ATYIAVICRG

VOLUNTARY reporting o AP A o O e o

wealth professionals of adverse FOA Use Onty ‘
e Triage unit

sents and productiroblems T sequence # 7‘ ;:@ »

THE FDA MEDICAL PRODUCTS REPORTING PROGCRAM Page of OM

. ormatio C. Suspect medication(s)
1. identifier | 2. Age st time 3. Sex 4. Weight 1. Name (give labeled strength & mirlabeler, it known)
f t:
o‘: oven [} temale Ibs LAY ¥ Y
or —J‘mmmn
In co / of birth: !qu ’—1‘ %ule kﬁ #2
" 2. Dose, trequency & route used 3. Therapy dates (if unknown, give duration)
3. hdve e eve Or prod probie

fromao (of bast sstimate)

1. [ Adverse event _andior [ ] Product problem (s.g. defectsimaituncions) | | *'_ |0~5 tbS[z4° PO 1" bfiyfos
2. Outcomes attributed 10 adverse event

{check afl that apply) ] disabity %2 ___ #2
D death D anomaly 4. Diagnosis for use {indication) 5. Event abated after use
— : topped or dose reduced
{mo/duyiyr) required intervention to prevent LAl L
P tho-trreatening permanent impaimmentdamage h“"‘ﬁm’”’f mysde aches *1 Cyes [Jno PIg0gen
[ fospratization — initial or prolonged ] other: #”
D T — 6. Lot # (it known) 7. Exp. date (f known) | 72 Clyes (o Cldgssm
" avent (,/;7/00 " this report 6/&0/00 " “ 8. Event reappeered after
| tmotieyy) {morseyiyr) reintroduction
5. Describe event or problem ') 2 1 [Jyes DMJZ&"'
9. NDC # {for product problems only) -
- - v2 v O Clgggy

10. Concomitant medical products and therapy dates (exciude treatment o event) -

after none

i ness or drug abuse. On 6/16 SBP 50 arm(
o OSH. Pt became obtunded w/ ARF. Pt adm D

e 46 (1€
o taking # 10-15 ES APAP(per Chart *2 -
tles”) on 6/14 for hangover. Pt EOH abuse "+ rendname
15. Pt started on steine and 2. Type of device
rtipt eval. Thili=8.2. Per MD, acute
ppatitis on top of chronic liver disease second 3. Manutscturer name & address 4. Operator of device
nadvertant APAP OD. Tox screen + 6/17 (] heattn professional
: D lay user/patient
P [ cther
RECEIVED  Fame—
6. {mo/eylyn
model # N .
ﬁm:uummzmm:anmwes Lmo“ UEL T & 700 7 Himpianted, give date
AST 34 1323
LT (.z:lo ( ot # 8 n oxp.lfmld. give date
GeT 2s2 zlo other #
LoH 2280 9. Device available for evaluation? {Do not send to FDA)
Tb.l. 3z e;:; O yes One "] retumed to manufacturer on or—
\ _‘;:l‘ "';‘,' 4{: g 10. Concomitant medical products and therapy dates (exclude trealiment of event)
w Albymin 2.3
7. Other relevant history, including preexisting medical conditions (e.g allergies,
$ race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.}
W N nives

E. Reporter (see confidentiality section on back)
1. Name, address & phone #

Biotrabuse svice coe 1€

WDt
Kidney stones
dung A USE. (1D, manr &.nub
l 3 0 0 L oecupation 4. Also reported to
. fact
m N S e Lane ¥ =..-800-”( > FDA0178 i B :Z’“:;'";“
5600 Fishers La ' 5. if you do NOT want your identity disclosed to
Rockville, MD 20852-5787 the manutacturer, place an * x'!m thisbox. [-]| [] distributor

FOA Form 3500 (/53) Submission of a report does not constitute an admission that medical personne! or the product caused or contributed 1o the event.



