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Proceeding under the Class Proceedings Act, 1992

STATEMENT OF CLAIM
TO THE DEFENDANTS

A

LEGAL PROCEEDING HAS BEEN COMMENCED AGAINST YOU by

plaintiff. The claim

thE

made against you is set out in the following pages.

IF YOU WISH TO DEFEND THIS PROCEEDING, you or an Ontario lawyer acting for
you must prepare a statement of defence in Form l8A prescribed by the Rules of Civil
Procedure, serve it on the plaintiffs lawyer or, where the plaintiff does not have a lawyer, serve
it on the plaintiff, and file it, with proof of service, in this court office, WITHIN TWENTY
DAYS after this statement of claim is served on you, if you are served in Ontario.

If you are served in another province or territory of Canada or in the United States of
America, the period for serving and filing your statement of defence is forty days. If you are
served outside Canada and the United States of America, the period is sixty days.
Instead of serving and filing a statement of defence, you may serve and file a notice of
intent to defend in Form l88 prescribed by the Rules of Civil Procedure. This will entitle you to
ten more days within which to serve and file your statement of defence.

IF YOU FAIL TO DEFEND THIS PROCEEDING, JUDGMENT MAY BE GIVEN
AGAINST YOU IN YOUR ABSENCE AND WITHOUT FURTHER NOTICE TO YOU. IF
YOU WISH TO DEFEND THIS PROCEEDING BUT ARE L]NABLE TO PAY LEGAL FEES,
LEGAL AID MAY BE AVAILABLE TO YOU BY CONTACTING A LOCAL LEGAL AID
OFFICE.

TAKE NOTICE: THIS ACTION WILL AUTOMATICALLY BE DISMISSED if it hAS
not been set down for trial or terminated by any means within five years after the action was
commenced unless otherwise ordered by the court.
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Date

February 22,2016

Issued by

lGri

Dovuling

Local registar

of

80 Dundas Sfeet
Address
court office London, ON N6A 6A3

COOK MEDICAL INCORPORATED NWACOOK MEDICAL, INC.

TO:

400 Daniels Way,

Bloomington,IN
47404

AIIID

TO: COOK INCORPORATED
750 Daniels Way,

Bloomington,IN
47404

AND TO:

COOK GROUP,INC.
750 Daniels Way,
PO BOX 1608

Bloomington,IN
47402

AND

TO:

WILLIAM COOK EUROPE APS
Sandet 6

4632Bieverskov,
Denmark

3CLAIM
I

in
The plaintiff, Arie Kuiper, claims on behalf of himself and others similarly situated
Canada:

(a)

an Order certiffing this proceeding as a class proceeding and appointing him
Representative Plaintiff

for the class, to be funher defined in the motion for

certification;

(b)

a declaration that the Defendants were negligent in the design, development,

testing, research, manufacture, licensing, labelling, warning, marketing,
distribution, and sale of the IVC Filters (as defined in paragraphs 15- 17);

(c)

a declaration that the Defendants are vicariously liable for the acts and omissions

of their officers, directors, agents, employees, and representatives;

(d)

pecuniary and special damages

in the

amount

of

$500,000 for each person

implanted with one of the Defendants' IVC Filters or as aggregated following a

trial on the common issues;

(e)

non-pecuniary damages in an amount to be assessed for each person who was
implanted with one of the Defendants' IVC Filters;

(0

in the alternative to the claim for

damages, an accounting

or other

such

restitutionary remedy disgorging the revenues realized by the Defendants from the
sales of their

IVC Filters;

i
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G)

damages pursuant

to the Family Law Act, RSO 1990, c F.3 s.6l and similar

legislation and common law in other provinces, where applicable, in the amount

of $100,000 for each such plaintiff;

(h)

punitive, aggravated, and exemplary damages in the amount of $20,000,000;

(i)

the costs of distributing all monies received to class members;

0)

prejudgement interest

in the amount of l0%

compounded annually

or as

otherwise awarded by this Honourable Court;

(k)

costs on a substantial indemnity basis, plus applicable tanes; and

(l)

such further and other relief as this Honourable Court may deem just.

