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ONTARIO
SUPERIOR COURT OF JUSTICE

BETWEEN
AHMAD SERHAN and BEVERLEY GAGNON

Plaintiffs

and

JOHNSON & JOHNSON,
LIFESCAN CANADA LTD. and LIFESCAN, INC.

Defendants

Proceeding under the Class Proceedings Act, 1992

ANENDET)
STATEMENT OF CLAIM

TO THE DEFENDANT(S)

A LEGAL PROCEEDING HAS BEEN COMMENCED AGAINST
YOU by the plaintiff(s). The claim made against you is set out in the following pages.

IF YOU WISH TO DEFEND THIS PROCEEDING, you or an Ontario
lawyer acting for you must prepare a statement of defence in Form 18A prescribed by
the Rules of Civil Procedure, serve it on the plaintiff(s) lawyer(s) or, where the
plaintiff(s) do(es) not have a lawyer, serve it on the plaintiff(s), 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 Americg, the
period is sixty days.

Instead of serving and filing a statement of defence, you may serve and
file a notice of intent to defend in Form 18B prescribed by the Rules of Civil Procedure.
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This will entitle you to ten more days within which to serve and file your statement of
defence.

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

Date: Issued by:
AUG — 9y
> om Address of Court

245 Windsor Avenue
Windsor ON N9A 1J2

TO:

JOHNSON & JOHNSON

One Johnson & Johnson Plaza

New Brunswick, New Jersey

08933-7001

AND TO:

LIFESCAN CANADA LTD.

234-4170 Still Creek Drive
Burnaby, British Columbia
V5C 6C6

AND TO:
LIFESCAN, INC.
1000 Gibraltar Drive
Milpitas, California
95035



CLAIM

DEFINED TERMS

1.
meanings:
(a)
(b)

(c)

(d)

(e}

®

()

(h)

@

)

The following terms used throughout this pleading have the following

“Ace” means the Class Proceedings Act, 1992, 5.0. 1992, c. 6;

“Associated Paraphernalia” means the SureStep lancets and control
solution sold by the Defendants for use in conjunction with the SureStep

Meter and Strips,

“Class” means:

(i) all persons in Ontario and elsewhere in Canada, except British
Columbia and Quebec, who used a SureStep Meter on or after
February 1, 1996; and

(ii) all persons in Ontario and elsewhere in Canada, except British
Columbia and Quebec, who used a Strip on or after February 1,

1996;

“Competition Act” means the Competition Act, R.S.C., 1985, c¢. C-34, as
amended and all regulations thereunder;

“Defendants” means, collectively, LifeScan, LifeScan Canada and
Johnson & Johnson;

“Er-1 Defect” means the software error in the SureStep Meter, as
described in paragraph 39;

“FDA” means the U.S. Federal Drug Administration;

“Food and Drugs Act” means the Food and Drugs Act, R.S.C. 1985, ¢.
F-27, as amended and all regulations thereunder, including the Medical

Devices Regulations;

“Food, Drug and Cosmetic Act” means the Food, Drug and Cosmetic
Act, 21 US.C., as amended, and all regulations thereunder;

“Gagnon” means the plaintiff, Beverley Gagnon,;



(k)  “LifeScan” means LifeScan, Inc.;

D “LifeScan Canada” means LifeScan Canada Ltd.;

(m) “MDR” means the Medical Device Report to the FDA;

(n) “Partial Strip Insertion Defect” means the mismatch between the size
of the holes in the Strip holder and the size of the holes in the Strip as
described in paragraph 41;

(o) “Representation” means the representation made by the Defendants
expressly and impliedly that the SureStep Meter and the Strips were
each fit to measure blood glucose levels and free from known defects;

(p) “Serhan” means the plaintiff, Ahmad Serhan;

(@)  “Strip” means a SureStep test strip manufactured before March 1, 1998
and distributed on or after February 1, 1996; and

() “SureStep Meter” means a SureStep blood glucose meter manufactured
before August 1, 1997, bearing a serial number the first five digits of
which were in the series L6000 to L7205 or a serial number in the series
1.7206-GA-00001 to 1.7206-GA-01128.

RELIEF CLAIMED
2. SERHAN AND GAGNON CLAIM on their own behalf and on behalf of
the Class:

(a) an order pursuant to the Act certifying this proceeding as a class
proceeding and appointing them as representative plaintiffs;

(b) a declaration that the Defendants owed a duty of care to the plaintiffs and
1o the other Class members;

(c) a declaration that the Defendants were negligent in the design,
development, testing, manufacturing, licensing, assembly, distribution,
marketing and sale of the SureStep Meter and Strips and are liable for
damages;

(d) a declaration that the Defendants made the Representation negligently or

fraudulently, knowing it was false and misleading, or recklessly, caring



)

(g)

(h)

(@)

)

(k)

M

(m)

()
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not whether it was true or false, intending the Class members to rely upen
the Representation and they did so to their detriment and that the
Defendants are thereby liable for the damages which resulted;

a declaration that the Representation made by the Defendants to the
public for the purpose of promoting and selling a product breached
s. 52(1) of the Competition Act and that the Defendants are thereby liable

for damages pursuant to s. 36 of the Competition Act;

a declaration that the Defendants’ officers, directors, servants, agents and
employees conspired among themselves and with others, as hereinafter
particularized and that, as a result, the Defendants are liable in damages;

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

a declaration that the Defendants hold all of the revenue generated from
the sale of the SureStep Meter and Strips and Associated Paraphernalia in
a constructive trust for the benefit of the plaintiffs and the other Class

members;

an accounting and an order requiring disgorgement of all revenue derived
by the Defendants from the sale of the SureStep Meter, Strips and
Associated Paraphernalia;

special damages, general damages and punitive damages, including the
costs of administering the plan of distribution of the recovery in this
action, in the sum of $500,000,000 or such further sum as this
Honourable Court may find appropriate;

a reference or such other directions as may be necessary to determine
1ssues not determined at the trial of the common issues;

prejudgment and postjudgment interest pursuant to the Courts of Justice
Act, R.8.0. 1990, ¢. C-43,s. 128 and 129;

costs of this action pursuant to the Act and to s. 36 of the Competition Act
as between a solicitor and his own client, including applicable taxes; and

such further and other relief as to this Honourable Court seems just.



THE NATURE OF THIS ACTION

3. The Defendants designed and marketed the SureStep Meter and Strips to

be used by diabetics, and specifically the testing challenged users, to accurately monttor

their blood glucose levels at home._The Defendants marketed the SureStep Meter and

Strips through a distribution network, including pharmacies and hospitals.

4. This action concerns the design, development, testing, manufacturing,
licensing, assembly, distribution, marketing and sale of the SureStep Meter and Strips,
and the failure of the Defendants to report significant defects in the SureStep Meter and

Strips to regulatory authorities and to disclose defects known to them to the public.

5. Before marketing the SureStep Meter in February 1996, the Defendants
knew that it was materially defective in that a software error in the SureStep Meter
caused it to give an “Er-1" or error message instead of a “HI” (high) message when a
user’s blood glucose level exceeded 500 millimeles-milligrams per decilitre

(“mmolAmg/dL")-or 26-milligramsper-decilitre (“mg/dE"). So, too, the Defendants

knew, before marketing the Strips in February 1996, that they were materially defective

because a design defect in the Strips generated false low glucose level readings when a

Strip was not fully inserted into the SureStep Meter.

6. In the development stage of the SureStep Meter and the Strips, before
obtaining regulatory approval and for at least one-and-a-half years after bringing the

SureStep Meter and Strips to market, the Defendants intentionally chose not to rectify
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the defects. In late July 1997, LifeScan corrected the software defect in the SureStep
Meter. Later in 1997, LifeScan also corrected the design flaw that caused the defect in
the Strips, but it did not start to manufacture the redesigned Strips until March 1998,

The Defendants recalled the SureStep Meters in June 1998 but did not recall the Strips.

7. The Defendants made the Representation that the SureStep Meter and
Strips were each fit to measure blood glucose levels and free from known defects. They
made this Representation to the FDA and to Health Canada in order to obtain regulatory
approval for the SureStep Meter and Strips. They made this Representation knowing it
to be false and misieading in a material respect. Having made this Representation to the
FDA and Health Canada, the Defendants continued to make it thronghout at least 1996,

1997 and 1998 to keep the SureStep Meter and Strips in the marketplace.

8. The Defendants also made the Representation to the plaintiffs and to the
other Class members. The Defendants intended to have the Class members rely on the

Representation, and the Class members did so to their detriment.

9. Because of the defects present in the SureStep Meter and Strips, their use
in measuring diabetics’ blood glucose levels could produce grossly inaccurate results.
The plaintiffs plead that the SureStep Meter and Strips were dangerously defective

devices which could cause personal injury, even death,



THE PLAINTIFFS

10. Serhan is a 53-year-old father of six who resides in the City of Windsor.
He is a diabetic. Between October 1997 and 1998 or 1999, he used a SureStep Meter
bearing serial number L7111-GA-00871. He also used Strips and Associated

Paraphernalia since October 1997.

11. Serhan used the SureStep Meter and Strips to check his blood glucose
levels twice daily. By his conduct alone he relied upon the Representation. On at least
one occasion, Serhan obtained an Er-1 message when he knew his blood glucose Jevel
was high. On many other occasions he obtained low glucose readings at least some of
which he later determined to be false on the basis of accurate testing at his physician’s
office. As aresult of the Er-1 messages and low glucose readings, Serhan had to retest,
meaning that he had to use additional Strips and Associated Paraphernalia and that he
had to repuncture a finger with a lancet to draw additional blood samples, a process

which, each time, caused him pain and suffering.

12. Gagnon is 61 and resides in the City of Windsor. She is a diabetic. She
began using Strips as well as Associated Paraphernalia in or about 1998. Gagnon used
the Strips to check her blood glucose levels twice daily. By her conduct, she too relied
upon the Representation. Gagnon experienced false low glucose readings. As a result
of these readings, she had to retest, meaning that she had to use additional Strips and

Associated Paraphernalia and that she had to repuncture a finger with a lancet to draw

additional blood samples, a process which, each time, caused her pain and suffering.



THE DEFENDANTS

13, LifeScan Canada was incorporated under the laws of the Province of
British Columbia on November 19, 1982 and has its head office in Burnaby, British
Columbia. It is a wholly-owned subsidiary of LifeScan. At all material times, LifeScan

Canada advertised, marketed and distributed the SureStep Meter and Strips in Ontario

and elsewhere in Canada.

14. LifeScan is incorporated under the laws of the State of California.
LifeScan’s headquarters and manufacturing facilities are located in Milpitas, California.
It is a wholly-owned subsidiary of Johnson & Johnson. At all material times, LifeScan
designed, developed, tested, manufactured, licensed, assembled, distributed, marketed

and sold the SureStep Meter and Strips in Ontario and elsewhere in Canada.

15. Johnson & Johnson is a corporation organized under the laws of New
Jersey, with its headquarters located at One Johnson & Johnson Plaza in New
Brunswick, New Jersey. Johnson & Johnson took over LifeScan in 1986 and, since

then, has operated it as a wholly-owned subsidiary.

