Template for 

ADVERSE EVENT REPORTS

	NIH/OBA protocol number OR sponsor study number
	

	FDA IND number
	

	Clinical Trial Site
	

	PI name
	

	PI phone number
	

	PI e-mail address
	

	Reporter name 
	

	Reporter phone number
	

	Reporter e-mail address
	

	Research participant’s study number
	

	Research participant’s gender
	

	Research participant’s weight in kgs
	

	Research participant’s height in cms
	

	Research participant’s date of birth
	

	Research participant’s date of death
	

	Was autopsy performed?
	Yes                         No

	Date of autopsy
	

	Pre-existing conditions and if they are active
	

	Date of event
	

	Description of event
	

	Suspected cause(s) of event
	

	Relevant clinical observations
	

	Relevant clinical history
	

	Relationship to gene transfer product
	Unrelated          unlikely          possible      probable          definite

	Seriousness of the AE
	Death     

Life-threatening     

Initial or prolonged hospitalization

Disability

Congenital anomaly

Required intervention to prevent permanent impairment/damage

Other medically important condition

Non-serious

	Severity of event
	Minimal         moderate         severe        life threatening          fatal

	Outcome of the event
	Recovered/resolved

Recovering/resolving

Not recovered/not resolved

Recovered/resolved with sequelae

Fatal

Unknown

	Relevant tests (e.g. x-rays) and results
	

	Date(s) of treatment(s) of the adverse event
	

	Name of the gene transfer product
	

	Vector type (e.g. adenovirus)
	

	Vector sub-type (e.g. type 5, also include relevant deletions)
	

	Gene delivery method (e.g. hydrostatic pressure, electroporation, viral, non-viral)
	

	Has subject been dosed?
	Yes          no           no info available      unknown- placebo trial

	Route of administration 
	

	Site of administration
	

	Dosing Schedule
	

	Number of courses administered to date
	

	Date of first dose
	

	Date of dose most antecedent to the event
	

	Single dose unit of measure
	

	Lot number of the most antecedent dose
	

	Dose quantity in a single administration
	

	Total dose quantity administered to subject to date
	

	Power of base 10 for single dose
	

	Power of base 10 for total dose
	

	Documentation accompanying the report
	Autopsy rpt     pathology rpt     consults     progress notes     discharge summary     radiology rpt     flow sheets    referral ltr    lab rpt    IRB summary rpt    other

	Description of the “other” report
	

	Name of other treatment (s) (medications, radiation, surgery) received by research participant as required by the protocol
	

	Name of concomitant medications
	

	Attribution of AE
	Concomitant medication

Product

Intervention

Underlying disease

Route of administration

Other suspected cause (describe)

	Type of report
	Initial        Follow-up


3

