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sortad thal the plainiifis’ sptormey “soloctod the defon-
dants. He conld have sued the KFDA.” Rather than sus-
tutning the plaintifne’ lmmaahm objoction, tho distyiot
<onrt ovegruled i, Ind;mwng that “{glovarament
aukities are pued all the imo,” Beoiuss these trproper
remarks ‘and the disteiet eotrt's armoneous Ins rgt’:u
aubstantiall wdised the :lnlmms‘ we reversa the

Jwy's vard el.,ii xvor of the defendonts and remand for
2 new L

L

Hewophilis i & congenital dlaorder of blood aatt

Bt apben Puole was a hemaphl‘.iae who bad o mvem de

R TR S S
aema, & ligqn ortion o 00 m “h-
t1 hia death i Pooﬁ 1884 & eoTamO

red

product caﬂed }‘mmr VI memm pmn}fbod by his
hysictan to trellb hltadinx 2 II conosty
Ate 18 A dﬂed foa*m of syopro-

Whh,w ohhnporﬂmofplumnﬂdxln ug

X loin, Cry Inniug the
P“mr’g‘fﬂ?lmm aof inn 1W?ﬁml:n:‘iﬂ

coneantrate ﬂn'uugh Intravonous
ofter belng mized with sterile waier. Injacslon

et Moiufactirors of Fuctor VIIX eonomtmte, or Mon
]

sre raguiated by the Food a D.n? Adminjetea-

town ("FDA"L Bach fracttonstor i ﬁnm by the FDA
% process and distribute Factor PIT concenitrate. The
TDA. muit approve the release of ssch Jot of Factor V11T
vonceniinte bekorw tho bot may bndmrfbu!e rorusa The
FPDA must further approv mﬁn 4 fractionutor’s
manufacturing prososs or m% labeling of the product.
The FDA wlao ragulates the plasms conters fan which
aach fractionalor obtadus plsama

From 1978 watll lobe 1884, Pools uaed Factor VIIL con-
%,?muﬁuwmm quy a8 o defendint Al

Ol‘ﬂpﬂ {4 Gorpora Q0la begnn u
Fastor VIIY amooatrats manubactined by the defonsant

. N 4
Mo. B4.i808

torles, Inc. ("Culier™] in Boptembat ar fic-
?cwrmlabggoh had knee sulgo! Chicags n J""’a‘m

his b or the X¥:
33?3&3"% VI eancemrate nissufactued by the d;;-.

fendenl Baxter Travonnl Laboratariss, Ine. ¥

Poola alen tastified i 2 doposition tlmt ho reculved one

via) of Mactar VILI monru.uie mauwiictured hy tho de-

Armour Pharmaecen (*Avmonr™) dur-
A e e facl wa dhaguiad by
Armour st trial.
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mm Poola harl an oppo

infection xoud
frmune fo!' cr m AlDH- nhhd
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bodics
\.he Hrus which enm A!

of utxﬁﬁ relatad mm on July m% al the age
of \ivtytwo,
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reduto the presance of viruses in tha ggodmt. @ mar
leatod untrested tnd hoat-traatod Factor VI conoantrats
made from the plasma of pald donors who had a high risx
olbnmitm&) 1V, dssplte indostry-wide know) of
the rlak; snd (5) fafled to dotormine whether any lots of
T'actor VII3 condontynts contalied from & pald
donor whoso blood wae Isder sojacted a4 & plosma tehtar
because of the donor's riek of tramunitiing HTV.

The somplrint songht damsgsz under two Lheores of

liability, negligaroal mnd alterretive Hakdtity.t Altho\&
mumkmwmmyhmwﬁlhm,

! alternative

e was neghigence. At the dloss of sll the

a Mw.%d%mﬁmmw*m

stod & vexdiel in favor of tha defsndants with rospect

wm‘wm’_ claimg. The distriel court also

d a verdics in fvor of the delendents on the plsin-

{iffa* clém that Poole's desth was hastemed Yy additional

to mv-numumwon.mim
{ﬁm’éum davuﬂf{nmmﬁhﬁlmdmndmt?mﬁ»pt&a—
rem texnative daima. In reapone
& Rpoelal verhL toems sobmiliied by e ot

dintedct court, the

% propl m.@ammrm.mln&m

el v ks oy -ﬁmw 0Mm“
an Li)

the broach. Claréola it o Rt K]

