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time,treated and healed. Until that he had
never seen nor heard of her.

Today’s par,case is on a and I for one
adopt philosophydecline to the that there is

any validity callingin type testimonythe of
presented beinghere as that “substan-

prevailtial” that it can all otherover
expert professional testimony of witnesses

regularwho dealt with this claimant on a
experiencesbasis at the time she had the

inabilitywhich led to her to work.

precedent beingThe set is disastrous to
compensation workingthe whole area of to

deservingmen and women who are of the
compensation promisedsure and certain

them. Unless this Court retreats from the
philosophy espoused today, the sureties of

day daythis state will have a field until the
legislature peoplethe or the intervene.

least, sincerely hopeI IAt the that what
today sufficientlyhave written demon-

Arnold,strates that neither nor Houser can
justify judgment.be said to the Court’s
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BISTLINE, 1979,Justice. In Toner,Kevin then a three-
infant,month-old was vaccinated with1979, plaintiff Toner,In child Kevin then

Tri-Immunol and suffered a rare condi-old,three months received a vaccination of
spinetion of the known as transverseTri-Immunol, druga bymanufactured de-

myelitis, the cause of which is unknown.designedfendant Lederle Laboratories and
affliction,As a result of the isKevinagainstto diphtheria,immunize children

permanently paralyzed from the waistpertussis, Thereafter,and tetanus. Kevin
parentsdown. His litigationcommencedsuffered a rare spinecondition of the

court,in Idaho state appellantand re-myelitis.known as transverse The afflic-
moved the case to federal court on thepermanently paralyzedtion Kevin from the
basis of diversity citizenship.of 28waist down. broughtPlaintiffs suit

(1982).U.S.C. 1441 The suit was tried§against court,Lederle in Idaho state but
juryto the on liability,theories of strictthe suit was removed to federal district

negligence, warrantybreach of of mer-court on diversity jurisdiction.the basis of
chantability, Appel-and failure to warn.trial, juryAt the found that Lederle’s vac- lees withdrew the failure to warn claimcine has caused paralysisKevin’s and before the case was submitted to thenegligent, althoughfound reject-Lederle it jury. juryThe pertussisfound that the

plaintiffs’ liabilityed strict and breach of component of the vaccine had caused
warranty appealedclaims. Lederle the paralysis;Kevin’s although specialin a
judgment to the United States Court of jury rejectedverdict the the strict liabili-
Appeals for the Ninth Circuit. Rather than ty claims,warrantyand breach of it

decision, pursuantrender a to I.A.R. 12.1 appellantfound negligent and assessed
(Supp.1986) Appealsthe Court of certified $1,131,200.damages of
and acceptedthis Court controllingtwo early yearsIn the century, per-of thisquestions questionsof Idaho law. These leadingtussis was one of the causes of
center on the role in liabilityIdaho strict years,death in children. In recent how-

negligenceand law of the so-called “una- ever, widespread availabilitythe of vac-
doctrine,voidably productunsafe” as de- bycines such as that marketed defend-

(Sec-scribed in kcomment of Restatement virtuallyant has eradicated the disease.ond) (1965)of Torts 402A (quoted infra,§ instructive, descriptionAn brief of com-
12).p. opinionmon is in byvaccines found an

Circuit, Ezaguithe Second v. Dow
I. BACKGROUND 727, (2dCorp.,Chemical 598 F.2d 731

Toner found much with which to Cir.1979), rely upon descrip-and we that
disagree in Appeals’ summarythe Court of following backgroundtion for the expla-

pointsof the facts. Two of the of conten­ nation.
tion Toner raised we will set out in foot­ By introducing antigenican factor into

quotationnotes to our of the ofCourt body, produc-the vaccines stimulate the
Appeals’ opinion. As we do not have the protect againsttion of antibodies that

us,trial record before we must use the organisms,infectiousdisease. Some
Appeals’ summary backgroundCourt of as causing diphtheriasuch as those and tet-

However,to our decision. as we will ex­ anus, excrete soluble bytoxins insoluble
below,plain posture case,the of the which medical research. The toxin is inactivat-

standing juryincludes a verdict that Led­ formaldehydeed with and transformed
negligenterle was but that the vaccine was into a toxoid. The toxoid is then used in

not in a “defective unreasonablycondition vaccine,a as it can againstimmunize
dangerous persons,” requiresto certain by stimulating productiondisease the of

presumptions regardlessfactual of the recipient,antibodies in the thougheven it
Appeals’Court of recitation. poisonoushas lost its qualities.own

Appeals case, however,The ofCourt states the facts as This is thenot with
follows: vaccines such as Tri-Immunol. Tri-Im-
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in stopped producingmunol is a so-called cell business 1975 andwhole vaccine
Tri-Solgen. Lilly rightit pertussis pro­because contains whole killed sold the to

organism Laboratories;organisms. Tri-Solgen WyethThe whole is used duce to
organism however,pertussisbecause the the FDA hascontains refused to reli­

vaccine.[1]antigens,fifteen or sixteen and censedifferent the
yethasmedical science to isolate the one neurotoxicityLederle was aware of the

protection againstthat stimulates the earlyof Tri-Immunol as as the 1950’sand
Parke,disease. See Tinnerholm v. since that time has received occasional

48,Co., (2d411Davis & F.2d 50 Cir.­ reports of severe adverse reactions to
1969). Courts that thehave addressed Following approvalthe vaccine. FDA of

liabilityissue of for toadverse reactions Tri-Solgen, Lederle conducted an internal
DPTthe vaccine have thatcommented study comparing with Tri-Tri-Immunol

organism“the bacterial which causes Solgen in an toeffort determine whether
pertussis complex impos­is toso as make develop prod-to its cellown fractionated

thesible isolation and deactivation of the studyuct. The found fewer local reac-
poison.”toxin or F.2d atEzagui, 598 Tri-Solgen,tions associated with but it

731; Tinnerholm, 411 ataccord F.2d 50. noted severe inno reactions either cohort
difficulty,Because of this at the time of due subjectsto the restricted number of

vaccination,Kevin Toner’s the cellwhole trial, Cano,Dr.studied. At Frank the
pertussis only pertussisvaccine was the Manager Lederle,of Biologies at testi-

by Drugvaccine licensed the Food and fied the differences inthat observed the
(FDA)Administration use infor the Unit­ study significance.lacked statistical

ed onlyStates. It remains the licensed only experimented pro-Lederle with the
today.vaccine productaduction of fractionated cell un-

pertussis then,The whole Japancell vaccine is neu- til has1975. Since devel-
vaccine,rotoxic and can oped pertussiscause adverse reactions. a andtoxoid Led-

types:These reactions are of two local erle’s research efforts to achieve that
objectiveand severe. Local mayreactions include reach fruition within the

fever,swelling, irritability, years.cryingand next few
spells. Severe reactions include ence- principal appellees’ negli­The thrust of
phalopathy, paralysis, death.and even gence argument at trial concerned Led­

expectedThe rate of severe reactions developerle’s tofailure a fractionated
100,000ranges between one in one inand product. supportcell In this theory,of

310,000 incident,doses. Prior to this Tri-Solgenappellees contend that was
onlythere had been one case of trans- yet equallyshown be a safe effica­to

myelitis reportedverse in connection pertussis Appellees’cious vaccine. ex­
with a DPT vaccine. perts that the whole cell vaccinetestified

1950’s,During Compa-Eli Lillythe the was times more than thefive reactive
ny developed earlypertussis product,a fractionated cell cell and thatfractionated

pre- Tri-Solgenvaccine Tri-Solgencalled that was studies indicated that caused
pared by treating pertussiswhole killed fewer local reactions than the whole cell

establish,with Earlycells salt. studies indicated vaccine. The studies did not
however, Tri-Solgenpreparationthat this method of thatresulted caused fewer

vaccine, followingin lessa toxic and its severe reactions than the whole cell vacci­
ne.[2]1967,approval by Tri-Solgen regard efficacy, appel­FDA in tothe With

occupied produceda substantial share of the mar- lees four studies that found
Lilly products producedfrom thatket. withdrew the vaccine fractionated cell

argument, disputed argument, experts1. At oral Toner assess- 2. At claimed histhis oral Toner
record, assertingment of the that the ofCourt testified a fractionated cell vaccinethat would

Appeals failed theto account for cross-examina- catastrophiccause times fewerfive reactions.
(whomkeytion of a certain didwitness Toner

identify).not
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response pertussis.an immune to How­ The fact that the injuriesconsumer’s
ever, 1972, panelin a proximately byreview within the were caused the manu-

Biologies productBureau of of the FDA facturer’s inrefused does not and of
certify Tri-Solgen itself constitute a uponto as “safe and effec­ sufficient basis

predicatewhich toalthough certifytive” it did so the the manufacturer’swhole
liability. When the cause of actioncell vaccines. Because the FDA has re­

negligence,insounds a manufacturer’sTri-Solgen anyfused to relicense or other
duty additionally investigateto test andproduct,fractionated cell the manufac­

propensities product depend-the of its isbyture and sale of such a vaccine Led­
uponent the foreseeable risk of harm toerle, any pharmaceutical compa­or other

potential lightusers in of then currentny, awould constitute criminal offense
knowledgescientific or medical and dis-Food, Drugunder the and Cosmetic Act.

II,R., 90,p. quotedcoveries. Vol. in331(d), 333(a), 355(a)21See U.S.C. §§
Toner, supra, 779 F.2d at 1431-32.(1982). Laboratories,Toner v. Lederle

1429, (9th Cir.1986)779 F.2d 1430-31 specifically allegedToner Lederle“[t]hat
(footnotes added). negligent manufacturinginwas and/or

R., 2,marketing p.the vaccine.” Vol. 85noted, vigorously disputesAs Toner
18).(Jury Instruction No. As we under-this characterization of the facts. Without

it,stand the thrust of Toner’s case was not(other proposedthe trial record than the
that the whole cell vaccine itself could haveinstructions) us,given juryand webefore

safely designed,more but that Led-beenindependentcannot make an assessment.
design—erle knew of a safer alternativeHowever, otherwise,until it is determined

the cell failed tofractionated vaccine—butpresumemustwe that sufficient evidence
develop FDAit and seek certification of it.supported jury’sthe that Lederleverdict

allegedToner that Lederle could have mar-Glovatorium,negligent.was See v.
alternative, negligentlyketed the safer but658, (9thCorp.,N.C.R. 684 F.2d 660 Cir.­

failed to do so.1982) (“This jurycourt will not disturb a
followingjuryverdict unless the evidence is such ‘that no The returned the verdict:

[person] acceptreasonable it as ade­would QUESTION NO. 2: Was defendant
quate to existence of eachestablish the negligent in connec-Lederle Laboratories

liability.’fact to theessential Kunz v. productthe Tri-Immunol whichtion with
500,Co.,LightPower 526 F.2d 504Utah & plain-proximatewas the cause of the

(9th Cir.1975)....”). Toner,injuries? supra,Yes. 779tiff’s
F.2d at 1433.By examining allegations, jurythe the

instructions, verdicts,jury canand the we instructions, allega-Taking jurythe the
pre-further narrow that which we must tions, together,jurythe weand verdict

sume. Lederle’s standard of care relevant lightjury found that “in of allconclude the
allegations negligenceto the of was most circumstances,” Lederlethe attendant

specifically following juryin theaddressed ordinary andfailed “to exercise reasonable
instruction, requested by givenLederle and potential consumerexposecare not to the
by the trial court: harm from thean unreasonable risk ofto

R., 2, p. (Jury90products,”A use of its Vol.INSTRUCTION NO. 27: manufac-
27), that “thedutyturer of vaccines has the to exercise Instruction No. foreseeable

lightin ofpotentialex- risk of harm to usersordinary and reasonable care not to
scientific or medical knowl-pose potentialthe consumer to an unrea- then current

edge and discoveries” was such that Led-risk of harm from the use of itssonable
failingin tonegligent furtherproducts. The failure to meet this stan- erle was

investigate the of itslight propensitiesin of all the attend- “test anddard of due care
allegedlynegli- product” relative to those of theant circumstances will constitute

id., that as a resultgence subject product,to safer andand the manufacturer
havingnegligent for “manu-liability resulting consequences.the Lederle wasfor
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sons____” Nothingand/or inthe Id. the record be-factur[ed] marketed] [whole
vaccine” rather than the alternative.cell] juryus that either orfore indicates the the

R., 2, 18).p. (JuryVol. 85 Instruction No. anytrial court made baseddetermination
k.3on commentpresumptionsCertain factual also flow

instructions, allegations,from the ver-and We the exercise inundertook above or-
dict the liability juryon strict claim. The jury’sder to theunderstand determinations
was instructed as follows: questions,in relation theto certified and to

product21: AINSTRUCTION NO. is put questionsour in per-answers to thosecondition,in a unreasonablydefective clear,spective.4 pos-As thewill becomedangerous personsto if it is dan-more
ture of this case dictates extentthe ofgerous expected bythan would be an
detail of our answers.ordinary person may reasonablywho be

expected sayto use it. The law does not
expected by ordinarywhat would be an QUESTIONSII. THE CERTIFIED

person may reasonably expect-or who be
posedThe AppealsCourt of the twoproduct.ed to use the Both of these

questions acceptedwewhich as follows:you R., 2,issues are for to decide. Vol.
(1) law, do principlesUnder Idaho the setp. 87.

