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1 The plaintiff Helen Harrington applies for an order under s.
2 of the O ass Proceedings Act, 1995 SBC c. 21, certifying a class
action against certain manufacturers of breast inplants and rel ated
conmpanies. M. Harrington also applies to be designated as
representative of the nenbers of the class for the purposes of the
litigation. Plaintiff's counsel indicate that nearly 1,000 wonen
in British Colunbia and others outside the province have contacted
themto be included in the class. Class actions agai nst breast

i mpl ant manufacturers have been certified el sewhere, including
Quebec, Ontario and several U S. jurisdictions. Sone U S. state
courts have refused certification orders.

2 In British Colunbia s. 4 of the Limtation (Arendnent) Act,
1994 S.B.C. ¢c. 8 was passed as conpanion legislation to the C ass
Proceedi ngs Act, suspending until December 31, 1995 the limtation
on breast inplant clains. By agreenment anong the parties to this
litigation the suspension was extended to April 30, 1996. The
approach of that date |ends urgency to this application.

3 The central question on the application is whether there are
compn issues in this litigation anenable to class action
proceedings. Plaintiff's counsel contend that there are conmon

i ssues and that they can be defined either generally or nore
specifically. In Bendall v. MGhan Medical Corp. et al. (1993), 14
O R (3d) 374, Montgomery J. ordered class proceedi ngs setting out
3 common issues; plaintiff's counsel would be content with an order
whi ch sets out those issues, with one addition. Alternatively,
plaintiff's counsel have submitted a list of 18 questions which



attenmpt to define issues nmore narrowy. Defendants' counsel raised
a variety of defences to certification. They are united in
contending that there are no conmmon issues and a class action
shoul d not be certified.

4 Class action and so-called "mass tort" litigation is
evol vi ng
rapidly. Most of the jurisprudence is in the United States, and
Canadi an cl ass action | egislation borrows heavily from Ameri can
precedent. The issues involving breast inplants nust also be
viewed in the light of the recent judgnment of the Supreme Court of
Canada in Hollis v. Birch (1996), 2 WWR. 77

5 There are two main elenents of the plaintiff's general case
agai nst breast inplants - their rupture or failure rate, and the
all eged Iink between silicone and connective tissue disease. There
are al so conplaints of local conplications, including scar tissue
or capsular contraction around the inplant and calcification or

har deni ng of the breast.

The Inplications of Hollis v. Birch

6 Hollis is the first breast inplant case to reach the Suprene
Court of Canada, and the decision not only provides definitive
gui dance on inportant legal principles but it also illustrates the

conplexity of such cases. The plaintiff was injured by inplant
rupture from an undeterm ned cause. At trial, the defendant Dow
Corning was held liable in negligence for the manufacture and
distribution of an inplant which had an unreasonable risk of
rupture, and was therefore defective. On appeal, both the B.C.
Court of Appeal and the Suprene Court of Canada rejected liability
on that ground but held, alternatively, that Dow Corning was |iable
for failing to warn the plaintiff that the inplants involved a risk
of rupture, and consequent injury, from undeternm ned non-traumatic
causes. Thus, a case that was decided at trial to be one of
liability for a defective product became, on appeal, a case of
failure to warn of an inherent defect. The Supreme Court held that
t he manufacturer, Dow Corning, had a duty to provide doctors

advi sing patients concerning inplants with "clear, conplete and
current information about the dangers inherent in the ordinary use
of their product" (para. 24).

7 Under the learned intermediary rule which the court approved,
the manufacturer was entitled to warn the doctor of the risk of
rupture without warning the patient directly. The nmanufacturer was
under a duty to warn once it had tangi ble evidence that there were
ruptures from unexpl ai ned causes, and before it reached its own
definitive conclusions with respect to the cause and effect of the
unexpl ai ned ruptures. The duty to warn by manufacturers of breast
i mpl ants and other simlar medical products is stringent. In
Hollis the evidence indicated that the risk of unexplained rupture
was less than 1 in 1,000 but adequate warning of the risk to

| earned intermedi ari es was, nonethel ess, required.

8 VWet her the patient would have heeded the warning had it been
given is an issue that is subjective and personal to each patient
in determ ning the manufacturer's liability. The Suprene Court
approved the test previously accepted by the Ontario Court of
Appeal in Buchan v. Ortho Pharnmaceutical (Canada) Ltd. (1986), 25
D.L.R (4th) 658. As against the doctor, the test to be applied in



determ ni ng whet her the patient would have heeded the warning is
the objective test adopted by the Suprene Court in Reibl v. Hughes
[1980] 2 S.C. R 880. 1In cases which raise a failure to warn issue,
the doctor nornmally will be a key participant, both in terns of
evidence as to the warning, if any, that the patient was actually
given, and as a potential defendant for failing to discharge an

i ndependent duty to warn. It was not necessary for Ms. Hollis to
prove that a warning fromthe manufacturer woul d have been passed
along by the learned internediary doctor to her in order to succeed
agai nst the manufacturer. However, if the |earned internediary had
given Ms. Hollis an adequate warning of the risk of unexplained
rupture, then presumably there would be no causal nexus between the
manufacturer's failure to warn and any injury sustained by Ms.

