
 

Figure 17a. Flow of evidence for adverse events analysis, part 1 

1695 unique Adverse Events report IDs

158 AE reports sent 
on to detailed review:

Death, Stroke, MI 

1186 AE reports 
available on other 
adverse events

214 AE full reports 
unavailable from the FDA:

Death(4)
Stroke(18)
MI(9)
Psychiatric(143)
All others(40)

944 AE reports on to 
screening:

Other cardiovascular 
Other neurological

Psychiatric
Seizure

242 AE reports on 
other events

Review of IDs on 
Excel Master Sheet

1783 Adverse Events report IDs 
from the FDA

88 Rejected for multiple 
products per report

137 IDs not reviewed: 
post-9/30/01 report received date: 
Death(17)
Stroke(15)
MI(5)
Other adverse event(100) 

FDA Batch 1

Continued on Figure 17b
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Figure 17b. Flow of evidence for adverse events analysis, part 2 

160 subjects 
detailed review 

completed

160 subjects 
reported on in 
158 death, MI, 

stroke AE 
reports

167 subjects reporting adverse 
events* sent on to detailed 

review: vtach/ vfib(24); cardiac 
arrest(10); pulmonary arrest(6); 
TIA(13); brain hemorrhage(4)

seizure(70); psychiatric 
symptoms(68) 

*adverse events are not 
mutually exclusive

761 subjects reporting
other adverse events

(see Table 28)

167 subjects 
detailed review 

completed

975 subjects reported 
on in 944 other 

cardiovascular, other 
neurological, seizure, 
psychiatric AE reports

928 subjects 
reporting on 

ephedra

47 subjects not 
reporting on 

ephedra

From Figure 17a, part 1
FDA Batch 1 FDA Batch 2

130 subjects 
reported in 125 

AE reports

6 subjects reporting on 
ephedra

100 subjects reporting 
on ephedrine

24 subjects not 
reporting on ephedra 

or ephedrine

33 subjects reporting 
adverse events sent on 

to detailed review: 
death(15); MI(3); 
stroke(1); cardiac 

arrest(1); TIA(1); brain 
hemorrhage(1); 

seizure(4); psychiatric 
symptoms(7) 

73 subjects reporting
other adverse events

(see Table 28)

33 subjects 
detailed review 

completed

Continued on Figure 17c
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Figure 17c. Flow of evidence for adverse events analysis, part 3 

Published Articles

195 Published articles 
reporting adverse events

65 Articles reviewed and rejected: 
23 study design - descriptive

20 study design – review
2 study design – not controlled trials

20 other (see text) 130 Articles reporting 
adverse events

71 Case Reports/ 
Case Series articles

59 RCT/CCT articles 
reporting on 52 trials

67 subjects rejected for 
inadequate data to 

complete the review

404 detailed 
review 

completed

338 subjects 
contributing to adverse 

events analysis
(Table 23)

FDA Batch 1 
160 subjects 

detailed review 
completed

FDA Batch 1 
167 subjects 

detailed review 
completed

FDA Batch 2 
33 subjects 

detailed review 
completed

65 Case 
Reports/ Case 
Series articles
reporting on 
102 subjects

6 reports 
rejected as 
duplicates

52 trials 
contributing to 

RCT/CCT 
adverse events 

analysis

22 subjects reporting ephedra
61 subjects reporting ephedrine

18 subjects not 
reporting ephedra 

or ephedrine

44 subjects reporting adverse 
events sent to detailed review;

death(11); MI(4); stroke(5); 
vtach/vfib(3); TIA(1); brain 
hemorrhage(4); seizure(1); 

psychiatric(15)

39 subjects 
reporting other 
adverse events

Literature Case Reports 
44 subjects detailed 
review completed

From Figure 17b, part 2
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