


ISR 

* 

dcch 
49149 
631782 
631783 

NR 
yes 
yes 

Event Yr 
1987 
NR 
NR 

1987 
1980 
1980 

age sex 
85 F 
64 M  
80 M  

penodlc 
penodlc 

631784 yes 1980 1980 69 F periodx 

NR 

NR 

NR 

NR 
used In proper 

Ni 

NR 

- 
esophageal obstructIon 

esophageal obstruction 

631785 yes NR 1980 NR F periodic NR way 
631786 NR NR 1980 NR NR periodx NR NR 
631787 yes NR 1980 80 F periodic NR NR 
631788 yes NR 1980 NR F periodic NR NR 
631789 yes NR 1980 80 M  periodic NR NR 
631790 yes NR 1981 NR NR perlochc NR NR 
631791 yes NR 1981 NR F perrodic NR NR 
631792 yes NR 1982 NR M  perlodlc NR NR 

631793 yes 1988 1988 82 M  penochc first use 2 pkts 

NR esophageal obstruction 
NR esophageal obstructIon 
NR esophageal obstruction 

full glass esophageal obstruction 
“httle water” esophageal obstruction 

NR esophageal obstructron 
NR esophageal obstruction 
NR esophageal obstruction 

Inconsistent 
w/label esophageal obstructIon 

took wrth hot 
631794 yes 1983 1985 NR M  periodic NR NR 

631795 NR NR 1985 56 F 
631796 yes NR 1985 NR F 

631797 yes NR 1986 72 M  

periodic 
periodic 

perlodic/literat 
we 

NR 12gm 
NR NR 

6mos 2 tsp 

631798 yes 1985 1985 83 NR perrodlc NR 
631799 yes 1986 1987 71 F periodic NR 
63 1800 yes NR 1988 NR NR perlodx NR 
631801 yes NR 1988 NR NR periodic NR 
632209 yes NR 1983 NR M  periodic NR 

6gm 
6gm 
NR 
NR 
NR 

coffee esophageal obstructron 
esophageal obstruction (could not 

NR swallow) 
NR esophageal obstruction, cough 

small quantity 
of liquid esophageal obstructIon 
w/HLU 

according to 
chrechons esophageal obstructron 

glass esophageal obstruction 
NR esophageal obstructron 
NR esophageal obstructIon 
NR esophageal obstruction 

632210 yes 1983 1983 70 M  periochc NR NR 
63245 I yes NR 1986 56 F periodic NR NR 
63253 1 yes 1987 1987 85 F penodx NR 2 tsp 

632532 yes NR 1985 NR M  periodrc NR NR 
632533 yes NR 1988 NR NR periodic NR NR 

NR 
NR 
4 oz 

NR 
NR 

esophageal obstructIon 
esophageal obstruchon 
esophageal obstruction 
esophageal obstructIon 
(swallowing difficulty) 
esophageal obstruction 

632534 yes NR 1988 84 F periodx NR 1 tsp as directed esophageal blockage 
632535 NR NR 1986 NR NR periodic NR NR NR esophageal obstruction 

632536 yes 1985 1985 28 

632537 yes 1984 1984 28 
632538 yes NR 1984 76 
632539 yes 1986 1986 80 
632540 yes 1984 1984 76 

632541 yes NR 1984 51 
632542 yes NR 1984 60 
632543 yes NR 1984 70 
632544 NR NR 1984 79 

periodic NR 12gm 
w/o sufficient 

hqurd esophageal obstruction 

periodic 11 days 24gm NR esophageal obstruction 
periodic “sometime” NR NR esophageal obstruction 
periodic 31 days 1 tsp NR esophageal obstructIon 
perlo& NR 24gm NR esophageal obstruction 

periodic NR 12gm full glass esophageal obstruction 
periodic NR 6gm NR esophageal obstruction 
permdic NR NR NR esophageal obstruction 
periodic NR 2-3 tsps no water esophageal obstruction 

W yr type 
a 

ration dose water event 
direct NR 2 BP 4 OZ esophageal obstructron - 

NR NFi full nlass - esophageal obstruction 
NR 
spontaneously 
resolved 

stomach pumped 
stomach pumped 
NG tube (Levin) 
endoscopy 
Mmeral 011 

endoscopy 
endoscopy 
endoscopy 
NG tube, enzymes 
resolved obst 
spontaneously 
resolved 

none 
none 
46F Maloney dilator 
under fluoro 

NR 
endoscopy 
endoscopy 
endoscopy 
Helmhch maneuver 
vahum/water until 
passed thru stomach 
endoscopy 
endoscopy 
spontaneously 
resolved (LJGI) 
endoscopy 
spontaneously 
resolved 
NR 
given Iv I cr ana 
nrfechpme, but 
spontaneously 
resolved 
endoscopy, 
spontaneous passing 
of obst 
endoscopy 
NR 
endoscopy 
spontaneously 
resolved 
endoscopy 
endoscopy 
endoscopy 



none (rcc) 
none (ret) 