Hol lis attendant on an unexpl ained rupture. Thus the issues wll
fall to be decided on evidence specific to each patient's

ci rcunst ances.

9 There may al so be inportant timng differences between cases.
Ms. Hollis received her first breast inplants in 1983. The Suprene
Court concluded that instances of unexplained rupture first cane to
Dow Corning's attention about 1977 and sinmilar instances continued
to be brought to its attention over the next several years. Dow
Corning did not include a warning of a risk of unexplained rupture
with its products until 1985. The Suprenme Court, uphol ding the
Court of Appeal, concluded that in 1983 when Ms. Hollis received
her inplants, Dow Corning had sufficient evidence of unexplained
rupture to be required to warn. In the case of the particular
nmodel of Dow Corning breast inplant at issue in Hollis, inplants
sold and distributed before 1977 woul d not have required a warning
because Dow Corni ng apparently was unaware of the risk. After
1985, Dow Corning's warning with respect to unexpl ai ned rupture was
apparently adequate and, therefore, there would be no liability in
these circunstances for inplants distributed after 1985. At sone
poi nt between 1977 and 1983, when Ms. Hollis received her inplants,
Dow Corning received some credible evidence of an increase in risk
of unexpl ai ned rupture and should have started warning. The
preci se date by which that warning shoul d have been given nmay be a
critical date for determination of liability in particular cases
and it nust to sone degree be an arbitrary determ nation. Should
that question be answered in the abstract as a general question, or
as it was in Hollis in the context of the circumstances of a
particular plaintiff?

10 The conclusions flowing fromHollis are that actions agai nst
breast inplant manufacturers may turn on the issue of failure to
warn of inherent risk rather than product defect and that the
clainms will succeed or fail depending on a nunmber of factors that
can be deternined only with regard to the particular circunstances
of individual claimnts. The role of doctors as |earned
internediaries will be a factor in virtually every failure to warn
case. There will be the question of whether an adequate warni ng
woul d have been heeded if given, and the Suprene Court has deci ded
that the test is subjective. La Forest J. referred to a category
of breast inplantees that could be described as "pre-sold" and
sufficiently determ ned on inplantation to have not heeded any
adequate warning of risk (para. 48). M. Hollis did not fall into
that category, but others may and the answer will turn on evidence
specific to the particular plaintiff. Further, the duty to warn
may vary with the risk involved in a particular product and the



state of the manufacturer's reasonabl e know edge of the risk
involved at the particular time a product is distributed and finds
its way to each inplantee

The Difference Between This Case and Hollis
11 Plaintiff's counsel in their subm ssions enphasized the

probl em of inplant rupture or |eak, but not in Hollis terns
al though failure to warn is pleaded. The plaintiff's enphasis here

is that the el astonmer envel ope of nobst inplants will rupture or
disintegrate within several years and rel ease silicone gel into the
body with attendant consequences. The plaintiff will assert that
the inplants are generally defective because they will not maintain

their structural integrity for the life of the inplantee.
Silicone and Connective Tissue Di sease

12 The other main assertion is that the silicones contained in
breast inplants, including the silicone gel filler and the silicone

conmponents of the outer shell, are disease causing agents. The
shell is in contact with body tissue and all silicone gel filled
implants are said to bleed small quantities of silicone into the
body even in the absence of a rupture or leak. It will be alleged

that the silicone in inplants causes a variety of diseases which
are loosely referred to as auto-imune or connective tissue
di seases

13 The patient consent form prepared by the Canadi an Soci ety of
Pl astic Surgeons in 1994 described the then state of know edge with
respect to these di seases as foll ows:

Connective tissue disorders: These are a
group of relatively rare disorders in which
the body reacts. Sonme cases of these

di sorders have been reported in wonmen with
breast inplants.

These disorders can cause long-term serious
health problenms. Synptons include pain and
swelling of joints; tightness, redness or

swel ling of the skin; swollen glands or |ynph
nodes; unusual and unexpl ai ned fati gue;

swel ling of the hands and feet; and unusual
hair | oss.

Some wonen have reported a reduction in
synmptons after their inplants were renoved
More research needs to be done to determine if
wonmen with inplants have higher rates of these
di seases than wonen without inplants. Due to
concern about a possible |link between breast

i mpl ants and connective tissue disorders,

manuf acturers are sponsoring |arge-scale
scientific studies. Such studies, to be
effective and reasonably concl usive, take tinme
and the results are expected no sooner than
1997.