(Second)forth in Restatement TortsofjuryThe received no oninstruction based
apply402A kcomment to strict liabili-§(Second)comment k of Restatement of

ty claims,negligence particu-and and in(1965).402ATorts §
lar to inthe claims this suit?allegedToner at the time the“[t]hat

defective,vaccine was itmanufactured was
in it subjectedthat the users to an unneces- (4) jury onWere the instructions the is-
sary R.,risk of serious harm or death.” negligencesue of in full accordance with

2, p. 18).(JuryVol. 85 Instruction No. law, givenIdaho the contentions of the
However, jury followingthe returned the parties Toner, supra,in this case? 779
verdict: F.2d at 1433.

QUESTION NO. product3: Was the
However, Appealsthe Court of invited usbyTri-Immunol manufactured the de-
to “reformulate the relevant state lawfendant Lederle Laboratories in defec-a
questions perceive[as them to[we] ]tive unreasonably dangerouscondition to

consideration,Uponbe----” Id. we findpersons which was proximatethe cause
necessary.such reformulationplaintiff’sof the injuries? Toner,No.

supra, 779 F.2d at 1433. questionThe certified realityfirst in is
principlesdo of k applytwo: the commentTaking instructions, arguments,the and

claims,liability theyto strict and applydotogether, juryverdict we conclude that the
negligencefound the not “in to claims. We willvaccine to be a address thedefective

unreasonably dangerous per- part questioncondition separately.to first of the first

However, jury’s apparent finding any findings3. the that determine if trial court bore on the
existedthere a safer to the cell applicationalternative whole of kcomment to the claims and

equatesvaccine with a determination that the explained infra,ofcontentions this case. As
unsafe,unavoidablyvaccine was not beas will there is no occasion for us to decide whether

explained issue,appliesinfra. comment k to the vaccine at since
(1) negligencejury’sthe determination onspecifically, obliged4. More we were to make holding,appearwould to with aconflict suchby questions.these determinations the certified 3, (2)supra, gavenote trialsee the court noAppealsThe Court of asked us to itsdecide

made asinstruction and no determination to thequestions on comment k the ofin context the
k, (3)application prevailedof comment LederleThus,andclaims contentions in this case. we

claim,against liabilitythe strict to which com-necessaryitfound to determine whether com-
defense, (4)provides applica-ment k a and theappliedk hadment been at trialthe court level

mixingquestionof k is lawtion comment a anddetermining appliedbefore whether it could be
requires evidentiary hearing.fact which annecessaryto this case. We also itfound to
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(numbered (4) (1)questionThe second determine principlesboth whether the
above) appears directlyto relate to the claims,of comment k apply negligenceto

part question, particular-latter of the first (as in partstated the latter of the first
ly light Appeals’in of the ofCourt follow- (2)question), they apply,and if do whether
ing discussion: (orquoted negligencethe above instruction

Appellant argues that the instruction any given negligenceother of the instruc-
27, quoted supra is insufficient[No. ] tions) sufficiently incorporates princi-those

recognizebecause it does not that certain ples.
must,drugs have unavoidable risks but

Accordingly, we reformulate the certifiednevertheless, protect pub-be used to the
questions as follows:support argument, ap-lic health. To its

pellant (Second)cites Restatement (1) law, principlesIdahoUnder do the setof
(1965),402A comment kTorts which§ (Second)forth in Restatement of Torts

recognizes marketingthat the someof (1965) apply402A comment k to strict§
drugs fully justified preventis to disease claims,liability particularand in to the
despite inrisks inherent their use. As inclaim this suit?
appellant recognizes, the Restatement

(2)(a) law, principlesUnder Idaho do thepertainsection and its comment strictto
(Second)set forth in Restatement of Tortsbut,liability; appellant argues, the con-

(1965) apply negli-402A comment k to§trolling principles applicableare also to
gence claims, particularand in to the claimquestion liability negligence.the of for 5in this suit?Though appellees contend that the is-

in applicability (b)sue this case is not the of question (2)(a)If the above no. is
but, rather, appellant’scomment k the affirmatively,answered did the trial court’s

alleged negligence failing developin to a negligence sufficientlyinstructions on in-
vaccine,fractionated cell we see the corporate principles?those

questions conceptas related. The of an
unavoidably productunsafe seems neces-

QUESTIONIII. 1sarily dependto on whether research
true,properly pursued. questionwas If this is We turn first to the of whether

the maytrial court have omitted mate- principlesa in Restatementthe set forth
negligence failingrial element of in to (Second) k applyof Torts 402A comment§

juryinstruct the Tri-to decide whether claims,liability particularand into strict to
unavoidablyImmunol was an unsafe the claim in this suit. Our treatment of the

product. Id. at 1432. however, generalquestion, only.will be
determine,As best we can the Court ofnegligenceThe instructions would seem

Appeals question for contextualposes thepresentto no difficulties to the Court of
Nevertheless,purposes only. we will ex-Appeals, except in relation to Lederle’s ar-

closely venturingk beforegument concerning amine commentcomment k. The Court
Appeals apparently adopt rejectof wishes this it or it.Court to to

assertion,Contrary "Negligencequestion Washington Supreme stated:5. to Toner’s Courtthis
equate mutuallyliability exclusivedoes not to the to and strict are not”[w]hether Toners had

prove negligenceunreasonably they focusesthat Tri-Immunol was dan­ because differ in focus:
gerous prevail negligence upon whileto on their conduct of the manufacturerclaim.” the

Brief, upon productAppellants’ p. danger­ liability and7. focuses the theUnreasonable strict
ousness, context, expectation.” v. Ma­as used in David Globethis is an element of consumer’s

Inc., 68,action, Co.,liability negli­ Manufacturinga strict of 102 Wash.2dcause not of a chine
Chancler,692, (1984),gence dispute cited incause of action. There is no that 684 P.2d 696

846,negligence liability separate, supra, 712 P.2d at 547. Theand strict are non-­ 109 Idaho at
mutually recovery, Appeals' question theexclusive theories Court of concerns notof and

negligenceprove theory relationship and strict liabil­that failure to one does not between"[the]
relationship negligencepreclude proving theory.” ity,another Chancler v. but on the between

i.e.,Co.; liability, the "una­American Hardware Mutual Insurance 109 and a to strictdefense
841, 846, 542, (1986). voidably productunsafe” doctrine.Idaho 712 P.2d 547 As the
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3, 1, (1985)Appeals (applyingOur that the Court of 700 P.2d 13 n. 3belief
g, h, j);poses question purposes Specialthe for comments andcontextual Lasselle v.

Co., 170, 172,Products Idaho 677only understandingour that 106 P.2dis based on the
483, (1984) n);(applying485 commentquestionissue the notinvolves is before

Co.,Farmer v. International Harvesterappeal. providesthe kcourt on Comment
749,742, 747, 1306, 1311,97 Idaho 553 P.2dexception productsan liabilityto strict for

(1976) i);(applying1313 comment Mico Mo­“unavoidablydeemed unsafe.” Essential-
Leasing, Skylinebile Sales & Inc. v.ly, then, comment k is a todefense strict

408, 414, 54,Corp., 97 Idaho 546 P.2d 60liability against products. Inclaims the
(1975) h);(applying comment Rindlisbakercase, juryinstant thethe found vaccine

752,Wilson, 759-60,v. 95 Idaho P.2d519was not “in a defective condition unreason-
421, (1974) (applying428-29 hcommentsably dangerous personsto which was the

n). date, a implicatingand To case com­proximate of plaintiffs injuries.”cause the
k presentedment has not itself.Toner, 779supra, (quotingF.2d at 1433

verdict). words,juryfrom the In other as In entirety,its comment k reads:
Appeals noted, jurythe Court of “the re- Unavoidablyk. products.unsafe

jected liability claim[]____the strict ... products which,There are in thesome
appealId. at The1430. Toners do not from present knowledge,state of human are

that viabilityverdict. The of toa defense a quite incapable beingof made safe for
claim, failed,where claim andthe where ordinarytheir intended Theseand use.

plaintiffsthe do appeal,not would are especiallynot common in the field of
drugs.seem appeal. outstandingto be an issue on An isexample the
vaccine for the Pasteur treatment of ra-appealThe crux of in­Lederle’s
bies, uncommonlywhich not leads tovolves the principleswhether of comment k
very damaging consequencesserious andapply negligenceto a claim—the claim
when injected.it is Since the diseaseupon jurywhich the found for the Toners.

invariablyitself leads to a dreadfulprovisionComment k ais of Restatement death, marketingboth the and the use of(Second) (1965).of Torts 402A Section§ fully justified,the vaccine are notwith-
402A claimsconcerns based the stricton standing degreehighthe unavoidable of
liability products,of sellers of and not they product,risk which involve. Such a

negligence.claims based on The Court of properly prepared, accompanied byand
Appeals may thought unlikelyhave it that proper warning,directions and not de-is
this applyCourt principleswould the of fective, danger-nor unreasonablyis it

negligencek acomment to claim without manyous. The is true ofsame other
determiningfirst they applythat to the vaccines,drugs, like, manyand the of

strict liability claims for which the com­ very legallywhich for this reason cannot
ment designed. proceedwas We will with physicians,exceptsold to or under thebe

understanding.that physician. isprescription of a It also
adopted (Second)This Court Restatement particular many experi-true in of new or

(1965)of concerningTorts 402A the§ which,drugsmental as to because of
strict liability of sellers products,of of opportunitylack of time and for suffi-
which k is part,comment a in Shields v. cient experience,medical there can be no

Co., 674,Morton 95 676-Chemical Idaho safety, or evenperhapsassurance of of
77, 857, (1974).518 P.2d 859-60 Subse- experi-purity ingredients,of but such
quently, consistentlythis Court has ad- justifies marketingence theas there is

accompa-hered to and402A often to its drug notwithstanding aand use of the§
nying See, e.g., Rojascomments. v. Lind- medically recognizable risk. The seller

590,say Co.,Manufacturing again qualifi-108 Idaho products,of such with the
592, 210, (1985)212 (applying701 P.2d com- they properly preparedcation that are

1); Idaho, marketed,i proper warning giv-ments and Fish isBreeders and andof
Inc., 379, en, it,Inc. Rangen,v. 108 Idaho 391 n. where the situation calls for is not
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to be held to liabilitystrict for unfortu- speaking, there are three prod­varieties of
use,consequences attendingnate their flaws,uct manufacturing designdefects:

merely defects,because he has undertaken to inadequate warnings.and Feld­
supply publicthe apparentlywith an use- Laboratories, 429,man v. Lederle 97 N.J.

product,ful and desirable 374,attended with (1984). terms,479 ByA.2d 385 its
apparentlya known but reasonable risk. comment k excepts unavoidably unsafe

(Emphasis original.) products liabilityfrom onlystrict where the
plaintiff defect,alleges designa and notk exceptionComment establishes an to

plaintiff alleges manufacturingwhere the athe product liability.test for strict That
inadequate warning.7flaw or an Commentimposes liabilitytest as set out in 402A§

k liability prod­intends to shield from strictany producton who insells a defec-“[o]ne
designeducts which cannot be safely;moreunreasonably dangeroustive condition to

however, productsif such are mismanufac­the user or consumer or to his [or her]
tured unaccompanied by adequateor warn­402A(1),property whether or not.§
ings, maythen the seller be liable even ifpossible“the seller has exercised all care in

plaintiffthe cannot establish the seller’spreparation prod-the and sale of his
uct____” negligence. Courts and commentators uni­402A(2)(a). gComment de-§

versally agree to this limitation on com­fines “defective condition” as “a condition
grant immunityment k’s of from strictcontemplated bynot the ultimate consumer

liability. BrochuSee v. Ortho Pharma­unreasonably dangerouswhich will be to
652, (1stCorp.,ceutical 642 F.2d 657 Cir.k, however,him Comment de-[or her].”