NATURE OF THE ACTION

2.

This action involves IVC Filters. An IVC Filter is a medical device that is placed in the
inferior vena cava intended to trap blood clots from passing into the lungs. This action
arises out

of the Defendants' unlawful, negligent, inadequate, improper, unfair,

deceptive practices and misrepresentations related

to, inter alia, their

and

design,

development, testing, research, manufacture, licensing, labelling, waming, marketing,
distribution, and sale of their IVC Filters.

J

The Defendants misrepresented that their IVC Filters are a safe and effective treatment

for blood clots and other thrombolytic events, when in fact this device
Injuries, Conditions, and Complications (as defined in paragraph 28).

causes serious

-54

Moreover, the Defendents specifically marketed their devices as "remarkably easy to
retrieve", when in fact removal of the device is often impossible or requires invasive
surgery.

5

Patients implanted with the Defendants' IVC Filters were misled as to the devices' safety

and efficacy, and as

a result have suffered

serious Injuries, Conditions, &d

Complications.

THE PLAINTIFF

6.

Arie Kuiper ("Mr. Kuiper" or the "Plaintiff') resides in Courtice, Ontario.

7

In August of 2015, Mr. Kuiper was implanted with the Defendants' Cook Celect IVC
Filter

THE DEFENDAI\ITS
8.

The Defendant, Cook Medical Incorporated alUa Cook Medical, [nc., is an Indiana
corporation with its head office located in Bloominglon, Indiana.

9

The Defendant, Cook Incorporated, is an Indiana corporation with its head office located

in Bloomington, Indiana, and is the parent company of the Defendant, Cook Medical
Incorporated.

10.

The Defendant, Cook Group, Inc., is an Indiana corporation with its head office located

in Bloomington, Indiana, and is the parent company of the Defendant, Cook Medical
Incorporated, and the Defendant, Cook Incorporated.

-61l

The Defendant, William Cook Europe ApS, is a Danish entity headquartered in
Bjaeverskov, Denmark. William Cook Europe ApS operates as

a subsidiary of

the

Defendant, Cook Group, Inc.

12.

Hereinafter, each of the above Defendants shall be collectively referred to as "Cook" (the
"Defendants").

t3

The business of each of the Defendants are 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 or subsidiary, IVC Filters in Canada. At all material
times, the Defendants were engaged in the business of designing, manufacturing, testing,
packaging, promoting, marketing, distributing, labelling, and/or selling IVC Filters in

Canada. The development of IVC Filters 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 IVC Filters, and other actions central to

the allegations of this lawsuit, were undertaken by the Defendants in Ontario and
elsewhere.

14.

In bringing this action on behalf of a class of people in Canada who were implanted with

the Defendants' IVC Filters, to be further defined in the motion for certification, the

Plaintiff pleads and relies upon the provisions of the Class Proceedings Act, 1992,5.O.
1992, c.6, the Negligence Act, R.S.O. 1990,
thereunder

, the Food and Drugs,4cr, R.S.C.

c. N-1, as

1985, c.

F

amended and regulations

.27 and regulations thereunder and

-7 the Ontario Family Law Act, RSO 1990, C F.3 and regulations thereunder, and any
analogous provincial legislation.

THE DEFENDAI\ITS' IVC FILTERS

15.

In or about 2002,the Defendants began marketing and selling a product in Canada known
as Cook Gunther

16.

Tulip Vena Cava Mreye Filter Set.

In or about 2}O6,the Defendants began marketing and selling a product in Canada known
as Cook Celect Vena Cava

17.

Filter Set.

In or about 2}l4,the Defendants began marketing and selling a product in Canada known
as Cook Celect Platinum Vena Cava

18.

Filter Set.

The Defendants' products listed in paragraphs 15

- 17 above, are collectively referenced

herein as "IVC Filter(s)".

19.

The Defendants' IVC Filters are medical devices designed to trap blood clots passing
through the inferior vena cava

(*M").

