.CAUSE NO. 91-024%96-A"

JACKIE LYNN BIFFLE, “IN THE DISTRICT COURTIT OF -
INDTIVIDUALLY AND AS NEXT - ' ‘

FRIEND OF JOLIE LYNN BIFFLE,

A MINOR AND ON BEHALF OF THE

 ESTATE OF MICHAEL HAYS BIFFLE,

DECEASED; - and, MICHELLE

SELETTE BIFFLE e .
DALLAS COUNTY, TEXA.S

VS, .

1 W1 L0710 LAY W ) ) o Loy (o

ELT LILLY & COMPANY and | ' |
14TH JUDICIAL DISTRICT

DISTA PRODUCTS COMPANY
NDANTS BLI LILLY ‘AND COHPA.NV' and DISTA

PRODUCT COMPANY'S AMENDED AND SUPPLEMENTAL
ANSWERS. TQ PLAJ.NTI"F’S’ FIRST INTERROGATORIES

DeFendants, ElJ. Lilly and Company and Dlsta P"rocfiucts

/ Company.( Lllly') offev‘ the follow:.ng Amended and Supplemental

Answers to Plaintiffs’ FJ.rst: Interrogatories.

o PRELININARY STATEWENT

Llllv S Amended and Supplemental Answers are served

pursuant to a_meet;ng ,and agreement of LJ_lly and Plalntn_ffs

counsel on August 18, 1992 whereln the partles agreed t:hat Lﬂly

would undertake, in good falth to arnend and supplement certaln of

its Answers to Pla‘i.ntif'f-s' Fﬂrst Interrogatorles of Sept:ember 26,

1991. _
Lllly s amended and Supplemental Answers to ‘Plainti ffs’

First Interrogatories are served subject to and without waJ_'W‘lg

those ‘general'and, speca.flcvob]ect:.lons as set out in Lilly’'s
Qal
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specificalily adopted ana incorporated herelirl by

Y and wnich are’
These answers ara also made subject to and without

s
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.waller of those dlscovery issues pendi’ng- before the Supreme Court

of Texas and dlssemlnamo

of Appeals. " The partles have agreed- t:o preserve the status quo

awaiting the decisions of these court:s.

n issues pend*ng before the - ’I‘exas Court -




(e) The total number of photographs taken'cthing
said study, setting fgrth what each photograph

depicts; T B
(f) The name description and total number of all .

animals .used in said study; .
(g) All findings and conclusions made by ‘the
: ‘defendant from said study; and _ co
(h) .Identify. (as = per instruction. L), the

custodian or custodians of all such records.

ANSWER: -~ Not applicable as to animal studies. - As to clinical

studies, see response number 42 and response number - 51.

44. At any time since Prozac was,fi;ét'placéd or1 the
'market, did the Fodd and'Dfug Adminiétration'suggestfifequést or
" require your company to conduct human studiés? If so, for"eéch‘
)uéh study, please state:
(é)"whether the study~was-éhggested, requested or
required: - o ' : o '
(b) The date the study was suggested, requested or
- required;’ o Lo ) :
(c) -whether or not said study had been ‘started
' and, if so, the date it was commenced;
(d) A complete explanation of the nature
' purpose of the study: ' '
(e) A complete descript
' gquidelines .of  said study.
o writing, please annex same);
(f) The name of the department W

and

ion of the protocol :and
if Ieduced_'to‘a*.

hich is conducting

: or has conducted said study; and
(g) Tdentify, (as per instruction L), = the

custodian or custodians of all records

mezintained on said study.

ANSWER: ‘Discussions wére'had betWeen Lilly and the FDA regarding

possible data analyses or cliﬁical‘trial designs which would  test

e R EHeT ASSETCisHE TaTeTin factTrealy The FDA-GA A TIO

1
request Or require any action from L,illy nor suggest a particular

analytical or study approach. The discussions and qguesticn as to

whether additional studies be done were mooted by the findings of
Swnmikir Z_ Saoms 3



the FDA Psychopna*macologlcal Drug Adv1sory Commlttee on Septenmer
20, 1991. No additional studies were conducted

(a) ASee anove

These. ‘discussions took place between approx1mately trm
third quarter of 1890 to the third quarter of 1991.

(c) ;Not applicable.
th) Not applicable.
(é) Notlapplicable;
(f) Not applicable.

(g) Not applicable.

.- 45. With.respect to each condition for which defendant
recommended’ the use of Prozac oOr manufactured JPrbzac,

has
who under ‘"defendant's. control

~identify, (as per 1nstructlon L),

had the final respons;blllty of approv1ng Prozac for that purpose’

See prior’résponée to this interrogatory. No one pex’son
& NDA .

ANSWRER:
" had final respcnsibility for approving the -submission of th
for Prozac for use in depre551on However, R. L. Zerbe, M.D. is

a Lilly employeetwho is know dgeab about - the clinical data

included in the NDA.

- 46, Did the defendant ever come to the conclu51on that

Prozac was effectlve in treatﬁng deprESSﬂonj If so, describe ln

ietall the tests
} :

defendant's conclusion that Prozac was effedtive.when~treating
depression, and identify, {(as per instruction M), all documents

" relating thereto. Please annex photocopies of same. :
. .. o
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