1981); Laboratories,Reyes Wyethv. 498categoryfines a “unavoidablyof unsafe”
1264, (5th Cir.), denied,F.2d 1276 cert. 419which,products properly prepared,“when
1096, 1096,U.S. 95 42S.Ct. L.Ed.2d 688accompanied by properand directions and

(1974); Inc.,Laboratories,WyethDavis v.defective,warning, not nor ... un-[are]
121, (9th Cir.1968);399 F.2d 128-29 Yar­dangerous.”reasonably (Emphasis origi-

Inc.,Sterling Drug, F.Supp.row v. 263nal.) doubt,To leave no kcomment re-
159, (Dist.S.D.1967),aff'd,163 408 F.2d 978proposition:states the “The seller of such
(8th Cir.1969); Kearl v. Lederle Laborato­products, again qualificationwith the that
ries, 812, 453,Cal.App.3d Cal.Rptr.172 218they properly marketed,preparedare and

1985); Feldman,([Div.465 479supra,proper warning given,and 4]is where the
384; Schwartz, UnavoidablyA.2d at V.it,situation calls for is not to be held to

Clarifying MeaningtheProducts:liabilitystrict for unfortunate conse- Unsafe
use____” K, 42Policyand Behind Wash.Commentquences attending (Empha-their

1139, (1985); Willig,1141& Lee L.Rev. S.added.) Thus, productif qualifiessis a as
Conceptu­AThe Comment k Character:unsafe,”“unavoidably the seller is held not

Liability,al Barrier to Strict 29 Mercerstandard,liabilityto the onlystrict but to
545, 546, (1978).L.Rev. 575negligence.6the standard of

precondition preconditions,As aapplication, Havingto its com- met these seller
requires product’sk product “prop-ment that the must establish that the riskbe next

erly prepared, and kaccompanied by proper is in fact “unavoidable.” Comment
which,warning____” productsdirections and “There are some inGenerally states:

section, analysis duty6. In the next we will to warn under either adiscuss further our and of the
immunity liability theory____conclusion that comment k negligenceextends Seeor strict

claims,only liability Laboratories, 429,in a literal sense to strict 97 N.J.Feldman v. Lederle
negligenceand not to claims. Our observation 374, (1984) therein;and cases cited479 A.2d 386

confusion,is no semantic distraction or as Jus- Wade,generallysee J. On the Nature Strictofstates,Bakes but rathertice is based on the 825,Products,Liability 44 Miss.L.J. 842Tort forexpress language of kcomment and on unani- (1973).’’ CompanySliman v. Aluminum ofauthority.mous 277, 280,America, 1267, 1270112Idaho 731 P.2d
(footnote omitted).(1986)However, recently gen-7. as we stated: "[TJhere

erally requirementsis little difference in the



337

experience,the of are medical canpresent knowledge,state human sufficient there be
incapable beingof made forquite perhapssafe of or evensafety,no assurance of

ordinary (Empha-their use.”intended and ingredients, experiencepurity of but such
added.); also,sis e.g.,see Belle marketingjustifiesas there is the and useBonfils

Hansen,Memorial Blood Bank v. 665 notwithstanding medicallythe drugof a
118, (Colo.1983)(“[T]he122 mustP.2d risk recognizable Clearly,risk.” the comment

be ofpresentunavoidable under the state contemplates weighinga of benefit ofthe
knowledge.”). for toObviously, this be product against Obviously,the its risk. for
true, designthe must be as safe as the best apply,k to the must out-comment benefit

testing and permits.available research weigh weighing processthe risk. This
Schwartz, supra, 42 & LeeWash. L.Rev. at benefit,value ofshould consider the the
1141. risk,the of the the likeli-seriousness and

As of an “unavoid­an additional element Bonfils, supra,hood of both. Belle 665
risk,” be, ofable there must at the time the 122; Kearle, supra, Cal.Rptr.P.2d at 718

distribution,subject product’s no feasible agree Sidneyat 464. We with Professor
designalternative which on balance accom­ Willig societythat does not serve that“[i]t

plishes product’sthe subject purpose with unavoidably product,an unsafe which has
Kearl,a supra,lesser risk. 218 Cal.­See benefit,occasional fractious should en-or

464;Rptr. Bonfils, supra,at Belle 665 joy liabilityinsulation from instrict tort
123; Keeton,P.2d at Prosser and The Law product’s predominantwhen the effects are

1984).99, (5thp. 700 IfTorts ed.§of publicdetrimental to individual and safe-
were,there thethen risk would not be ty.” Willig, supra, 29 Mercer L.Rev. at

“apparently“unavoidable” or reasonable.” Consequently, clearly545. the scales must
“marketingNor would the and theuse of intip favor of the benefits for comment k

[product] fully justified”be if there were Brochu,apply. supra,to 642 F.2d atCfdesign.such an alternative Consequently, (“If, k explains,657 as Comment the dan-
k by apply.comment definition would not utilityger great,is unavoidable and the is

The purportedevaluation of a alternative liability may properbe with warn-avoideddesign and subject product’s designthe ing.” (Footnote omitted.)); Bonfils,Belleshould magnitudeconsider the of sub­the (“Thesupra, product’s122665 P.2d atject product’s risk thethat alternative
utility outweighgreatlymust the risk cre-avoids, the financial the comparedcosts of

use____”); Kearl, supra,byated its 218designs, the comparedbenefits of de­the
(“IfCal.Rptr. 464 the court concludesatsigns, safetyand the relative of com­the

(1)taking such evidence theafter thatpared designs, including any new thatrisk
provideto anproduct excep-was intendedKearl,the pose.alternative would See

tionally important benefit that made its464,supra, 218 Cal.Rptr. Bonfils,at Belle
desirable, (2)highlyavailability the risk123;supra, 665 P.2d at Prosser Kee­and

by product wasposed the substantial andton, 99, p.supra, 700.§
distributed, (3)when and theunavoidable

unavoidable,Where their risks are com- availability,interest in measured as of the
ment k shields from liabilitystrict those distribution, outweighsoftime the interestwho “supply public ap-sellers the with an promoting accountability,in enhanced theparently product,useful and at-desirable unavoidablybeproduct will deemed dan-with a known apparentlytended but rea-

exempted productsfromgerous and strictexamples prod-sonable risk.” As of such
designliability analysis.”)defect(1)ucts the comment cites the Pasteur

be asweighingThe must done of therabies,treatment of which averts “a dread-
product is the plain-time the distributed toful uncommonlydeath” while “not

Bonfils, supra, P.2dtiff. Belle 665 atleadpng] very damagingto serious and con-
122-23; Kearl, 464;(2) Cal.Rptr.sequences supra,it 218 atinjected,”when is and

Brooke, 89,which, 243experimental drugs“new or as to v. Or. 409 P.2dCochran
904, (1966).opportunityof kbecause lack of time and for 906 Comment does not re-
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quire When,clairvoyant. Friedman,sellers to be a supra, Commenta-§ 33.02[4].
product is “apparently useful and desir- tor Schwartz aptly observed:
able,” added),(emphasis considering its practical matter,a there is little[A]s

risks, oughtbenefits and then it to be indifference the terms of actual harm
liability. prod-immune from strict Such “apparentlybetween a risk that was rea-

experimental drugsucts can include new or (forsonable” and turned out not to be
for which “there can be no assurance of example, slight impairmentrisk of of vi-
safety.” only requiresComment k that the resulted)sion was known but blindness”“apparently tipbalance toward the bene- totallyand a unknowable risk. To differ-

productfit of a at the time of distribution. entiate between the risk thatknown
Accord, Schwartz, supra, 42 Wash. Lee& turns out to totallybe more serious and a

liabilityL.Rev. at 1144. No strict attaches risk, maynew which indeed be a minor
if, contrary to the best informa-available risk, squarenot policydoes with the un-
tion, proves greater.the risk later In this derlying kcomment or for that matter
manner, comment k removes a disincentive onlywith common sense. The reason-

development drugsto “the of new that able conclusion is that comment k in-
potentialhave conqueringthe for disease.” productscludes which contain risks that

(emphasis original).Id. were not knowable at the time of manu-
Schwartz, supra,facture. 42 Wash. &appearsIt follows that thewhen balance

(emphasis original).Lee L.Rev. at 1145the tipat time of distribution to toward the
product, liabilitybenefit of a strict notwill clairvoyant,While sellers need not be

unexpectedattach anwhen and unknown they knowledge experi-are held to the and
(seeinjuresrisk a user. Id. cases cited Feldman,expertsence of in their fields.

therein); Singer Sterling Drug,see also v. supra, 386-87; Bonfils,479 A.2d at Belle
Inc., 288, (7th Cir.),461 F.2d 290 cert. supra, Knowledge665 P.2d at 126. of the
denied, 878, 131,409 U.S. 93 S.Ct. 34 product’s risks based on reliable and ob-

(1972);L.Ed.2d 132 3 L. Frumer and M. imputedtainable information is to the sell-
Friedman, LiabilityProducts § 33.02[4] Thus, balancinger. Id. the between bene-
(1983). context,Taken out of k’scomment fits and risks is based on the best available

apparentlyreference to a “known but rea­ distribution,information at the time of not
risk”sonable can be read to extend its merely the information known to the seller.

coverage onlyto known risks. BelleSee
balancing appli-results in theWhere theBonfils, supra, However,665 P.2d at 123.

immunityof comment k’s from strictcationby specifically including experi­new and
immunity perpetual.is Ifliability, the notdrugsmental for which “there can be no

tipsnew information later the balance to-safety,” productsassurance of and other
product, or ifward the risk of a new devel-appear outweighwhose benefits to their design,possible a safer atopments makedistribution,risks the time of kat comment

prod-point further distributions of thethatclearly guard againstintends to strict lia­
protected by Sayscomment k.uct are notbility resulting from unknown risks as well

public policy encourag-“The ofSchwartz:as known risks. When comment k then
hopefullying productionthe of new and“a apparentlyrefers to known but reason­

compromiseddrugs byefficacious is notrisk,” specificit toable refers not side-ef­
imposing a reasonable standard on manu-fects or other hazards the time ofknown at

responsible for new devel-facturers to bedistribution, but rather to what is known to
drugs theyin mar-opments and risks haveproduct, perhapsbe the over-all risk of the

Schwartz, supra,keted.” 42 Wash. & Leeincluding possibilitythe of unknown side-­
L.Rev. at 1147.or hazards in addition toeffects other

Accord, Schwartz, Finally, the seller has the burden to es-alreadythose known.
application comment k.42 1144-45 tablish the ofsupra, Wash. & Lee L.Rev. at

(see therein); at 122-23.Bonfils, supra,cited 3 Frumer and Belle 665 P.2dcases
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Thus, k productscomment is an defense “especiallyaffirmative states such are com­
liability.to a claim onbased strict in drugs;”mon the field of the comment

examplescites certain from that field de­summarize,To comment k immunizes
serving protectionof its thatand notesproducts liabilitycertain from claimsstrict

drugs,of manysame is true other“[t]healleged design,based on an defective
vaccines, like manyand the ... of[and]though liabilityfromnot strict claims

experimental drugs____” (Empha­new orallegedbased on ordefective manufacture
added.) Obviously,sis the doescommentinadequate warning. productsThe com-
apply Rather,drugs.not to com­all thedesignedment k cannot toshields be be

appliesment the fordistribution, “when situation callsmore thesafe at time of but
it,” productwhich theis when is unavoid­clearly appearbestow benefits which at the
ably unsafe,time “an usefuloutweigh apparentlyof to their con- but isdistribution

product,comitant risks. This seems us to be a and with ato desirable attended
system. important risk,”sensible It also apparentlyserves known but orreasonable

considerations,policy particularly in the yetan riskwith unknown which was not
drugarea of ethical Com-manufacture. reasonably at the of mar­discoverable time

puts simply: “Societymentator Schwartz it keting. It not allequallyis thatobvious
encouragewishes to the manufacture of drugs perfectly designed theyare so that

drugs,ethical and the research and devel- safe,purecannot be made or ormore more
opment drugs. impositionof new The of safer,therethat are not suitable alterna­

goals.”strict wouldliability stifle these tives; drugsnor do the benefits of all
Schwartz, 42supra, Wash. & Lee L.Rev. at Brochu,necessarily outweigh their risks.
1141. As the citations ourwithin discus- 655;supra, Singer,642 F.2d at 461supra,

evince,sion above comment k has been 290-91;at WyethF.2d Flood v. Laborato­
widely adopted. See also Restatement ries, Inc., 1272,Cal.App.3d 228183 Cal.­
(Second) of Ap-Torts 402A comment k§ 700, ([Div. 1986); Kearl,Rptr. 702-03 5]
pendices; Co.,but see LillyCollins v. Eli supra, 463-64; Feldman,Cal.Rptr.218 su­

166, 37, (1984)116 342Wis.2d N.W.2d 52 380, 383; Schwartz,pra, 479 A.2d at su­
(Rejects and,k ascomment “too restrictive pra, Wash. L.Rev. at& Lee 1141.
therefore, not commensurate with strict
products liability Wisconsin.”).law in We case, previouslyIn as ex­this
hold that k appliescomment to strict liabili- plained, we need not determine whether or
ty claims on allegedbased an defective qualifiesthe issue for com­not vaccine at
design of product, producta where that event,Inprotection. anyment k it is not
qualifies theunder comment k test as set appealsittingfor a court on to make such a
out above. The woulddetermination.8 determination

require evidentiary hearinga full such asnotWe do believe kcomment was
Flood,only provide.a trial court can su­provide provideintended to nor should it all

(involvedCal.Rptr.228 at 703 DPTdrugs immunity pra,ethical with blanket from
vaccine);design Kearle, supra, Cal.Rptr.strict liability defect 218 atclaims. The

” 463; Feldman,products supra,comment refers to 479 A.2d“some which at 383-84.9
court,unavoidably unsafe;are thethe comment Like Kearl

410,Heath, (Colo.1986);application Corp.8. The issue of whether the of v. P.2d 416com- 722
579;question pure uponment k is a of Willig, supra,law which a L.Rev. at W. Pros-29 Mercer

may pass,appeal 99,court ser, (4thon or of law and 1971)mixed p.§The 662 ed.Law Tortsof
requiring evidentiary hearing, clearlyfact a full ("When producedany thatcan be [theevidence

is substantive in nature. avoided, liability]mightrisk] [stricthave been
jury, mayquestion for the leadbecomes a andpresent9. The instant case does not this issue of Others,(Footnote omitted.))liability." con-tooughtjudge juryorwhether the the to deter-

implicationspolicy thecerned with the of deci-application particu-mine the of comment to ak sion, court k’swould have the decide commentcommentators,product.lar courtsSome and
application of v.as a matter law. Johnsonemphasizing factualthe determinations neces-

Co., 279,Cyanamid 718 P.2dAmerican 239 Kan.sary, jury.theleave it to Ortho Pharmaceutical
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QUESTION 2(a)IV. NO.we are uncomfortable with the rather
byroutine and mechanical fashion which Question 2(a) law,asks: Under Idaho do

many appellate courts have concluded principlesthe set forth in Restatement
products, particularly drugs,that certain (Second) (1965)of Torts 402A comment k§

specialare entitled to such treatment. claims,apply negligence particu-to and in
Indeed, drugsstatement that are“[t]he lar to the claim in this suit?
unavoidably [dangerous], and therefore

sense, k, appli-In a literal comment whenk,protectionwithin the of Comment has
cable, quite clearly does not act as a bar to(Comment,tautological.”become almost

terms,negligence By its own theclaims.254.)supra, 31 DePaul L.Rev. at 218
only prod-thecomment bars claims thatCal.Rptr. at 463.

design anduct’s was “defective” “unrea-applicabilityCourts must decide the of com­
dangerous” (emphasis original)—sonablycase-by-case, only takingkment and after
words, liabilityin claims. Theother strictto the factors dis­evidence related various
expresslycomment states that the seller of463-64; Feldman,atcussed above. Id.