The IVC is a large vein that returns blood from

the lower body to the heart. Under fluoroscopic guidance, the Defendants'

M

Filters are

percutaneously placed (by needle-puncture of the skin) via the jugular or femoral vein.

20.

In certain individuals, for various reasons, blood clots can tavel from vessels in the lower
body, through the vena cava into the lungs. Frequently, such blood clots develop in the
deep leg veins and are referred to "deep vein thrombosis" or "DVT''. Once a blood clot

reaches

the ltrngs, it is considered a "pulmonary emboli" or "PE", a

thromboembolic event that often results

in

death. The Defendants'

M

serious

Filters

are

the
intended to prevent blood clots and DVTs from passing through the IVC and entering
heart and/or lungs.

.82t

Obese patients, surgical patients, individuals who suffer from vascular disease or whom

have experienced strokes, and individuals who suffer from clotting disorders are at
increased risk for developing DVTs or PEs.

22

Many individuals at risk for DVT/PE can use prescription anticoagulants to manage the

risk of developing blood clots. For individuals at risk for DVT/PE who cannot manage
their conditions with medications, physicians may recommend surgically implanting an

IVC Filter to prevent thromboembolic events.
23.

The Defendants' IVC Filters are made of a

cobalt-chromium-nickel alloy

("Conichrome") and are umbrella-shaped with four primary struts for fixation and
second set

a

of eight secondary struts to improve self-centring and clot trapping. The

Defendants specifically advertise the Conichrome construction of the filter as a frame
which "reduces the risk of fracture".

24

The Defendants' IVC Filters are designed to be permanent or optionally retrievable,
meaning that the device may be surgically removed using the tiny hook at the top of the

device. The Defendants specifically advertise their design as "remarkably easy to
retrieve".

25

The Defendants' IVC Filters have been and continue to be marketed to the medical
community, and in tum to patients, as safe, effective, reliable medical devices to prevent,
among other things, recurrent pulmonary embolism via placement in the vena cava.

26

The Defendants have marketed and sold their IVC Filters to the medical community at

large, and

in turn to patients, through

carefully planned, multifaceted marketing

campaigns and strategies. These campaigns and strategies include aggressive marketing

.9to health care providers at medical

conferences, hospitals, and private

offices.

The

Defendants also utilize brochures and websites offering misleading expectations as to the
safety and utility of their IVC Filters.

THE RISKS
27

Contrary to the representations made to the medical community, and ultimately to the
patients themselves, the Defendants knew or ought to have known that their IVC Filters
are defective, and are not properly manufactured to withstand normal, foreseeable, and

intended use. The Defendants' IVC Filters have high failure, injury, and complication
rates,

fail to perform

as intended, have resulted

in deaths, severe and irreversible injtries,

conditions, and have caused damage to the Representative Plaintiff and other putative
class members.

28.

The tnjuries, Conditions, and Complications suffered due to the Defendants' IVC Filters
include but are not limited to:

(a)

device migration, where the IVC Filter migrates from the deployed position to
another part of the IVC, to the heart, or to the pulmonary outflow tract;

(b)

device perforation, where one or more of the Conichrome struts punctures the

wall of the IVC or another vein;

(c)

device fracture, where one or more of the Conichrome struts breaks loose. The
stnrt may travel in the bloodsteam and become lodged in another vein or organ;

(d)

device embolization, where the entire device or fragments of the device enters the
heart or lungs; and

- 10(e)

the inability to retrievable the device. After implantation, the body forms

a

coating around the device called endothelialization making percutaneous removal

of the device difficult or impossible. In such cases, removing the device requires
abdominal surgery to reach the IVC;

collectively referred to herein as the "Injuries, Conditions, and Complications"

29

In August of 2010, the U.S. Food and Drug Administration ("FDA") warned healthcare
professionals about serious complications associated with IVC filters. In May of 2014,

the FDA updated its initial findings and recommended that IVC filters be removed
between 29 and 54 days after implantation. This recommendation followed the findings

of a 2013 study which concluded that "the risks of complications start to outweigh

the

protective benefits of the filter at day 35 post implantation".