14 There have been a nunber of scientific studies investigating



possi bl e 1inks between breast inplants and connective tissue

di seases. Most of the studies so far have found no significant
I'ink between breast inplants and connective tissue di seases.
However, the report of a study by Charles H Hennekens and ot hers
in the February 28, 1996, issue of the Journal of the American
Medi cal Association (JAMA) suggests at |east the possibility of an
associ ation, although its conclusions are carefully qualified.

15 | asked counsel whether this issue would be Iinmted to a
"battl e of experts" providing opinions on the proper inference to
be drawn as to causation fromthe various scientific studies.
Counsel were essentially agreed that the issue of causation could
not be neatly confined to the scientific studies and opini ons of

epi demi ol ogi sts. First, while some connective tissue diseases such
as rheumatoid arthritis and scleroderma have generally recognized
medi cal definitions, there are others which do not and are referred
to as atypical. The Hennekens report explains the problemin these
terns:

It is difficult to study any rel ation of
breast inplants with these atypical diseases
or syndrones, because currently these

condi tions possess no validated classification
criteria. |Investigating subjective synptons
that are largely unverifiable are likely to

yi el d spurious results.

The injury alleged by the plaintiff Helen Harrington falls within
this atypical category with her condition being described, inter
alia, as silicone syndrome and atypical connective tissue disease.

16 Even if the definitional problemcould be overcone, counse
are agreed that evidence as to causation woul d extend beyond
general scientific data to evidence related to individual clainmnts
i ncl udi ng pre-existing conditions, genetic and other pre-
di spositions, and other potential causes. Counsel for the
plaintiff suggested that the issue of causation m ght be divided,
with the scientific data being canvassed first as a general issue
and the individual circunstances addressed later. | wll return to
this suggestion later in these reasons, but it is clear that any
ultimate determination of the issue of causation for any particul ar
menber of the class will have to consider factors specific to that
i ndi vi dual

17 I should note that virtually all aspects of the plaintiff's
theory are disputed by the defendants and the nerits of the
opposi ng cases are not before me on this application. It is
sufficient that | amsatisfied there is some evidence which
supports each side and, consequently, there is a triable issue.

Anmerican Mass Tort Litigation Experience

18 American courts have been wrestling with the probl ens of
litigating mass tort clains for sone time. Recently the United
States Court of Appeals for the 6th Circuit in Re American Medi cal
Systenms Inc., 6th Cir. No. 95-3303, February 15, 1996, granted
mandanmus to decertify a products liability class proceeding

i nvol ving penile protheses, reversing the decision of Judge Rubin
in the District Court. |In so doing, the 6th Circuit conmented, "W
find that the District judge's total disregard of the requirenents



of Rule 23 [of the Federal Rules of Civil Procedure] in this case,
and his simlar rulings in other medical products liability
actions, warrant issuance of the wit of mandanus on these extreme
and limted facts." (At p. 36). Dante, the breast inplant class
action certified by Judge Rubin, was one of the other nedical
liability actions referred to, and criticismof the Dante
certification is thus inplied. The 6th Circuit opinion added (at
p. 26):

A single litigation addressing every
conplication in every nodel of prosthesis,
i ncludi ng changes in design, manufacturing,
and representati on over the course of twenty-

two years, as well as the unique problenms of

each plaintiff, would present a nearly
i nsurmount abl e burden on the district court.
By contrast, an individual case of this type
is relatively sinple to litigate if narrowy
focused on a claimregarding a specific nodel,
a specific conmponent, or specific statenents
made to a particular urologist during a
particul ar period of tine.

19 Those conments are pertinent here. Not only does this case
i nvol ve changes in nodels and variations anong the different
manuf acturers, but there are also varied nmedical conditions

al l egedly caused by the inplants and individual issues of
causation. Those varied questions realistically cannot be
addressed in a single lawsuit. The American experience nmakes it
abundantly cl ear that neither class actions nor pre-trial co-
ordination of nultiple individual actions is a panacea for the
scal e and conplexity of mass tort clains. There is no sinple,

el egant sol ution.

20 In an asbestos case, in Re Fibreboard Corporation, 893 F.2d
706 (5th Cir. 1990), the U S. Court of Appeals for the 5th Circuit
rejected certification for trial of issues of causation and damages
i nvol vi ng about 3,000 asbestos personal injury plaintiffs through
the expedi ent of trying the causation and damages issues for 41
menbers of the group and then using those results to determine the
remai ni ng cases without further trials. The 5th Circuit concl uded:

This proof for 2,990 class nenbers will be
suppl i ed by expert opinion regarding their
simlarity to 41 representative plaintiffs.
Plaintiffs deny that they will be

extrapol ating a total universe froma sanple
While we are skeptical of this assertion,
plaintiffs' characterization is of little
nonent. The inescapable fact is that the

i ndi vidual clainms of 2,990 persons will not be
presented. Rather, the claimof a unit of
2,990 persons will be presented. G ven the
unevenness of the individual clainms, this
Phase Il process inevitably restates the

di mensions of tort liability. Under the
proposed procedure, nmanufacturers and
suppliers are exposed to liability not only in
41 cases actually tried with success to the



jury, but in 2,990 additional cases whose
clains are indexed to those tried.