“unavoidably productsunsafe” “is not tosupra, appealA.2d 383.10 on479 at Courts
liabilitybe held to strict for unfortunatebelow;may findingthe “it is notreview

use____”consequences attending theirrole, however,proper to orassume[their]
agreeuniversallyThe authorities thatjudicialtake notice of facts sufficient to
unavoidablyKearl, productwhere a is deemedfinding.” supra,support such a

unsafe,Cal.Rptr. plaintiff deprivedthe is of the ad-218 at 464.

1318, Schwartz,(1986); supra, ought apply]42 whether comment k to would be1323-24
1147-48; Wade, supra, byWash. & Lee L.Rev. at 44 balanced the trial court.” Id. To the con-

838, trary, carefullyatMiss.L.J. 844. Kearl defines the elements of its
test, requirementsthree-part particularly theway, applicabilitythe decision of the ofEither
be "substantial” and “unavoidable” inthat a riskonlypertains oncomment k to claims based

guide oforder to the trial court’s assessmentdesign, not those based ondefective and to
availabilityin out-whether "the interest ...warning.inadequatedefective manufacture or

weighs promotinginterest in enhanced ac-thequestions of fact to beThe latter two raise
Kearl,through liability.”countability strict su-Sliman,by jury. supra, Idaho112decided the

Cal.Rptr.pra, at 464. It is at least inadvisa-218281, (on adequacy of warn-731 P.2d at 1271at
impossible provideto some exactCo., ble if noting); v. Harvester 97Farmer International

benefits;comparingfor risks and742, 1306, standard748-49,Idaho 553 P.2d 1312-13
nevertheless, poseis far better to the correctitmanufacture).(1976) (on defective

itself,byquestions k as doesraised comment
Kearl, merelyaspect attach indiscriminant and10. The criticisms of this of Kearl to be than to

Court, drugsimmunitySuperior to all as Brownfound in Brown v. 182 Cal.­ carte blanche
1125, (1stApp.3d Cal.Rptr. do.227 768 Dist. seems to[Div. 3]

1986), possibilitypending, singularly unpersua­ decries the of trial courtsreview are Brown
inconsistently applyingapproach comment k to the samesive. The Brown court’s own is un­

clear, process, ignoresappears drug. its ownbut it to advocate blanket immu­ In the Brown
stage appel-nity liability prescription thefrom strict for all that "at the reviewobservation

drugs any showingrequirerather than that would harmonize the cases and es-late courts
772,applies. legal guidelines satisfyingk Id. As wecomment at 774. the Kearl ob-tablish

above,explained Cal.Rptr.such a rule runs counter both jective." 227 at 775.
express languageto the of comment k and to Finally, to its earlier intima-in contradiction

provides explanation drugs oughtBrown no prescriptioncommon sense. to betions that all
granting immunity drugs.such to all liabilityfor claims based onfrom strictimmune

appearsdesign, court tothe Browndefectiveleavingcourt faults Kearl for theThe Brown
"appellate than trial[rathercourtsadvocatequestions applicabilityrelated to comment k’s to

particularruling law thatas a matter ofcourts]judgethe when "a trier of fact could determine
immune____” failsdrugs Id. at 775. Brownareatthe existence of risks and benefits.” Id. 774.

imagine, justexplain, how annor can wetoargument juryThis is an for the to make the
determination, appellate make such a determina-court wouldappealnot for a court on to

hearing evidence and without awithoutarbitrarily drugs tionprescriptiondeclare all “una-
notes,correctlydeveloped below. Kearlvoidably recordin comment k.unsafe” as defined

proper to or takenot our role ... assume"it isBrown court asserts that KearlThe ”[t]he
supportjudicial suchof facts sufficient tonoticecourt failed to articulate standards for how

Kearl, Cal.Rptr.finding.” supra, at 464.218Kearl found relevant to athese interests [which
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action,vantage liabilitya strict cause bodyof of that one find in the entire ofcan
this,may proceed negligence negligence go beyondbut under a cause To andlaw.

E.g., requireof be responsibleaction. Johnson v. American manufacturers to
(thatCo., 279, is,for imposethe unknown toCyanamid 239 Kan. 718 P.2d abso-

1318, (1986); Kearl, liability),lute or in ofsupra, 218 Cal.­ strict flies the face1319
the465; Feldman, policy underlyingoverall theRptr. supra,at A.2d at section.479
Schwartz,381; supra, 42 &Smith, Wash. Lee L.Rev.v. KlineStone & French Lab­

(footnotes(emphasis original)at1301, (Ala.1984); 1144-45oratories, 447 So.2d 1303
omitted).Schwartz, supra, 42 & L.Rev.Wash. Lee at

1139-41; Friedman,3 supra,Frumer and Willig aptlyProfessor concludes:
328; Prosser, 99,33.02[4],p. supra, p.§ § plaintiffIf cannot toadduce evidence

661. defective,prove productthethat was
preparedimproperly unaccompaniedorBy plaintiffsdenying recovery

by proper warning,direction and 402A§dangerousnessthe productbased on of the
available;should not unlikelybe but as itrequiring plaintiffs prove negligentand to

sound,might plaintiff not pre-should bedefendants,partconduct on the of the com­
essayingcluded in a cause of inactionk policy encouragingment furthers the of

negligence. Willig, supra, 29 Mercerproductionthe marketingand of useful
(footnote omitted).L.Rev. at 546products. Schwartz, supra, 42 &Wash.

Thus, applies, plain-when comment k theHowever,Lee atL.Rev. 1144. to immunize
allege Further,still may negligence.tiffproductssellers of unavoidablydeemed un­

if applicationeven the of comment k is apursuant negli­safe to kcomment from
(seequestion judge supra, 7),for the n. thegence claims would remove needed incen­

negligencedetermination of remains fordesign. 1141;tive for safe Id. at 3 Frumer
jury.11theFriedman, supra,and 33.02[4], p. 328.2.§

processIn the arguingof that kcomment sense, however,In generala the
risks,covers unknown as aswell known requiredcomment k concerns and its bal­

Schwartz illustrates the balance kcomment ancing risksbetween and benefits are sim­
encouraging developmentachieves between to negligenceilar those involved in a claim.

promotingand safety whichbalance notes,—a As the forRestatement an act to be
would topple negli­were nothere action in dutyunreasonable and thus a breach of
gence: negligence analysis,under risk bethe must

Applying k drugs magnitudecomment to that con- such outweigh“of as to what
tain risks that were regards utilityunknown at the time the law as the of the act or
of simply keeps drugs particularmanufacture the inthese of manner which isit

negligence (Second)within the ambit of law. Un- done.” Restatement of Torts
negligence law, (1965);der pharmaceuticalthe 291 alsosee Brizendine v. Nam­§

company Dist.,is held the very highest pa-Meridian Irrigationto of 97 Idaho
580, 586,pharmaceutical 80, (1976)standards. The company (“‘[I]n548 P.2d 86

cases,person negligencemust act as a dutyreasonable would the is always the
same, legalhave in theacted same or similar circum- to toconform the standard of

lightstances. The in ap­circumstances in which reasonable conduct the of the
”pharmaceutical Prosser,parentmanufacturers deal Quotingmust risk.’ supra,

53,directly 324);involve p.severe risks humanto United States v. Carroll§
Thus, 169,Co., (2dlife. their of is Towingstandard care not 159 F.2d 173 Cir.­

1947).the person requires“reasonableness” of a who kComment a similar
repairs a television or weighing. negligence analysis,set drives a car—it theUnder
is the most obligation utility dependsserious and of uponintense the act the value of

this,By11. we themean determination of whether the conduct was unreasonable and thus
Prosser,duty. duty.whether there has abeen breach of As a breach of See W. The Law of

shown, 37, (4th 1971).infra, balancing against utility pp.risk tests Torts 31 and 148-49 ed.§§
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advanced, argumentthe interest the extent to which insponsorthat its is derelict
advanced, opportunityit is and the for a duty, provided designits or formula-that

conduct,dangerousless Restate­ tion, use,course of its instructions as to and its
(1965),(Second) justment of Torts 292 as warnings dangersas to are reflective of§

application dependscomment k’s on the skill,presentthe knowl-state of human
benefit,product’svalue of the the extent to Wade,edge expertise.”); supra,and maker

accrues,which the benefit and the avail­ (“There44 Miss.L.J. at 841 is little differ-
ability design.of a feasible alternative improper design]ence here cases of[in

similarly byThe risks too are considered negligencebetween the action and the ac-
negligencek Re­comment and law. See (Footnoteliability.”tion for strict omit-

(Second) (1965). ted.)).statement of Torts 293§
weighing implicit dutyin the toSuch a is

principlesWe conclude that theinjuriesuse due care to avoid while render­
of comment k literally applydo not toStearns,ing Stephensservices. v. 106
negligence specifically,claims. More com­249, 257, 41, (1984).678 P.2d 49 InIdaho

k productsment does not shield sellers ofsum, kthe determination under comment
negligencefrom theclaims. On otherdesign product unavoidablythat the of a is

hand, sense,general principlesin a the ofoutweigh­yetunsafe and affords benefits
k negligencecomment relate to the con­ing its risks little from the determi­varies

cepts expressedas in Restatement 291-­§§negligence that the de­nation under law
However, question negligence93. the ofsigning marketing productand of the was

juryremains for the to decide.12Feldman,reasonably supra,done. 479Cf.
(“ proper design is aA.2d at 385-86 ‘Since

2(b)QUESTIONV.fitness, the strict lia­matter of reasonable
2(b),bility nothing negligence questionto on In toadds little or answer we

* * jury negli­onpartthe of the manufacturer *.’ hold that the instructionsW.
Prosser, (4th 27,gence, Jury No.particularlyLaw Torts 659 n. 72 ed. Instructionof

6,1971).”); quoted p. adequately incorporat­Willig, supra, supra,29 Mercer L.Rev.
(“In negligence liability, though principles com­manyat 545 terms of an ed not all the

negligenceunavoidably product highunsafe ben­ mon to comment k and law aswith
k,potential an Like comment In-certainly mayefit overcome discussed above.13

ner/Chilcott, 651, 183,argue P.2d12. Lederle amicus that FDA certifica­ 91 N.M. 579 186and
se,ought non-negligence per (App.1978).tion to constitute FDAWe hold that certification of a

though knowledgeeven to our Lederle did not drug not ofis evidence but conclusive evidence
request reasonableness;an effect. Theinstruction to that drug the tri­the manufacturer’s
weight authorityof reason dictate other­and assign approval weightmayfact FDA the iter of

represents onlyFDA thewise. certification Accord, id.; Brochu,e.g., supra, 642deserves.
one,opinion, informed of theFDA’s albeit an therein);(see also cases cited Feld­F.2d at 658

safety drug. Regrettably,efficacyand of the 383;man, supra, at Barson v.479 A.2d E.R.
drugs occasionally prove FDAnot so safe as the 832,Sons, Inc., (UtahSquibb 682 P.2d 836&

See, e.g., Singer, supra,first believed. 461 F.2d Co.,1984); N.J.Super.Ferrigno Lillyv. Eli & 175(Certified drug provesat 290-91 Aralen to cause 1305, (1980);551, McEwen420 A.2d 1320 v.Feldman, 378-79,blindness.); supra, 479 A.2d at 375,Corp., Or.270 528Ortho Pharmaceutical(Studies tetracyclineshowed stained teeth392 522, (1974); Stevens v. Parke DavisP.2d 534-35requirewell in advance of FDA action to warn­ 51, 45,Co., Cal.Rptr. 507 P.2d& 9 Cal.3d 107Inc.,Richardson-Merrell,ings.); Cudmore v. 398 653, (1973); Willig, supra, 29 Mercer L.Rev.661denied,(Tex.1965), U.S.S.W.2d 640 cert. 385 558, 563; (Second) of Tortsat Restatement705,1003, (1967) (Certi­87 S.Ct. 17 L.Ed.2d 542
(1965).288C§cataracts.).drug provesfied MER-29 to cause

efforts, negligentlyDespite de­the FDA’s best
appealgroundssee for Lederle to13. We fail tosigned drugs may apparentlyand do sometimes

instructions, itselfsince Lederle re-from theseNothing statutoryin federalreach the market.
27,Jury and didquested Instruction No. notregulatoryor indicates that FDA certifica­law

directly applyingrequest com-an instructionpreclude allegations negli­tion to ofintends
negligence claim. Neverthe-ment k to Toner’sgence in these cases. See MacDonald v. Ortho

less,131, Appealsof hadwe will assume the CourtCorp.,Pharmaceutical 394 Mass. 475
65, (1985); concerning negli-pose questionreason to theN.E.2d 70-71 Michael v. War-
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No. onimposedstruction 27 Lederle not YI. CONCLUSION
requirement clairvoyance, onlythe of but ques-We have answered the certified
duty reasonably giventhe to act “the fore- in accordance Idahotions with law and

potentialrisk of harm inseeable to users preceptswith well established of strict lia-
light of then current scientific or medical bility negligenceand law. Our answers in
knowledge maypart disappointand discoveries.” While the in- Lederle and amicus