16. Johnson & Johnson and LifeScan are the leading manufacturers of blood
glucose monitors in North America. LifeScan is one of Johnson & Johnson’s most

profitable businesses. It generates over $1 billion US in revenue a year. In 1998,
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Johnson & Johnson recorded global sales of $23.7 billion US and net earnings of $3.7

billion US.

i7. At all material times, each of the Defendants was the agent of the others

and each is vicariously responsible for the acts and omissions of the others as

particularized herein.

CORPORATE ORGANIZATION OF THE JOHNSON & JOHNSON FAMILY OF COMPANIES

18. Johnson & Johnson is a conglomerate consisting of almost 200 operating
companies manufacturing health products for distribution throughout the world,
including Ontario and the rest of Canada. Johnson & Johnson owns, in whole or in part,
all of the operating companies and exercises effective and actual control and

management of their businesses, including the businesses of LifeScan and LifeScan

Canada.

19. Johnson & Johnson is a household name in Ontario and the rest of
Canada in the area of health care and related products. Products manufactured by
Johnson & Johnson and/or its subsidiaries are sold in Ontario and elsewhere in Canada.
Consumers in Ontario purchase products associated with the name Johnson & Johnson

because Johnson & Johnson has substantial brand-name recognition in Ontario and

elsewhere in Canada.
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20. Johnson & Johnson has subsidiaries in Ontario, including DePuy Canada
Ltd., Mississauga; Janssen-Ortho Inc., North York; McNeil Consumer Products, Guelph;
and Ortho-Chemical Diagnostics, Mississauga. Johnson & Johnson receives dividend

income from Ontario, owns patents for products sold in Ontario, and advertises in

Ontario.

21, Johnson & Johnson is organized in such a way that the Defendants
function as an ongoing, organized and continuing business unit sharing common

purposes and objectives.

22. Since its takeover of LifeScan in 1986, Johnson & Johnson has operated
LifeScan as if it were not a separate corporation but rather as if it were functionally part
of Johnson & Johnson. Johnson & Johnson has directly controlled the day-to-day
operations of LifeScan through the direction of its Executive Committee and its
Professional Group Operating Committee (the “Professional Group”). The Executive
Committee is the principal management group of Johnson & Johnson. The Professional
Group is comprised of managers who represent, oversee, direct, manage and coordinate
key operations within the professional segment of Johnson & Johnson’s business
including the businesses of LifeScan and LifeScan Canada. The professional segment

includes medical equipment and devices, including LifeScan’s blood glucose monitoring

systems.

23. The president of LifeScan Canada reports directly to the management of

LifeScan. In turn, the president of LifeScan reports directly to the Chairman of the
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Professional Group who is employed by Johnson & Johnson and who sits on the
Executive Committee. As a result of this relationship, LifeScan reported to and took

direction from Johnson & Johnson on all matters relating to the SureStep Meter and

Strips.

24, At all material times, LifeScan Canada, LifeScan and Johnson & Johnson
shared the common purpose of designing, developing, testing, manufacturing, licensing,

assembling, distributing, marketing and selling blood glucose monitoring systems for

profit._In particular:

(a) Johnson & Johnson provided executive services to its co-Defendants such
as a preferred rate mortpage program and relocation services;

(b} a representative from the Johnson & Johnson law department met with
the FDA with respect to interpretation of MDR repulations. among other

matters:

(c) Johnson & Johnson’s corporate counsel was copied on LifeScan
correspondence with the FDA;

(d) Johnson & Johnson’s regulatory Jawyers were involved in deciding
whether MDR’s should be filed and in deciding not to file MDRSs relating

to the SureStep Meter and Strips;

(e) Johnson & Johnson established a council of research directors of its
companies which met at least once a vear; and

(H) Johnson & Johnson’s legal department reviewed all labeling changes and
were involved in advertising approval for LifeScan products.

25. LifeScan Canada, LifeScan and Johnson & Johnson also shared the
common purpose of concealing the defects of the SureStep Meter and Strips from both
regulatory authorities and Class members. Pursuant to the organizational structure

described above, employees of LifeScan Canada reported the defects in the SureStep
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Meter and Strips to LifeScan, and employees of LifeScan reported the defects to

Johnson & Johnson, which directed, acquiesced in and approved LifeScan’s decision to

conceal the defects, to refrain from correcting the defects in a timely manner and to

make the Representation._For example. Johnson & Johnson’s corporate attorney and a

member of its repulatory staff participated in LifeScan’s regulatory action committee

meetings held in July and October of 1997 when, on both occasions. a decision was

made not to initiate a voluntary recall of the SureStep Meter.

26.

Johnson & Johnson, therefore, is liable for the acts and omissions of its

subsidiaries, LifeScan and LifeScan Canada, because:

(a)
(b)

(c)

(d)
(e)

6]

27.

it operated itself, LifeScan and LifeScan Canada as a single entity;

it prepared its financial statements on a consolidated basis and reported
profits from the sale of the SureStep Meter and Strips;

it associated its name with the SureStep Meter and Strips on all
packaging and in all promotional material;

it owns the SureStep trademark;

it controlled, through the Professional Group and Executive Committee,
the day-to-day operations of LifeScan and LifeScan Canada;

the employees, officers and directors of LifeScan Canada and LifeScan
reported consumer complaints and the defects with the SureStep Meter
and Strips to Johnson & Johnson and looked to Johnson & Johnson to
give them directions and Johnson & Johnson gave them directions to
make the Representation; and

it conspired with LifeScan and LifeScan Canada as particularized herein.

LifeScan is liable for the acts and omissions of its subsidiary, LifeScan

Canada, because:

(a)

LifeScan Canada’s president reported directly to LifeScan management;
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(b) LifeScan Canada’s employees, officers and directors reported Canadian
consumer complaints and defects with the SureStep Meter and Strips to

LifeScan;

(c) LifeScan owns the patent rights to various material elements of the
SureStep Meter and Strips; and

(d) it conspired with LifeScan Canada and Johnson & Johnson to market the
SureStep Meter and Strips and to make the Representation.

DIABETES-THE DISEASE AND ITS MANAGEMENT
28. Diabetes is the seventh leading cause of death in Canada.

29. According to the Canadian Diabetes Association, approximately
2,000,000 Canadians are afflicted with the disease. Although the elderly comprise the
largest proportion of the diabetic population, approximately 10% of diabetics are

children and adolescents and that number is growing.

30. Diabetes is a chronic disorder in which the body fails to keep blood

sugar, glucose, at normal levels because the body lacks the hormone insulin or because it
is unable to use it correctly. The build-up of glucose in the biood produces diabetes. As
glucose levels rise, so too do the immediate dangers of hyperglycemia, high blood sugar,

and ketoacidosis, a build-up of ketones in blood that can lead to diabetic coma, even

sudden death.
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31. Over the long term, consistently high glucose levels can harm many

organs and cause hypertension, blood vessel disorders, cardiovascular disease, blindness,

kidney failure, and death.

32. Diabetes has no cure. So frequent self-monitoring of glucose levels and
tight glucose control are essential to the management of the disease and to the lessening
of its attendant health risks. By tracking their glucose levels throughout the day,
diabetics know when to give themselves insulin and in what amounts. They rely
heavily, therefore, on home glucose monitors for the effective management of their
disease and the avoidance of potentially life threatening diabetes-related health

complications. The consequences to diabetics of inaccurate blood glucose level readings

can be lethal.
HOME GLUCOSE MONITORS

33. Before the invention of blood glucose meters, diabetics tested their blood
glucose levels by taking urine samples and wetting strips of chemically treated paper.

The method was not only inconvenient, but it also produced inconsistent, inaccurate

results.

34. With the introduction of glucose meters, however, self-monitoring was
revolutionized. Using a lancet, diabetics draw a drop of blood and apply itto a
chemically treated melinex test strip. The diabetic then inserts the test strip into the

meter, which displays the glucose level reading on a liquid crystal display. The glucose
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levels can be measured either in millimoles per liter (mmol/L) or in milligrams per

deciliter (mg/dL) units of measurement.

35. LifeScan pioneered a new era of blood glucose monitoring with the
introduction of technology that eliminated the need to wipe blood on a strip and to time
the procedure. LifeScan is a world leader in blood glucose monitoring and marketed

itself as the brand most recommended by doctors, hospitals and diabetic counsellors.

36. In February 1996, the Defendants launched the SureStep Meter and Strips
in Canada. The Defendants participated in the preparation, approval and dissemination
of the regulatory submissions, product packaging, promotional and advertising material,
all of which contained the Representation that the SureStep Meter and Strips were each

fit to measure blood glucose levels and free from known defects.

37. The Defendants designed, developed, tested, manufactured, licensed,
assembled, distributed, marketed and sold millions of test Strips and hundreds of
thousands of SureStep Meters under or in conjunction with:

(a) the name “SureStep”;
(b) the name “LifeScan, a Johnson & Johnson company”; and
(c) the trademark SureStep which is owned by Johnson & Johnson.

THE DEFECTS IN THE SURESTEP METER AND STRIPS

38. From their inception, the SureStep Meter and Strips were materially

defective.
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39. The defect in the SureStep Meter involved a software error that caused an
incorrect “Er-17 error message, instead of a “HI” high message, to appear on the

SureStep Meter when the user’s blood glucose level:

(a) was between 500 and 600 mg/d]. with a low hematocrit;

(b) was over 600 mo/dL regardless of hematocrit; and

() was over 400 mg/dL and the Strip was inserted more than 90 seconds
after the application of blood to the Strip. The labeling stated that the
user had up to 2 minutes to insert the Strp.

According to the owner’s manual, an “Er-17” reading signified an improper sample
application but not a high glucose level. A person with blood glucose levels in the range
of 500 mg/dL or higher is in a severe hyperglycemic state, and requires immediate

lowering of glucose levels. Failing such corrective action, users are at risk of-diabetie

coma;renal-failure andtoxieshoek diabetic ketoacidosis or hyperglycemic-

hyperosmoler non-ketosis. The risk of death from the former is 5-10% and from the

latter is 16-60%.,

40. Approximately 296;680-300.000 SureStep Meters with the Er-1 Defect

were manufactured and distributed by the Defendants in the U.S., Canada and

elsewhere.

41. The defect in the Strips was the result of a design flaw, namely, a
mismatch between the size of the holes in the Strip holder and the size of the holes in the
Strip. The defect manifested itself when a Strip was not fully inserted into the SureStep

Meter. According to the owner’s manual, the SureStep Meter is supposed to warn the
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user when he or she has not completely inserted the test Strip. The warning is necessary
because diabetics, particularly the elderly, ofien suffer afflictions—shaky hands, blurred
vision, or some other physical impairment—which make it difficult for them to insert
the Strip fully. In fact, the SureStep Meter and Strips issued no such warning. Instead,
when a Strip was partially inserted, the SureStep Meter merely displayed a false low

glucose level. a reading which could be as low as 20% of the “true” value at high

glucose levels. The Partial Strip Insertion Defect was potentially dangerous to users
because it meant that a diabetic with high glucose levels would be unaware, having

received a false low glucose reading, that corrective action should be taken immediately,

and might even be led to increase his or her glucose levels.

42. Prior to the launch of the SureStep Meter, research and development

scientists at LifeScan suggested that the Partial Strip Insertion Defect could be fixed by

retooling the SureStep Meter. This fix was never implemented because the time needed

to fix the problem would delay the launch of the product. Before March 1998, the

Defendants manufactured millions of Strips with the Partial Strip Insertion Defect and

distributed them throughout the U.S., Canada and elsewhere.