Comonal ity anong cl ass nenbers on issues of
causati on and danages can be achieved only by
lifting the description of the clains to a

| evel of generality that tears themfromtheir
substantively required nmoorings to actua
causation and discrete injury. Procedures can
be devised to inplenment such generalizations,
but not without alteration of substantive
principle.

21 At the sane time, the 5th Circuit did approve conducting
"phase |I" of the trial, addressi ng conmon defences and punitive
damages, as a comon trial in the manner ordered by the district
court, with evidence restricted to the small sanple of plaintiffs.
Thus the case supports the proposition that if a threshold issue
can be identified which is common to all clainms, that i ssue can be
litigated in a class action format, |eaving individual issues to be
dealt with later in separate trials if necessary, depending on the
outconme of the threshold issue.

22 I find support for this approach in the history of proceedings
before the judicial panel on nulti-district litigation which
assigned silicone gel breast inplant litigation to Judge Pointer of
the U.S. District Court for the Northern District of Alabama: In
Re Silicone Gel Breast Inplants Product Liability Litigation 793

F. Supp. 1098 (1992). Judge Pointer was charged with the
responsibility of coordinating the litigation of what has grown to
approxi mately 20,000 separate breast inplant cases. |In 1994, Judge
Pointer certified a class action for settlement purposes only under
Federal Rule 23(b)(3). He later approved a settlement referred to
as the "d obal Settlenent”.

23 The G obal Settlenment subsequently coll apsed, apparently for
two nmai n reasons. Many nore wonen gave notice of intention to
participate in the settlenent than had been anticipated, and a

| arger number of wonen than anticipated invoked the "opt out"
provisions of the settlenent. Dow Corning's petition for relief
under Chapter 11 of the U.S. Bankruptcy Code in 1995 foll owed the
col | apse of the G obal Settlenent.

24 VWhi |l e Judge Pointer was prepared to certify a class action
for
settl ement purposes, he did not certify a class action for
litigation purposes and his nost recent order dated March 26, 1996,
Order No. 30, in Re Silicone Gel Breast Inplants Product Liability
Litigation (MDL-926) case No. CV92-P-10000-S, United States
District Court, Northern District of Al abama, notes that,
"Di scoveries should be conducted on the assunption that there may

be a separate trial of each case." Judge Pointer's role is to
coordinate the pre-trial managenment of the vast nunber of cases in
the systemand it is not clear howthe litigation will ultimtely

proceed. However, it does appear that Judge Pointer has concl uded

for pre-trial purposes, in contrast to settlenment, the cases raise
i ndi vi dual issues that cannot be di sposed of by a common issues



trial
The Bankruptcy Proceedi ngs

25 In the Dow Corni ng bankruptcy proceedi ngs, severa

manuf acturers, including Dow Corning, took the position that there
was a "core issue" of whether silicone gel breast inplants cause
the di seases clainmed (see the affidavit of Candace Wall sworn
herein March 11, 1996, exhibits Kto Oinclusive). The District
Court in bankruptcy decided that it had jurisdiction over all of
the personal injury clains against Dow Corning but it left pre-
trial case managenment with Judge Pointer in Al abama: In Re Dow
Corning Corp. 187 B.R 919 (E.D. Mch. 1995). It reserved to its
jurisdiction all trial venue questions and concluded (at p. 929):

The Court agrees with the finding in A H

Robi ns that the Bankruptcy Court should first
estimate the unliquidated, contingent tort
injury clains before a trial is held. As the
Cl ai mants argue, the estimation process can be
acconplished in a short period of tine. The
Debtor has the information needed to value the
unliquidated tort injury clains.

The Court notes that both the Debtor and the
Cl ai mants agreed during oral argunents the one

causation trial will not resolve all the
i ssues between the Debtor and the C ai nants.
I ssues including individual liability, rupture

of inplants, mechanical causation, and

di sfigurement would not be addressed if only
one causation trial were held. Further trials
wi |l be needed to resolve these issues.

26 Bankruptcy proceedi ngs have their own inperatives relating to
the reorgani zation of the debtor and it is clear that the
estimation process contenplated by the court would not deternine
issues in the tort actions. The conclusion that individual issues
are raised is consistent with the conclusions in the other U S
cases referred to above. The estinmation process is inportant
because it will influence assessment of the viability of any
reorgani zation and the availability of assets to satisfy tort
clainms, but it is not the same process as in adjudication of
liability and quantum of those clains in the normal tort process.