Pharmaceutical Manufacturers Association.did not explicitlystruction establish a bal-
sought immunityBoth fromtotal bothrisk,ancing between asutility and we not-
liability negligenceand claimsstrict forearlier, balancing implicited such a is in

drugs long drugsof assellers so thoserequirementthe instruction’s that the man-
requirementsthe of the FDAsatisfied andordinaryufacturer “exercise and reason-

argumentscomment k. Their were basedexpose potentialcare not to theable con-
legalon authority policyless than on con-sumer to an risk of harmunreasonable

siderations. Even the record be-withoutproducts.”the use offrom its See Ste-
us,fore of society’swe are aware critical257,supra,phens, 106 Idaho at 678 P.2d at

need for the DPT Novaccine. doubt liabili-Certainly following49. the admonition in-
flowingty injuriesfrom the occasional in-juryvited the to theconsider benefits of

byflicted the as avaccine acts disincentivethe vaccine as well risks:as its “The fail-
However,itsto manufacture. this isCourtto meet ofure this standard due care [not equipped a publicnot to decide as matter ofexpose potentialto the consumer to an

policy efficacyhealth that the relative andrisk lightunreasonable of in theharm] of safety of the vaccine iswhole cell so well
the attendantall circumstances will con- plightestablished and the of Lederle so

R.,negligence____” II, p.stitute Vol. 90 injured personsdire that such as Kevin
(Jury 27) (emphasis added).Instruction No. anyToner should be denied recourse.
Further, clearlythe instruction indicated supplications,Faced with similar the Cali-

the factthat the vaccine caused Kevin’s District,Appeals,Court of Secondfornia
byinjury findingitself did ajustifynot of 5,Division observed:

negligence: “The fact that the consumer’s Wyeth predictingis not alone in that a
injuries proximatelywere caused by the DPT shortage byvaccine will be caused

productmanufacturer’s not indoes and of brought theagainstthe suits manufac-
itself constitute upona sufficient basis turers, productionbecause will become

predicatetowhich the manufacturer’s lia- (See Horn,unprofitable. Vaccine Crisis
bility.” instructed, juryId. Thus the un- (Summer 1985)Spurs CongressBills in
doubtedly considered the state of scientific 5.)Litigation If10 News this should
knowledge utilityand the of the vaccine occur, Legislatureexpectwe would the

assigningbefore negligence. Apparently, prevent resultingto theintervene to
jurythe that legislativewas convinced Lederle awas health crisis. This is func-

Flood, supra, Cal.Rptr.tion. 228negligent havingfor manufactured at 703.and
marketed the whole cell vaccine instead of expectationThe Flood court’s was not

However, negli-a safer thealternative. writing,At the of theunrealistic. time this
gence principles to comment k andcommon passedCongressStates has and theUnited

(Second) TortsRestatement of 291-93§§ asignedPresident has bill “that would
(1965)could have explicit-been stated more compensationestablish a federal ‘no fault’
ly. requestedHad Lederle an instruction injured as aprogram for children result of

vaccinations____”(Second)onbased Restatement of Torts routine, required The
291-93, Statesman, 15,ansuch instruction would have October 1986. ThisIdaho§§

accurately radicallylaw. tort inapproachreflected Idaho revises law order

course,gence grounds appealit isinstructions. Of for the Court to from the instructions.
Appealsof to decide whether Lederle had
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to simultaneously protect FDA,the interests of the well-intentioned,no matter how
society, drug industry,the and innocent supplantcan judicialthe American system.
victims of catastrophicthe rare but severe POINT II: There are two statements in
reactions. It approach quiteis an within the 9th opinionCircuit which trouble me ascapacitythe legislativeof the branch of

running to procedurescounter FDA Iasgovernment, quite beyondbut capacitythe
understand them:of judicialthe branch.

Lilly rightsold the produce Tri-SolgentoRemanded to the Appeals.Court of
Wyeth Laboratories;to however, the

FDA has refused to relicense the vac-HUNTLEY, JJ.,DONALDSON and
cine.concur.

HUNTLEY, Justice, concurring specially.
However, 1972,in panela review withinI majorityconcur in opinionthe and write

Biologiesthe Bureau of of the FDA re-further points.to address two
fused to certify Tri-Solgen as “safe andI: All opinionPOINT who read this and

althougheffective” it did certifyso the1429,that of the 9th Circuit at 779 F.2d
whole cell vaccines. Because the FDAshould be aware that Lederle and the Ami-
has refused to relicense Tri-Solgen orcus Curiae Pharmaceutical Manufacturers
any otherAssociation, product,fractionated cellin theseeking engraftto comment

law,k negligenceinto proposingare manufacture and sale ofsome- such a vaccine
thing far revolutionarymore in its by Lederle,effect anyor pharmaceuticalother
than most would realize. company, would constitute a of-criminal

Food, Drugfense under the and Cosmet-They byseek the engraftingdevice of
331(d), 333(a),ic 21Act. See U.S.C.negligencecomment k actually §§into law to

355(a) (1982).negligenceabolish causes of action in this
field and Drugsubstitute the Food and foregoing sug-The statements seem to

jury.Administration for the gest that the fractionated vaccine Tri-Sol-
partiesThe and Amicus were all in gen disapproved byis the FDA.

agreement in presentationstheir to this
my understandingIt is that the FDACourt that not one yetstate as has ruled

does not license a medication in a “vac-that appliescomment k negligenceto
is,uum.” That a medication is licensedcauses of action.

only specific presentingto a manufacturer
Perhaps the reason that no state has specifica product undergonewhich hassupremedone so is that no state hascourt

specific testing, adequate havingwith datayet become convinced that the FDA has
presentedbeen to the FDA. The FDAadequateeither staffing, expertise, or data
not, example, generalizeddoes for issuebeingbase to warrant its substituted for

approval anyonefor who wishes to manu-judicial system.the
specificfacture a medication.

implicationsThe full of the Pharmaceuti-
Thus, the that a fractionated cellfactcal proposalManufacturers can be more

vaccine is not now licensed does not meanfully uponrealized par-consideration of the
merelydisapprovedit is means eithertranscripttial argumentof the oral before —it

Koontz, soughtthis that no has andattorneyCourt of manufacturer ob-Robert ar-
Lederle,guing that,for Ap-attached hereto as inapprovaltained or the instance of

pendix A transcriptand the entire of attor- by panel thethe 1972 refusal a review of
ney Wheeler, arguingMalcolm for the Biologies, applicationBureau of thereinthe

Association,Pharmaceutical Manufacturers adequate showingfailed to make an of
Appendixattached hereto as B. safety efficacy, sayor which is not to that

I another manufacturer notday any supremefear the could have madewhen court
can be agencyconvinced that an such as application.a successful
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Justice,BAKES, appealspecially concurring sittingin on to make such a determina-
339,732 Conse-part: tion.” Ante at P.2d at 308.

quently, join languageinI decline to to thebyI in theconcur result reached the
contrary in majorityfound the opinion.Thatmajority opinion and forbut the somewhat
language pureis waydicta and in noequivocal by majoritymeans thewhich
binding on the federal court.fullyreaches its Iresult would have con-

opinion. only Finally, presented bycurred in its I write to clarify questionno is the
issues,analysis them, requiresthe of the Ias view Ninth Circuit which uscertificate

by questions presented inby second-guess jury'sraised the the to the verdicts this
engage anyNinth Circuit’s certificate to this no to inCourt. case. There is need

presumptions as to the evidence adduced at
findingsor the the jury.trial as to ofI.

Therefore, join any major-I not in thedo ofQuestions Not Presented ity’s attempts at such presumptions.1 The
First, given languagesome of the in the expressly anyNinth Circuit stated that

majority opinion, necessaryit is to identify questions regarding evidence adduced at
those issues which aré not thisbefore regardingtrial or sufficiencythe of such

for pri-Court its determination. I refer support juryevidence to the verdicts are
marily concerningto those issues federal matters for v.its resolution. Toner Led-
procedural law. It is once that theat clear Laboratories, (9th1429,erle 779 F.2d 1431

onlyNinth Circuit desires regardingadvice Cir.1986). are,so;Rightly they again,
ofmatters Idaho substantive law. Issues proceduralmatters of federal andlaw not

concerning procedure within the federal of state Ifsubstantive law. the Ninth Cir-
system necessarilycourt are for that court inaccuratelycuit has characterized the

to determine. Erie v. Tompkins,R.R. 304 us,in opinion majorityfacts its to as the
64, 817, (1938).58U.S. S.Ct. 82 L.Ed. 1188 Toner,to forattributes counsel ante at

Thus, required,we are not nor would it be 332, 301,732 P.2d at then the Ninth Circuit
us,proper for to determine whether Led- properis the forum to determine such mat-

right challenge Juryerle has waived its to Again, any presumptions byters. made
Therefore, IInstruction No. 27. do not majority regarding provedthe what Toner

join portionin that majority opinionof the jury entirelyand the arewhat found un-
issue;opinionwhich anintimates on that They inrequiredwarranted. are not order

specifically, joinI do not in languagethe questionsadequatelyto address the
13, 342-343,in footnote ante at 732found presented.
I likewise the issueP.2d at 311-312. view

applica-of the determination of thewhether II.
given productof k to is onebility comment a

Questions Presentedfact, for or theof or and thus the courtlaw
followingThe Ninth certified theCircuitdecide, is an for the federaljury to issue

questions pursuantto Courtfour this toCertainly, courtto decide. the federalcourt
12.1(a).I.A.R.opiniongive onrequestedhas not us to an

Thus, (1) law,appropriate principlesit not for Under do the setissue. is Idahothat
(Second)insay “it is not for a court forth Restatementthis to that TortsCourt of

investigateSpecifically, join majority’s propensities prod-1. I do not in the 'test and the of its
presumption jury light"the ‘in allegedly prod-that found that of uct’ to those therelative of safer

circumstances,' uct,all the attendant Lederle failed negli-... and as a result wasthat Lederle
ordinary‘to and careexercise reasonable not to gent having marketedand/orfor 'manufactured
potentialexpose the consumer to an unreason- the cell vaccine’ rather than thewhole alterna-

products,’able risk of harm from the use of its 332,tive.” Ante at (emphasis732 P.2d at 301
poten-that ‘the foreseeable risk of to... harm added). specifically disagreeI major-with the

lightusers in oftial then current scientific or ity’spresumption regarding the underscored ma-
knowledgemedical and discoveries’ was such quote.terial in the above

negligent failingthat Lederle was in to further
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apply inconsistency402A comment k tion ofto strict liabili- the claim.” Id. at§
claims,ty negligence particu-and and in 1434.

inlar to the claims this suit?
(2) yes,If is there evidence from awhich A.
jury unavoidablyfindcould Tri-Immunol

LiabilityProducts Based On Strictunsafe?
Liability in Tort(3) law, jury,Under Idaho could the on
by majority opinion,As thenoted thisrecord, negligentthis find the defendant

Co.,inCourt MortonShields v. Chemicaldevelop afor failure to fractionated cell
(1974),674,Idaho “accept-95 518 P.2d 857vaccine, anyor for other reason?

ed the inliabilitydoctrine of strict intort(4) juryWere the instructions on the is-
products 676,liability actions.” Id. at 518negligenceof in fullsue accordance with
P.2d at liability859. The rule of strict welaw, given theIdaho contentions of the
adopted inwas that set forth the Restate-in case?parties this

(1965).(Second)ment of Torts 402A Un-§states,majority opinion correctlyAs the we
der that a of actionrule cause existsaccepted onlycertification of of thetwo
against product plaintiffa if aseller of a(1) (4).questions,four numbers and

injuryestablishes that he suffered result-Though phrased regardingin terms the
ing productfrom theproperhis use ofk,applicability of comment it is clear that

used,which, though properly was “in adesires to ele­the Ninth Circuit know the
defective such ascondition” itrenderedments must be established to state awhich
“unreasonably dangerous” to the user orproducts liabilityin a casecause of action
consumer.under state substantive law. must“[W]e

difficulty applyingThe in the rule ofthe law of oflook to substantive the State
liability usuallystrict set forth in 402A§plain­Idaho to determine the elements of

meaningregardsurfaces in to the to betiffs’ cause of action.” Toner v. Lederle
given the phrase “in a defective conditionLaboratories, 1429, (9thF.2d779 1431 Cir.­

dangerous to the user orunreasonably con-1986). Faced with a claim of inconsistent
majority opinion notes,sumer.” As thewhich,jury byas theverdicts2 stated

gcomment definesto 402A “defective§Ninth is a matter for their resolu­Circuit
contemplatedcondition” as “a condition nottion, Appeals essentiallythe Court of de­

consumer,by the ultimate which will be(1)sires that we set forth the distinction
dangerous to him.”unreasonably Com-products liabilitythe elements of abetween