¢ Under the doctring of alternative fatdity,
Teors the cowdue of two or mere setors {3 ad i
i b S
*3
extwod &, the burdw fe won each mich selor &a prove that

£

-

Ro. 041808 oo b

ﬁyfmmdﬂmtmmmfthuhfwdnm!udbm igent.

of the ways charged by the plaintiffs. The plain-
ﬂﬂd b ; several

& motien for a naw irlsl on groumds,

which ke district court damled.
IL

: f the sste tu whidh
Iy the substantive law of the i

The datrict conrt dirested o verdiet on this clalm, i
structing the jury ap folfows:

Ome of the isaues valsed hy the testimeny in ¢
dizenso ins mg:i
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Poola's dimw pmn was, In fack, soceleraled or
aggravatod by toaltiple exposures.

The evidence is undiaputed thet he wes infscted
with the JIV virus, but theee §s insuffielent evidance
af any reinfeetion. Thenefore you shodd nal find any
datandant Bebls on the thaory of sggravation, se-

, or rein

. ntmxl Aaammltotlh!s direcied verdiet, the
insetse befora the jary oo the wrongiul death

cluﬂn was whether any defendmt was {iahle for Poolo’s

in!tial HIv lnfeeﬂom snder the nitamntivu Hebitlty doe-

mmoh lew controls aur review of um cimict court’a

divected vetdlot, Davie v. FMC Corp., Foud
Mach. Div,, TT1 ¥.24 224, 8% (Rh C. 1m"um n§
nois law, o 'Sivectzd vardiot shauld be granted ondy 'when
xnoftbeavldem mmlhlmmmommom
e -

vmtthtmomtm;vm&etbwedm avidenca conld
ever stouh’ ” Bodnte &ﬁmpm
Jwo, 980 F.4d 1829, 1 mw. omitled)

oo izo Pedirich v, Peoria & B. B mu.mam,
813-14 (1il. 1063). THia standerd “does not reqpire a com-
ricta absanss of avidence ng the side st
whom the verdict is &recled; howerst

e the rordict on z

e

o inationd wh.wgﬂw""'”g‘ o i Pl T
e "n't; m: I'- “ .

hwnu}inn{mﬂynuwathduhnded:ﬁm
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6 No. 941698

, theze be z
Mﬁeﬁd%mu wy tris) 2 raquived.”.

No, M-1858 ' 1

The plaintiife pmmmed eﬂderm that nnlv : mry mu!!

fraction, prabably less Lhan ng,
fected wibh mv’aw 'Y i mm wlgﬂ!{;

fx;"&e”u; o vl cmout of mmﬁsm e s i

firmed m‘m’m in Aprl) 1680 wea exiremaly low.

evidonse thet the VI

mmratomedbyPoolafan&nmwwumﬂhh

death, whmmmma by m&xbr. Cuttor, and

Armout, IV and other
None of the evidence ab tris] eateblished the date @

Puole’s inftial BIV Infeciiom, Poole could huve beons i
Footod with HIVM&XMBMW%M 14968 g
AIDBhamudnm‘ﬂu hmvovu-
from the cireumaientded
wmd ﬁw ﬁnﬁnﬂﬂst&nﬂ’nnk‘sumwmh
Jmmwmmedlv%

t.rm’rhe aim courd’y Madvmmﬂnd i

foctual divpate and (hatefore whe lmproper.
conclualon that the
Pm?ummuﬂ, WMMM&&

theory under

Inc, 118 B, Gt.ZYH(M tnMai.
Court catabiished the siandend for mn;
mﬁwﬁmﬂﬁc%ﬁmymd&k«h'ﬂ!o{m
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8 No. 84-1888 No. §4-1488 . : 9
Rulen of Bvidones.® The Court eoelugded thet the text dafordnuts contend that the mmzr-' sxport sclenliflc
sat forth in Peye v, Thited States, 298 K. 1018 (D.C. Cle. tstimony does not meet the prong of the Dauber.
195, widah held “hmlmiu&hl&:t rt toathmony based teab
masehﬁiﬁeh&n?ewﬁm s R oh
as raltatlo M the relevsut sdontiile compumity, . &&'ﬁ?mWMGmmeMb

