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CELATM
. The Plamntiff claims on her own behalt ated an behall of all ol The inembers of the
Class [as preliminarily defined Telow):

[EH gencral domages n excess of $30U(KRIO0, or as this Homourable Count
dees fit:

{b} special damages in excess of S30000GO0, oe 9% 1his Honourable Count
deems Fit:

() an accounting or disgorgement ol the benelils which accrucd to the
Delendanls as & rosult of their negligence, statitory  breaghes, and
restitutionarcy law:

i) dammages amd  slatotory compensation  available onder the Conrmmmer
Fraofecuor Act;

=) punilive Jamages;

(f) pre-judpment interes, g,

(o) eosly,

1. PARTIES
The Plointitf

2 Rosulba Toudsy has at 211 material tines resided in Searborough, Ontario,

The Proposed Clazss

3. Rosalba brongs this proposed class action on behalf of 41 persens in Canada who
howe purchased or ingested Invokana (hersinaller the “Class” or “Class Memhers™), and
all persens whu are [wmily mombers of the Class who are entitled io azsert o chaim
pursudnt to section &1 of the Famify Law Acr, RSO0 1800, ¢ F.3, as amended, und
equivalent provineisl legislation {hereinafter the “Fawlly Class” or “Family Class

Members™).

The Defendants

4. The Delendant Janssen Pharmacenticals, Ine. ("Tanssen TIS") iz a corporation

incorporated pasnant 1o the laws of the Stare of New Jersey with its head oflice lueated

in Tuusville. Now Jersey. At all material tines, Janssen US desipned, researched,

develaped, lesled, manufactured, marketed, packaped, labeled, promoled, diswibuted,
d



licensed, and sobd Invokana for use thronghoot the weorld, including Canada. Jaossen 115
is identified as cthe mamifaciurer for Invokana in the U5, label. Janssen US also authors,
publishes, snd maintains the Invokana web sices, which are sources of nlormalion
regarding the safety anel elficacy ol Invokana (hat are used by conswmers worldwide,

icluding by Canudians. Janssen 1S is the spensor of Invekana in the Uiniteel States.

4 The Delendanl Janssen Inc. {"Janssen Canada") is a corporation incorpomced
pursuant to the laws of the Province ol Onlario witl iy registered head office located in
Do Mills, Omlarie. Al all material dmes, Janssen Canada designed, researched,
developed, tested, manufactured, marketel, packaged, lvbeled, promoted, distibuted,
licensed, and sold Invoksna for use by Canadians.  Janssen Clanade s 1he spoasor or
market autherization holder (ur Inveokany. meaning that it iz the entity authorized by
Heallh Canada to scll Invokana in Canada Janssen Canads sells Invokana under the Drug
[dentificalion MNumbers 02425483 and 02425491 in 100mg and IKimg dosages,
respoctively.

&, The Drefendant Janssen Orthe LLC (“Janssen Orho™ is o corpormtion
incorporated pursuant. oo Thes laws of the Slale of Delaware with its head office located in
Gurbo, Puerte Rico, At all material times, Tanssen Onlhe desizned, rescarched,
developed, tested, manufaclured, marksted, packaged, lobeled, promoted, distribuoted,
licensed, and sold Invokana for use cheoughont the world, ineluding Caonoda. Janssen

{htho is identified az the manuelurer for Invokana in the U_S. lahals.

1. The Defendant Janssen Ortho LLC (“Tanssen Ontho™ 38 n cofporstion
lncorperated pursuant to the laws ol the Stale ol Delaware with its head office localed in
Guralo, Puerle Rive. Al all matcrial times, Janssen Oribo desipned, rescarched.
developed. tested, manufscturel, murkeled, packaped. labeled, promoted, disinbuled,
licensed, and sold Invokana for use theouphout the world, including Canada, Janssen

Orthe is identified es the maoulaclorer for Involkana in the 1.5, labels.