43. As early as 1993, the Defendants knew about the Er-1 Defect, and as

early as May, 1994 they knew about the Partial Strip Insertion Defect. forat

leastTherefore. the Defendants knew about the defects several-years before they

marketed the SureStep Meter and Strips and certainly before they applied to the FDA
and to Health Canada for medical device approval. The Defendants knew that both

defects could result in serious injury and death. LifeScan’s own employees warned
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management that incorrect readings had “the potential to create a life-threatening

failure:” and could potentially lead to an FDA-directed Class I recall of the SureStep

product. Despite this knowledge and for purely economic reasons, the Defendants
rejected the option of delaying introduction of the SureStep Meter and Strips._Had these

defects been disclosed. the SureStep Meter and Strips could not and would not have

been marketed.

44, Internal clinical tests by LifeScan in 1997 confirmed the existence of the
Er-1 Defect and the Partial Strip Insertion Defect in the SureStep Meter and Strips. The
Defendants failed to warn consumers and failed to report the defects to the FDA and to
Health Canada in accordance with their statutory obligations. The Defendants rejected
the option of recalling the defective SureStep Meters and Strips. Throughout, the

Defendants were motivated solely by economic self-interest.

THE GUILTY PLEAS

45. On April 2, 1998, forty U.S. Federal agents raided and seized records
from LifeScan’s headquarters in Milpitas, California. Thereafter, for 2.5 years, the
FDA, the Federal Bureau of Investigation, the Department of Health and Human
Services, the Department of Justice and other U.S. Federal agencies investigated

LifeScan.

46, On December 15, 2000, the U.S. government and LifeScan entered into a

settlement agreement. LifeScan pleaded guilty to a number of criminal or quasi-criminal
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or reguiatory charges, including failure and refusal to furnish appropriate notifications

and information to the FDA, and to the introduction into interstate commerce of a

misbranded medical device. Pursuant to the settlement, LifeScan agreed, among other

things, to pay $60 million US in criminal and civil fines for selling the defective

SureStep Meter and Strips and for submitting false information about the defects to the

FDA.

47.

On December 15, 2000, LifeScan signed a plea agreement. Under the

plea agreement, LifeScan admitted the following facts to be true:

(a)

(b)

(c)

C

(e)

In or about 1993, it learned that its SureStep Meter and Strips were
defective because the Meter sometimes displayed an “Er-1” message
instead of a “HI” message if the user’s blood glucose level exceeded 500
mg/dL and because partially inserted Strips would produce inaccurate

low blood glucose readings;

On or about May 23, 1994, LifeScan submitted an application to the FDA
for approval to market the SureStep Meter and Strips to the public, In
this application, LifeScan submitted labeling and supporting material that
stated the SureStep Meter would display a “HI” message when blood
glucose levels were above 500 mg/dL. The materials did not disclose that
the SureStep Meter could generate an “Er-1" message at high glucose
levels or false low readings if the Strips were not fully inserted;

At the time that LifeScan began marketing the SureStep Meter and Strips
in Canada in February 1996, it did not disclose the Er-1 Defect or the
Partial Strip Insertion Defect to consumers in any of its packaging,
labeling, manuals, advertisements or other material;

In or about February 1997, LifeScan’s Japanese affiliate notified
LifeScan that consumers in Japan were receiving “Er-1"" messages instead
of “HI” messages at high blood glucose levels. LifeScan informed its
Japanese affiliate that it did not consider this problem to constitute a
health risk and would not recall the SureStep Meters;

It was not until late July 1997 that LifeScan corrected the Er-1 Defect in
all SureStep Meters manufactured after July 27, 1997. It was not until
November 1997 that LifeScan began to include an explanatory insert in
Strip packages which advised users that an “Er-1” message could
indicate blood glucose levels exceeding 500 mg/dL. Consumers would
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(g)

(h)

)

)

48.
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.

not have received this notice unti] they bought new Strips, and merchants
continued selling old inventories of Strips as LifeScan intended;

LifeScan did not recall the defective SureStep Meters until June 1998;

LifeScan addressed the Partial Strip Insertion Defect in late 1997 by
redesigning the Strips. The corrected strips were manufactured in March
1998 and thereafter, but LifeScan chose not to recall any of the older
version of Strips and did not notify the FDA or consumers that
incomplete strip insertion could generate false low readings;

During 1996, 1997 and 1998, LifeScan received over 2,000 complaints of
inaccurate low readings by its SureStep Meters, some of which were
attributable to partial strip insertion, and over 700 complaints regarding
“Er-1” readings, some of which were attributable to high blood glucose.
LifeScan failed to report these complaints fully, truthfully and/or
accurately to the FDA and dishonestly attributed failures of the SureStep
Meter and Strips to users themselves who had suffered serious injury;

LifeScan failed to file MDRs when it should have and knowingly
submitted false, incomplete and/or misleading information in the reports

it did file; and

In May 1997, LifeScan’s Director of Clinical Evaluations, a medical
doctor, reviewed several consumer complaints received by LifeScan and
advised his employer that the SureStep Meters should be immediately
recalled because they posed an unacceptable risk of harm to the public.
LifeScan rejected the Director’s recommendation.

The plaintiffs plead that as a result of the admissions of LifeScan

documented in the December 15, 2000 plea agreement, the Defendants are estopped in

this action from challenging any of the facts admitted therein.

LIFESCAN CANADA’S ACTIONABLE CONDUCT

49,

LifeScan Canada knew that the design of the SureStep Meter and Strips

was flawed before it applied for a Medical Device Licence from Health Canada. Before

it introduced the SureStep Meter and Strips to Canada in February 1996, LifeScan
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Canada knew of both the Er-1 Defect and Partial Strip Insertion Defect but chose
nevertheless 1o market and sell the SureStep Meter and Strips rather than delay their

introduction in Ontario and elsewhere in Canada.

50. The Defendants marketed the SureStep Meter and Strips from their

inception to the testing challenged users. namely. to children, to the elderly and to first-

time users of blood glucose monitors.

51. Between 1996 and June 1998, LifeScan Canada received complaints from
Canadian consumers about the Er-1 Defect and the Partial Strip Insertion Defect. In
breach of its statutory obligations, LifeScan Canada failed to report these complaints to
Health Canada. LifeScan Canada did not remedy the defects, or recall the SureStep

Meter and Strips or warn Canadian consumers about the defects.

THE SALE AND RECALL OF THE SURESTEP METER AND STRIPS

52. The Defendants sold, delivered or caused to be delivered a SureStep

Meter to the plaintiffs and to every other Class member in Ontario and elsewhere in

Canada.

53. The Defendants sold Strips to the plaintiffs and to every other Class

member in Ontario and elsewhere in Canada.
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54. In or about June 1998, under the guise of a product replacement program,
the Defendants initiated a North America-wide recall of the SureStep Meter because of

the Er-1 Defect, thereby, by conduct, admitting that the SureStep Meters were defective.

55. This recall of the SureStep Meter was misleading because some diabetics,

wholesalers and distributors did not realize that the product replacement was for a

serious malfunction.

56. The FDA properly classified the recall of the SureStep Meters as Class I,
the most serious and urgent type of recall, for situations in which there is a reasonable

probability that the use of the product will cause serious, adverse health consequences or

death.

57. In the December 15, 2000 plea agreement, LifeScan admitted that the

Strips manufactured before March 1998 were defective, yet it did not recall them.

THE CONSPIRACY

58. During the period from on or about January 1, 1993 to on or about June
30, 1998, at Burnaby, British Columbia; New Brunswick, New Jersey, Milpitas,
California and elsewhere, the Defendants by their directors, officers, servants and
agents, wrongfully, unlawfully, maliciously and lacking bona fides, conspired and

agreed together, the one with the other and with persons unknown to:



(a)

(b)

(c)

(d)

(e)
®
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(b)

(i)

0

(k)

(D
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submit false, inaccurate and misleading information to Health Canada for
the purpose of obtaining a Medical Device License in respect of the
SureStep Meter and Strips;

conceal the defects of the SureStep Meter and Strips, namely the Er-1
Defect and the Partial Strip Insertion Defect from the FDA, Health

Canada and Class members;

mislead Class members and others about the features, efficacy, safety and
accuracy of the SureStep Meter and Strips;

make the Representation to Class members and others that the SureStep
Meter and Strips were each fit to measure blood glucose levels and free
from known defects with the intent of inducing them to purchase, use and
rely upon the SureStep Meter and Strips;

delay the correction of the defects;

hide the true causes of the Er-1 Defect and false low blood glucose
readings;

submit inaccurate, incomplete, false and/or misleading MDRs to the FDA
and inaccurate, incomplete, false and/or misleading reports to Health

Canada;
delay the recall of the SureStep Meter;

reject the recommendations of medical advisers employed by the
Defendants and others to recall the SureStep Meter in 1996 and 1997,

refuse to recall the defective Strips even after LifeScan had publicly
acknowledged that they were defective; and

breach the provisions of the Competition Act, the Food and Drugs Act,
and the Food, Drug and Cosmetic Act; and-

to receive revenue from distributors who would sell or distribute

59.

SureStep Meters and Strips to Class members.

The Defendants were motivated to conspire and their predominant

purposes and predominant concerns were:

(a)

to increase their sales 10 distributors and profits_arising from their
distribution network’s sales of SureStrip Meters and Strips to the Class

members;




(b)
(c)
(d)

(e)
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to increase or hold their market share;

to avoid adverse publicity;

to place corporate profits above the safety of the Class members and
others;

to save the expense consequent upon the recall of the SureStep Meter and
Strips in the hands of Class members of retooling manufacturing
equipment 10 correct the defects and of recalling defective inventory from

retailers:;

to maintain and expand upon worldwide leadership in blood glucose

(g)

monitoring;

10 leverage costs. expenses, alliances and its market leadership position to

(h)

creale a sustainable competitive advantage to offset the narrowing

technology gap with its competitors;

1o maintain brand trust and corporate image;

(1

to reduce the number of MDR’s filed with the FDA in order to:

(1)

1) reduce the exposure to liability from lawyers seeking class action
lawsuits: and

(11) reduce the competitive disadvantage created by having more
MDR’s than its main competitor highlighted in trade publications:

to avoid alerting their competitors to the defects; and

(k)

to cause the Class members to purchase or acquire the SureStep Meter

60.

and purchase Strips.

The conspiracy was unlawful because the Defendants knowingly caused

dangerously defective products to be marketed, failed to file timely or adequate MDRs

with the FDA and engaged in the practice of false advertising.

61.

The conspiracy was directed towards diabetics and potential users of the

SureStep Meter and Strips, including the plaintiffs and the other Class members. The
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Defendants knew in the circumstances that the conspiracy would likely cause injury and
loss to the plaintiffs and the other Class members. The conspiracy caused injury and

loss to the plaintiffs and the other Class members.

62. The acts particularized and alleged in this claim to have been done by
each of the Defendants were authorized, ordered and done by each dDefendant’s
officers, directors, agents, employees and representatives while engaged in the
management, direction, control and transaction of its business affairs and are therefore

acts and omissions for which the Defendants are vicariously liable.

THE DEFENDANTS’ NEGLIGENCE

63. The Defendants owed a duty of care to the plaintiffs and the other Class

members and breached the requisite standard of conduct expected of them in the

circumstances.

