regarding serious
risks with GLP-1 Semaghutide Products. The Defendants failed to provide any
warning or any adequate warning of the risks of Injuries, Conditions, and
Complications, despite a preponderance of scientific evidence and other reports

that linked GLP-1 Semaglutide Products to these risks.
Jurisdiction

146- There is a real and substantial connection between British Columbia and the
facts alleged in this proceeding. The Plaintiff and Class Members plead and rely
upon the Court Jurisdiction and Proceeding Transfer Act, SBC 2003, ¢ 28
(“CJIPTA”) in respect of the Defendants. Without limiting the foregoing, a real and

substantial connection exists between British Columbia and the facts alleged in
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this proceeding pursuant to sections 10(f) to 10(h) of the CIPTA because this
proceeding:

(@) concerns restitutionary obligations that arose in British Columbia;
(b) concerns a tort committed in British Columbia; and

(©) concerns a business carried on in British Columbia.

Plaintiff’'s address for service: Siskinds LLP
Barristers & Solicitors
555 Burrard Street, Suite 16-111
Vancouver, BC, V7X 1M8

Fax number address for service (if any): 1.519.660.7859

E-mail address for service (if any): jill.mccartney@siskinds.com
Place of trial: Vancouver, British Columbia
The address of the registry is: 800 Smithe Street, Vancouver, BC, V6Z 2E1

Date 3 OCT 2025
5ARPR 2024

Signature/6f lawyer for Plaintiff
Jill S. McCartney
James E. Boyd

Jordyn T. Liebman
Charles M. Wright
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Rule 7-1 (1) of the Supreme Court Civil Rules states:

(1) Unless all parties of record consent or the court otherwise orders, each party
of record to an action must, within 35 days after the end of the pleading period,

(a) prepare a list of documents in Form 22 that lists

(i) all documents that are or have been in the party's possession or
control and that could, if available, be used by any party at trial to
prove or disprove a material fact, and

(ii) all other documents to which the party intends to refer at trial, and

(b) serve the list on all parties of record.
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Appendix

Part 1: CONCISE SUMMARY OF NATURE OF CLAIM:

This is a claim for injuries, loss and damages suffered as a result of the Defendants
negligence in the design, development, testing, research, manufacture, licensing,
labelling, warning, marketing, distribution, and sale of their GLP-1 Semaghdtide Products.

Part 2: THIS CLAIM ARISES FROM THE FOLLOWING:

A personal injury arising out of:
[ ] @ motor vehicle accident
[ ] medical malpractice
[X] another cause

A dispute concerning:
[ ] contaminated sites
[ ] construction defects
[ ] real property (real estate)
[ ] personal property
[X] the provision of goods or services or other general commercial matters
[ ] investment losses
[ ] the lending of money
[ ] an employment relationship
[ ] a will or other issues concerning the probate of an estate
[ ] a matter not listed here

Part 3: THIS CLAIM INVOLVES:

[X] a class action

[ ] maritime law

[ ] aboriginal law

[ ] constitutional law
[ ] conflict of laws

[ ] none of the above
[ ] do not know
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Part 4:

Class Proceedings Act, RSBC 1996, ¢ 50

Food and Drugs Act, RSC, 1985, ¢ F-27

Negligence Act, RSBC 196 ¢ 333

Family Compensation Act, RSBC 1996, ¢ 126

Health Care Costs Recovery Act, SBC, 2008, c 27

Court Jurisdiction and Proceedings Transfer Act, SBC 2003, c 28
Court Rules Act, RSBC 1996, c 80

Supreme Court Civil Rules, BC Reg 168/2009

Court Order Interest Act, RSBC 1996, c 79
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ENDORSEMENT ON ORIGINATING PLEADING OR PETITION FOR SERVICE
OUTSIDE BRITISH COLUMBIA

The Plaintiff, SUZANNE TALBOT, claims the right to serve this pleading on the
Defendants outside British Columbia on the ground that there is a real and substantial
connection between British Columbia and the facts alleged in this proceeding and the
Plaintiff and other Class Members plead and rely upon the CJPTA in respect of these
Defendants. Without limiting the foregoing, a real and substantial connection between
British Columbia and the facts alleged in this proceeding exists pursuant to section 10(f)
to 10(h) of the CJPTA because this proceeding:

() concerns restitutionary obligations that, to a substantial extent, arose in
British Columbia,;

(g)  concerns a tort committed in British Columbia; and

(h)  concerns a business carried on in British Columbia.