K. The Delcndant Johnsen & Johnson, is 4 eorperation incorporated puesuant 1o the

laws of the State of New Jersey with its head office located in Wew Brunswick, MNew

lersey and 1s onc of the sharehatders of Johmson & Juhnsen Inc., which is domiciled in
4



the Disliet of Monireal, in the Provinee of Quebec, {collectively "1&17)  1&1 iz the
parent of the Defendants Janssen Canada, Janssen Ortho, und Janssen US. At ali material
limes, J&T designed, rescarched, developed, tested, manufactured, merketed, packael,
labelled, protmoted, disteibuled, livensed, and sold Invokana for use throughout the world,

mneluding Canoda, T &J ownas the trademark for [nvokana in Canada.

g, The Defendants ave research-based pharmacentical compasies.  They develon,
derigm, lesl,  qnanulaclure, label, package, madect, distribaee, and  =ell variouos
phirmaceudcal products.  The Defendants individually and joiotly manufcired, {esied,
marketed, lalwelledd, dislobuied, promeled, snd sold drugs voder the brand name [nvokana

in Dolarno and across Canada.

1, The Dkfendants cngage in "harmonization” and “coordination”™ o mallers
involving labeling, markstiog, the offivacy of the products, and the coliecting and shacing
ol ¢limeal rescarch or mial information, and adverse evenl reporling. The Defendants
engaged m o Jont eotorprisc for the development, promotion, snd sale ol Inviekan: in

Ontario and Canada.

0. Each ot'the Defendanls seted i concerl with the others, Each of the Defendants,
16 viguriously liable for the actions of the othars. Each of the Delendans were part of one
warldwide corparate entity acling egolher and in commeon ways. The Plaintiff and Class
Members cannot rcascnably be expecred to know which ol the Delendants has committed
which individual wrong because the Delendanis work scorctively and collectively but

each 15 responsible for the wrongdoing of the other.

L1, Thercfore, all the Defendants are jointly and severely loble for the acts and
omissions of each other, and Tanssen Canada, Janssen US, Janssen Outho, and 1& will be

telermed to collectively as “ Janssen™.

1L PARTICULARS OF TIHE CLATM
The [hruy
12, Janssen resedrched, developed, designed, testcd, manofactured. markered, and

distribuled  prescription  drugs  containing,  he  welive  ingrodient Canogliflozia



('Tovokana®).

13, lovokona was approved foe sale in Canwda by Health Conada on by 28, 2014
ungder the DIy (2425483 and 02425491 in 100mp and 300mp doses, respeclively.

14, Invokana is o glucose co-bransporter 2 (SCLT2) inhibitor roarkelsd by Tansseo for
the treatmetit of real Type 2 dinbeles,

5 Type 2 diabeles 1s u disease o which yowr pancreas does not prodoce enough
mnsulin, or your body does not prapendy use the insulio il mabkes. As a cesult, glucose

(augar) builds upy in your blood inslead of being used for energy.

16, SGLT2 s g prelein o bumans that facilitacs glucose reabsorption in the kidoey.
SGLT2 inhibitors block the reahsorption of glucose o the kidney, incrcssc glucosc

excretion thiagh urinalion, and (hus lowers bleod glocose levels.

17. Accoading 1 Janssen:

“I0Y DK ANAM iz proven to Jower blond sugar (A ),

Dlsed wleng with diet und exercise, DNYORANAR is the firsr in e mewssl vlass of divbstes medicines
[hat's proven o signitianty nwer A 1T in adults with ype 2 diabeles,,”

18.  Janssen failed to conduct suilicien long-term studics on kidney health o

determing the slworl and long-term cffects of inhibiting SGLT2 prolzins,

4. When wsed as dirceted in the product moncgraph, o when used loresecubly, for
sthort and long term, while Invekana is being uscd and after a patient ceases to use ic,
Invokana con cause, cenlribute. of incrcase the risk of a nuoiler of seruus side cffcors
{lhe “Side Effects") including:

a) diabelic keloavidosis:

bl kidney failwre; o

] deuth.

20, The wamings provided in the Ivokaoa product monographs ave inadeguale.