PA 
LA 

hosp (ER) AR 

none 
IlOW 

none 
none 
hosp 
hosp (ret) 
hosp (ret) 
none 

NY 
NY 
CA 
FL 
NE 
CT 
IN 
KS 

hosp (ret) IN 

TX 

none 
none 

FL 
SC 

none TN 

hosp (ER) 
none 
NR 
NR 
none 

PA 
m 
TX 
TX 
NY 

none 
NR 
none 

NY 
TX 
MO 

none 
NR 

PA 
TX 

none 
NR 

OR 
PA 

hosp TX 

hosp 
“0°C 

hosp 
hosp 

VA 
NJ 
AL 
TX 

none 
hosp 
hosp 
none 

NM 
MA 
LA 
TN 

Risk factors and Cl history 
NR 
NR 

Other comments 

lower esophageal stricture 

esophageal reflux,hiatal hemta 

hiatal hemra 
NR 
htatal hernia 
slight esophageal stricture 
NR 
NR 
congenital esophageal stricture 
NR 

motrltty d/o, dysphagta 

NR 

NR 
NR 

dtstal esophageal spasm 

NR 
NR 
NR 
NR 
esophageal narrowing, CVA 

h/o esophageal stricture 
7Mallory Weiss Tear, IBS 
esophageal structure 

hratal hernia, esophagus narrowed 
NR 

NR 
NR 

NR 

dysphagta, htatel hernia, 
esophagttts 
NR 
h/o esophageal stricture 
htatal hernia 

hiatal hemta 
esophageal ring 
gastrttts 
NR 



63254 yes 
63254 Yes 

NR NR NR esophageal obstruction NR 
NR NR ‘not enough” esophageal obstruction NR 

spontaneously 

NR 1984 NR NR 
NR 1984 84 F 

633076 yes 1984 1985 81 M perlodlc NR NR NR esophageal obstructlon, vormtmg 
633077 NR NR I984 NR M perlodlc NR NR NR esophageal obstructton 

633078 yes 

633079 yes 

633080 yes 

NR 1985 68 F 

NR 1985 NR F 

1984 1985 NR NR 

perlodlc 

perlodlc 

perlodlc 

NR 

NR 

NR 

NR 

NR I2gm 

NR esophageal obstructIon 
esophageal obstruction 

NR (swallowmg dlfticulty) 

“very httle” esophageal obstructIon 

633081 yes 1985 70 M perlodx NR 

633082 yes 

1985 

1981 1985 71 M perlodx NR 

633083 yes 1985 1985 70 M perlochc NR 

12gm 

12gm 

NR 

“msufficient” esophageal obstructIon 
“small 

amount” esophageal obstructlon 

“httle water” esophageal obstruction 

633084 yes 1984 1985 69 M peru.xAc NR 
633085 yes NR 1987 NR M periodic NR 
633086 yes 1988 1988 54 M periodic first use 

6gm 
6gm 

NR esophageal obstruction 
NR esophageal obstruction 
NR esophageal obstruction 

spontaneously 
resolved 
endoscopy 
endoscopy 

633087 yes 1988 1988 61 F periodic NR 
633088 NR NR 1985 NR NR perlodlc NR 
633089 yes NR 1982 NR NR perlodlc NR 
633090 yes 1983 1983 70 F periodic NR 
633091 yes 1982 1983 NR F periodic NR 
633092 yes NR 1983 67 NR perlodlc NR 
633093 yes 1983 1983 NR NR perlochc NR 
633094 yes NR I983 NR F perlodx NR 
633095 yes NR 1983 NR NR periodic NR 

2 tbsp 

NR 
NR 
NR 
NR 
NR 
NR 

3 op 
NR 
6gm 

633096 ye= NR 

NR esophageal obstructIon NR 
NR esophageal obstructIon NR 
NR esophageal obstructlon endoscopy 
NR esophageal obstruction endoscopy 
NR esophageal obstructlon NR 
NR esophageal obstructlon endoscopy 

yes, amt NS esophageal obstruction endoscopy, NC tube 
NR esophageal obstruction endoscopy 
NR esophageal obstruction, vornltlng endoscopy 

IS F perlodx NR NR 

633097 yes NR 

1983 

1983 59 NR periodic NR NR 

NR esophageal obstruction 

NR esophageal obstruction 

endoscopy 

endoscopy 
unsuccessful, resolved 
with enzymes 

76 
81 
NR 

direct 4th dose per label 
direct NR 2 tbsp 
direct first use NR 

NR 
62 

dxect NR NR 
15 day I.5 months 2 tsp 

71 15 day first use 
15 several 

NR 

69 M day/literature months NR 

resolved 
NR 
spontaneously 
resolved, vomlred 
bolus 

NR 
polypectomy snare 
broke up mass 
enaoscopy 
unsuccessful, general 
anesthesia to push 
bolus into stomach 
spontaneously 
resolved 
spontaneously 
resolved 

