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DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

300 S. Riverside Plaza, Suite 550 South 03/21/2002 -~ Q4/03/2002*
Chicage, IL 60606 P NBABER ‘
{312) 353-5863 Fax:(312) 896-3280 3002025546
R AND TITLE 57 NBTEOAL 7O WrGH EFoneT 1ot
RAME AMD TTTLE OF INDO| TOW ) LD
] 10: Jobn D. Wolfinger, D.V.P., Corp. Reg. & Qual. Sclence
FiltM NAME STREET ADDRRHR
Abbott Laboratories 100 Abbott Park Road
Y, OTATE. ZIP GOV, CRuNTRY : WP 8T ADLIBMMENT WEPECTED
Abbott Park, IL 60064 Pharmaceutlcal Manufacturer

DURING AN INSPECTION OF YOUR FIRM WE OSSERVED:

OBSERVATION 1

Records relating to all advegse drug experiences known to you, including raw data and any correspondence, have not been
maintained for the mquimzfE . period.

Speciﬁutlhh- AJl raw data for cases .

andf__ _ forde sociated with Meridia was not available for review. Data

stored glectronicglly on the C_ ~ sud/or a-§upuu=r database systems could be reprinted, and some
origina ' dorts were Tocated Yt the complete Case files containing any documentation as to follow-up
investigations cofiducted and information obtained therein were missing.

OBSERVATION 2

Adverse drug experience information has not been reported to FDA.

Speciﬁcallyg‘; o)‘lealh associated with Meridia was not reported, and several records reviewed showed that the adverse drug
t

information od to FDA was either not accurate, not supported by source data, or was missing additional information

found in the sou . For ple: .

a) :)eportz ocuments that {; —}u'ent who died sevem) weeks after ?puning jdi
ws réported 0 the contract research organizationy™ (formgrivC | By :E HD
sales representative on 11/10/2000, however this ¥e event was not ted 10 . This®_ | preported-was
located only after a query for all "deaths” related to Meridia stored on thetf . Jmputer system was requested

be performed during the inspection. Abbort had not perfacyed this type of prior ta the inspection.
b) (LD “eported the death of ?n G\%lith a history o i}.nd ' Q
‘ of

Meridia for weight Toss. Thef a mild-jncrease . JiTter one mo

eridia thorapy, am‘{;n}ysici&m started'! ; e patient digd th= next day. urce document
reports that the physiCianat first thought it may have been ction to the , but an autopsy
did not reveal anything other than the( & Med Watch Tital and Tollow-up ﬁns, dated 8/4/9Kgnd 4/7/99,

o

reported only that the physician thought it might have been an allergic reaction to d that
additional information was unavailable. The autopsy finding was not reported. The Updated supplemental review of
sibutramine adverse events, February 1998 to 08 March 2002, reported to FDA that the patient had-bgen taking
sibutramine for an urkaews period of time wher{” jnas prcscribeq .. .gr management of
[' tj!% reporting physitian thought it may Riave been an allergic reaction to the
: No autopsy was perform .
) ted 11/22/00, reports the death off— Tg)taking eridia who haﬁ:tdversa events of C de
S, source document reports that the ‘f: Eh)m i carlyC d was pot known to have atty rype
£ ‘J'his information was not reported 3h the MedWatch report. The /as reported as
d) y, reported the death OF:E: ljmﬁ ith a history of E dand CB_
.}ho was brought to an emergency roo ¢ McdWatch, dated 5/22/98, reported the duration of
Meridia therapy a{ y. The Updated supplemental review of sifutramine adverse events, February 1998 to 08 March
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
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NAWE AND TTTLE OF INDIVIGUAL TG WHOM HEHOT RBULD
Yo: John D. Wolfinger, D.V.P., Corp. Reg. & Qual. Science
FIRM NAME HTREET ADDRESS
Abbott Laboratories 100 Abbott Park Road
GTY, STATC, 2IP Q0L COUNTRY . TPl LSTARUIBHMENT INEMECTED
Abbott Park, IL 60064 Pharmaceutical Manufacturer
DURING AN INSPECTION OF YOUR FIRM WE CBSERVED:

2002 reported that the patient was hospitalized with aC ’.}allowing a single dose of sibutramine therapy.
ere is no dats documesnting that the patiept. only took & sirm.lg dose of Meridia.
e) “Jed 1/18/99, reports the death of 2 'Latient taking Meridia who had adverse events of

5; A follosp MedWatch report, dated 4/8/95, statcs that
her information is voavailable. Hf source recdfds document that aftempts to obtain the autopsy report were
e .

ﬂsconﬂ'nu r instructions from th departmen _:] . ’;2"
f) Jdated 9/16/98, reports patient with 'E va—- né,.-., ihitiated Meridia for weight loss,
was transferred to the hospital with (date unknown), and subsequently died. MedWatch report. dat
4/7/99, the sponsor stated that it is likely that the patient expired due to complications of lln erlying
however, the originel’ JYeport indicates that the patient's preexjsting conditions were unknown, and there is no
urce dmﬁm Tig that the patient had preexisti & el{sf%rior to initiating Meridia therapy.
3] ed 10/21/98, reports the death of JJ atient taking Meridia who had adverse events,
mcludings __J:cord dated 3/22/99 stated that the patient developed|i

and tho Joes not anribute the death to Meridia. There is no documentntion of how or from whom this "rrmltit::;j
was obtatned. This information was reported in MedWatch follow-up report #5, dated 3/26/99,

OBSERVATION 3

Adverse drug experience information obtained or otherwise received from any source was not reviewed, including
information from postmarketing clinical investigations.

Specifical C | }is an adverse event report of & K ‘ j patient who was in a blinded sibutramine vs.
! study from 9/23/98 until 2/21/01 and died nty on 2/22/01. The initial study, serious adverse event form

ported the causality as unrelated. The form stated post mortem/ autopsy report to follow. The review and evaluation

of this event did not include documented attempts to obtain a copy of the autopsy report. The case was closed on 1/2/02.

The blind was broken, and the patient had received sibutramine therapy.

OBSERVATION 4
Written procedures have not been developed for the evaluation of postmerketing adverse drug experiences.

Specifically, written procedures for postmarketing product safety literature reporting do not require the documentation of the
individual responsible for reviewing literature abstracts/articles involving products with approved applications (e.g. Meridiz)

for reportability and the date the roview is performed.
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* DATES OF INSPECTION:
03/21/2002 (Thu), 03/22/2002(Fri), 03/25/2002(Mon), 03/26/2002(Tue),

03/27/2002 (Wed), 03/29/2002(Fri), 04/02/2002(Tue), 04/03/2002 (Wed)
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DURING AN INSPECTION OF YOUR FIRM WE OBSERVED:
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