Stratton VA Institutional Review Board
ADVERSE EVENT (AE) REPORTING FORM

(On-site events/Off-site events )

The IRB requires the Principal Investigator (PI) to report to the IRB within 5 business days of becoming aware of any serious adverse event that occurs in association with a research study in which there is harm or other unanticipated problems involving risks to research subjects and others.  Such events include significant change in the risk/benefit relationship, serious and unexpected events, death occurring on study or within 30 days of the last study intervention, regardless of whether the death was related to the study, and any event that requires prompt or urgent reporting to the sponsor.  All other adverse events will be reported at the time of continuation review.  

For On-Site reports, attach a medical summary or discharge note with the follow-up report if the information was not submitted with the initial report.
(If a subject experiences more than one AE on the same date, list them under one event.

*If a sponsor reports multiple subjects with the same AE, list the AE once with the # of subjects in the COMMENTS field. 

Name of Principal Investigator(s): ______________________________________________

Title of Research Protocol: ____________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

**SEE DEFINITIONS ON PAGE 4**

ADVERSE EVENT - 1





CHECK:  FORMCHECKBOX 
 Interventional study

PLEASE CHECK:
SEVERITY:

STUDY DRUG RELATED:

 FORMCHECKBOX 
 On-Site                    
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 Definitely

 FORMCHECKBOX 
 Off-Site                 
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 Major
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 Probably
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 Expected                 
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 Possibly

 FORMCHECKBOX 
 Unexpected
 FORMCHECKBOX 
 Probably not

 FORMCHECKBOX 
 Initial Report                                                                           FORMCHECKBOX 
 Not 

 FORMCHECKBOX 
 Follow-up Report                                                                    FORMCHECKBOX 
 Not assessable

Is this Adverse Event an Update to the Investigator’s Brochure? Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

CHECK :  FORMCHECKBOX 
 Non-Interventional/  FORMCHECKBOX 
 Observational study





STUDY RELATED:
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 Definitely
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 Probably not
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 Not








 FORMCHECKBOX 
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Is this Adverse Event listed in the Consent Form? Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

 

Patient’s Name: _______________________________

Date of Adverse Event: ________________________

Suspected Drug/Device/Intervention: ______________________________________________________________________




Suspected Reaction: ____________________________________________________________________________________

Comments(*): ___________________________________________________________________________________
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Name of Principal Investigator(s): _______________________________________________









Title of Research Protocol (abbreviated version): ____________________________________________________________________
ADVERSE EVENT - 2





CHECK:  FORMCHECKBOX 
 Interventional study

PLEASE CHECK:
SEVERITY:

STUDY DRUG RELATED:
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 On-Site                    
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 Definitely
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 Initial Report 
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 Follow-up Report                                                                    FORMCHECKBOX 
 Not assessable                                                         

Is this Adverse Event an Update to the Investigator’s Brochure? Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

CHECK :  FORMCHECKBOX 
 Non-Interventional/  FORMCHECKBOX 
 Observational study





STUDY RELATED:






 FORMCHECKBOX 
 Definitely







 FORMCHECKBOX 
 Probably













 FORMCHECKBOX 
 Possibly

 FORMCHECKBOX 
 Probably not














 FORMCHECKBOX 
 Not

 FORMCHECKBOX 
 Not assessable






Is this Adverse Event listed in the Consent Form? Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

 

Patient’s Name: _______________________________

Date of Adverse Event: ________________________

Suspected Drug/Device/Intervention: ______________________________________________________________________




Suspected Reaction: ____________________________________________________________________________________

Comments(*): ___________________________________________________________________________________

ADVERSE EVENT – 3








CHECK:  FORMCHECKBOX 
 Interventional study
PLEASE CHECK:
SEVERITY:

STUDY DRUG RELATED:

 FORMCHECKBOX 
 On-Site                    
 FORMCHECKBOX 
 Serious 

 FORMCHECKBOX 
 Definitely

 FORMCHECKBOX 
 Off-Site                 
 FORMCHECKBOX 
 Major

 FORMCHECKBOX 
 Probably
 FORMCHECKBOX 
 Expected                 
 FORMCHECKBOX 
 Minor