I mplications of Breast |nplant Settlement Agreenents

27 I have been referred to several conprehensive settl enent
agreenents or proposal s invol ving various breast inplant
manuf acturers in other jurisdictions. |t should be noted first, as

def endants' counsel have stressed, that these agreenents and
proposal s from manufacturers all have been advanced with a denia
of liability, and the settlenent funds, no doubt, not only reflect
the calculation of the risk of an adverse finding, but also the
staggering cost of pursuing litigation. Dow Corning' s petition for
Chapter 11 bankruptcy relief was based on the estimated cost of
defending all the lawsuits against it, which threatened to swanp
the financial resources of an otherw se viable conmpany. The



settl enments provide, by agreement, various neans of summary

adj udi cation of individual claims in a manner which may be
practical and efficient but would not be within the power of a
court to order independently. An analogy nmay be drawn with
structured settlenents in personal injury cases in this
jurisdiction. Parties to a structured settlenent nmay agree to a
stream of periodic paynents in substitution for a |unp sum award of
damages in circunstances where the court would have no authority to
order anything but a lunp sumaward following trial, absent
agreenent of the parties. The settlenent agreenents to which

have been referred therefore cut both ways. They hold out the hope
that nultiple breast inplant clainms can be settled in practica
ways, but the manner of disposition involves a summary

determ nation with arbitrary elements that a court could not

ot herwi se inpose in place of trial of the issues.

The Efficacy of the Bendal |/ Dante Questions

28 Thi s application comes down to the critical question of

whet her "the clainms of the class nenbers rai se commopn issues,..."'
as required by s. 4(1)(c) of the Cl ass Proceedi ngs Act.
Plaintiff's counsel urge upon ne the decision in Bendall v. MGChan
Medi cal Corp. (1993), 14 O R (3d) 374, as a precedent for
certification which I should follow. In one of the first
certifications under the Ontario Class Proceedi ngs Act, Mntgonery
J. of the Ontario Court, General Division, followed Dante v. Dow
Corning, 143 F.R D. 136 (S.D. Onhio, 1992), which certified a
national breast inmplant class action in the United States. The
common issues determ ned by Montgonery J. were identical to the
comon issues contained in the order of Judge Rubin in Dante as
foll ows:

(A What information did the Defendants have
regardi ng adverse effects of silicone gel
breast inplants and when was that
know edge avail able to thenf
(B) Are silicone gel breast inplants |ikely
to cause specific nedical conditions?
(C) Were adequate notices of either of the
foregoing given by the Defendants?

29 Plaintiff's counsel ask that, if | were to follow the common
issues stated in Bendall and Dante, a fourth common issue should be
added as foll ows:

Are breast inplants fit for their intended purpose?

30 Alternatively, plaintiff's counsel subnmits a list of 18 nore
detai l ed questions as set out in appendix 1 to these Reasons.
Question 11 on the detailed list repeats the question counsel
proposes to add to the Bendal |/ Dante questions.

31 The litigation in Bendall has not proceeded beyond the
certification order. The Dante litigation does not appear to have
moved ahead either. The questions remain untested and | think they
require re-evaluation in the light of Hollis and the nore recent
Anerican cases di scussed above.

32 I ssue (A) above does not adnmit of a sinple conprehensive



answer. The inference fromHollis is that at some point between
1977 and 1983 Dow Corning had sufficient information about

i nstances of unexpl ained ruptures of that nodel of inplant that it
shoul d have infornmed patients through their doctors. |Information
avail able to other defendant manufacturers and the resulting duty
to warn may vary from manufacturer to manufacturer and perhaps from
nmodel to nodel; |ater nodels of inplants may have reduced incidents
of rupture. Oher risks inmposing a duty to warn, and the warnings
given, are likely to vary from manufacturer to manufacturer and
nodel to nodel

33 I ssue (B) raises problenms of definition as well as causation
related to "specific nedical conditions”". As discussed above,
there are apparently a number of atypical connective tissue

di seases or syndrones potentially involved as well as nore
generalized conplaints, such as chronic fatigue and chronic pain
syndromes, which resist definition. Definitions used for various
settl ement agreenents are practical expedients but would not be
adequate for trial purposes. Localized nedical conditions can be
caused by the rupture of a breast inplant, as Hollis denonstrates,
but such conplications will also be varied

34 Issue (C) raises issues both of tineliness and adequacy of
notice which are likely to vary from manufacturer to manufacturer
product to product and risk to risk.