“unreasonably dangerous”iment definesliabilityaction on strict onebased and
danger “beyonda that which wouldas be(2)negligence; ap­based on determine the

ordinarycontemplated by the consumer“unavoidablyplicability of the unsafe” doc­
it, ordinarythepurchaseswho with knowl-of comment k of thetrine Restatement

edge community as(Second) Torts, 402A, common to the to itsof to both strict§
Rojas LindsayIn v.actions; Mfg.characteristics.”liability negligenceand thenand

Co., 590, (1985),(3) 108 P.2d 210Idaho 701 wejuryindicate whether the instructions
given following definition ofapprovedin this case the theadequately set forth

in a defectivephrase: productAs stated “A is condi-bythose elements. the Ninth
Circuit, dangerous ... if isquestion unreasonably“The tion itwhether the trial

expecteddangerous bybejurythe more than wouldcourt instructed in accordance
necessarily precedes ordinary may reasonably bepersonwith Idaho law resolu- an who

productjury’s “QUESTION 3: Was the Tri-Im-2. contends that the to the NO.Lederle answers
following byquestions special thetwo on the verdict munol defendant Led-manufactured
form are inconsistent. in a defective condition un-erle Laboratories

reasonably dangerous personsto which was“QUESTION NO. 2: Was defendant Lederle
plaintiffs injuries?proximatethe cause of thenegligent in theLaboratories connection with

Laboratories, supra,No." Toner v. Lederleproxi-product whichTri-Immunol was the
779 F.2d at 1433.plaintiffs injuries?mate cause of the Yes.
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** *expected i.e., Thus,to use it. for which clearlywhose are not. comment k
safely designed.” requires utility-risk analysis,it must ause be Id. at as the ma-

591, 592, jority opinion majority opin-701 P.2d at 211. concedes. The
acknowledgesion comment k appliesthatThe definition of “in a defective condition

product liabilityto actions for based onunreasonably dangerous to the user or con-
liability tort, although incorrectlystrict insumer” also takes on somewhat different

describing of comment kthe effect as re-meanings depending theon context of the
sulting “immunity,”in an rather thanproducts liability action, i.e.,cause of
merely acknowledging unavoidablythat un-premisedthe cause iswhether of action on an

productssafe are neither nor un-defectivealleged product’s design,defect in the or in
reasonably dangerous.(theproduct’s designthe manufacture was

production phase),followed innot the or in
B.product’s warning concerningthe its

Liability NegligenceProducts Based onKeeton,dangers.known See W. Prosser
(5thKeeton onand The Law Torts 99§of While this Court has addressed strict

1984) (hereinafter Prosser).ed. We need times,products liability byseveral as noted
fullynot discuss these different bases for Circuit,Ninththe have never beenwe

liabilitystrict and their concomitant defini- presented requiring awith a case determi-
tions of “defective since onlycondition” the care,nation of duty,“the or standard of

presented byfirst is this case. The heart applicable drugsto the manufacturer of
products liabilityof Toners’ claim is that a are respectsthat unsafe in some but that

safer, more feasible alternative existed to necessaryare for the control of disease.”
solelyTri-Immunol. This claim relates to Laboratories,Toner v. supra,Lederle 779

design bydefect.3 explained major-As the Thus,F.2d at 1432. we have never ad-
ity, only applies, all,comment k if at to question productdressed the of whether a
design defect 335,cases. Ante at 732 P.2d socially necessary,which is desirable or
at 304. unsafe,”though “unavoidablyeven may

expose productthe manufacturer of that todesign case,In a products liabilitydefect
products liabilitya action whether on thethe effect of modifycomment k is to the

theory negligence.of orliabilitystrict Ondefinition of productwhen a is “in a defec-
claim,negligence upon any negli-a orsuchunreasonably dangerous”tive condition by

matter,gence claim for that we have indi-stating productsthat “there someare
which, “conceptscated that there are certain basicpresentin the state of human

any negligencefundamental to action:knowledge, quite incapableare beingof
breach,duty, proximate cause and dam-made safe for their ordinaryintended and

* * ages,” 253,Cruz, 257,108 IdahoBlake v.product,use *. Such properly pre-a
315, (1985). Or,P.2d698 319 as morepared, accompanied by properand instruc-

accurately bystated Chief Justice Donald-warning,tions and defective,is not nor is
617,in Alegríason 101 IdahoPayonk,v.unreasonably dangerous.”it Restate-

(1980), bycited619 P.2d 135 the Ninth(comment k). Thus,ment 402A under§
Appeals:ofCircuit Courtk, if product “unavoidablycomment a is

unsafe,” it negli-is neither “defective” nor “un- “The elements of common law
reasonably dangerous.” Contrary gence (1)to the have been summarized as a
majority law,kopinion, duty, requiringdoes “im- recognized bycomment not a de-

productsmunize certain from strict fendant to conform to a certain standardlia-
bility claims,” 339, conduct; (2) (3)308, duty;at 732 of of thatante P.2d at a breach

merely productsbut defines which are de- a causal connection between the defend-
unreasonably dangerous, resulting injuries;fective and ant’sand conduct and the

Laboratories,opinion. supra,As noted3. in the Ninth Circuit’s Toners Toner v. Lederle F.2d at779
allegationsabandoned their of defective warn- 1430.

ings prior submitting jury.to case to thethe
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(4) nature,damage.” Alegria are not ofand actual loss or discoverable facts but
619, that,617, merely conclusory expressions101 P.2d inPayonk,v. Idaho 619

135, (1980) added). particular type, liabilityof a137 cases should(emphasis
imposed damage.’forbe v.Tarasoffmajority opinion adequatelyThe fails to

Regents University California, [17of ofpresent “con-analyze the case under these
425, 131 14,Cal.Rptr. 551 P.2dCal.3d 334cepts negligence ac-anyfundamental to

(Cal.1976).]” Thompson Countyv. ofmajority simplytion.” Instead the states
Alameda, 741, Cal.Rptr.27 167Cal.3dremainsnegligence“the determination of
70, 728, (1980).614 P.2d 732jury.”for the That is inade-statement

Furthermore, a thedetermination of exist-inadequate, itquate and to the extent it is
dutya in caseparticularence of a involvesmisleadingis also and incorrect.

factors, including:ofconsideration severalonlyis asThe statement correct insofar “ plain-theforeseeability‘the of harm toapplies questionsit to of fact. This Court
tiff, degree certainity thatthe of theconsistently held if there is suffi-has that
plaintiff injury,suffered the closeness ofevidentiary support, questionscient all fact
the connection between the defendant’snegligence juryare or trier ofas to for the

suffered,injuryconduct and the the mor-Meyer,to decide. 66fact O’Connor v.
defendant’sal blame attached to the con-15, (1944). QuestionsP.2dIdaho 154 174

duct, policy preventingthe of futureusually regardare in to ele-of fact raised
harm, the burden toextent of the theHowever,(2), (3) (4)and asments above.4

consequencesand todefendant the thequote holding Alegríainboth the and the
community dutyof toimposing a exer-indicate, question “duty”the of is not for

resulting liabilitycise care with forjury, questionrather it is of law forthe a
breach, cost,availability,and the andEssentially, ques-the court to decide. the

of for the risk in-prevalence insuranceadutytion of the existence of a involves ” Countyv.Thompsonvolved.’ ofrelationshiplegal determination that some
Alameda, 741, Cal.Rptr.27 Cal.3d 167plain-the and theexists between defendant

(1980)70, 728, quoting614 P.2d 732-33obligation ofgivestiff which rise to an
108,Christian,v. 69 Cal.2d 70Rowlandinparticular persontoward a theconduct

97, 561, (1968).Cal.Rptr. 443 P.2d 564question of“[D]utyfirst instance. is a
productsinanalysis is the same aTheanythe obli-whether defendant is under
dutyof in-liability questioncase. Thegation particularfor the thebenefit of

balancing of all ofvolves a consideration orplaintiff.” “[WjhetherProsser at 53.§
partis no ofabove factors. “It thetheplaintiffthe interest of the has suf-which

juryof a decide whether theprovince toprotec-legalfered invasion was toentitled
anyundergoodsof is obli-manufacturerhands of ... istion at the the defendant

safetyfor the of the ultimate con-gationentirely questiona of law to be determined
Prosser 37.sumer.” atstatutes, rules, §by bodyreference to the of

upprinciples precedents makeand which opinionmajorityin thisindicated theAs
law; only bythe and it must be determined utility negli-in abalancing of risk versus

at is re-the court.” Id. 37. The court required§ in acase is the same as thatgence
if, of aquired to determine under the facts comment kliability case where isstrict

given toduty bycase a is defendantowed is little differ-applicable. Theredeemed
also,plaintiff and, scopeto determine the products liabilitya action inbetweenence

duty.or extent of that liability relat-and one in strictnegligence
questionof of the definition of the unsafe character‘duty’ ing“The existence is a to

causes(Citations omitted) product allegedlywhich the‘Legal duties of thelaw.

majority opinionmajority opinion the assertion in theextent the uses the context4. To the
negligence for"negligence” contrary is theto to that the determination ofterm mean conduct

by jury a defendant hasrequired by duty to is correct since whetherthat the owed defendant
fact,duty question ofessentially is aplaintiff, "negligent" refers breached his of carethe term

i.e.,(2), duty. such a of law.to element breach of In not
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law,Ininjury. negligence jury liability onlyand as the strict to thestandard but stan-
27 in 336,was instructed in Instruction this negligence.”dard of Ante at 732 P.2d

case, product “exposethe must not the k “immunity”at 305. is not orComment an
potential to anconsumer unreasonable risk merelyka “shield.” Comment limits the
of In liability, productharm.” strict the productsof underdefinition defective Sec-

unreasonablymust not be in a “condition 402A, excluding “unavoidablytion unsafe
dangerous to the The determinationuser.” being defective,products” as “not nor ...

negligence productin of whether thelaw Therefore,unreasonably dangerous.” the
presents an “unreasonable of harm” torisk “immunity”semantical distractions of and

reallythe noconsumer is different from employed majority opinion“shields” in the
liabilitythe in strictdetermination law that enlightentend to confuse rather than its

dangerous”a isproduct “unreasonably to products liability analysis. Those terms
majority opinionthe consumer. The ac­ distract the reader’s attention from the fact

knowledges this, is,stating there inthat particular products liabilitythat whether a
reality, “little difference ofhere cases[in phrased negligenceclaim is orin terms of
improper design] negligencebetween the liability, prod-strict there must either be a

andaction the action based stricton liabili­ exposes potentialuct which the consumer5 311,342, 732P.2d at citingat W.Antety.” (Negli-to an “unreasonable risk of harm”Prosser, Torts, 659, (4thLaw of 72n. ed. 27),gence productor isInstruction a which1971), Wade,quotingand theOn Nature “unreasonably dangerous” RestatementProducts,of LiabilityStrict Tort for 44 (Second) 402A. There is “little differ-§825, (1973).Miss.L.J. 841 standards,ence.” between those two as the
there littleSince is or no difference be- majority opinion acknowledges. Ante at

negligencethetween test of “unreasonable 342,732 P.2d at 311.
risk of harm” the ofliabilityand strict test
“unreasonably dangerous to the consum-

C.er,” k appliesComment and its rationale to
products liabilityboth actions based on

JuryThe Instructionsliabilitystrict negli-and those onbased
definition,gence. By Having explainproduct hopefully helpeda is thewhich

“unavoidably regardingunsafe” is neither “unreason- Court’s decision the elements of
dangerous (theably theto consumer” strict products liabilitya of forcause action

liability standard) nor itdoes create an liability negligence,based on strict and and
“unreasonable risk of toharm” the con- ofthe distinction between the two causes

(the standard).negligencesumer action, question presented bythe third the
juryNinth Circuit whetherwas the instruc-Nevertheless, states,majoritythe ante

given in adequatelytions this case state the342,at 732 P.2d at 311. “We conclude that
regarding products liabilitylaw in Idaho aprinciples literallythe of comment k do not

negligence. majority’saction on Thebasedapply negligence specifi-to Moreclaims.
inadequateis intreatment of this issue duecally, comment k does not shield sellers of

large concern that Lederlepart to itsproducts negligencefrom claims.” That
permittednot be to raise theshould issue.exposes misconception preva-statement a

However, earlier, any questionas notedthroughout opinionlent majoritythe that
abilityregarding challengeLederle’s to thecomment k products“immunizes certain

...,” purely questionisliability juryfrom instructions a ofstrict claims ante at
for339, 308, law and not this Courtproduct“if a federal to de-732 P.2d at and that

qualifies unsafe,’ questionas before‘unavoidably cide. The this Court is not[under
proposed jurycomment the seller is theheld not to the whether instructions ad-k]

section,by majority opin-5. This conclusion reached we discuss ourthe next will further conclu-
negates seemingly contrary immunity onlyion Part IVin the comment ksion that extends ...