2. Waitehall Labs., htc., 3 F.b1 607, GIR18 1o . tiavdiation nde Duwbert wia reised below, the deirie
Cir, 109%), did not survivo the enastment of the Fedaral court Hedtnod to ruls on & and trafead directsr
Rules of Evidence. Doubsd, 118 B, Ct. at 2754, a verdick an the marita of the clat, This ot
Under Dauberd, the diatrict coust tnst condiet a twe- proach was improper. Whon *| with & prafilst of e»
parl enalysh. Firt, tha datelet court nonst “detarmine. port aclemtifie woay,” the disteict court mmet detes
whether the emport’s testimoy pertains & wclantiile rilue o the outset, purmnnt to Pedorsl Rule of Evidene
knowledge. This task requires tha! the disttid court con- $04(e)* whether the or methodology underl
gider whother the teetimony has heon s to the . mwum%nmn» toct. Dosbert 180 £
sclentific msthed; it must rule ont 'sbjective bellef or A Ct. st 2788 Undear Duuberé, the diatriet cowt s to por
W ulation’ ! Parar, 8 F.8d st 614 (quoting Mmun%mmmu the adntk

m.mE. Ct. at Z795). The Court in Dandert scb slon of eclentifie ance. Id. st 268 (4. st 2800 (Relo
forth a nonexclusiva list of factors wideh (e district court xh&ﬂi,m%ﬂn#mﬂd&aﬁmhm&(’

8 fact {n iseno. That mggested sckiiific teatkmany
must 0t the lmse to which the axpert is .
Forter, § A4 st 616. Ses aleo Daudert 1. by Dow

Og’mm thae the digtriet we%mdmd verd
Pharmaesubloals, fne,, 48 F*.3d 1811 1418 B2 Cir, 1985 on the piaintily antigests stioulation TWon Divenci
i oy Sl 3, c»,%rm mo’f should s10% s vond] as an implied eadorsasient of the thes
1106 (7th Cir.), sast. denid, 114 8. Ct ST11 (1884). The

e ﬁ ¥ Rus 10€a) providu
‘ " It selantifia, tachuies) mmmm-mm ‘ e bo uwﬂ.‘f&% amm '
, Ol & by
th-hi:: foxt o understand the svidance or Lo determine &“M‘*Mbﬁmh &m:ﬂm
o Bl W jpeye, o wheon sl & an aspent by Jowwiadge, » pr bl m“jn' )
: evidenca thoss v
}Gnuhm d“tﬂh\im ::: sducation, may testily therstn i mummww Aules o except
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«wider Dawbert. Wa morcly hold that, assuming the ml-
nasibitity of the plaintiffa’ export testlinony under Rule
the plai introduced sufiicient evidenao of untl-
vlo sthmilstion to preesnt thelr cuim tb the Juey. Wo
ave b0 the dlatrict court the task of detarmining he ad-
fedfbility of tho plaintitis’ atpert testimony in the Het
tanoe, ua cantemplates,

IiL. -

At the zhsa of alt the evidenoe, the disteiwt court
granwtod sach dafendant ten minutes of surrebutisl argu-
ment; E&ed solely to the lonus of proadmata cowsntien,
on which the dofondunts kore tha burdan of praof under
the aliernotive Uahllity dpetrine. During Alphs'a sizrobut-
tal argument, {te coungel argued rs folows:

MR, GREEN {counsst for Alphal: Thiz cees i imeraly
one batwoeon those dafendants. Mr. Ring seleetad Lhe
delendants. e eould have gued the FDA. He covid
hove gnod any one of theas defendenta.
MR. RING {counsel for the plamtiftyl® Judge, 1 ob-
Joct to that, who T eculd bave sued ‘The TIA ia ol
ae that he comld hava suedi. 1t Is A guvornment en-
xl
TRE COURTS Well, I dott't inow ihai you can't suae
a ent entity, Government entiitiea are suad
slf 4%e 8imse, but [ witl ovavsuls the objeotion.
MR. GROEN: The point here i, lndien and gentle-
men, the atray of defendants ihn{ you seo are sclely
the sdection of Mr. Ring.