35 Thus the three Bendall/Dante issues inevitably will dissolve
into a variety of nmore specific questions. The answer to each of
the questions may be of significance to some nenbers of the class
but not to all. Wth one exception, the 18 questions submtted by
plaintiff's counsel as an alternative to the Bendal |/ Dante
questions also fail the test of commonality. The exception is the
sanme issue which plaintiff's counsel submtted should be added to
the Bendal |/ Dante issues, were | to certify them That is, "Are
breast inplants fit for their intended purpose?”

The Fitness |ssue

36 The plaintiff's case is that breast inplants are unfit because
of their rate of failure, the association of silicone with
connective tissue disease, and |ocalised conplications. It also
has been alleged that breast inplants nay be a factor in breast
cancer, either as a cause of cancer or as an inpedinent to

manmogr aphy thereby interfering with the tinely diagnosis of breast
cancer. Cancer was not stressed in the certification proceedings,
and nost of the attention was directed to the other categories.

37 It is alleged that breast inplants were not properly tested
before they were marketed and the variety of health risks they
present to women renmi ned undetected or were ignored. Breast

i mpl ants did not receive any regulatory evaluation or approval in
Canada or the United States.

38 On the plaintiff's theory, all wonmen with inplants face an
unreasonabl e risk of harm The question which troubl es thousands
of wonen who have silicone gel breast inplants is - Are ny inplants
safe? That question extends to the whole range of npdels of
silicone gel breast inplants distributed by the various
manuf act urers.



39 This theory goes far beyond the underpinnings of liability in
Hollis where, following the plaintiff's unfortunate experience with
her first inplants, the evidence disclosed that she was re-
implanted with a | ater nodel of silicone gel filled Dow Corning

i mpl ants about which there were no conplaints. Fitness is not a
question that Hollis addressed conprehensively because that case
went forward on limted evidence. The appellate courts rejected
the trial judge's conclusion of negligent manufacture on the ground
that he m sapprehended certain evidence of the rel ationship between
two nodel s of breast inplants manufactured by Dow Corning. Neither
appel l ate court explored the issues of negligent manufacture or
fitness for the purpose beyond that limted context.

40 Plaintiff's counsel want to attack the fitness of both
silicone gel and saline inmplants. Notw thstanding that saline
breast inplants contain a silicone in the inmplant shell, | am not

satisfied that the issues of fitness are common to both silicone
gel and saline inplants. The challenge of addressing the fitness

of silicone gel breast inplants as a generic issue will be
sufficiently form dable without conplicating it further by adding
saline inplants. Saline breast inplants are still being routinely

implanted into patients. Neither Health and Wl fare Canada nor the
Food and Drug Administration in the United States have inposed
noratoriunms on saline inplants as they have for silicone gel
implants. | amnot aware of any class action certification in any
other jurisdiction involving saline inplants. The common issue
should be Iinmted to breast inplants containing silicone gel

41 | am satisfied that the question: Are silicone gel breast

i mpl ants reasonably fit for their intended purpose? - raises a
threshol d issue which is common to all intended nmenbers of the

cl ass who have been inplanted with silicone gel breast inplants and
to the several manufacturers of such inplants. If the plaintiff
succeeds on this issue, then it noves the class a long way to a
finding of liability. Quantum of damages would still have to be

i ndividual ly assessed but s. 7(a) of the Act makes cl ear that

i ndi vi dual assessnent of dammges is not a barrier to certification.

42 The common issue of fitness would require that silicone ge
breast inplants would have to be considered generically as a group
ignoring differences among the particular nodels of the various
manuf acturers. |In practical terms, the plaintiff would be required
to establish unfitness against the nodel of silicone gel breast

i mpl ant whi ch has the strongest claimto fitness. Only as agai nst
that standard could the issue be said to be common to al

manuf acturers and all nodels. Warnings of risk would be irrel evant
if no silicone gel filled breast inplants should have been

manuf actured and distributed, and liability would attach to the
unfit product.

43 To a degree, the common issue will raise the sanme nedica
probl ems of causation and definition that are contained in nore
specific questions | have rejected. However, the issue will be
raised in the context of an assessnment of the overall risk,
presumably through expert opinion. This should permt sone
apprai sal of the incidence and severity of atypical conditions
whi ch may be caused by the silicones involved without requiring
preci se definition of atypical conditions. Essentially it is the



same risk assessnent that a manufacturer ought to undertake before
putting the product on the nmarket. The difficulties inherent in
the assessment of risk are not an excuse for declining to make such
an assessnent.

The O ass Proceedi ngs Act Requirements

44 The requirenments for certification of a class are set out in

s. 4 of the Act. Section 4(1) provides as follows:
4. (1) The court nmust certify a proceeding as a class
proceedi ng on an application under section 2
or 3 if

(a)the pl eadi ngs di sclose a cause of
action,

(b)there is an identifiable class of 2 or
nore persons,

(c)the clainms of the class nenbers raise
common i ssues, whether or not those
common i ssues predom nate over issues
affecting only individual members,

(d)a class proceedi ng would be the
preferable procedure for the fair and
ef ficient resolution of the commopn
i ssues, and

(e)there is a representative plaintiff who

(i)would fairly and
adequatel y
represent the interests of the
cl ass,

(ii)has produced a plan for the
proceedi ng that sets out a workable
met hod of advanci ng the proceeding
on behal f of the class and of
noti fying class nenbers of the
proceedi ng, and

(iii)does not have, on the commpn issues,

an interest that is in conflict with
the interests of other class
menbers.