Janssen downplayed (he serousncss of lovokana's side effects, or aliematively, fatled w
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provvide a clegr, complele, and cwrent warning of nvokana’s sule ellecls,

21, Janssen Luiled Lo provide a clear, complete and current warning Lo Invelkona uscrs
and mcdical professionals that Invokany eun couse the aforcroentioned Side Effects,
denying the Plaintilf yiul Class Members the ability to make an informed dlecision as te

whether to tnke Imvokana or consider 1aking anolher Jroeg,

22, Ewvcn if the protability of injury is small or may only affect a small group of
users, this risk most be balanced against considerations such es the oalure of the drag, the
ncccssity for taking it, he seriousness of the danger, and the magnitude of the eTensed

danger b0 the cunsumer,

23, Junsson ought to have been aware of Uhe tisks of Invokana based on Invakana’s
mcchanism of action, the vlass of dougs o which Invokena helooes, sod numerous

shuclies, (nals, aod medical jowrnal aticles.

24, Junssen bas ignored all of the aleremenivoe] information and continues o
promote their producl. as sule, downplaying the seriousness of Tnvekana's potential side
effects, andl [wiling vr refusing to prowide a ¢lear, vcomplele, and current warning Lo

medical professinnals and consamers,

25, Janssen fails amdl continues to fail to provide A clear, complete and currenc
wHIIng 10 their product monographs s Joing so would affect the sales ol Invokana,

which ts very profitable for Janssen.

0. Tanssen bas placed the profits of their conjeined companies ahead of the healih

and safety of Canadian consumers.
Hozalha’s Haros
2. Inur around October 2014, Rosalba wus prescibed Invokana by Dr. Peter Roslas

for the manapement ol high blood glucose levels associated with Type 2 Diabetes,

28, Rosalla began ingesting Invokana, as prascribed by her doclor.



2 In or around June of 2014, while walching TY, Rozalba saw an advertiseinent
lrem lhe US television connnercial warning Invokane users 1hal {hey moy exporicnce

diabetic ketoacidosis or Kidoey failure,

30 lmmediately after seeing the U5 ielevision commercial, Rosalba contacted D

Rotas, whu sulvised her (o stop taking lnvokana, and go zee him.

il Aller lmsls were comnducled by Dr. Rostas, it was determined that Rosalba was

capericneing kidney failure.

32, Rusalbu had net been wamed by her doctor, or advized by Invokana's prodoct
menopraph, that Invokaoa cen cawse, coolribule to, or incrcase the risk of diabetic
ketuwnlosis or kadney failure. Had Rosalba been warned ol Tnvokana's Side Effects. she

would oot have taken (e drug.

. CAUSES OF ACTION
Negligence
31, To diseharging their dutics of care, the Defendants hregchiedl 1he stundards of carc

cxpocted of them.

3. As manufacturess andl rosthelers of presvription phannacentical drups, Janssen
owerl Class Members dutics:

[m) to concduct proper desipn. development, and testing of jts drup:

{t) el lo market an unreasonably dangerous drg; md

{c) to warn of the risks of serious s1de cffccts,

35 Before markeling Invoksana in Canada, and after pulling Invekans on to the
marke! in Canada, Janssen failed to conducl proper design, development, and testing, of
its dimp by,
fa) conducting no prospeclive or relospective population studies, anioa
stidlics, or mial studies on the long-term eliscls of inhibiting SGLTZ?
QIVHELDR;
(k] biring no cutstde epidemiologist, endoctinology, hematology, or nephrolopy

Bxpes; and



() failing to review ar, in the allemotive, reviewing bul {niling o ke
wppropoale welion with regnrd o wedical literature, journals, and crials

regarding the potencial effects of inhilviting SGLT2 proleins,

3G, Janssen breached their duty of care by macketing Invokany in Canada al a1l and by
Tailing 1 withdraw Invokana from markees in Canada, becatse Invokamn s un

nnrcasonably dangerous or untel doug,

50 Addidonally end ablermatively, Janssen breached their duty of care by failing to
nwlude a clear, complete. and current warning In the Invokana produst menograph that
Invokana can cauke, contribale, or incrsase the nsk of aforementioned %ide Bffects,

whivh Janssen knew or should have ko alout.