Tr, at 5084-38. The plaintiffs contend thab these remerke

ard the distriol court’s hstruction deprived themn of a fair

trin). We agrea.

e palnliffa wore represonted by atoruey Letoird M. RY
Y e s e ke it Mt s R s

No, ™-1808 °

—

b 16 o mm—— —

Na, $4-1588 it

Fedore) la Yy reviaw of the distrded cout’s
dental of the Taintifs’ motos for o new trie), Davis, 771
F.2d al 242, Wo voview the #atrlet court’s donlal of tha

Mﬂb}}mﬂax for an &bu;‘o(d_tﬁw . Canedo

% s Co.
B o i, 0. o ey

& mant warysnt re
tha remerks “ ‘Influenced the jdry i mﬂ' nt

subatantial s resulted to' the ¢ eshng 1
e o, Hestrort, Fac 900 -84 710, 715 b Oir.
Areor Iﬂe.&:: v ﬁw,ﬁwmr s

1008 Fanolio v, 24 8 L
uh-.‘lzs?‘é. Euwamt: made g ng dooﬁ;gggrmt
0BRa wm-anudm clwir GO
stitiate nmdlgmmmr. ciday o Dowe ‘3’6‘9-, 083 Fod
1878, 1888 (Bth Ofr. 1953,

An :Pcorree!. {u katrudion I8 revemslble ervor
 ‘sonaidering al Ha

‘f'

F.84 at 886 {quot L I
T ¥ 84 Ber 0T B e I%Moud of the judg:
mant. “ ‘i Inappropriats unless

e R s, g g e
Mw?’mz“m% R g, S e i o oo
detiled, 467 V.8, 1910 (1984). =

'The defondanta st trial presemted ovidonocs and arguet
ththekabﬂltyhll?wgvaﬁloaMer H
comrontrste was Ymide the FDA, whid: was slow tc
In the eavly 19832 For ox

L -]

z&nmmma&%ghmhmpﬂ& pragh
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No, 94-1898

screon dosnors who had n high risk of tranamitting HIV
tll March 1888, The FDA vefured rarguestd lo perforis
urragale testa on Factor VIII concenteate. A stirrogats
eat ia 4 teal for tho presence of g “maricer” {hat may
va -been pesocimtod with the prasence of HIY, The
DA’s position was that there was s data dumoautmuné
hat surroguta tests wauld prevent the spreed of AID

s FDA abo dlid nob & pmvam;gwmﬂngo“)u rlak
ATDS on thae labels o’(.‘, Factor YT concontrate untl
ecomber 1088,

Tho district couvrt’s inatruction Mt;%t “rensonable
? permitiod tho jury to condder the FDA's alory
onduct In determinhyg the defandants’ Uabllity. This in-
wtion stufed as follows:

‘When 1 usa ths wards “reagonghls care,” I mmesn
the cere thai would be used by roasonsbly ea
collectors of bload or plasma and procassorg of e
tox VIIl conceutrate iunder clrcumstancos aimflar to
{hose shown by the evidencs at and prior to the thne
Htephen Poole contracted the HIV virma.

o O e e crasys of Fasior
o end pro
VI concentrate would sect usler those chvcum-
atancos. Thal In for you to declde.

In detormining whethor any defandent cxorclised
rasscnabln onre undsr the shrumstancses, yeu ey
conelder the following:

N * & &

‘Tho Food and Diriug Admivistration’s regulations
Eaﬂ‘;inx licoraing, masnufactiving methods, and
g

Ty, st 6047, During thelr cloging megumsnis, ench of the
dafondonts lmphuﬁod the Fbﬁgs ty tojo. For ax-
bmple, Alpha's catimgel mgued that Yyou enn't it dyeam
up ay 1dea and IImt it to the PDA who rogulaten tkig -
dustry on behalf of you end me 2i1d the hewophitiace avd
syoryone &lae pnd get their approval.” Tr. at 4883,

_ L’{t mﬂnﬂﬁl The nﬂf}l‘hﬂl

. Na. 94.1808 K

Alpha's survebutis avgunient that. the plaintiff' counsol
"galected the dafandanis” antd “cowld have sved the KDAY
weo Ty unwarranted, and a misstatamont. of love,
The question bafora bhs Jury was whetherr sy of
thoe defendauts was negl sy of the waye chargod
d not , ang did not
ta prove, the defendsnts’ negligoncs relnted

to the uat of tha DA prior to the Lwe Foole was

[nfectad with HIV. Whather the FDA was negligent in
s TN AN I 1 et Dale tha
ry. (-] 'y .
tory x};h and away me the dofondants’ own mm'%“;i,
ﬁh& suggosted that the FDA' actions sbecived the
endants Kability for ot Bugh an argument
is {mpermianible. Davie, 771 18.2d at 338. Nothing in the
plalutifi’ costng srgument invited these Impropar com.
tnanis. The dittriel court erred by ovorruling the plain-
tiffa' ohjeckion to ihese remmrios.