45 I am satisfied that the pleadi ngs disclose a cause of
and there is an identifiable class of 2 or nore persons as required
ins. 4(1)(a) and (b).

46 M. Beradi no contended that a common issue can only neet the
test of a "common issue” required by s. 4(a)(c) if it is

determ native of liability, or provides a ground for sone relief.
The comon i ssue under consideration in this case would fail such
a test because a finding that silicone inplants were unfit would

still | eave open the question of whether the manufacturer was

action



careless in failing to appreciate the risk or adequately test the

i npl ants before they were narketed. The evidence and concl usi on
could vary from manufacturer to nmanufacturer, nodel to nodel, and
time to time. Thus an answer favourable to the plaintiff would not
| ead automatically to relief.

47 The Act defines commpn issues. Section 1 states:
"common i ssues" neans

(a)common but not necessarily identical
i ssues of fact, or

(b) common but not necessarily identical
i ssues of law that arise from conmmon
but not necessarily identical facts;

Under this definition the common issue need only be an issue of
fact. Presumably such a factual issue should involve a materia
fact in the case in order for the finding to advance the
proceedings. In addition, the finding would be binding on al
menbers of the class and other parties to the case. But there is
nothing in the definition that requires that a conmon issue of fact
be sufficient in itself to support relief, and such a restrictive
vi ew of "common issue" could undermi ne the needed flexibility of
class action proceedings. No class action case was cited to ne in
support of M. Beradino's subnmission. | amsatisfied that the
common i ssue set out above neets the test of a common issue as
defined in the Act.

48 As a condition of certification, s. 4(1)(d) requires that "a
cl ass proceedi ng would be the preferable procedure for the fair and
efficient resolution of the commopn issues". Section 4(2) outlines
factors to be considered in that determ nation as foll ows:

4. (2) I n determ ning whether a class proceeding
woul d be the preferable procedure for the fair
and efficient resolution of the commpn issues,
the court nust consider all relevant natters
i ncl udi ng

(a)whet her questions of fact or |aw comon to the
menbers of the class predom nate over any
questions affecting only individual nenbers,

(b)whether a significant nunmber of the nenbers of
the class have a valid interest in

individually controlling the prosecution of
separate actions,

(c)whet her the class proceedi ng would invol ve
clainms that are or have been the subject of
any ot her proceedings,
(d) whet her ot her neans of resolving the
cl ai nms
are |l ess practical or less efficient, and

(e)whet her the administration of the class
proceedi ng would create greater difficulties



than those likely to be experienced if relief
wer e sought by ot her neans.

The general fitness of silicone gel breast inplants is an
overriding issue affecting all wonmen with such inplants who woul d
constitute the nmenbers of the class.

49 Sone i ndividuals may have claims which they may wi sh to pursue
based on failure to warn or other grounds that would |ikely have to
be tried separately. Hollis is an illustration of individua
circunmstances which may lead to a finding of liability apart from
the common issue. Wnen "who have a valid interest in individually
controlling the prosecution of separate actions" may opt out of the
class and pursue separate clainms, if they are resident in British
Colunbia, or not opt in if non-resident. There are likely to be a
number of opt-out clains separately pursued, involving individual
circunstances and | arger potential damages. However, | think that

i s unavoi dable. Such clainms should not be forced into a comon
nmol d, but neither should they preclude class proceedi ngs by others
for whom a class action is the only practical avenue for relief.

Cl ass proceedings will still remain the only practical and
efficient means of resolution for wonen whose clai ns have npdest
damage potential and for whom separate proceedi ngs woul d not be
feasible. Geater difficulties would be experienced in
admi ni stering separate proceedi ngs for nodest clains unless those

clainms were sinply not pursued at all, which would defeat the whole
purpose of class proceedings. For those prospective class nenbers
the comon issue should be the predom nant issue. | amsatisfied

that the plaintiff nmeets the standard set by s. 4(1)(c) and (d) of
the Act.

50 The clains in conspiracy, fraud, m srepresentation, and joint
venture agai nst defendants collectively are vague and devoid of the
specificity required for those clainms to stand: Rule 19(11) and
Can-Di ve Services Ltd. v. Pacific Coast Energy Corp. (No.2) (1993),
96 B.C.L.R (2d) 156. Any clains in contract are not appropriate
for class action determ nati on because they could apply only to a
limted number of individuals in special circunstances.

