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iE FDA MEDICAL PRODUCTS REPORTING PROGRAM

L Patient idenaifier | 1 727 ot lms 3.5ex 4 Welght | | 1. Name (give tabeled strength & mir-abeler, i known)
- o K female #1 __Abbott - Zyflo
fncon of birth: O male #2 Tylenol
2 Dose, frequency & route used 3. Thernpy dates (if unknown, give durstion)
. from/to (or best estinate)
1. K Adverseevent andlor [ Product problem (e.g.. defects/malfunctions) | | #) 600.000 MG PO QID #1 06/Unk/97~-12/14/98
’-(mm”"'“""“ O disabiliry #2 1.000GM PO TID ” .
3 dcat 3 congenital anomaly 4. Disgnesis for use (indication) 5. Bvent abated after wse
, (mo/day/ye) O3 required intervention to prevent | | #1 Asthmma stopped or dose reduced
ED] life-threatening o pcnnanml;mpummt/ e " 18 yes[J no O %’oﬁ? t
italization -initial or prolon other: proved .
R Ms;;z/m o = m“.?.:‘.:;.., 120798 & Lot # (if known) 7. Bp date (koowmy |72 Y08 0 0o Uggﬁ?‘
(maovday/yr) (mo/day/yr) #1 Unknown #! Unknown & Event reappeared after
S. Describe event or probiem . n P natnducﬁéq tosiat
Report of increased ALT, AST and direct bilirubin coincident with ZYFLO 5. NDC - for product problems vty o koo #1L] yes O oo ®agly
therapy. In approximately W.dwpuientbcgnnlYﬁ.Odmapy.On - - ) #20] yes [ noD.ppy'
12/3/98. an increased ALT level was noted on routine labwork. On 16. Concomitant medical products and therapy dates (exchde treatment of event)
12/8/98, repeat labwork revealed an increased AST and direct bilirubin, Slo-biad Unknowa-Present
“the ALT had stightly decreased. The MD stated that the patient had vanceril Unknown-Present
taken | gm of TYLENOL three times daily from 11/28/98 to 127298, The ;:‘1’::; m::;::": e
palicat continues on ZYFLO therapy and the event coatinues. The MD : .
belicves the event is related to ZYFLO therapy but the TYLENOL may have '
contributed to the events as well. Additional information received
~TAY22U98: liver function tests were redrawn 12/14/98. The ALT was

' }.}:em:om. The paticat had not taken any TYLENOL since 12/2/98.

AAFLO therapy was discontinued on 12/14/98. The paticnt is
" 3 office - evices) 2. Phone
asymptomatic. On 12/28/98, labwork revealed a decreased ALT. The ',c:n"n‘; Fon e ddress (& miiog she for deviees) (8471937-5533
patient continues to improve. The MD believes the events are related 1o 3R source
o D-491 AP6B Y a?&".n et apply)
ZYFLO therapy. Abbott Laboratories
100 Abbott Park Road O foreign
Abbott Park , Ill 60064-3500 ‘ O swdy
O tierature
D consumer
i mated val 1SFeb9 14:15:59 & hean
~ Indicates estimated values 4 Date received by m e O pmless:.o?al
6. Reievant tests/laboratory data, including dates (1-270#;9,’8') (AWDA # 20-47] 0 user facility
13/3/98 12/8 13/14 12/28 1/11/99 Wormals INDS __ m{mw
ar 221 200 248 216 97 13-61 & 1T IND, protocol # PLAS O distributor
asT 87 pre 1938 [ ves| [T other
Direct Bili 0.3 0-0.2 7. Type of report o1C O yes
product
{check all that apply)
D S-day D 15-day 8. Adverse event term(s)
O 10-day & periodic :gg,rr[:;(é
& tiiat O follow-up # BILIRUBINEM
7. Other relevant history, incloding preexisting medical conditions (e.g.. allergies, .
9. Mlr report number
Face, pregnancy, smoking and aicohol use, bepatic/renal dysfunction, etc.) 7397510

The patient is allergic to ASPIRIN and SULFA. History includes
nasal polyps and a polypectomy. No history of hepatitis,

cirrhosis, gall bladder or hepatic disease. The MD believes the ’ 1. Name, address & phone #
patiemt may drink. but very infrequently, only at social G VD ’
occasions. Drive !

e Pg6

Submission of a report does not constitute an 2. Health professional® 3. Occupation 4. Initisl reporter also
admission that medical personnel, user facility. Srethe ’ sent report to FDA
distributor, manufacturer or product caused or e} yes [3J no Physician 0 yes [J no & unk

FDA Form 3500A (6/93) contributed 10 the event.