Alahs'u statemmant khet the pladiutitie *““conld have wmied
the PDAY becamae a nbntomﬂnfuﬂhn district court whan
hay o annAa K e Dy e fono dlatelet vourt

aryor by '
alt the time.” mt:hry ptute-

“Tlht:mmt sntbiben mwm:f&! ba §
mants wero rafastatcuen nw. Although
cahug 4rs ectionable under the Federal Tort m

(“BRTCAM), 28 UAC. 85 18d00), 2071 o ., the FDA
s linmune from seit undor tha PTOA for rotionary
adetintatrative Mnctions, 28 UB.0. $98700);® aso Tufied

7 Beathn 2090() prevhdos
iatena off this cha aind sootion of i
m-;‘;l‘yh chapter and & 1840(b) of e 1ith

{a) Any cleim bagod upen #n est or omiasian af s em

B8 of the Governmew dus tave, in the
%m“‘g&*"h ,Mwur:ntn:exi
atatitte or ba or imeed wpon the exarele

the to exar)
ATy Rocion of ity on e Jart ot 5 ol
fgency or au eployeo of U doversment, whether we ko'
e

Buacwtsoit IRVGived e Abdeed.
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States v. Varip Adriings, 467 U.S. 79? B8i8-14 (lﬁﬁd{

Hoobiee o Bra , 470 U8, 821, BT84 (1988) (holding

that the ¥DA's decision not io Lake snforcemant actions

10 praven) violgtions of the Pedeyal Foad, Drug. and Cog-

metic Act, 81 U.SQ 6801 ol g, i ot mubiget to judieinl

:’u?;{ .t‘mdar)hw Administrative Procedure Ack, 5 U.B.C.
L

Axnha’n i) nper remea:ke and the districh court's gevone-
batantia)l q;gudiced the plaintifis and
towm a mw Jary waa latrtated tint
it wuld conaidor the FDA' lations In dourmlning
whether dafonda ceesonnblo eare. Al
atnbemer t tho n!z:mte Slomdd hevn goad the A”
impliad t.‘xat the F?)A wae tha only party to blame far

Pools’a RIV infoctlyn. This wmisstgtemant of law was _

adopted by the dlntrict courk kglmsh ovarnlad the plain.
tiffs' ohjsction and ina varnment entitles
are suod ol the tima." Mpha then repom.ed this point,
auserting that “the arr'g of defendauntia that. you ver ate
#ololy the selection of ]
were rando dxn'ing argament, the plalutitie t&u‘d

"0 mpmuiﬁ%' mE:e ma‘“ﬁﬂm was Inft w]ﬂ:

thmn.k of n‘otg:taw vy the dofs ndml.s
ou NOore (u ()
liahility, This miawnnvlg» of the taw could have divectly

remlted in the Jury's verdict lu favor of the defondants,
In it.s ordur denying tleo plamtiffs’ moetlon for a new

. distriot mote that it “wan Im
the high quality of thd e e Yook
fdxh quality oi d

re notes end chvious amasottent lo
bontor that ocourred from thme to Hma duving the
lmur trial" If the dletrict court's obuwatluns ue a0
eurgbe, 1then neithor Alpha's vemsarks nor dlatrict

‘ eom-t'n inetruction enczpod the jury’s attontlun Tha

romuliing prejudics to tha pladntifie 4 dosy and asbabm-
ial. The dlet.ﬂut court abused its dincretion in denying
the -plahitifis’ rotion 6o & new trial,

No. 94.1859
The fudgmont of thu distriet coint {a revoras
_cage fs'h:emmdad for furthoy procandh u‘tmt wIl
tbls r‘n:masﬁ ThH essa will be pumunnt to T
RitveRaED AND Ryuann
A true Gapy:
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