30

A2012 study entitled "Perforation of the IVC: rule rather than the exception after longer
indwelling times for Gunther Tulip and Celect Retrievable Filters" reported that 100% of
the Cook Gunther Tulip and Celect filters imaged after
degree of

some

filter perforation of the venal caval wall. The same study reported that tilting of

the device was seen in

3l

7l days of implant caused

40%o

of implanted Gunther Tulip and Celect filters.

A2013 study published in JAMA International found that while most of the IVC filters it
reviewed were designed for retrieval, only 8.5% were successfully removed. "Therefore,
approximately 9l .5o/o of retrievable t-rlters placed in patients at risk for VTE fvenous
thrornboernbolism] became permanent filters."

lt
32.

-

A 2013 study published in the Journal of the American College of Cardiology

reported

that complication rates of retained filters include filter migration or embolization in up to
69Yo

JJ

of cases,

and strut facture and penetration of up to 24Yo

of

cases.

In a retrospective study of all Cook Gunther Tulip Filters and Cook Celect

filters

retrieved between July 2006 and February 2008 in the United States, researchers found

that "unsuccessful retrieval was due to significant endothelialisation and
penetration" and that "hook endothelialisation is the main factor resulting

caval

in failed

retrieval and continues to be a limitation with these filters".

34

The failure of Defendants' IVC Filters is attributable, in part, to the fact that the
Defendants' IVC Filters suffer from a design defect resulting in the inability to withstand
the normal anatomical and physiological loading cycles exerted in vivo.

35

The Defendants' IVC Filters are inherently dangerous and defective, unfit and unsafe for

their intended and reasonably foreseeable uses, and do not meet or perform to

the

expectations of patients and their health care providers.

36.

The Defendants IVC Filters create risks to the health and safety of the patients that are far

more significant than the risks posed by other products and procedures available to treat

the corresponding medical conditions, and which far outweigh the utility of their IVC
Filters.

37

Despite the Defendants' knowledge
caused by their

of the Injuries,

Conditions,

ffid

Complications

IVC Filters, the Defendants have, and continue to, manufacture, market,

and sell their IVC Filters, while failing

to

adequately warn, label, instruct, and

t2disseminate information with regard to their IVC Filters, both prior to and after the
marketing and sale of their IVC Filters.

38

At all

material times, the Defendants, through their servants and agents, failed to

adequately warn physicians and consumers, including the Plaintiff and putative class
members, of the risk

of Injuries, Conditions, and Complications

caused by their IVC

Filters.

39

The Defendants did not provide adequate safety data to Health Canada with respect to
their IVC Filters. The Defendants knew or should have known that their IVC Filters were
unsafe, defective, unreasonably dangerous, and not

40

fit for their intended purposes.

At all material times, the Defendants knew or should have known that the risks of using
their IVC Filters included severe Injuries, Conditions, and Complications.

41.

At all material

times, the Defendants, thnough its servants and agents, negligenfly,

recklessly and/or carelessly marketed, distibuted and/or sold their IVC Filters without
adequate warnings of the products' serious side effects and unreasonably dangerous risks.

THE PLAINTIFF'S EXPERIENCE

42.

The Plaintiff, Mr. Kuiper, was implanted with the Defendants' Cook Celect IVC Filter.

43

In August of 2015, Mr. Kuiper experianced shorffress of breath and attended Oshawa
General Hospital. He was advised that he had blood clots in his lungs and underwent a

procedure

to implant the IVC Filter. He was also placed on

(anticoagulant). He was admitted to the hospital
months.

injectable Fragmin

for approximately three and a half

1344

In October of 2015, while admitted, Mr. Kuiper's physicians attempted to remove the
implanted IVC Filter. This procedure, which was approximately 30 minutes in length and
performed under conscious sedation, was unsuccessful. Mr. Kuiper was discharged from
the hospital with the filter in place and remained on Fragmin.

45

In January of 2016, Mr. Kuiper's physicians performed a second unsuccessful attempt to
remove the implanted IVC Filter. This procedure lasted approximately three and half
hours under conscious sedation. Mr. Kuiper describes the procedure as very painful and
traumatic with multiple unsuccessful attempts that were made to remove the device.