64. The Defendants were negligent in the design, development, testing,
manufacturing, licensing, assembly, distribution, marketing and sale of the SureStep

Meter and Strips. Particulars of some of the acts of negligence follow:

(a) they knew, from internal testing, as early as 1993-—three years before
marketing the SureStep Meter and Strips—of the Er-1 Defect and took no

steps to remedy the defect;

(b) they knew, from internal testing, years before marketing the SureStep
Meter and Strips of the Partial Strip Insertion Defect and took ne-steps to
remedy it but did not implement the remedy prior to launch;
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A
they wrongfully and intentionally accepted the known risk of injury to a

Class member as a result of the SureStep Meter’s software problem, the
Er-1 Defect and the Strip’s design flaw, the Partial Strip Insertion Defect;

they knew that the Er-1 Defect would occur when a Class member’s

.blood glucose level; exceeded-500-mp/dL

(1) was between 500 and 600 mg/dL with a low hematocrit;

(ii) was over 600 mg/dL regardless of hematocrit; and

(iii)  was over 400 mg/dL and the Strip was inserted more than 90
seconds after the application of blood to the Strip.

and that, in such an event, the Class member would be misled as to his or
her true glucose level and might fail to take immediate and appropriate

corrective action;

they failed to remedy the Er-1 Defect to eliminate this known risk and
consciously accepted the risk of the Er-1 Defect occurring because they
wrongfully concluded that the health risk associated with the defect was
not severe enough to warrant a change in the software;

they knew that the Partial Strip Insertion Defect would occur whenever a
Class member incompletely inserted a Strip and that, in such an event, the
Class member would be misled as to his or her true glucose level and
might fail to take immediate or appropriate corrective action or might
even take actions, such as ingesting food or taking insulin, that would
elevate his or her already dangerously high blood glucose;

they failed to remedy the design flaw that caused the Partial Strip
Insertion Defect in spite of the foreseeable risks and consciously accepted
the risks because they did not want to alert competitors to the defect by
redesigning the Strips and because they wrongly concluded that the
health risks associated with the defect were insufficient to warrant a
change in the design of the Strips;

they knew or ought to have known that the two defects in the SureStep
Meter and Strips were hazardous to Class members because pre-market
testing confirmed the software problem and design flaw, and their own
medical experts warned of the potential catastrophic consequences to

Class members;

they failed to design a software program that would ensure blood glucose
levels exceeding 5400 mg/dL generated a “HI” message and not an “Er-

1”’ message;
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they failed to design a Strip that when partially inserted caused an
insertion error message and not a false low blood glucose reading;

they manufactured, licensed, assembled, distributed, marketed and sold
the SureStep Meter and Strips knowing that they suffered from the
defects described herein;

they designed, developed, tested, manufactured, licensed, assembled,
distributed, marketed and sold a defective SureStep Meter and Strips;

they failed to warn the Class members of the dangers associated with the
use of the SureStep Meter and Strips;

they failed to warn Class members that an “Er-1" message could mean a
blood glucose level of 5400 mg/dL or higher;

they failed to warn Class members that partial strip insertion could
generate a false low blood glucose level reading;

they falsely represented that a “HI” message would appear when a user’s
blood glucose level was 500 mg/dL or higher and that an incomplete
Strip insertion symbol would appear when a test Strip was partially
inserted;

they failed to change the design of the SureStep Meter’s software and the
design flaw of the Strip when they knew or ought to have known of the
Er-1 Defect and the Partial Strip Insertion Defect;

they failed to change their design, manufacturing and assembly process of
the SureStep Meters and Strips in a reasonable and timely manner;

they failed to include a warning that described the two defects on the
SureStep Meter packaging, on the Strips packaging or in the owner’s
booklet;

they failed to instruct their HelpLine employees to properly evaluate,
record and advise on complaints of the defects;

they encouraged their HelpLine employees to conceal the true causes of
an “Er-1” message or a false low glucose level reading when
communicating with Class members and others;

they failed to accurately, candidly, promptly and truthfully disclose
consumer complaints and SureStep Meter and Strips defects to Health

Canada;
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(w)  they failed to initiate timely review, evaluation and investigation of the
Er-1 Defect and the Partial Strip Insertion Defect following complaints of

injury or death or hazard to safety;

(x) they failed to properly assess and investigate complaints adequately when
they received them;

(y) they refrained from reporting the two defects to the FDA, Health Canada
and Class members in order to maximize profits and retain market share;

(z) they refrained from recalling the Strips at the time of the SureStep Meter
recall in order to use up existing inventory and thereby maximize profits

and retain market share;

(aa)  they failed to change the design, manufacture and assembly process of
the Strip in a reasonable and timely manner because they required a
compatible Strip to ensure continued sales of the SureStep Meter and
replacement meters and because the greatest portion of their profits were
derived from the sale of the Strips;

(bb) they failed to conform with applicable disclosure and reporting
requirements pursuant to the Food and Drugs Act and the Food, Drug

and Cosmetic Act,

(cc)  they hired incompetent personnel and appointed incompetent officers and
directors;

(dd) they failed to instruct their servants, agents, officers and directors to act
ethically and responsibly;

(ee) they failed to properly supervise their employees, their subsidiaries and
affiliated corporations;

(ffy  they encouraged their employees to increase sales volumes while
neglecting to inform consumers, retailers, hospitals, physicians and
diabetic counsellors of the two defects; and

(gg) they failed to recall the SureStep Meter and/or the Strips in a timely
manner or at all because of the cost and the negative publicity=;

(hh)  they failed to perform validation testing of the SureStep Meter before
launch;

(i1) they categorized the Er-1 Defect as a low priority issue;

(11)____ they knew that the Jow blood glucose readings caused by the Partial
Insertion Defect were easily repeatable with certain technigues of strip
insertion such as slower insertion rates, hesitant insertion, wet fingers and
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a weak grip on the strip. all characteristics of the targeted consumer group
of the testing challenged;

they rejected test data showing erroneous low blood glucose readings on

an

the basis that the readings were due solely to user technique error and not
a defect;

they failed to implement the modified software in the SureStep Meters

{(mm)

when it became available in or about Mav, 1997:

they decided to exhaust the inventory of Strips prior to shipping modified

(nn)

strips;

they knew that while the probability of occurrence of the Partial Strip

(00)

Insertion Defect might be low, the severity of the result was potentially

very high; and

they knewwhen they inserted the explanatory insert about the Er-1

65.

message in Strip packages that it could be as long as six months before
some diabetics would need to purchase new Strips and would not become
aware of the problem until that time had elapsed.

The plaintiffs plead that, by virtue of the acts described, the Defendants

are liable in damages to them and to the Class members who used the SureStep Meter

and/or Strips and that each defendant is responsible for the acts and omissions of the

other Defendants for the following reasons:

(a)
(b)

(c)

(d)

(e)

each was the agent of the other;

each company’s business was operated so that it was inextricably
interwoven with the business of the other_as particularized in paragraphs

21 to 25;

each company entered into a commeon advertising and business plan to
distribute and sell blood glucose monitoring systems, including the
SureStep Meter and Strips, in association with the names Johnson &
Johnson and LifeScan and as particularized in paragraph 37;

each defendant owed a duty to the other and to each Class member by
virtue of the common business plan to distribute and sell medical devices;

the Defendants intended that their businesses be run as one global
business organization; and
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3 the Defendants established a financial management system whereby a
member of Johnson & Johnson’s Executive Committee would sit as
Chairman of the Professional Group, the group principally responsible for
the coordination, management and operation of the medical devices
business, including LifeScan and LifeScan Canada.

NEGLIGENT AND FRAUDULENT MISREPRESENTATION
66. As pleaded in subparagraph 1(0), “Representation” means the
representation made expressly and impliedly that the SureStep Meter and the Strips were

each fit to measure blood glucose levels and free from known defects.

67. Beginning in February 1996, the Defendants made the Representation to

the Class members and others. The Defendants made the Representation directly to each

Class member by the use of the name SureStep and by the product itself and, in

particular. through the owner’s booklet and the labelling on the package. They also

made the Representation in their print and electronic advertising, in their brochures and

in their point-of-purchase displays. They made the Representation repeatedly and in all

manner of ways, including the following:

(a) by their conduct in seeking approval from Health Canada and in offering
the SureStep Meters and the Strips for sale and/or use by the Class
members; and

(b) by their express words, stating that the SureStep Meter and Strips:
(i) were “simple and accurate”;

(ii)  were “sure at every step”;
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(i)  would “do everything possible to make testing sure at every step
of the way”;

(iv)  would “help patients get accurate results™;

(v) were “accurate, reliable and easy to use”;

(vi)  were “getting accurate test results — every step of the way”;

(vil)  would give “accurate results in as little as 15 seconds™;

{(viii) were “unique” and would “actually ‘forgive’ poor technique”;

(ix)  were “specifically designed to make self-monitoring easy for
millions of people with diabetes who suffer from a wide range of

physical limitations,” including trembling hands and visual
impairment; and that

(%) the Strips were unique, provided increased confidence that users
were testing properly, and minimized wasted Strips and repeated

tests.
68. Each plaintiff and each other Class member relied on the Representation.
69. The reliance upon the Representation by each plaintiff and every other

Class member is established by his or her purchase and/or use of a SureStep Meter

and/or Strips. Had each plaintiff and each other Class member known that the

Representation was false and misleading, he or she would not have purchased and/or

used the SureStep Meter and/or Strips.

70. The Defendants made the Representation negligently or fraudulently,
knowing it was false and misleading or, recklessly caring not whether it was true or

false, intending that each Class member rely upon the Representation, intending that

each Class member would acquire the SureStep Meter and/or purchase Strips from
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pharmacies or other distributors and each Class member did rely upon this

Representation to his or her detriment by using the SureStep Meter and/or Strips_and. in

so doing. inicreased the Defendants’ revenues from their distribution network.

BREACH OF SECTION 52 OF THE COMPETITION ACT

71. The Defendants made the Representation to the public as particularized in
paragraph 67. In so doing, the Defendants breached s. 52 of the Competition Act

because the Representation:

(a) was made for the purpose of promoting the business interests of the
Defendants;

(b) was made to the public;
(c) was false and misleading in a material respect; and

(d) stated a level of performance of the SureStep Meter and Strips that was
not based on an adequate and proper test.

72. The plaintiffs and every other Class member relied upon the

Representation by using the SureStep Meter and/or Strips and suffered damages and

loss.

73. Pursuant to s. 36 of the Competition Act, the Defendants are liable to pay

the damages which resulted from the breach of s. 52.
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CONSTRUCTIVE TRUST

74. The plaintiffs and the other Class members trusted and relied upon the
Defendants, because of their reputation in the marketing of medical devices and health
care products, to produce a meter and strips each fit to measure blood glucose levels and

free from known defects. The Defendants profited from that trust by receiving increased

revenue which is directly atiributable to the conspiracy and false Representation.

75. The plaintiffs plead that good conscience requires the Defendants to hold
in trust for the plaintiffs and the other Class members all the revenue they received in

Ontario and elsewhere in Canada from the sale of the SureStep Meters, the Strips and

the Associated Paraphernalia and to disgorge this revenue.