6, 336, claims,in liability negligenceassertion contained footnote ante at to and tostrict not
states,at732 P.2d 305. That footnote "In the claims."
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law,equately express juryIdaho but whether instructions did adequatelynot state
actually giventhe byinstructions the trial the regarding negligencelaw of Idaho in a

court do. products liability case.
holds,majority opinion correctlyThe

manner,though very equivocalin a that Conclusion
giventhe instructions adequateare not

conclusion,In while the answers set outstatements of negligence giv­Idaho law on
in majority opinionthe to the two certifieden bythe facts as related the Court of

clear,questions are less than I thebelieveAppeals partiesand the contentions theof
opinion ultimatelyCourt’s can be distilledin presentthe case. The instructions are

following responses.down to theentirely anydevoid of reference to com­
ment “unavoidablyk’s unsafe” standard or one,questionAs to whether or not com-

requirementthe jury engagethat the in a appliesment k liabilityto both strict and
utility balancingcomment k risk versus negligence productsin liabilityclaims ac-

majoritytest. The asserts that the instruc­ tions, the yes. predicateanswer is The for
implicitly requiredtions jury engagethe to products claim,liabilitya whether based on

342, 732atbalancingin such a test. Ante negligence or liability, productstrict is a
However, majority opinionP.2d 311. theat “unreasonably dangerous,”which is or

just opposite,earlier concludes the ante at which creates an “unreasonable risk of
333, 302, that,732 P.2d at when it states harm.” Since there is little or no differ-
“Nothing in the record us indi­before standards,ence between those two an
cates that either the jury or trial court “unavoidably productunsafe” utilitywhose

anymade determination based on com­ outweighs the by byrisk created its use is
statement,ment k.” Given that I fail to “unreasonably dangerous”definition not

see on majority opinionwhat basis the then itnor does create an “unreasonable risk of
balancing utilityasserts that “a between harm.”

implicit [Juryand risk ... is in Instruction
questionAs to the second certified andNo. at27].” Ante

Court, i.e.,accepted by this whether the343, 732 P.2d at 312. Furthermore,majority’sthe assertion that
jury negligenceinstructions on the issue ofjury undoubtedly“the considered the state

in fullwere accordance with Idaho lawknowledge utilityof scientific and ofthe
given partiesthe contention of the inthe thisassigning negligence,”vaccine before
case,343, 312, specu­ apparentis mere the Court’s answer is anante at 732 P.2d at no.

lation at The court’s instructions did not instruct thebest.
jury regarding “unavoidablycomment k’sassuming,Even arguendo, that the com­

and the riskunsafe” standard versus utili-implicitment k in jurytest was the instruc­
ty balancing test contained therein.jurytions and that the did in fact consider

utilitythe of the vaccine and the state of effect the answers to the certifiedWhat
knowledge assigning negli­scientific before dispositionquestions have on the of this

gence, entirelyit is inconsistent for the entirely for the federalcase is a matter
conclude,majority to then based on the courts to determine.

verdicts,jury’s negligent“that Lederle was
havingfor manufactured and marketed the

SHEPARD, C.J., concurs.whole cell vaccine instead of a safer alter­
343, 732native.” Ante at P.2d 312.at Such SHEPARD, Justice, speciallyChief con-directly contraryisa conclusion to the

curring part:injury’s verdict that Tri-Immunol “inwas not
holding majorityof the toI view the beunreasonably danger­a defective condition

applies negligencek toshort, that commentous” to the consumer. In if the
well as claims based inmajority’s partiesassertion that neither the claims as strict

liability. I that conclusion from thenor the trial court addressed comment k is draw
true, beyond language majority:then it is clear cavil that the of the
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this;principles ceptionconclude that the of com- is that if medical science[W]e
literally negli- onlyk hasapply product,ment do not to one i.e. DPTthe vac-

cine, case,gence specifically,claims. More which is thiscom- there’s no other
druglicensed on theproducts givenment k does not shield market. Thatsellers of

circumstances,that set ofnegligencefrom the Court as aclaims. On the other
hand, FDA,matter ofgeneral sense,in law must defer to theprinciplesa the

they must defer to the National Institutenegligencecomment k relate to theof
Health, theyof mustexpressed defer to the CDCconcepts as in Restatement

theyand(emphasis added) must defer to the Bureau of291-93.§§
Biologies in studyterms of committees

As to the remainder opinion,of the I people poli-which are the who make the
specialconcur in the concurrence of cy for the United States.

BAKES, J. Okay Okay,JUSTICE HUNTLEY: now.
go ahead.

APPENDIX A MR. just only gotKOONTZ: Let me —I’ve
ArgumentPartial Oral of Mr. Koontz

for Lederle Laboratories ahead,JUSTICE HUNTLEY: Go finish.
got upI’ve to follow ...Now, Koontz,JUSTICE HUNTLEY: Mr.

sayingMR. KOONTZ: I’m... that thereyoufor the reasons and Justice Bakes
you engraftis—that can on comment kjust discussed, ahave I have to admit that

exceptionrather limitedI with the one vac-throughas read mythe briefs first
cine. I’m excludingNow frominclination thatperhapswas that it would be
(inaudible) case,out the Johnsonengraft becausedesirable to comment k on the

(inaudible).Johnson there arenegligence law, two Andbecause dowe need
I’m saying here in thisthese case with thedrugs.ethical tryBut when I to

vaccine, youDPT if want to do that. Isteptake it a further and see what we’re
prefer pharmaceuticalthedoing it, manufacturersif we do youand neither of have
position you youthat ifgotten find a socialto it in briefing,the what is— —if

give drugmandate to a that —and I’myouwhat are ultimately doing? youAre
talking drugs any-not aboutasking cosmetic orfor us buy your pro-now—if we

thing talkinglike I’mgram here, that. about cancerwill we innow the future
vaccine,drugs, Reubella,DPT thosejuryinstruct the that a manufacturer

things.kinds of That if FDAmay ap-themanufacture unavoidablyan unsafe
proves drugs youthose should limit it todrug negligentin a and careless manner?
warning youand should limit it to effica-MR. KOONTZ: No.

manufacture,cy of that it was madeJUSTICE HUNTLEY: What are—what do
appropriately.we have when put togeth-we kcomment

OkayJUSTICE HUNTLEY: now. You’venegligence?er with What will we tell
well,very why—focused me and that’sjury?the

getting right problemand me to the I’mMR. KOONTZ: Well you,let—let me tell
having. You framed that that the nar-because, obviously, HuntleyJustice I’ve

be that if onlyrow rule would there isknow,—you thought longabout that and
productone then we defer to the F—weyou’llhard. And hear from the Pharma-

jurytell the we defer to the FDA.ceutical Manufacturers Association.
simply saying,MR. I’mKOONTZ: JusticeAnd we—we talked inabout this the 9th

Huntley, youif want to do that.judgecircuit. As a matter of fact the
now,Okay. OkayJUSTICE HUNTLEY:who had that case measked almost that

goingI'm to take ...very very question.same IAnd think—
k oppor- youwith comment this Court has the If reallyMR. KOONTZ: want to nar-

tunity engraftto on you youcomment k a rather the issue can dorow can doit—
exception.limited way.And that limited ex- it that
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IJUSTICE HUNTLEY: understand that
youI want to takeHUNTLEY:JUSTICE

Now,step at a time. let’sjust one—one talkingKOONTZ: We’re not aboutMR.
adoptedif thattry that one. Now we know,younegligence or a bunchsome—

rule, ayou would not foreclosethen lawyers sitting talkingaround aof table
sayingplaintiff bringingfrom a case negligence.liabilitystrict andabout

way productto anotherthere is a make talking publicWe’re about a national
doingyou’re negligent in not it. policy.and health

is,The to that Jus-MR. KOONTZ: answer IOkay.JUSTICE HUNTLEY: under-
give propo-Huntley, you me thetice that tryingstand. I’m to have a conversation

I’llproducts liabilityin case and yousition a with here so I can understand this.
we, appliedifyou expert testifyto to that fact. Now aren’t we comment kfind an

gavethis case itlawyers you’d— to and the answer andThey’re all trial and
gloss you’vethe that just discussed within I’llthat’s a fact of life our business.

me, don’t we run into a little bit of asay, yougive you somebody who will
that,problem by jurydefinition the inproduct. Nowcould have made a better

having plaintiff negli-found for the onno, yousaying,k isI think comment
gence in this case has to have found thatyou can’t do that because wherecan’t—

waythere was a to build thisbetterBecauseputit the manufacturer?does
trap?mouseThe next caseyouI’ll tell the next case.

you jurya in Idaho reallocateis when let Well, gotMR. coupleKOONTZ: I’ve a of
in R & D.Cyanamid resourcesAmerican all,responses to that. First of this case

chemotherapy area.They’re big in the year. Maybewas—I’m not sure of the
(inaudible)big in the cancer re-They’re Ken can—Ken can correct me. The vac-

cancerIs our next case asearch area. 1979,givencine was in and allwe live in
you developed asays,who wellvictim a real world. It’s 1986 and we don’t see

1989,in, know, youin butyoucure Tri-solgen today,on the market and wein—
in anydone it ’86 because ... in countryshould have don’t see it in the world.

is,sayingAnd what I’m Huntley,JusticeOkay.HUNTLEY:JUSTICE
youthat cannot—and it’s what theyou yourdidn’t allocateMR. KOONTZ: ...

determiningJohnson court said in thatright.resources vaccine____case on the Sabin
The short answerHUNTLEY:JUSTICE

you’reWell thenJUSTICE HUNTLEY:you’re saying then that thethen is—is
saying jury wrongwas in what itthego stepone furtherrule of law would
found.waysay that there is noand it would

just Well,de-the circumstance we MR. jury’sto—in KOONTZ: it isn’t that the
scribed, bring wrong.actionpartythat a can an

negligence in that a dif-on the basis of Well, they’reJUSTICE HUNTLEY: either
product could beenferent or better have right wrong.or

made. arguingMR. I’m youKOONTZ: not that —
know, jury wrong,that the is because—right.MR. KOONTZ: That’s

know, life,you myI’ve tried lawsuits allyou fore-HUNTLEY: So wouldJUSTICE
know,you quoteand say you “ju-never —type of action.close that

is,wrong.” sayingries are What I’mThat’s what comment kMR. KOONTZ: you don’t submit that action to them.says. juries decidingYou can’t have what
Okay.HUNTLEY:JUSTICE the—what the United States Public

And that’s what DeanMR. KOONTZ: mean,Health youService should do. I
greatin whendetailProsser discusses get interesting anomalyinto this and I’d

thatto understandyou havethat —and youlike to consider it. If the 9th cir-
publick a national health you againstis saycomment cuit—if—if usrule and

policy. apply,comment k doesn’t the instruc-
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plaintiffaeven if can establish that there
oughtthe tookay,tions were verdict way towas a manufacture a better and

is,stand leaveas it where does that drug.safer
itCyanamid?American Where does

IMR. KOONTZ: think that’s—that’s accu-vaccines, justpeopleleave make notwho
givenrate the k,oflimitations commentCyanamid? in thesaying,What are we

wasthat it inmanufactured accordanceit, sell9th circuit can’t sell but we canwe
FDA, NIH,with CDC or whatever stan-know,in I thinkit the 10th circuit? You
youdard want to talk about. But it wassayto fedsyousometime have that the

defectivelynot a productmanufacturedvaccine,typehave thatto control this of
in the sense that it wasn’t what it wasyou professionalshave backhave to
suppose to be manufactured,when it wasyou’resay,there that we deem it—and
and that there proper warningwas giv-talking about the American Pediatrics

every case,en. Because and this is inter-Society, the American Medical Associa-
esting, every case. Mr. Pederson criti-tion, CDC,NRH, says,everybodythe the
cizes me because all I cited was warningsupposegive this vaccine. What are we
cases; I brief,look at his all he cites aresay giveto can’t it in Idaho?now? You
warning cases, on,because from DavisWell, Koontz,JUSTICE HUNTLEY: Mr.

you’re about,talkingthat’s all are warn-effect,you Iare in think on the bottom
ing know,cases. You the warningswerehere, virtually askingline us thisto take

toproper the intermediary.learned He’ssystemjuryout of the and defer to the
got ultimatelyto make the decision. Be-FDA. Now ...

you think,cause I think have to JusticeNo, askingMR. KOONTZ: No. I’m not
Huntley, justnot in a sense of this vac-
cine, but think drugsabout the new thatJUSTICE HUNTLEY: You’re not ...

coming know,are youout for heartfor—No, IMR. KOONTZ: and that’sthink—and
patients, the artificial heart. Are wewhy youI asked to defer PMAto the ...

goingnow yearto have a from nowbrief, sayamicus to isis how—this—this
somebody saying Debachy didn’t do itstarted,historythe of comment k that
right____know,you way They’rewhen. notback

talking necessarily approval.about FDA Well,HUNTLEY: there —there’sJUSTICE
is,they’re sayingWhat if medical science experienceproblem that we’ve all hada

develop any better,can’t anything we’re drugstesting on new iswith. The these
goingnot lay juryto let a withsit here byusually proponentsdone the who wish

Kuna,expertsome who comes from Ida- independentthem orto market their
ho, saying, IHey can build bettera after inwe know of case caselabs. And

trap theymouse and should have it.built they havehistory where the data sub-
saying.That’s what we’re It’s a warn- FDA incorrect.to the wasmitted

issue,ing an improperand it’s manufac-
mean,Oh, Judge Justiceture MR.issue. KOONTZ: —I

separate exception inHuntley, that’s aWell, genuinelyJUSTICE HUNTLEY: I’m
k, mean,exception. Ithe fraudcommenttrying youto have this discussion towith