46

Mr. Kuiper is scheduled to undergo a third attempt at removal on February 29,2015, at
Toronto General Hospital.

47.

Mr. Kuiper has been advised by his physicians that it is likely that they will not be able to
remove the IVC Filter.

48

Recently, Mr. Kuiper has experienced dizzy spells. He has been advised by his physicians
that his IVC Filter may be becoming clogged, blocking his blood flow'

49

Prior to and at the time which Mr. Kuiper was implanted with the Defendants' IVC Filter,

he received no or inadequate warnings about the magnitude of risks of developing
Injuries, Conditions, and Complications (as defined herein).

50

Had Mr. Kuiper been aware of the magnitude of risks of developing Injuries, Conditions,
and Complications, he would never have agreed to being implanted with the Defendants'

IVC Filter. But for the Defendants' wrongful conduct, Mr. Kuiper would not
incurred he damages.

have

- 14-'

51.

Mr. Kuiper ard other class members have suffered and continue to suffer damages
including loss of care, guidance, companionship and consortiurn, as well as financial
expenses and special damages due to the wrongful conduct of the Defendants.

CAUSES OF ACTION

52.

The Defendants at all material times owed a duty of care to the Plaintiffto:

(a)

ensure that their

IVC Filters were fit for their intended and/or reasonably

foreseeable use;

(b)

conduct appropriate testing to determine whether and to what extent use of their

IVC Filters posed serious health risks, including the magnitude of risk of
developing Injuries, Conditions, and Complications;

(c)

properly, adequately,

ild

fairly warn the Plaintiff and physicians of

the

magnitude of the risk of developing Injuries, Conditions, and Complications with
use of their

(d)

IVC Filters compared to altemative teatnents;

ensure that physicians were kept

fully and completely wamed and

informed

regarding all risks associated with their IVC Filters;

(e)

monitor, investigate, evaluate and follow up on adverse reactions to the use of
their IVC Filters; and

(0

properly inform Health Canada and other regulatory agencies
associated with their IVC Filters.

53.

The Defendants negligently breached their duty of care.

of all

risks

54.

15 -

The Plaintiff states that his damages were caused by the negligence of the Defendants.
Such negligence includes but is not limited to the following:

(a)

the Defendants failed to ensure that their IVC Filters were not dangerous to
recipients during the course of their use and that they were

fit for their intended

purpose and of merchantable quality;

(b)

the Defendants failed to adequately test their IVC Filters 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;

(c)

the Defendants failed to provide Health Canada complete and

accurate

information with respect to their IVC Filters as it became available;

(d)

the Defendants failed to conduct any or any adequate follow-up studies on the
efficacy and safety of their IVC Filters;

(e)

the Defendants failed to conduct any or any adequate long-term studies of the
risks of their IVC Filters;

(0

the Defendants failed to provide the Plaintiff, his physicians and Health Canada

with proper, adequate, and/or fair warning of the risks associated with use of their

IVC Filters, including but not limited to risk of Injuries, Conditions,

and

Complications;

(g)

the Defendants failed to warn the Plaintiff, his physicians and Health Canada
about the need for comprehensive regular medical monitoring to ensure the early
discovery of side effects related to using their IVC Filters;

-16-

(h)

the Defendants failed to warn or adequately warn the Plaintiff or his physicians
that in the event of failure, injury, or complications, it may be impossible to easily
and safely remove the Defendants'

(i)

IVC Filters, or to remove them at all;

the Defendants failed to design and establish a safe, effective procedure for
removal of their IVC Filters;

0)

the Defendants failed to adequately monitor, evaluate and act upon reports of
adverse reactions to their IVC Filters in Canada and elsewhere;

(k)

the Defendants failed to provide any or any adequate updated and/or current
information to the Plaintiff, physicians and/or Health Canada respecting the risks
of their IVC Filters as such information became available from time to time;

(l)

the Defendants have consistently underreported and withheld information about
the propensity of their IVC Filters to fail and cause Injuries, Conditions, and
Complications, and have misrepresented the efficacy and safety of their IVC
Filters through various means and media, misleading Health canada, the medical
community, patients, and the public at large;