76. The Defendants are constituted as constructive trustees in favour of the
Class members for all the revenue from the sale of the SureStep Meters, Strips and

Associated Paraphernalia because, among other reasons:

(a) the revenue was acquired in such circumstances that the Defendants may
not in good conscience retain it;

(b)  justice and good conscience require the imposition of a constructive trust;

(c) the integrity of the medical devices regulations and the marketplace
would be undermined if the court did not impose a constructive trust;

(d)  the Class members have suffered a loss and the Defendants have been
unjustly enriched; and

(e) the Strips and the Associated Paraphernalia could not have been marketed
and the Defendants would not have received any revenue from the sale of
these items absent the conspiracy pleaded above. absent the
Representation and absent the Defendants’ marketing of the SureStep

Meter-and-Strips:;
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the Defendants engaged in wrongful conduct in putting into the

{g)

marketplace a medical device that they knew was defective giving rise to
potentially life threatening consequences. particularly so for the testing
challenged users:

the Defendants had an obligation to the Class members to refrain from

(h)

marketing a knowingly defective medical device or, in the alternative. to
warn the user of the defect and its potential consequences: and

there are no factors which render the imposition of a constructive trust

DAMAGES

77.

unjust in this case.

The plaintiffs plead that Class members would not have used the

SureStep Meter and/or Strips if the Defendants had acted reasonably and responsibly.

78.

As aresult of the Defendants’ negligence, conspiracy, fraudulent or

negligent misrepresentation and breach of section 52 of the Competition Act, the

plaintiffs and other Class members_who received and used a SureStep Meter and/or

Strips-suffered-darmagesandoss;ineluding:

(a)

(b)

suffered damages because he or she was at risk. which damages include:

1 the amounts paid for the SureStep Meter and/or Strips;

(i) out-of-pocket expenses incurred by the Class members for their
benefit, such as the costs to return the SureStep Meters;

also suffered damages and loss, including:

(1) personal injury, including pain and suffering from repuncturing
fingers to draw additional blood samples as a result of erroneous

readings;

fa)(i1) diabetic shock; and

(i1i)____loss of income.
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THE CLAIM FOR COSTS, INCLUDING THE COSTS OF INVESTIGATION

79. Pursuant to s. 36 of the Competition Act, the plaintiffs and the other Class
members are entitled to recover their full costs of investigation and their solicitor-client

costs paid in accordance with the Act.

80. The plaintiffs and the other Class members are also entitled to recover as
damages or costs in accordance with the Act, the costs of administering the plan to
distribute the recovery in this action and the costs to determine the damages of each

Class member which administration costs probably will exceed $5,000,000.

PUNITIVE DAMAGES

81. The plaintiffs plead that the Defendants’ conduct in the design,
development, testing, manufacturing, licensing, assembly, distribution, marketing, sale,
instruction and promotion of the SureStep Meter and Strips, the delayed recall and/or the
failure to recall, the conspiracy and the misrepresentation as pleaded above, was high-
handed, outrageous, reckless, wanton, entirely without care, deliberate, callous,
disgraceful, wilful, in intentional disregard of the plaintiffs’ rights and safety and the

rights and safety of the other Class members, indifferent to the consequences which
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were potentially life-threatening and motivated by economic considerations such as the

maintaining of cash flow and market share. Such conduct renders the Defendants liable

to pay punitive damages.

LEGISLATION

82. The plaintiffs plead and rely upon the Act, the Negligence Act, R.S.0.
1990, ¢.N-1, the Competition Act, the Food and Drugs Act and the Food, Drug and

Cosmetics Act, all as amended and the regulations made thereunder.

83. The plaintiffs propose that this action be tried in the City of Windsor, in

the County of Essex, in the Province of Ontario.

SERVICE OUTSIDE OF ONTARIO

84. This originating process may be served without court order outside
Ontario in that the claim is:
(a) in respect of personal property in Ontario (rule 17.02(a));

(b) in respect of damages sustained in Ontario arising from a tort or breach of
contract wherever committed (rule 17.02(b));

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

(d) against a person carrying on business in Ontario (rule 17.02(p)); and
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(e) authorized by statute, the Competition Act, to be made against a person
outside Ontario by a proceeding commenced in Ontario (rule 17.02(n)).

Date: August 9, 2001 SUTTS, STROSBERG LLP
Barristers and Solicitors
600-251 Goyeau Street
Windsor ON N9A 6V4

HARVEY T. STROSBERG, Q.C.
LSUC # 126400

Tel: (519) 258-9333

Fax: (519)258-9527

Solicitors for the plaintiffs
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CLAIM

lowing terms used throughout this pleading have the following

“Act” meansthe Class Proceedings Act, 1992, 5.0. 1992, ¢c. 6;
“Associated Paxaphernalia” means the SureStep lancets and control
solution sold by thg Defendants for use in conjunction with the SureStep
Meter and Strips;

“Class” means:

(1) all persons in Ontaxjo and elsewhere in Canada who used a
SureStep Meter onr after February 1, 1996; and

(i)  all persons in Ontario elsewhere in Canada who used a Strip
on or after February 1, 1996;

“Competition Act” means the Compxtition Act, R.S.C., 1985, c. C-34, as
amended and all regulations thereundey;

“Defendants” means, collectively, LifeSsan, LifeScan Canada and
Johnson & Johnson;

“Er-1 Defect” means the software error in the\SureStep Meter, as
described in paragraph 39;

“FDA” means the U.S. Federal Drug Administratioy;
“Food and Drugs Act” means the Food and Drugs AchR.S.C. 1985, c.
F-27, as amended and all regulations thereunder, including the Medicat

Devices Regulations;

“Food, Drug and Cosmetic Act” means the Food, Drug andCosmetic
Act, 21 U.S.C., as amended, and all regulations thereunder;

“Gagnon” means the plaintiff, Beverley Gagnon;

“LifeScan” means LifeScan, Inc_;



()] “LifeScan Canada” means LifeScan Canada Ltd.;

(m) “MDR” means the Medical Device Report to the FDA;

“Partial Strip Insertion Defect” means the mismatch between the size
of the holes in the Strip holder and the size of the holes in the Strip as
described in paragraph 41;

(0) epresentation” means the representation made by the Defendants
expxessly and impliedly that the SureStep Meter and the Strips were
each Xjt to measure blood glucose levels and free from known defects;

(p) “SerhanX means the plaintiff, Ahmad Serhan;

@ “Strip” meags a SureStep test strip manufactured before March 1, 1998
and distributed on or after February 1, 1996; and

() “SureStep Meter’ means a SureStep blood glucose meter manufactured
before August 1, 1997, bearing a serial number the first five digits of
which were in the serigs L6000 to L7205 or a serial number in the series
L7206-GA-00001 to L¥206-GA-01128.

RELIEF CLAIMED
2. SERHAN AND GAGNON CLAIM gn their own behalf and on behalf of
the Class:

(a) an order pursuant to the Act certifying this proceeding as a class
proceeding and appointing them as representati¥%e plaintiffs;

(b) a declaration that the Defendants owed a duty of caxe to the plaintiffs and
to the other Class members;

{c) a declaration that the Defendants were negligent in the dgsign,
development, testing, manufacturing, licensing, assembly, distribution,
marketing and sale of the SureStep Meter and Strips and are liable for
damages;

(d) a declaration that the Defendants made the Representation negligently or

fraudulently, knowing it was false and misleading, or recklessly, caring
not whether it was true or false, intending the Class members to rely upon
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the Representation and they did so to their detriment and that the
Defendants are thereby liable for the damages which resulted;

a declaration that the Representation made by the Defendants to the
public for the purpose of promoting and selling a product breached

s. 52(1) of the Competition Act and that the Defendants are thereby liable
for damages pursuant to s. 36 of the Competition Act;

aleclaration that the Defendants’ officers, directors, servants, agents and
employees conspired among themselves and with others, as hereinafter
particwlarized and that, as a result, the Defendants are liable in damages;

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

a declaration that the Defendants hold all of the revenue generated from
the sale of the SureStgp Meter and Strips and Associated Paraphernalia in
a constructive trust forthe benefit of the plaintiffs and the other Class
members;

an accounting and an order rsguiring disgorgement of all revenue derived
by the Defendants from the salg of the SureStep Meter, Strips and
Associated Paraphernalia;

special damages, general damages
costs of administering the plan of dis
action, in the sum of $500,000,000 or su
Honourable Court may find appropriate;

punitive damages, including the
ution of the recovery in this
further sum as this

a reference or such other directions as may be f¢cessary to determine
issues not determined at the trial of the commeon 1ssues:

prejudgment and postjudgment interest pursuant to thy Courts of Justice
Act, R.S8.0. 1990, c. C-43, s. 128 and 129;

costs of this action pursuant to the Act and to s. 36 of the Comppetition Act
as between a solicitor and his own client, including applicableNaxes; and

such further and other relief as to this Honourable Court seems just.



THE NATURE OF THIS ACTION

The Defendants designed and marketed the SureStep Meter and Strips to

be used by diabetics to accurately monitor their blood glucose levels at home.

This action concerns the design, development, testing, manufacturing,
licensing, assembly, diskribution, marketing and sale of the SureStep Meter and Strips,
and the failure of the Defendants to report significant defects in the SureStep Meter and
Strips to regulatory authorities and to disclose defects known to them to the public.

5. Before marketing the StreStep Meter in February 1996, the Defendants
knew that it was materially defective in that a software error in the SureStep Meter
caused it to give an “Er-1” or error message ingtead of a “HI” (high) message when a
user’s blood glucose level exceeded 500 millimolgs per litre (“mmol/L”) or 26
milligrams per decilitre (“mg/dL”). So, too, the Deféndants knew, before marketing the
Strips in February 1996, that they were materially defectiye because a design defect in

the Strips generated false low glucose level readings when a\3trip was not fully inserted

into the SureStep Meter.

6. In the development stage of the SureStep Meter and the Strips, before
obtaining regulatory approval and for at least one-and-a-half years after bri
SureStep Meter and Strips to market, the Defendants intentionally chose not toectify
the defects. In late July 1997, LifeScan corrected the software defect in the SureS

Meter. Later in 1997, LifeScan also corrected the design flaw that caused the defect in
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the Strips, but it did not start to manufacture the redesigned Strips until March 1998.

The De{endants recalled the SureStep Meters in June 1998 but did not recall the Strips.

7. Jhe Defendants made the Representation that the SureStep Meter and
Strips were each §t to measure blood glucose levels and free from known defects. They
made this Representatjon to the FDA and to Health Canada in order to obtain regulatory
approval for the SureStep Meter and Strips. They made this Representation knowing it
to be false and misleading im\a material respect. Having made this Representation to the
FDA and Health Canada, the Défendants continued to make it throughout at least 1996,

1997 and 1998 to keep the SureStep,Meter and Strips in the marketplace.

8. The Defendants also made ¥ie Representation to the plaintiffs and to the
other Class members. The Defendants intend®d to have the Class members rely on the

Representation, and the Class members did so to ¥eir detriment.

9. Because of the defects present in the SuréStep Meter and Strips, their use
in measuring diabetics’ blood glucose levels could produce grossly inaccurate results.
The plaintiffs plead that the SureStep Meter and Strips were dakgerously defective

devices which could cause personal injury, even death.

THE PLAINTIFFS

10. Serhan is a 53-year-old father of six who resides in the City of Windsor.

He is a diabetic. Between October 1997 and 1998 or 1999, he used a SureStep Meter
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bearing serial number L7111-GA-00871. He also used Strips and Associated

Paraphernalia since October 1997.