1. The Plamtiff pleads that the Invekana peodugt monegruph should have stated
promincitly and in all approprigle seclions that;

(2] Invokona can cause diabetic ketoacidnsgis:

(b) Invakana can ¢ause, cunlribute, or increase the risk of kidney failure; and

{w) Invokana can cause, contribuce, o ereyse Lhe sk of death,

31, The wamings provided by Janssen wore nol cloar, complete, and current.

Consumer Protection Acl

37 The Delendsnts” advertising, marketing, sales sod supply of Invokana for
personal use by Resalbn and Cluss Members were “copsumer transgetions™ within the
mearmig of be Copsumer Protection Act, 2002, 50 2002, ¢ 30, Sch. A ("CPA™), and
cquivalent legislation in other Cunadian jurizdictions. Class Members who purchased
Invokana lor personal wse are “consumers” and the Defendants are “suppliers” within the

meaning of the CFA.

38.  The Defendont’s cenduet in the advortising, macketing, sales, and supply of
Invukino constituted unfair prectices under Pat I of the CPA and in parliculsr meade
talse, misleading, or decoptive representations conteary 10 5, 14 of the CPA. These unfair

practices included the Delemlunis® [ailure to properly disclose nll matedols facts



regariing the clfivacy and safety of Invokana.

KL A5y vonsequence of the Defendants’ conduce, £he Plaintff and the Class sullered
the damages described hergin, Rosalbu secks damages and statutory compensation

pursuant &y the £FA un her own behalf, and oo behalf of Class Members.

Walver ol Torl

4 The Defendants delihecataly withheld inlomation about the risks of lnvokana

41, The Defendants inlended (o and did profic through their wilblwlding of
mlonaticn. If the Defendants had not committed the wrongs sl ont above, they would

not have ehtained the revenues that they did through the commission of those wrongs,

42, The Planill sl Closs Members therefore claims a mooey judgment in an
aenounl gaqual to the revenues which the Tielenduns reecived from o sale of Invekana in

Cranada.

Damages
43, As i tesult of the Defendants’ ecls mnd omissions particularized abowve, the
Flamtiff and the Class have sulfered and will continue to swiler luss and domage, and
such 1oss and dumage was foreseeable by lhe Delendanes, Paticulars of the loss ymd
damage suffersd by Rosulba and the Class which were coused by (he acts and cmizsions
ol {hie Tcfendants include:

fa) persunal injuries, emational disiress, pain. sufferng, Joss of qualiey and

enjayment of lile, und loss of life expectancy;
(h) speciul damages for medical eapenses snd oot of pocket expenses;
{x) loas of both pasl and prospective income and eaming capacity; and,

(] dumapes for past ancd fiture cost of care,

4. The Tamily Class has suffered loss and damage that wes foreseeable by the
Detendants and includes loss ol guidance, care. consoctiumm, aod companicnship, loss of
consortium, loss ol income, and lass of value of services as a resuit ol the injury o the

primury claimane. and expenses ineurmed as a resull of the injury to the injured Class

14



hembers.

43, The Fanuly Class relies on common law and legislation in Ontario and
comparable legislation in other jurisdictions, Including: Fueiby Lo Aer, RSO, 19940, ¢,
E. 3, 53 617 Fowuly Compersdion Act, BS.B.C. 1996, ¢ 126, ss, 2.3, Faral Accideniy
Act, B.5A. 2000, ¢ F-8, 53, 2, 3 e Fotef Acciderndn Acd, B85, 1978, ¢ F-11. 58, 3~
Hhe Faberl Accidemes Act, CO3M, o T-50, 5. 3; Foral Accidenis Act, RS NB. 1573, ¢ F-
7,86 2-30 Fannd fnjuries Act, RANS IUEG o 163, a5, 3, 30 Fatd Accidents Aey,
BESLPEL T98E, c. F-3, s5. 2, &; and, Feued Accidenis Ace, RSN.L, 1990, ¢, F-&, 87 3-4.

