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- SERIOUS ADVERSE EVENT
REFER TO STUDY PROCEDURES MIANUAL FOR DETAILED INSTRUCTIONS.

NAME OF RESPONSIBLE INVESTIGATOR:

INSTITUTION:

REPORT COMPLETED BY:

DATE OF REPORT: TyPeOF REPORT: O INmAL O FoLLow-uUpP # O FINAL

PATIENT INFORMATION

PATIENT RZ #: AGE: SEX: DATE PATIENT STARTED STUDY INTERVENTION:
OMALE OJFEMALE

Event Information
EVENT ONSET DATE/TIME: NAME OF EVENT:

DATE BECAME AWARE OF EVENT:

DESCRIPTION OF EVENT:

SERIOUSNESS CRITERIA (CHECK ALL THAT APPLY):
O DEATH
O LIFE-THREATENING
J REQUIRES OR PROLONGS HOSPITALIZATION
(J RESULTS IN PERSISTANT OR SIGNIFICANT DISABILITY/INCAPACITY
(J MAY REQUIRE MEDICAL OR SURGICAL INTERVENTION TO PREVENT ON OF THE OTHER OUTCOMES
(J CONGENITAL ANOMALY OR BIRTH DEFECT
(J OTHER SERIOUS MEDICAL EVENT
OUTCOME:
(J SAE PERSISTING AT TIME OF REPORT
(J COMPLETE RECOVERY/RETURN TO BASELINE
(J RESOLVED (NO SEQUELAE)
(J RESOLVED WITH SEQUELAE, SPECIFY
O DEATH, SPECIFY DATE/TIME
(J UNKNOWN/LOST TO FOLLOW-UP

IS THE EVENT UNEXPECTED? (I Yes (O No

RELATIONSHIP OF STUDY INTERVENTION TO EVENT:
(J NOT RELATED
(J UNLIKELY RELATED
(J POSSIBLY RELATED
(J PROBABLY RELATED

Please complete the SAE form in REDCap

SAE REPORT FORM v.19-0cT-2016
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- SERIOUS ADVERSE EVENT
REFER TO STUDY PROCEDURES MIANUAL FOR DETAILED INSTRUCTIONS.

ACTION TAKEN WITH STUDY INTERVENTION:
(J STUDY INTERVENTION COMPLETED AT TIME OF EVENT ONSET
(J STUDY INTERVENTION ONGOING
(J STUDY INTERVENTION INTERRUPTED (TEMPORARILY), SPECIFY DATE
(J STUDY INTERVENTION PERMANENTLY STOPPED, SPECIFY DATE
ACTION TAKEN TO TREAT THE EVENT:
J NONE
(J UNCERTAIN
(J SURGERY
(J OTHER PROCEDURES (NON-SURGICAL)
(J BLOOD OR BLOOD PRODUCTS
(J DRUG THERAPY
(J OTHER
TREATMENT DETAILS:

OTHER REPORT INFORMATION
PAST MEDICAL HISTORY/COMORBIDITIES: J SEPARATE PAGE ATTACHED
J DEMOGRAPHIC CRF COMPLETED
LABORATORY TESTS AND INVESTIGATIONS RELATED TO EVENT:  (J SEPARATE PAGE ATTACHED
3 NoNE
OTHER RELEVANT INFORMATION: (J SEPARATE PAGE ATTACHED
3 NoNE
OTHER EVENT INFORMATION THE INVESTIGATOR WISHES TO REPORT:

SIGNATURES
REPORT COMPLETED BY: SIGNATURE: DATE:
SITE INVESTIGATOR: SIGNATURE: DATE:

Please complete the SAE form in REDCap

SAE REPORT FORM v.19-0cT-2016