11. erhan used the SureStep Meter and Strips to check his blood glucose

levels twice daily. his conduct alone he relied upon the Representation. On at least
one occasion, Serhan oBtained an Er-1 message when he knew his blood glucose level
was high. On many other odgasions he obtained low glucose readings at least some of
which he later determined to be Rlse on the basis of accurate testing at his physician’s

office. As a result of the Er-1 messajyes and low glucose readings, Serhan had to retest,
meaning that he had to use additional Strips and Associated Paraphernalia and that he
had to repuncture a finger with a lancet to dray addittonal blood samples, a process
which, each time, caused him pain and suffering.
12. Gagnon is 61 and resides in the City of Wixdsor. She is a diabetic. She
began using Strips as well as Associated Paraphernalia in or abput 1998. Gagnon used
the Strips to check her blood glucose levels twice daily. By her cogduct, she too relied
upon the Representation. Gagnon experienced false low glucose readihgs. As a result
of these readings, she had to retest, meaning that she had to use additional Sgrips and

Associated Paraphernalia and that she had to repuncture a finger with a lancet tg draw

additional blood samples, a process which, each time, caused her pain and sufferin



THE DEFENDANTS

13. N LifeScan Canada was incorporated under the laws of the Province of

AN
British Colymbia on November 19, 1982 and has its head office in Burnaby, British
Columbia. It is\a wholly-owned subsidiary of LifeScan. At all material times, LifeScan

Canada advertised, marketed and distributed the SureStep Meter and Strips in Ontario

and elsewhere in Canad

14. LifeScan is incorpdgated under the laws of the State of California.
LifeScan’s headquarters and manufactyying facilities are located in Milpitas, California.
It is a wholly-owned subsidiary of Johnson\& Johnson. At all material times, LifeScan
designed, developed, tested, manufactured, licensed, assembled, distributed, marketed

and sold the SureStep Meter and Strips in Ontario elsewhere in Canada.

15. Johnson & Johnson is a corporation organized\nder the laws of New
Jersey, with its headquarters located at One Johnson & Johnson Plgza in New
Brunswick, New Jersey. Johnson & Johnson took over LifeScan in 1

then, has operated it as a wholly-owned subsidiary.

16. Johnson & Johnson and LifeScan are the leading manufacturers of blogd
glucose monitors in North America. LifeScan is one of Johnson & Johnson’s most
profitable businesses. It generates over $1 billion US in revenue a year. In 1998,
Johnson & Johnson recorded global sales of $23.7 billion US and net earnings of $3.7

billion US.
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i7. At all material times, each of the Defendants was the agent of the others

and each I vicariously responsible for the acts and omissions of the others as

CORPORATE ORGANJZATION OF THE JOHNSON & JOHNSON FAMILY OF COMPANIES

18. Johnson & Johnson is a conglomerate consisting of almost 200 operating
companies manufacturing healti\products for distribution throughout the world,
including Ontario and the rest of Canada. Johnson & Johnson owns, in whole or in part,
all of the operating companies and exersises effective and actual control and

management of their businesses, including the businesses of LifeScan and LifeScan

Canada.

19. Johnson & Johnson is a household nam¥ in Ontario and the rest of
Canada in the area of health care and related products. Products manufactured by
Johnson & Johnson and/or its subsidiaries are sold in Ontario dpd elsewhere in Canada.
Consumers in Ontario purchase products associated with the name\Johnson & Johnson

because Johnson & Johnson has substantial brand-name recognition it Ontario and

elsewhere in Canada.

20. Johnson & Johnson has subsidiaries in Ontario, including DePuy ada
Ltd., Mississauga; Janssen-Ortho Inc., North York; McNeil Consumer Products, Guelph;

and Ortho-Chemical Diagnostics, Mississauga. Johnson & Johnson receives dividend
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incoms, from Ontario, owns patents for products sold in Ontario, and advertises in

Ontario.
21. hnson & Johnson is organized in such a way that the Defendants
function as an ongoing, organized and continuing business unit sharing common

purposes and objectiv

22. Since its takeoyer of LifeScan in 1986, Johnson & Johnson has operated
LifeScan as if it were not a separgte corporation but rather as if it were functionally part
of Johnson & Johnson. Johnson & Johnson has directly controlled the day-to-day
operations of LifeScan through the dirégtion of its Executive Committee and its
Professional Group Operating Committee {the “Professional Group™). The Executive
Committee is the principal management group of Johnson & Johnson. The Professional
Group is comprised of managers who represent, §versee, direct, manage and coordinate
key operations within the professional segment of Johnson & Johnson’s business
including the businesses of LifeScan and LifeScan Canada. The professional segment
includes medical equipment and devices, including LifeSc

’s blood glucose monitoring

systems.

23. The president of LifeScan Canada reports directly to the management of
LifeScan. In turn, the president of LifeScan reports directly to the Chailmnan of the
Professional Group who is employed by Johnson & Johnson and who sits ox the

Executive Committee. As a result of this relationship, LifeScan reported to an took
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direction from Johnson & Johnson on all matters relating to the SureStep Meter and

Strips.

24. t all material times, LifeScan Canada, LifeScan and Johnson & Johnson

shared the common, purpose of designing, developing, testing, manufacturing, licensing,

assembling, distributing, marketing and selling blood glucose monitoring systems for

profit.

25. LifeScan Canada, DifeScan and Johnson & Johnsen also shared the
common purpose of concealing the delcts of the SureStep Meter and Strips from both
regulatory authorities and Class members. \Pursuant to the organizational structure
described above, employees of LifeScan Canada reported the defects in the SureStep
Meter and Strips to LifeScan, and employees of LifgScan reported the defects to
Johnson & Johnson, which directed, acquiesced in and\approved LifeScan’s decision to

conceal the defects, to refrain from correcting the defects 1y a timely manner and to

make the Representation.

26. Johnson & Johnson, therefore, is liable for the acts and\gmissions of its
substdiaries, LifeScan and LifeScan Canada, because:
(a) it operated itself, LifeScan and LifeScan Canada as a single ent}

(b) it prepared its financial statements on a consolidated basis and repoxed
profits from the sale of the SureStep Meter and Strips;

(c) it associated its name with the SureStep Meter and Strips on all
packaging and in all promotional material;

(d) it owns the SureStep trademark;
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(e) it controlled, through the Professional Group and Executive Committee,
the day-to-day operations of LifeScan and LifeScan Canada;

the employees, officers and directors of LifeScan Canada and LifeScan

reported consumer complaints and the defects with the SureStep Meter

and Strips to Johnson & Johnson and looked to Johnson & Johnson to

give them directions and Johnson & Johnson gave them directions to
ake the Representation; and

() it cohgpired with LifeScan and LifeScan Canada as particularized herein.

27. LifeScan is Itaple for the acts and omissions of its subsidiary, LifeScan
Canada, because:
(a) LifeScan Canada’s pragident reported directly to LifeScan management;
(b) LifeScan Canada’s emplo¥¢es, officers and directors reported Canadian
consumer complaints and deéfgcts with the SureStep Meter and Strips to

LifeScan;

(c) LifeScan owns the patent rights to\arious material elements of the
SureStep Meter and Strips; and

(d) it conspired with LifeScan Canada and Jofnson & Johnson to market the
SureStep Meter and Strips and to make theRepresentation.

DIABETES-THE DISEASE AND ITS MANAGEMENT

28. Diabetes is the seventh leading cause of death in Canada.

29. According to the Canadian Diabetes Association, approximately
2,000,000 Canadians are afflicted with the disease. Although the elderly comprise th
largest proportion of the diabetic population, approximately 10% of diabetics are

children and adolescents and that number is growing.
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30. Diabetes is a chronic disorder in which the body fails to keep blood

sugariglucose, at normal levels because the body lacks the hormone insulin or because it
is unableXp use it correctly. The build-up of glucose in the blood produces diabetes. As
glucose levels rise, so too do the immediate dangers of hyperglycemia, high blood sugar,
and ketoacidosisha build-up of ketones in blood that can lead to diabetic coma, even

sudden death.

31. Over the long\term, consistently high glucose levels can harm many
organs and cause hypertension, 8lood vessel disorders, cardiovascular disease, blindness,

kidney failure, and death.
32. Diabetes has no cure. So fréquent self-monitoring of glucose levels and
tight glucose control are essential to the managgment of the disease and to the lessening
of its attendant health risks. By tracking their glucgse levels throughout the day,
diabetics know when to give themselves insulin and il\what amounts. They rely
heavily, therefore, on home glucose monitors for the effeci{ve management of their
disease and the avoidance of potentially life threatening diabedes-related health
complications. The consequences to diabetics of inaccurate bloodglucose level readings

can be lethal.
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HOME GLUCOSE MONITORS

Y

33. Before the invention of blood glucose meters, diabetics tested their blood

glucose levels by taking urine samples and wetting strips of chemically treated paper.
The method wag not only inconvenient, but it also produced inconsistent, inaccurate

results.

34. With the intreduction of glucose meters, however, self-monitoring was
revolutionized. Using a lancet, Wjabetics draw a drop of blood and apply itto a
chemically treated melinex test strip\ The diabetic then inserts the test strip into the
meter, which displays the glucose level rsading on a liquid crystal display. The glucose
levels can be measured either in millimoles p

liter (mmol/L) or in milligrams per

deciliter (mg/dL) units of measurement.

35. LifeScan pioneered a new era of blood gluéqse monitoring with the
introduction of technology that eliminated the need to wipe blogd on a strip and to time
the procedure. LifeScan is a world leader in blood glucose monitong and marketed

itself as the brand most recommended by doctors, hospitals and diabetidcounsellors.

36. In February 1996, the Defendants launched the SureStep Meter
in Canada. The Defendants participated in the preparation, approval and disseminatign
of the regulatory submissions, product packaging, promotional and advertising material,
all of which contained the Representation that the SureStep Meter and Strips were each

fit to measure blood glucose levels and free from known defects.
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37. The Defendants designed, developed, tested, manufactured, licensed,

assemyled, distributed, marketed and sold millions of test Strips and hundreds of
thousands\of SureStep Meters under or in conjunction with:
(a) the name “SureStep”;

(b) e name “LifeScan, a Johnson & Johnson company”; and
(c) thg trademark SureStep which is owned by Johnson & Johnson.

THE DEFECTS IN THE SURESTEP METER AND STRIPS

38. From their inception, the SureStep Meter and Strips were materially
defective.
39. The defect in the SureStep Wleter involved a software error that caused an

incorrect “Er-1" error message, instead of a “NI” high message, to appear on the
SureStep Meter when the user’s blood glucose lekel was 500 mg/dL or higher.
According to the owner’s manual, an “Er-1” readinggignified an improper sample
application but not a high glucose level. A person with Bood glucose levels of 500
mg/dL is in a severe hyperglycemic state, and requires immagdiate lowering of glucose
levels. Failing such corrective action, users are at risk of diabeti¢ coma, renal failure

and toxic shock.

