B MPES Serious Adverse Event (SAE) Form
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[ py— Flease complefe pages 1 - 3 and one form for each Serious Adverse Event

[ Please fax immediately to the BUMPES Co-ordinating office on ||| N NGEGzNGEG J‘

Reporting information:
Date form completed: | I |Jr| | |f| | |

Type of report: Initial I:‘ Follow-up |:|

Mame of hospital:

Mame of person completing the form:

Clinical status: Doctor I:l Midwife |:| Other I:l
If Other, please specify:

Woman's ldentification Details:

BUMPES study number: (found in section 2 of the data collection form) 1111
Woman's initials: I:l:l:‘ Date of birth: [0 ]o]f[m]m]i[v]v]
Treatment allocation: (Please tick only one) Upright [_| OR Lying down [_]

Participant affected: (Please tick oniy one) Woman [ | OR Infant ]

Seriousness: (Flease fick only one)
Results in death |:|
Life threatening |:|
Inpatient hospitalisation or prolongation of hospitalisation I:I
Persistent or significant disability/incapacity I:I
Medically significant or requires intervention to prevent one of the above outcomes |:|

Event description:
Please describe the event as fully as possible:

Event details:

Date and time event started: EHENEENEEIE || [m]
Date and time event resolved: [If applicabie) | l |J'| | | | | I | | | |
Indicate the severity of the event: Mild |:| Moderate D Severe l:l

Event causality:
Indicate whether the event is considered related to participation in the study:
Unrelated |:| Possibly related |:| Probably related |:| Definitely related |:|
\_ J
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Event outcome:
RecﬂveredD HecxweringD Continuing[‘ Patient died l:' UnknownD
Are there any clinical sequelae? Yes I:‘ Nu|:|
If Yes, please describe:
Treatment required:
Did the event require treatment with medication? Yes D No |:|
If Yes, please list any medication administered in the table on the next page;
Medication Dose Route of Date and time Date and time Ongoing?
name (generic) administration started stopped
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Did event require treatment with a procedure? Yes D No |:|
If Yes, please list any procedures required in the box below:
Is there any other relevant information? Yes I:‘ NDD
If Yes, please detail in the box below:
Investigator's Review:
Investigator’s name:
Investigator’s signature: Date: | | |.'| | ||r| | |
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