718650 yes 
143087 1 yes 
1519125 NR 

1747773 yes 
3289109-6 yes 

per label esophageal obstructlon 
NR esophageal obstruction 
NR esophageal obstructIon 

NR esophageal obstruction 
NR esophageal obstruction 

NR esophageal obstructlon 

glass of water esophageal obstruction 

endoscopy 
endoscopy 
glucagon injectIon 

surgery 
endoscopy 

gastroscopy (resolved 
on 2nd attempt) 
endoscopy under 
general anesthesia 

1993 
1994 

1996 
1999 

1999 

2000 

3325467-1 yes 

3487393-7 yes 

1999 

NR 



NR 
NR 

none 
NR 

OH 
GA 

none CA 

none FL 

none CA 

hosp PA 

none MD 

none TX 

none 
none 
none 

TX 
AZ 
TN 

hosp 
NR 
none 
hosp 
hosp 
none 
hosp 
none 
NR 

OH 
TN 
CA 
NY 
IL 
NC 
PA 
NY 
PA 

none ME 

hosp 

hosp 
hosp 
LT 
&ed (after 4 
mos) 
hosp 

RI 

hosp(ER) 

NY 

KY 
CA 
VA 

took tolmase before taking 
schatskl ring Perdlem 

taKen as per manuracttirers label, 
pt aspIrated and developed 
pneumonia reqmred 5 day 

low esophageal mouhty hospitaltzahon 
nof legtble 
h/o previous ‘%tricture/nng, CVA 

OH NR 
NR tnatal herma, esophageal reflux 

VA 

literature 

NR 
NR 

. 
NR 
hiatal hemla 

hlatal hernia 
swallowing dysfunction, poss 
divertlcuhtls 

slight esophageal stricture 

esophageal varices 

NR 
normal 
PUD and GI surgery 

dysphagla 
Schatzki rmg 
NR 
esophageal strlcture 
NR 
h/o dysphagla 
NR 
NR 
hiatal herma, schatzki rmg 
hiatal herma, h/o esophageal 
spasms 

pt tollowed other meds with 
per&em, restarted perchem w/no 
problems 

pt had rtumtis and nasal 
congestIon at time of event 

NR 

Parkmsons Disease 

first use 

several months 



3546987-O 2000 

3550571-2 dosen’t apply 
3550580-3 yes 

1999 
2000 

not rn AERS yes NR 

not in AERS yes 

nat tn AERS yes 

not rn AERS yes NR 

not in AERS yes NR 

not rn AERS yes NR 1984 81 M literature NR heaptng tsp “some” esophageal obstruction 

NR 

NR 

2000 67 F dtrect, 15 day 2nd dose 1 tsp 

2000 74 F 15 day 3 yrs tbsp 
2000 83 F 15 day 2 days l-2 tsps 

esophageal obstructton, 
hypotenston secondary to 

water medrcations given mtro, glucagon 

spontaneously 
NR dysphagia, foretgn body sensatron resolved w/water 

w/water esophageal obstructton endoscopy 

1989 41 F hterature 

I993 55 M hterature 

1989 67 F hterature 

4yrs 

several 
months 

NR 

NR NR esophageal obstructron 

1 tbsp NR esophageal obstructron 

1 tbsp NR esophageal obstructron 

1993 69 

1989 71 

M literature NR 2 tbsp NR esophageal obstructron 

I tbsp TID & 
M literature 3 wks BID glass of water esophageal obstructton 

gastroccopy 

endoscopy 
46F Maloney drlator 
under tluoro 

endoscopy/surgery 

endoscopy 
endoscopy under 
general anesthesra, 
enzymes 



NR 

none NR 
hosp(ER) NR 

hosp(ER) TN 

hosp (ER) TX 

hosp(ER) TN 

Hosp TX 

hosp(ER) NC 

NR CA 

DS(not related to esophageal obs). 
took for 4 years w/o problems, 

stroke 
NR 

planned to contmue use of product 

mtermtttent ayspnagta, early term 
of achalasta, h/o multtple 
esophageal food obstructions 
posstbly due to perdiem 
mtermrttent sohd tood dysphagta 
assoc w/Schatzkt’s ring and Hiatal 
hernia 
prevtous esophageal meat 
Impaction 

ex lap pertormed b/c of antral 
dyspepsta and early satiety, PUD, mass and b/c of suspicton of 
antral mass noted on endoscopy malignancy 
toad hanging up in my throat, 
adult onset diabetes, Memere’s I tbsp on the tongue and chased 
syndrome, colonic polyps wtth a glass of water 

dysphagta 