40. Approximately 290,000 SureStep Meters with the Er-1 De
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4]. The defect in the Strips was the result of a design flaw, namely, a

mismatch between the size of the holes in the Strip holder and the size of the holes in the
Strip. The defect manifested itself when a Strip was not fully inserted into the SureStep
Meter. Acsprding to the owner’s manual, the SureStep Meter is supposed to warn the
user when he o she has not completely inserted the test Strip. The warning is necessary
because diabetics, particularly the elderly, often suffer afflictions—shaky hands, blurred
vision, or some other physical impairment—which make it difficult for them to insert
the Strip fully. In fact, the\SureStep Meter and Strips issued no such warning. Instead,
when a Strip was partially inseited, the SureStep Meter merely displayed a false low
glucose level. The Partial Strip Insgrtion Defect was potentially dangerous to users
because it meant that a diabetic with high glucose levels would be unaware, having
received a false low glucose reading, that cogrective action should be taken immediately,

and might even be led to increase his or her gludpse levels.

42. Before March 1998, the Defendants manwfactured millions of Strips with
the Partial Strip Insertion Defect and distributed them throughout the U.S., Canada and

elsewhere.

43, As early as 1993, the Defendants knew about the Er-1 Defect, and they
knew about the Partial Strip Insertion Defect for at least several years beforéthey
marketed the SureStep Meter and Strips and certainly before they applied to the kDA
and to Health Canada for medical device approval. The Defendants knew that both
defects could result in serious injury and death. LifeScan’s own employees warned

management that incorrect readings had “the potential to create a life-threatening
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failure.” Despite this knowledge and for purely economic reasons, the Defendants

%Qcted the option of delaying introduction of the SureStep Meter and Strips.

\

\,
\'\

44, \ Internal clinical tests by LifeScan in 1997 confirmed the existence of the
Er-1 Defect the Partial Strip Insertion Defect in the SureStep Meter and Strips. The
Defendants failed %o warn consumers and failed to report the defects to the FDA and to

\\ - - -
Health Canada in accoxdance with their statutory obligations. The Defendants rejected

\\
the option of recalling the Yefective SureStep Meters and Strips. Throughout, the

Defendants were motivated sol¢ly by economic self-interest.

THE GUILTY PLEAS

45. On April 2, 1998, forty U.S. Federal agents raided and seized records
from LifeScan’s headquarters in Milpitas, Califorhja. Thereafter, for 2.5 years, the

FDA, the Federal Bureau of Investigation, the Departtgent of Health and Human
Services, the Department of Justice and other U.S. Federahagencies investigated

LifeScan.

46. On December 15, 2000, the U.S. government and LifeS¢an entered into a

Pursuant to the settlement, LifeScan agreed, among other things, to pay $60 million
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| and civil fines for selling the defective SureStep Meter and Strips and for

submitting Yalse information about the defects to the FDA.

47. On Yecember 15, 2000, LifeScan signed a plea agreement. Under the

plea agreement, LifeSoan admitted the following facts to be true:

(a) In or about\| 993, it learned that its SureStep Meter and Strips were
defective becquse the Meter sometimes displayed an “Er-1" message
instead of a “HI” message if the user’s blood glucose level exceeded 500
mg/dL and becavge partially inserted Strips would produce inaccurate
low blood glucosexeadings;

(b) On or about May 23, N94, LifeScan submitted an application to the FDA
for approval to market the SureStep Meter and Strips to the public. In
this application, LifeScan'gubmitted labeling and supporting material that
stated the SureStep Meter would display a “HI” message when blood
glucose levels were above 508 mg/dL.. The materials did not disclose that
the SureStep Meter could genergte an “Er-1" message at high glucose
levels or false low readings if the’Strips were not fully inserted;

(c) At the time that LifeScan began marketing the SureStep Meter and Strips
in Canada in February 1996, it did not isclose the Er-1 Defect or the
Partial Strip Insertion Defect to consumexs in any of its packaging,
labeling, manuals, advertisements or other\ynaterial;

(d) In or about February 1997, LifeScan’s Japanesg affiliate notified
LifeScan that consumers in Japan were receiving “Er-1” messages instead
of “HI” messages at high blood glucose levels. LeScan informed its
Japanese affiliate that it did not consider this problel to constitute a
health risk and would not recall the SureStep Meters;

{e) It was not until late July 1997 that LifeScan corrected the\Er-1 Defect in
all SureStep Meters manufactured after July 27, 1997. It wgs not until
November 1997 that LifeScan began to include an explanatoty insert in
Strip packages which advised users that an “Er-1” message coxld
indicate blood glucose levels exceeding 500 mg/dL. Consumers\wvould
not have received this notice until they bought new Strips, and mechants
continued selling old inventories of Strips as LifeScan intended;

(63 LifeScan did not recall the defective SureStep Meters until June 1998;
() LifeScan addressed the Partial Strip Insertion Defect in late 1997 by

redesigning the Strips. The corrected strips were manufactured in March
1998 and thereafter, but LifeScan chose not to recall any of the older
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version of Strips and did not notify the FDA or consumers that
incomplete strip insertion could generate false low readings;

During 1996, 1997 and 1998, LifeScan received over 2,000 complaints of
inaccurate low readings by its SureStep Meters, some of which were
attributable to partial strip insertion, and over 700 complaints regarding
“Er-1” readings, some of which were attributable to high blood glucose.
ifeScan failed to report these complaints fully, truthfully and/or
accyrately to the FDA and dishonestly attributed failures of the SureStep
Metex and Strips to users themselves who had suffered serious injury;

)] LifeSca\failed to file MDRs when it should have and knowingly
submitted false, incomplete and/or misleading information in the reports
it did file;

) In May 1997, LXgScan’s Director of Clinical Evaluations, a medical
doctor, reviewed s¢veral consumer complaints received by LifeScan and
advised his employex that the SureStep Meters should be immediately

recalled because they'posed an unacceptable risk of harm to the public.
LifeScan rejected the Director’s recommendation.

48. The plaintiffs plead that as a reSult of the admissions of LifeScan
documented in the December 15, 2000 plea agreelent, the Defendants are estopped in

this action from challenging any of the facts admitte

LIFESCAN CANADA’S ACTIONABLE CONDUCT

49, LifeScan Canada knew that the design of the SureSteg Meter and Strips
was flawed before it applied for a Medical Device Licence from Health'Canada. Before
it introduced the SureStep Meter and Strips to Canada in February 1996, LifeScan
Canada knew of both the Er-1 Defect and Partial Strip Insertion Defect but cho
nevertheless to market and sell the SureStep Meter and Strips rather than delay ther

introduction in Ontario and elsewhere in Canada.
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50. The Defendants marketed the SureStep Meter and Strips from their

to children, to the elderly and to first-time users of blood glucose monitors.
51. tween 1996 and June 1998, LifeScan Canada received complaints from
Canadian consumers\about the Er-1 Defect and the Partial Strip Insertion Defect. In
breach of its statutory obligations, LifeScan Canada failed to report these complaints to
Health Canada. LifeScan C

ada did not remedy the defects, or recall the SureStep

Meter and Strips or warn Canadign consumers about the defects.

THE SALE AND RECALL OF THE SURESTEP METER AND STRIPS

52. The Defendants sold, delivered ohgcaused to be delivered a SureStep
Meter to the plaintiffs and to every other Class member in Ontario and elsewhere in

Canada.

53. The Defendants sold Strips to the plaintiffs and to\every other Class

member in Ontario and elsewhere in Canada.

54. In or about June 1998, under the guise of a product replacemeXt program,
the Defendants initiated a North America-wide recall of the SureStep Meter becawse of

the Er-1 Defect, thereby, by conduct, admitting that the SureStep Meters were defective.
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55. This recall of the SureStep Meter was misleading because some diabetics,

wholesalers and distributors did not realize that the product replacement was for a
serious Walfunction.

56. e FDA properly classified the recall of the SureStep Meters as Class I,
the most serious any urgent type of recall, for situations in which there is a reasonable
probability that the use\of the product will cause serious, adverse health consequences or
death.
57. In the December 15, 2000 plea agreement, LifeScan admitted that the

Strips manufactured before March 1998 were defective, yet it did not recall them.

THE CONSPIRACY

58. During the period from on or about Jaguary 1, 1993 to on or about June
30, 1998, at Burnaby, British Columbia; New Brunswick New Jersey, Milpitas,
California and elsewhere, the Defendants by their directors, §fficers, servants and
agents, wrongfully, unlawfully, maliciously and lacking bona fidles, conspired and
agreed together, the one with the other and with persons unknown to;
(a) submit false, inaccurate and misleading information to Health Canada for
the purpose of obtaining a Medical Device License in respsgt of the
SureStep Meter and Strips;
(b) conceal the defects of the SureStep Meter and Strips, namely the\Er-1
Defect and the Partial Strip Insertion Defect from the FDA, Healt

Canada and Class members;

(c) mislead Class members and others about the features, efficacy, safety
accuracy of the SureStep Meter and Strips;
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make the Representation to Class members and others that the SureStep
Meter and Strips were each fit to measure blood glucose levels and free
from known defects with the intent of inducing them to purchase, use and
rely upon the SureStep Meter and Strips;

delay the correction of the defects;

hide the true causes of the Er-1 Defect and false low blood glucose
reagings;

submilinaccurate, incomplete, false and/or misleading MDRs to the FDA
and inacgurate, incomplete, false and/or misleading reports to Health
Canada;

delay the recall of the SureStep Meter;

reject the recomipendations of medical advisers employed by the
Defendants and others to recall the SureStep Meter in 1996 and 1997,

refuse to recall the defgctive Strips even after LifeScan had publicly
acknowledged that they were defective; and

breach the provisions of the Competition Act, the Food and Drugs Act,
and the Food, Drug and Cosnetic Act.

The Defendants were motivated to'conspire and their predominant

purposes and predominant concerns were:

(a)
(®)
(©)
(d)

(©)

to increase their sales and profits;
to increase or hold their market share;

to avoid adverse publicity;

to place corporate profits above the safety of the Class members and
others; and

to save the expense consequent upon the recall of the SuxeStep Meter and
Strips in the hands of Class members of retooling manufadturing
equipment to correct the defects and of recalling defective ikventory from
retailers.
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60. The conspiracy was unlawful because the Defendants knowingly caused

erously defective products to be marketed, failed to file timely or adequate MDRs
FDA and engaged in the practice of false advertising.

61. he conspiracy was directed towards diabetics and potential users of the
SureStep Meter Strips, including the plaintiffs and the other Class members. The
Defendants knew in the circumstances that the conspiracy would likely cause injury and
loss to the plaintiffs and

other Class members. The conspiracy caused injury and

loss to the plaintiffs and the other Class members.