Hel en Harrington as Representative of the C ass

51 Turning to the requirenments of s. 4(1)(e), | amsatisfied that
Ms. Harrington does not have, on the commpn issues, an interest
which is in conflict with other class nenbers. | find that she

will fairly and adequately represent the interests of the class,

wi th one possible qualification. Ms. Harrington does not all ege
personal experience with breast inplants of several manufacturers
and some defendants contend that she cannot represent clains

agai nst those manufacturers. The primary cause of action to which
the comon issue relates is negligent manufacture and distribution
Negl i gence is a cause of action which involves the manufacturers
severally and it may be appropriate to divide the class into

subcl asses by manufacturer, with separate representatives for each
subcl ass. That appears to have been the procedure adopted in
Bendall. | will hear further subm ssions on this aspect of class
representation after counsel have had an opportunity to consider
their position in the light of the comopn issue set.



52 The workabl e plan presented in support of the certification
application is sketchy, but I think it is sufficient at this stage
of the proceedings when the parties and issues are still being
settl ed.

Cl ai ns Agai nst Non- manuf acturer Defendants

53 The cl ai ms agai nst the defendants Uni on Carbi de and MGhan
Nusi|l rest on the supplying of raw or sem-processed silicone
materials to other defendants to be used in the manufacture of
breast inplants. On the pleadings as they stand, | do not think
that Iinmted invol vement inposes a duty as manufacturer. There are
no particulars of any representations by those defendants
associated with the use of their products, usually reprocessed by
others, in breast inplants. A position as sharehol der, even a
controlling shareholder, in a manufacturer is an insufficient
foundation in itself to inpose a manufacturer's duty. Accordingly,
the defendants | naned Corporation, Baxter International Inc., Union
Car bi de Corp., Union Carbide Chenicals and Plastics Conmpany Inc.
and McGhan Nusil Corporation will be excluded from any
certification order.

54 The position of the Dow Chenical Conpany has not been fully
argued, in part because of a problemin conmunication between
counsel, and in part because of time constraints at the
certification hearing. The status of the Dow Chemi cal Conpany wth
respect to the certification order will therefore have to be
reargued.

55 By agreenent between counsel, the defendant Mentor Corporation
did not participate in the certification application and its status
has not been addressed

56 | ssues invol ving prospective class nenbers not resident in
British Colunbia al so were deferred

57 I amsatisfied that a class proceeding would be the preferable
procedure for the fair and efficient resolution of the comon
i ssue. Wth the reservation referred to above, | amsatisfied

that the plaintiff Helen Harrington would fairly and adequately
represent the interests of the class, and that the other
requi rements of s. 4(1) of the Act have been net.

"K.C. MACKENZIE, J."

Vancouver, B.C
11 April 1996 APPENDI X | EXP

Harrington v. Dow Corning et al,

Comon Questi ons:



1.Do silicons or saline breast inplants cause systenic disease,
i ncluding those diseases included in Exhibit E to the "Breast
Implant Litigation Settlement Agreenent” in MDL 926 attached
hereto as Schedul e 1.

2.Do breast inplants rupture at an unreasonable rate and thereby
cause injury?

3.Do breast inplants bleed silicone into the body and thereby
cause injury?

4. Does silicone nigrate in the human body and thereby cause
injury?

5. Do breast inplants cause capsular contracture at an
unr easonabl e rate?

6. Do breast inplants interfere with manmography so as to cause
a health hazard?

7. Do pol yurethane inplants cause systenic di sease?

S.Did the Defendants adequately test silicone, breast inplant
components or breast inplants?

9. Were the suppliers of silicone negligent in failing to ensure
that their product was safe for human inplantation?

10.Did the suppliers of silicone owe a duty to the ultimte user?
If so, was that duty breached? |If so, did that breach cause
har nf

11. What knowl edge did the Defendants possess concerning the
adverse or harnful effects of silicone, breast inplant
components or breast inplants and when was that know edge
avail able to each of thenf

12. Were breast inplants fit for their intended purpose?

13.Was there a continuing duty to warn? If so, were adequate
war ni ngs of any of the foregoing given by the Defendants?

14.Did any of the Defendants conspire to sell defective breast
i mpl ants thereby causing injury?

15.Did any of the Defendants m srepresent the safety of silicone,
breast inplant conponents or of breast inplants so as to

i nduce the Plaintiffs to use breast inplants thereby causing

har nf

16.Can a failure to disclose a lack of testing in |aw
anmount to
an actionabl e nisrepresentation?

17.Did Dow Chemical owe a duty of care to the Plaintiffs? If so
was the duty breached? |If so, did the breach cause harmto

the plaintiffs?



18. Can saline solution maintain its sterile quality so as to be
safe for inmplantation in the human body?
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