(m)

the Defendants failed to provide adequate warnings of the risks associated with
their IVC Filters, including the risk of Injuries, Conditions, and Complications in

all persons receiving their IVC Filters on the patient information pamphlets in
Canada;

(n)

the Defendants, after noticing problems with their IVC Filters, failed to issue
adequate wamings, timely recall their

otherwise act properly and

IVC Filters, publicize the problems

in a timely manner to alert the public,

and

including

-17 adequately warning the Plaintiff and his physicians of their IVC Filters inherent

dangers, including but not limited

to the danger of Injuries, Conditions, and

Complications;

(o)

the Defendants failed to establish any adequate procedures to educate their sales
representatives and physicians respecting the risks associated

with their IVC

Filters;

(p)

the Defendants represented that their IVC Filters 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;

(q) the Defendants misrepresented the state of research,
literature pertaining

opinion and medical

to the purported benefits of their IVC Filters and their

associated risks, including the risk of Injuries, Conditions, and Complications;

(r)

the misrepresentations made by the Defendants were unreasonable in the face of
the risks that were known or ought to have been known by the Defendants;

(s)

the Defendants failed to timely cease the manufacture, marketing

and/or

distribution of their IVC Filters when they knew or ought to have known that their

IVC Filters caused Injuries, Conditions, and Complications;

(t)

the Defendants failed to conform with applicable disclosure and reporting
requirements pursuant to the Food and Drugs Act and its associated regulations;

(u)

the Defendants failed to properly supervise their employees, subsidiaries and
affi liated corporations

;

-18(v)

the Defendants breached other duties of care to the Plaintiff and putative class
members, details of which breaches are known only to the Defendants; and

(w) 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.

55

The Defendants' IVC Filters were defective because they are unreasonably dangerous,
beyond the dangers which could reasonably have been contemplated by the Plaintiff,
putative class members, or their physicians. Any benefit from using the Defendants' IVC
Filters was outweighed by the serious and undisclosed risks of their use when used as the
Defendants intended. There are no individuals for whom the benefits of the Defendants'

IVC Filters outweigh the risks, given that there are many alternative products and
procedures that are at least as efficacious as the Defendants' IVC Filters and carry far less

and/or less serious risks than the IVC Filters.

56.

The risks associated with use
Conditions, and Complications

of the Defendants' IVC

Filters, including Injuries,

in all persons receiving their IVC Filters, were in

the

exclusive knowledge and control of the Defendants. The extent of the risks were not
known to, and could not have been known by, the Plaintiff. The Plaintifls injuries would
not have occurred but for the negligence of the Defendants in failing to ensure that their

IVC Filters were safe for use or, in the alternative, for failing to provide an adequate
warning of the risks associated with using their IVC Filters to the Plaintiff and putative
class members, and to their physicians.

i

- 19DAMAGES
57.

The Plaintiffs and other putative class members' injuries and damages were caused by
the negligence of the Defendants, their seryants and agents.

58.

As a result of the Defendants' negligence, the Plaintiff has suffered and continues to
experience serious personal injuries and harm with resultant pain and suffering.

59.

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.

60

Some

of the expenses related to the medical

members have undergone, and

treatment that the Plaintiff and class

will continue to undergo, have been borne by the various

provincial health insurers.

61.

The Plaintiff claims punitive, aggravated and exemplary damages for the reckless and
unlawful conduct of the Defendants.

SERVICE OUTSIDE OF ONTARIO
62.

The Plaintiff pleads and relies on section 17.02 (g), (h), and (p) of the Rules of Civil
Procedure, allowing for service ex

juris of the foreign defendants. Specifically, this

originating process may be served without court order outside Ontario in that the claim is:

(a)

in respect of a tort committed in Ontario (rule 17.02(g));

(b)

against a person carrying on business in Ontario (rule 17.02(p)).

i'
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PLACE OF TRIAL

63.

The Plaintiffproposes that this action be tried in London, Ontario.

February 22,2016
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