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Attachment II 
Summaries of Selected Adverse Reaction Reports Related to Olestra 

Ninth Report to the FDA 

#9-l [4/19/03] A 36-year-old woman sought medical attention for severe abdominal cramps. She 
was also concerned for her children’s and husband’s health because they had eaten products with 
olestra. 

#9-9 [5/l/03] A 22-year-old woman had bloody stools after eating chips with olestra. 

#9-19 [5/24/03] A .55-year-old man vomited continuously for 24 hours after eating olestra. 

#9-27 [6/21/03] A 44-year-old man had bloody stools after eating olestra. 

#9-35 [07/14/04] A 46-year-old man lost control of his bowels at work after eating potato chips 
with olestra. 

#9-63 [S/8/2003] A 27-year-old woman sought medical attention after experiencing rectal 
bleeding due to eating food that contained olestra. 

#9-68 [8/14/03] A 46-year-old man experienced loose stools, cramping, flatulence, and bloody 
stools after eating olestra. 

#9-96 [ 10/3/03] A ;!2-year-old woman sought medical help for severe abdominal cramping, 
blood in her stools, and vomiting a.fter eating food containing olestra. 

#9-l 15 [ 1 l/24/03] A 4%year-old woman sought medical help for diarrhea, flatulence, and fecal 
urgency after eating products containing olestra. 

#9-120 [12/28/03] An 83-year-old woman experienced severe diarrhea, nausea, fecal urgency, 
abdominal cramping, and vomited while passed out, after ingesting olestra. 

#9-127 [01/20/04] A 52-year-old woman was rushed to the hospital after passing out while 
having diarrhea that persisted several days. Her symptoms began after eating a product 
containing olestra. 

#9-132 [01/29/04] A 28-year-old woman went to the emergency room for severe abdominal 
cramping after eating chips containing olestra. She was given 2 doses of morphine. She was 
hospitalized for 3 days with gastrointestinal problems. 

#9-139 [02/13/04] A 33-year-old woman went to the emergency room for intense intestinal 
spasms, nausea, fecal urgency, and flatulence after eating olestra. 

#9-148 [03/01/04] A 27-year-old woman and 2-year-old boy went to the emergency room after 
experiencing diarrhea, abdominal cramping, and vomiting after eating an olestra product. 



Attachment II - continued 
Summaries of Selected Adverse Reaction Reports Related to Olestra 

Ninth Report to the FDA 

- Page 2 - 

#9-169 [03/22/04] A 32-year-old woman went to her physician after experiencing anal leakage in 
public. She experienced this a second time and connected both problems to having eaten a 
product containing olestra. 

#9- 170 [03/26/04] .A 3 l-year-old woman went to the emergency room for severely greasy and 
loose stools. She underwent testing and retesting. 

#9- 182 [04/l 8/04] ,4 27-year-old male went to the emergency room for severe abdominal 
cramping, diarrhea, and gas. As much as a week later, his abdominal cramps returned each time 
he ate a meal. 

#9-271 [09/08/04] A 40-year-old woman was admitted to the hospital due to abdominal 
cramping, vomiting, and loose stools. She underwent a battery of tests for gall bladder disease, 
cancer, kidney stones, and ulcers. Her problems appear to have been caused by olestra foods. 

0 #9-272 [09/22/04] A 40-year-old woman was admitted to the emergency room for abdominal 
cramping, severe diarrhea, and dehydration after eating products containing olestra. 