Cyanamid produces drug—aif Americanget concepts mythe clear in as tomind
vaccine, hadtheyif if erroneousthe DPTyou’re proposingwhat and what con-the

information, FDA, anythe I don’t havesequence I sayof it is. have to itthat
issue,juryasayingin that’sproblemyou’veseems to me is towhere taken us

theyIf erroneoussubmittedback there.pointthe of insaying that the case where
information, ’em. Ithe FDA stick don’thistorypresentthere is at a moment in

any problem with that at all. Ihaveonly productone on the and it’smarket
unsafe, mean, questions where therethose areunavoidably have awe cannot

involved, I’m sure ifand fraudjury question and should not to was fraudsubmit
term,strongtoo a but I'lljury questionthe of was is not ...the whether it

younegligent produced drug accept what said.to have that
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articulate ajurisdiction, want tothisof
plaintiff to sue acommon law that allows asay fraud.I didn’tHUNTLEY:JUSTICE

thatpharmaceutical manufacturer wheninadequate testing ...I said
has, (1)voluntarily to use aplaintiff chosentalkingyou and I areMR. KOONTZ: Well

drug,vaccine or a as the caseparticulartalkingthing. You’rethe sameabout
be,may having fully warned of whatbeengovernment inhoodwinking theabout

risks, possible conse-possiblethe what thehappens drugwith a thatterms of what
drugthatquences and side effects ofNow, not thelicense. that’syou want to

might ...bevaccine, 1944licensed sinceDPT its’ been
suggested, andNobody everor 45. has byWarned who?JUSTICE SHEPARD:

agree, inPatterson willit as not—Mr. MR. ... or in this case aWHEELER:
incase, nobody’s suggestedthis ever intermediary, namelyA avaccine. learned

(inaudible)wouldthat Americanthis case point,perseveringdoctor. And that’s a
FDAany to the orproduce evidenceever And, (3) plaintifftheYour Honor. where

else,CDC, anybodythe orthe NIH or any way, shapein or formdoes not contend
was inaccu-Biologiesof thatbut Bureau warnings inadequate,were thatthat the

agreeIAnd wouldrate information. manufactured,product improperlythe was
informationinaccurateyouwith that it held tothat it failed to do what was out

into some of the—you’re gettingwhich (ENDdo, something OFor that it did ...
(inaudible) basicallyofthe recent cases TAPE) policy to allow a... common law

thegovernment wherefraud with the ground that thisplaintiff to sue on the
And I don’tcompany lied to them.drug manufacturer, drughaving developed a or

excep-anany problem with—that’shave case, preventsin that illnessa vaccine this
402(a)(k) is in there. Itwhichtion to suffering. Having doneandand disease

rule.accept the fraudsays we—we that, obligationthereby an tonow it incurs
case, andparthas no of thisThat’s—that developand an alterna-do more research

get onyou to confusedI don’t want more efficaciousarguably safer ortive
area.that —that Ithe issue. AndreallyThat isproduct.

may,I togo directly, if Justicewant to
BAPPENDIX I will take thatHuntley’s question, because

Honor,Your the answerone head on. And
Argument E.Oral of Malcolm Wheeler do,oughtis, Court toI think that what this

for Pharmaceutical Manufacturers policy, is toof common lawas a matter
Association not to be al-oughtplaintiffrule that a

fact, negli-inMay please lowed, bringMR. WHEELER: it the an actionin to
Honors, liability in which theYour I’m here on behalf of ingenceCourt. or strict

pharmaceuti-product, athe Pharmaceutical Manufacturers Associa- is that acontention
medicinepropose get prescriptionI producttion and as such don’t to into that is acal
licensedspecific I certified orthe facts of this case and think it in fact beenthat has

FDA, bring an action thatprobably help analy-will even the Court’s cannotby the
sis, own, obligationcertainly getif has anmyand we don’t manufacturersays that

plaintiffproduct. Theany bickeringinto a discussion or between differentto make a
bringplaintiff’s bring followingme and the counsel over whether actions—cancan the

fact,are, argues thattrying engraft plaintiffwe in to comment theaction in whichan
That isnegligence. improperlyk Because what I view as made.productonto wasthe

somethingbeing question impure,that’s before this there wassay,the Court it wasto
is, fact, made sotoday easily byin much more which it wasprocessframed theabout

illness, apolicycomment k. It’s a in fact incur anpersonthan to talk about thethat
is, anticipa-question disease,the does this harm that wasn’tquestion. And or some

Court, Numberhighest legitimatein the state of claim.as the court That’s ated.
Idaho, two, to sue onultimately plaintiff oughtcourt that is re- to be ableand the a

notarticulating manufacturer didsponsible groundfor the common law that thethe
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spenta andlongerlittle a little more mon-
ey, you might developedhave even asufficiently so discover bettertest as to be able to
product.” you’ll peoplehavemight So who aredrugside effects this have.what
going to fromthree, putting productrefrain a onplaintiff oughtthe to beNumber

helpthe a timemarket at when itgroundsue on the the manu- couldable to that
people; (2) threat,And this is not a and it’sknowledge. Theyfacturer had haveshould

plaintiff’snot asblackmailgenerated warnings type counsel wouldof a different
youhave it. If look at the examplesAnd thatwarnings given.than the that were

we’ve in our briefcited of the DPTplaintiff oughtthe to sue vaccinefinally, to be able
history, polio history,of the vaccinefollowing ground, quoting of theon the and I’m

mumpsmeasles and vaccinedirectly history, youfrom Laborato-McDanielv. McNeil
will is empiricallysee that itries, sides. the case thatbywhich is a case cited both
when ofcase, liabilitythis kind828 the follows that whatpageOn of the McDaniel
thesaid, theymanufacturers areSupreme FDA’s forced toNebraska Court “The do—

choice,have no ispersuasive controlling withdraw fromdetermination is and the mar-
blackmail,ket. Now that’s notin the absence of evidence the determi- that’s em-that

So,inaccurate, pirical fact. what I askuponwas based incom- the Court to donation
is to focus in themisleading conceptualinforma- bothplete, underpin-or fraudulent
nings plaintiff’sof what thegoes ques-And that the claim is an ondirectlytion. to

asked, empiricaltheyou Huntley, evidence. Andtion that Justice which what I would
golike isis, throughto do now toincomplete explain,“If the information be- andis

not k,so much in terms ofinadequate whythe commentcause manufacturer did or
applyor its comment k should totesting, incomplete negligencethe man-because

it, just goclaims. like to throughwithheld I’dufacturer whether intentional- and
explain policyly, negligently that,a what the inrecklessly,”or or suit reasons are
fact, pharmaceuticalproper. industry,make thewould be But cannotwhat we

is,have, sense, prescription drugsthat opposedwhat makes no matter of as toas a
patent-type drugs.public policy, Whatis to have a rule law that makes themof
unique?deed, Why do we needsays goodthat someone a to treat themwho does a
differently welifesaving, than treat automobilesdevelopsmanufacturer who a or and
whypreventing, differentlydo we need to treat themillness or preventinga disease

presses punchthan we drillproduct, by having press-that and treat anddone that hav-
begin againes?ing product bythat Let me toput on and referencethe market

Huntley’s question.it Justice “Ispublic preventmade available to the the resultto
illness, of this that manufacturers goingor cure aretherebydisease incurs an to be

negligentlyable toobligation prod-to use market madeearnings generateits ato
ucts?” toproduct. clearly,The answer that is no.justbetter That kind ruleof a

saysWhat it is is its a rule thatanydoesn’t make who shouldyousense and can see
determine thewhat the whether manufacturer en-ramifications of a rule like that
gaged negligentin conduct?be. What Should thathave to the have toramifications

(1) negligenceofyou get determination vel nonbe are will some bemanufactur-
forget manufacturers, by jury jury, jury,made aftergetwill after some inyouers—or

scientists, Idaho, Washington,insome some re- some some inindependent Cali-
fornia, Missouri, or,searchers, some inhaving developedwho a new should it be

expertby agency,made inproduct say themselves,will to do I dare the this case the
FDA, theproduct that massiveput today?on Do has scientificthis the market knowl-
edge expertiseapplyI for and the to be abledare a license from the FDA? to make

Because, license, thatgeteven if it reasonable determination. Letthe FDA me—
letplaintiff very specificme in fact besay,can and withsome come down an
example.wait not have Someone mentioned the“Well a minute. You should Pinto.

Pinto, course,Thefast, though of receivedput product out a lot ofthat so even ad-
notoriety.verse Butagrees utility verywhateverybody peoplethat its social out- few

risks,weighs its waitedyou justbecause if realize is verythat after the Pintofamous
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manyI don’t how ityears,the know will
case, one,case, maybeit it willMaybewhich was the will beGrimshaw that be. be

five,Indiana criminal case jury percentageoccurred and the of the time the FDAsome
guilty charge.found for not on the Seven ismake But the fact thatwill mistakes.

later,months Ford CompanyMotor tried juries Again, jurymake mistakes. which
Antonio, Texas,another Pinto case in San right in the Was thewas Pinto case? San

juryand the found there was no defect and right?jury Was the CaliforniaAntonio
Now,negligence. negligent?no was Ford jury right? negligentWas or was itFord

Was the Pinto defective? You have a San There’sreallynot? We don’t know. no—
jury saysAntonio that no. You have a imponderable,that’s a—an unanswerable

jury that says yes.California You have an findingstwoquestion youbecause have
saysjury liability.Indiana that no criminal simply theyou saycan’t what answerand

Well, I don’t know what is onthe answer going to the case that someis. It’s be
Pinto, Ithe but what is that thedo know particularthe to apeople within FDA as

respectwith pharmaceuticalanswer to a approveapplication say,will shouldn’twe
prescription drug is one that has to be the FDApeoplethat. And other within
determined once and for all. You can’t cases,undoubtedly, goingon are tosomeyou puthave a situation where out a life-

approve that. Andsay, yes we shouldsaving, preventing, curingillness disease
opinion.there will be a difference of Butproduct subjectand then the manufacturer

peoplein the mak-at least those instancesproduct,of when agencythat the has said
ing judgmentthe have the benefit ofwilloutweighthat the—that the benefits the

experience of all the data thatyears of andrisks, subjectyou can’t manufacturerthat
compelto the manufacturersthey’re ableagain potentialand over andover over to

have that.produce. juryThe doesn’ttoliability.
knows, negligencetypicalinAs the Court aCounsel,JUSTICE HUNTLEY: I’m sure

all constraintsthere are the artificialtrialyou’re theaware of limitations of staff and
who can testi-hearsay, the limitations onofhas,fundingthe thethat FDA like almost

getyouthey say,what can and afy andagencyany suggestionother has. This
analysis.kind of Butvery, very differentdefer, awaythat should thewe take it from

question peo-FDAline that thethe bottomjury well, example givefor to be—to a— ques-asking is the same bottom-lineple aregross example, approvedthalidomide was
is, prod-tion, benefit of thisdoes thewhichagentby FDA-type agenciesthe same —the

product?outweigh the of this ButriskuctGermany England.of both and Isn’t it a
topositionin much makethey’re a betterastonishingpretty thing you’re asking us

meLet me make—letdetermination.thataway jury system?to take all this from the
examplescouple ofa of othergive youIMR. WHEELER: think—I thinkdon’t case,typical negligence auto-In thewhy.unusual, Your I think itsit’s Honor. don’t

ladder,press,mobile, punch press, drillastonishing. question.It’s—there’s no No
nature, jurywhat the isof thatanythinggoing up.one’s to stand I thethink even

typicalgo throughto theto do isaskeditself, tryFDA representand to to this
from U.S. v.Hand formulaJudge Learnedany per-they’reCourt or other forum that
they simplyTowing whereCo.Carrollfect, they’re goingand that to makenot

aregross, what thequestion inasked themistakes, my recollectionthalidomide it’s
theproduct? What are bene-of thisrisksin MER thereand also the cases was that

compared to some alter-productfits of thisfindingwas in fact the that information
marginaldesign, the riskand doesnativewithheld, in-that waswas the information

utility. That’s—it’soutweigh marginalthecomplete. fraudulently,And I don’t mean
question,fairly easya al-gross. It’sinI in somenegligentlymean either or—or

terms, juryfor a tothough its in abstractquestions.form. That would answer those
inway it’s done theThat’s not theanswer.that,prepared go beyondBut I’m to Your
inWhy Because thedrug is that?area.cases,goingThere are overHonor. to be
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area, question be,drug going youthe is to
grouphave benefits accruingsome to A.

vaccine,In of peoplethe case a all of the
prevented catchingwho are from this dis-

ease, 50,000, 40,000 whatever the number
be,might they get havingthe benefit of

had Tri-immunol on the Somemarket.
peopleof goingsmaller number are to suf-

terriblyfer and Juriessuffer as a result.
going question,are to have to ask the

groupgroup respectA v. B. Efficacy with
to A v.group groupharm in That’s aB.
very question. essentiallydifficult It’s a

question.question. legislativemoral It’s a
question oughtIt’s the kind of a juriesthat

They’renot to asked to ill-be answer.
it,to doequipped reallyand it’s an unfair

question juries. ques-for But it is a fair
legislaturestion the regulatoryfor and

by legislaturesbodies that are created to
requiredbe to answer. I I’m outsee of

many points,time. I have Iother but
youryouthank for attention.
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