Disgmrgement of reveou
4. The Plamtiff and the Class ate entitled to elect 1o wiive [he fonl and require the
Defendants to secoaml, for (he revenucs they reccived from the sale of Invokana o (e

Class,

47, The Defendants tortionsly inlmeluced and poaintnined the macketing and

disteibieice of Invokony in the Canadian market

48. T lur the Defendants’ ncglipent and intentional aces, angd slalulony breaches,
they would bave seld less Invokana and the Delendants would not have received any or

part ol the tevenues they reecived.

4. As aresult of the Defendants” fweaches of daty and intenlivoal wrongdoing, they

havc penerated substantial cevenues bl they should not in pood conscience retain.

Punitive and Excrmplary Damapes

38, The Defendants' conduct, thrmygh aclions s inactions, the awareness of the
Defendans of the serious fsks of Invokana, and the failure by 1he Delendants 1o provide
# clear, complete, and current warning, and publicize the dungers of Invokana, subject the

Defendants w uggravated, punitive, and exemplary damages.

al, In addition to ¢heir failure to provide a cless, complels, snd current waming

concerning the dangers inhercnl in the use of Invokana, the Defendants, tather than

1A



dischargiog [heir Ly W the ullimate public by Bally informing the leamed intennediavies
who would commnunicate dizectly to the public the risks inbecent in the wse of Invokana,
willfully, delibermtely, agmuoily, and wantonly ok stops to withheld aod manipulate
infonmation that it knew or cupght to have Enown abod the adverse ellecls ol wsing

[rwobepma,

JL As g direet snd proximate cesult of the conduce of the Defendants and the
imuminent hazard posed to the Class Members, as well g5 lhe scvompanying cmstional
distress, there should be awarded. in additien to special and compensatory damages,
exemplary and panitive damages ol a sullivien size 10 ermblazen in the collective minds
ol these Delendants and others the seriousness of the wranpful conduct of the Defendants
and the opproheinm with which the judivisl aon of gevernanes in Onlabo ond Canada

views such conduoct,

2% Al ol malerial times, the acts and emissions of the Defendants as set forth above:
(ay were refrehensible wwands the publiv and the Class, snd the Defendonts
hmave conducted themselves in a willful, wanton, and recklass manner wirh
regranl Wy Lhe Class Members' heallh and safety;
(b)  demensoated & cavalier and arbiteary approach wilh respect b thelr
vbligations 1o lhe Class and put their profits ahead of public safety; and
(e} pursued condact which constifubes unfaie business praclices wilh the Class

and the public,

54, Ruosalba, and Class Members 1elied on the Defendants to fully and scoaralely
inform them of Invokana®s safety and tad no way 1o delenmine the ellicuey and sofety of

Imvokonyg on their own.

55, The conduct of the Defendants warrants an award of panitive or exemplary

damages.

Service outside of Ootario
58, This claim may be served, without o comt oder, on (he Teleodats oalside

Oolano on the basis that

12



(m) the damapge was sustained in Ontavio {Ontario Rule 17.032{h):
(b thee trat weas conrartled] i Colaoo (Oatano Rale 17.02(g))
el the Dredendants carry on business in Onotario (Ontavie Rule 17.02(p));
(dy  the claim is  aothorized by slulute,  (he Corssrer  Protection Act,
2002 (Onlario Bole 17.02¢m)).
Place of Trial

37, The Pleintll pmpeses thal this aelion be ted at the City of Tovonto, in the

Provines of Cntario.

Drate of Iwsuc:

MERCIHANT LAYW GROUP LLP
Barrisiers and Sobicilor

f5 51, Clair Eost Ave.

Suite ¥
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M2IN &K1
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Linh I'ham
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Fax: 416-025-5344
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