62. The acts particularizedand alleged in this claim to have been done by
each of the Defendants were authorized, oxdered and done by each defendant’s officers,
directors, agents, employees and representativgs while engaged in the management,

direction, control and transaction of its business a¥airs and are therefore acts and

omissions for which the Defendants are vicariously 1i

THE DEFENDANTS’ NEGLIGENCE
63. The Defendants owed a duty of care to the plaintiffs and the other Class
members and breached the requisite standard of conduct expected of the

circumstances.
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The Defendants were negligent in the design, development, testing,

ing, licensing, assembly, distribution, marketing and sale of the SureStep

ips. Particulars of some of the acts of negligence follow:

ey knew, from internal testing, as early as 1993—three years before
magketing the SureStep Meter and Strips—of the Er-1 Defect and took no
stepi,to remedy the defect;

, from internal testing, years before marketing the SureStep
Meter and\Strips of the Partial Strip Insertion Defect and took no steps to
remedy it;

they wrongfull}x and intentionally accepted the known risk of injury to a
Class member as'a result of the SureStep Meter’s software problem, the
Er-1 Defect and the,Strip’s design flaw, the Partial Strip Insertion Defect;

they knew that the Er-NDefect would occur when a Class member’s
blood glucose level excegded 500 mg/dL and that, in such an event, the
Class member would be niisled as to his or her true glucose level and
might fail to take immediate\and appropriate corrective action;

they failed to remedy the Er-1 Defect to eliminate this known risk and
consciously accepted the risk of the Er-1 Defect occurring because they
wrongfully concluded that the healtk risk associated with the defect was
not severe enough to warrant a changg in the software;

they knew that the Partial Strip InsertionDefect would occur whenever a
Class member incompletely inserted a Strijy and that, in such an event, the
Class member would be misled as to his or hgr true glucose level and
might fail to take immediate or appropriate colective action or might
even take actions, such as ingesting food or takihg insulin, that would
elevate his or her already dangerously high blood glucose;

they failed to remedy the design flaw that caused the Rartial Strip
Insertion Defect in spite of the foreseeable risks and congciously accepted
the risks because they did not want to alert competitors to\the defect by
redesigning the Strips and because they wrongly conclude
health risks associated with the defect were insufficient to wasrant a
change in the design of the Strips;

they knew or ought to have known that the two defects in the SureStep
Meter and Strips were hazardous to Class members because pre-market
testing confirmed the software problem and design flaw, and their o
medical experts warned of the potential catastrophic consequences to
Class members;
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they failed to design a software program that would ensure blood glucose
levels exceeding 500 mg/dL generated a “HI” message and not an “Er-1"
message;

they failed to design a Strip that when partially inserted caused an
insertion error message and not a false low blood glucose reading;

y manufactured, licensed, assembled, distributed, marketed and sold
the\SureStep Meter and Strips knowing that they suffered from the

the Class members of the dangers associated with the
use of the SureStdp Meter and Strips;

they failed to warn Chass members that an “Er-1" message could mean a
blood glucose level of 300 mg/dL or higher;

they failed to warn Class mgmbers that partial strip insertion could
generate a false low blood glugose level reading;

they falsely represented that a “HY.” message would appear when a user’s
blood glucose level was 500 mg/dD\or higher and that an incomplete
Strip insertion symbol would appear When a test Strip was partially
inserted;

they failed to change the design of the Suré§tep Meter’s software and the
design flaw of the Strip when they knew or owght to have known of the
Er-1 Defect and the Partial Strip Insertion Defex;

they failed to change their design, manufacturing assembly process of
the SureStep Meters and Strips in a reasonable and tiiely manner;

they failed to include a warning that described the two defects on the
SureStep Meter packaging, on the Strips packaging or in the owner’s
booklet;

they failed to instruct their HelpLine employees to properly evalhate,
record and advise on complaints of the defects;

they encouraged their HelpLine employees to conceal the true causes
an “Er-1” message or a false low glucose level reading when
communicating with Class members and others;
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they failed to accurately, candidly, promptly and truthfully disclose
consumer complaints and SureStep Meter and Strips defects to Health
Canada;

they failed to initiate timely review, evaluation and investigation of the
r-1 Defect and the Partial Strip Insertion Defect following complaints of
itjury or death or hazard to safety;

the Strip in a reasonable ayd timely manner because they required a
compatible Strip to ensure dpntinued sales of the SureStep Meter and
replacement meters and becahge the greatest portion of their profits were
derived from the sale of the Strips;

they failed to conform with applicable disclosure and reporting
requirements pursuant to the Food akd Drugs Act and the Food, Drug
and Cosmetic Act,;

they hired incompetent personnel and app&jnted incompetent officers and
directors;

they failed to instruct their servants, agents, offisgrs and directors to act
ethically and responsibly;

they failed to properly supervise their employees, thelx, subsidiaries and
affiliated corporations;

they encouraged their employees to increase sales volumes'while
neglecting to inform consumers, retailers, hospitals, physiciahg and
diabetic counsellors of the two defects; and

they failed to recall the SureStep Meter and/or the Strips in a timel
manner or at all because of the cost and the negative publicity.
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65. The plaintiffs plead that, by virtue of the acts described, the Defendants
are liable in damages to them and to the Class members who used the SureStep Meter
and/or Strigs and that each defendant is responsible for the acts and omissions of the
other Defendayts for the following reasons:

(a) eagh was the agent of the other;

(b) each sompany’s business was operated so that it was inextricably
interwoyen with the business of the other;

(©)

@

virtue of the commoy business plan to distribute and sell medical devices;

(e) the Defendants intended, that their businesses be run as one global
business organization; an

() the Defendants established a\financial management system whereby a
member of Johnson & Johnsol’s Executive Committee would sit as
Chairman of the Professional Ghpup, the group principally responsible for

the coordination, management any| operation of the medical devices
business, including LifeScan and LifeScan Canada.

NEGLIGENT AND FRAUDULENT MISREPRESENTATIO

66. As pleaded in subparagraph 1(0), “Representation” means the
representation made expressly and impliedly that the SureStep MeXer and the Strips were

each fit to measure blood glucose levels and free from known defects)

67. Beginning in February 1996, the Defendants made the Reprégentation to

the Class members and others. The Defendants made the Representation in théir print
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d electronic advertising, in their brochures, in their point-of-purchase displays and in

by their conduct in seeking approval from Health Canada and in offering
the SureStep Meters and the Strips for sale and/or use by the Class

(b ir express words, stating that the SureStep Meter and Strips:

would “help palients get accurate results”;
(v) were “accurate, reltgble and easy to use”;

(vi)  were “getting accurate ¥¢st results — every step of the way”;

(vii) would give “accurate results in as little as 15 seconds™;

(viti) were “unique” and would “actuglly ‘forgive’ poor technique”;

(ix)  were “specifically designed to mak¥ self-monitoring easy for
millions of people with diabetes who'suffer from a wide range of
physical limitations,” inciuding trembligg hands and visual
impairment; and that

(x)  the Strips were unique, provided increased confidence that users
were testing properly, and minimized wasted Siips and repeated

tests.
68. Each plaintiff and each other Class member relied on the Repressntation.
69. The reliance upon the Representation by each plaintiff and every other

Class member is established by his or her use of a SureStep Meter and/or Strips. Had
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ch plaintiff and each other Class member known that the Representation was false and

mislgading, he or she would not have used the SureStep Meter and/or Strips.
70. The Defendants made the Representation negligently or fraudulently,
knowing it was ¥alse and misleading or, recklessly caring not whether it was true or

false, intending that\¢ach Class member rely upon the Representation and each Class
member did rely upon thjs Representation to his or her detriment by using the SureStep
Meter and/or Strips.

A
AN

BREACH OF SECTION 52 OF THE CQMPE TITION ACT

71. The Defendants made the Representation to the public as particularized in
paragraph 67. In so doing, the Defendants breached s. 52 of the Competition Act
because the Representation:

(a) was made for the purpose of promoting the business interests of
the Defendants;

(b) was made to the public;
(c) was false and misleading in a material respect; and

(d) stated a level of performance of the SureStep Meter and Strips
that was not based on an adequate and proper test.

72. The plaintiffs and every other Class member relied upon the
Representation by using the SureStep Meter and/or Strips and suffered damages and

loss.
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73. Pursuant to s. 36 of the Competition Act, the Defendants are liable to pay

the damages which resulted from the breach of s. 52.

CONSTRUCTINE TRUST

74. The plaintiffs and the other Class members trusted and relied upon the
Defendants, because of their reputation in the marketing of medical devices and health

care products, to produce a meter and strips each fit to measure blood glucose levels and

free from known defects. The Def{endants profited from that trust.

75. The plaintiffs plead that ggod conscience requires the Defendants to hold
in trust for the plaintiffs and the other Class ipembers all the revenue they received in
Ontario and elsewhere in Canada from the sale of the SureStep Meters, the Strips and

the Associated Paraphernalia and to disgorge this rekenue.

76. The Defendants are constituted as constructi¥ge trustees in favour of the

Class members for all the revenue from the sale of the SureStep\Meters, Strips and

Associated Paraphernalia because, among other reasons:

(a) the revenue was acquired in such circumstances that the De¢fendants may
not in good conscience retain it;

(b)  justice and good conscience require the imposition of a construdtive trust;

(c) the integrity of the medical devices regulations and the marketplac
would be undermined if the court did not impose a constructive trust

(d) the Class members have suffered a loss and the Defendants have been ™,
unjustly enriched; and h
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the Associated Paraphernalia could not have been marketed absent the
Representation and absent the Defendants’ marketing of the SureStep
Meter and Strips.

laintiffs plead that Class members would not have used the

SureStep Meter and/ok Strips if the Defendants had acted reasonably and responsibly.

78.

As a result of the Defendants’ negligence, conspiracy, fraudulent or

negligent misrepresentation and kreach of section 52 of the Competition Act, the

plaintiffs and other Class members syffered damages and loss, including:

(2)

(b)
(©
(d)

(e)

personal injury, including pain and suffering from repuncturing fingers to
draw additional blood samples as a result of erroneous readings;

diabetic shock;
the amounts paid for the SureStep\Meter and/or Strips;

out-of-pocket expenses incurred by the Class members or for their benefit
such as the costs to return the SureStep¥Weters; and

loss of income.

THE CLAIM FOR COSTS, INCLUDING THE COSTS OF INVESTIGATION

79.

Pursuant to s. 36 of the Competition Act, the plaintiffs and the other Class

members are entitled to recover their full costs of investigation and their soli¢itor-client

costs paid in accordance with the Act.
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80. The plaintiffs and the other Class members are also entitled to recover as

damages or costs in accordance with the Act, the costs of administering the plan to
distributé,the recovery in this action and the costs to determine the damages of each

Class membag which administration costs probably will exceed $5,000,000.

PUNITIVE DAMAGE

81. The plaintiff\plead that the Defendants’ conduct in the design,
development, testing, manufactiqing, licensing, assembly, distribution, marketing, sale,
instruction and promotion of the Sud¢Step Meter and Strips, the delayed recall and/or the
failure to recall, the conspiracy and the Wisrepresentation as pleaded above, was high-
handed, outrageous, reckless, wanton, entirély without care, deliberate, callous,
disgraceful, wilful, in intentional disregard of the plaintiffs’ nghts and safety and the
rights and safety of the other Class members, indiffarent to the consequences and
motivated by economic considerations such as the mairKaining of cash flow and market

share. Such conduct renders the Defendants liable to pay p

LEGISLATION

82. The plaintiffs plead and rely upon the Act, the Negligence Act, R.S.O.
1990, ¢.N-1, the Competition Act, the Food and Drugs Act and the Food, Drugand

Cosmetics Act, all as amended and the regulations made thereunder.
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The plaintiffs propose that this action be tried in the City of Windsor, in

unty of Essex, in the Province of Ontario.

SERVICE OUTS{DE OF ONTARIO

(a) in respect of perspnal property in Ontario (rule 17.02(a));

(b) in respect of damageg sustained in Ontario arising from a tort or breach of
contract wherever comnitted (rule 17.02(b));

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

(d) against a person carrying on business in Ontario (rule 17.02(p)); and

(e) authorized by statute, the CompetiNon Act, to be made against a person
outside Ontario by a proceeding cominenced in Ontario (rule 17.02(n)).

Date: August 9, 2001 SUTTS, STROSBERG LLP

Barristers and Solicitors

Solicitors for the plaintiffs
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