
Study name:      
Study PI:      
Study IRB #:      
Internal AE/UP Report Tracking Log
This log tracks assessment and reporting of internal/local AEs. AEs should be assessed for seriousness, severity, expectedness, and relatedness by a qualified member of the study team. Unanticipated Problems (UPs) 4 must be reported to the BMC/BU Medical Campus IRB and, if applicable, to the IRB of record in an expedited timeframe (see policies specific to the IRB of record). Ensure that you are following your Data Safety Monitoring Plan and reporting as required to all applicable entities (IRB, Sponsor, Funder, DSMB, FDA, etc.). See links to guidance: OHRP, FDA, and BMC/BU Medical Campus Policy. Note that Relatedness and Severity grade categories are study-defined. The categories supplied below can be changed as needed.
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ID #
	Date AE occurred
	Date AE identified by site
	AE description
	SAE?1
	Relatedness2 
	Expected? (see FDA/ OHRP guidance links above)
	Severity Grade3
	UP?4
	Date reported to sponsor/ main site/FDA 
(if applicable)
	Date reported to IRB
	Assess-ment initials/ date*
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	1SAE Classification: AE is an SAE if it meets any of the criteria below.
	2Relationship with study intervention, per MD
	3Severity Grade


	4Unanticipated problem: If AE meets all three criteria below report to IRB within 7 days (2 days if event is fatal or life-threatening).

	- Results in death

- Life threatening

- Requires/prolongs hospitalization

- Results in disability or incapacity

- Congenital Anomaly/birth defect

- Medically important event
	1 - Definite
2 - Probable
3 - Possible

4 - Unlikely

5 - Unrelated
	1 - Mild AE (not requiring treatment)

2 - Moderate AE (resolved with treatment)

3 - Severe (inability to carry on normal activities/required professional medical attention)
4 - Life threatening or disabling AE
5 - Death
	- Unexpected

- Related/possibly related to the research

- Suggests that the research places subjects or others at a greater risk of harm than was previously known or recognized.


*Initials and date of person making assessment are only necessary if this log is being used as a source document
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