 FORMCHECKBOX 
 Possibly

 FORMCHECKBOX 
 Unexpected



 FORMCHECKBOX 
 Probably not

 FORMCHECKBOX 
 Initial Report 
 FORMCHECKBOX 
 Not

 FORMCHECKBOX 
 Follow-up Report Report                                                        FORMCHECKBOX 
 Not assessable                                                         

Is this Adverse Event an Update to the Investigator’s Brochure? Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

CHECK :  FORMCHECKBOX 
 Non-Interventional/  FORMCHECKBOX 
 Observational study






STUDY RELATED:
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 Definitely







 FORMCHECKBOX 
 Probably







 FORMCHECKBOX 
 Possibly







 FORMCHECKBOX 
 Probably not







 FORMCHECKBOX 
 Not













 FORMCHECKBOX 
 Not assessable

Is this Adverse Event listed in the Consent Form? Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

 

Patient’s Name: _______________________________

Date of Adverse Event: ________________________

Suspected Drug/Device/Intervention: ______________________________________________________________________




Suspected Reaction: ____________________________________________________________________________________

Comments(*): ___________________________________________________________________________________
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Name of Principal Investigator(s): _______________________________________________









Title of Research Protocol (abbreviated version): ____________________________________________________________________
ADVERSE EVENT – 4








CHECK:  FORMCHECKBOX 
 Interventional study
PLEASE CHECK:
SEVERITY:

STUDY DRUG RELATED:

 FORMCHECKBOX 
 On-Site                    
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 Serious 
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 Definitely
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 Off-Site                 
 FORMCHECKBOX 
 Major
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 Probably
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 Expected                 
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 Possibly
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 Unexpected
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 Probably not

 FORMCHECKBOX 
 Initial Report 
 FORMCHECKBOX 
 Not

 FORMCHECKBOX 
 Follow-up Report                                                                    FORMCHECKBOX 
 Not assessable

Is this Adverse Event an Update to the Investigator’s Brochure? Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

CHECK :  FORMCHECKBOX 
 Non-Interventional/  FORMCHECKBOX 
 Observational study






STUDY RELATED:






 FORMCHECKBOX 
 Definitely







 FORMCHECKBOX 
 Probably







 FORMCHECKBOX 
 Possibly







 FORMCHECKBOX 
 Probably not







 FORMCHECKBOX 
 Not








 FORMCHECKBOX 
 Not assessable






Is this Adverse Event listed in the Consent Form? Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

 

Patient’s Name: _______________________________

Date of Adverse Event: ________________________

Suspected Drug/Device/Intervention: ______________________________________________________________________




Suspected Reaction: ____________________________________________________________________________________

Comments(*): ___________________________________________________________________________________

ADVERSE EVENT – 5








CHECK:  FORMCHECKBOX 
 Interventional study
PLEASE CHECK:
SEVERITY:

STUDY DRUG RELATED:

 FORMCHECKBOX 
 On-Site                    
 FORMCHECKBOX 
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 Definitely
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 Off-Site                 
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 Major
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 Probably
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 Expected                 
 FORMCHECKBOX 
 Minor

 FORMCHECKBOX 
 Possibly

 FORMCHECKBOX 
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 Probably not
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 Initial Report 
 FORMCHECKBOX 
 Not

 FORMCHECKBOX 
 Follow-up Report                                                                    FORMCHECKBOX 
 Not assessable 

Is this Adverse Event an Update to the Investigator’s Brochure? Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

CHECK :  FORMCHECKBOX 
 Non-Interventional/  FORMCHECKBOX 
 Observational study






STUDY RELATED:






 FORMCHECKBOX 
 Definitely







 FORMCHECKBOX 
 Probably







 FORMCHECKBOX 
 Possibly







 FORMCHECKBOX 
 Probably not







 FORMCHECKBOX 
 Not








 FORMCHECKBOX 
 Not assessable






Is this Adverse Event listed in the Consent Form? Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

 

Patient’s Name: _______________________________

Date of Adverse Event: ________________________

Suspected Drug/Device/Intervention: ______________________________________________________________________




Suspected Reaction: ____________________________________________________________________________________

Comments(*): ___________________________________________________________________________________
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	DEFINITIONS:

Adverse event: 

Expected Adverse Event: 

Serious Adverse Event:


	Any unfavorable or unintended physical, legal, social, economic or psychological harms or injury, improper disclosure of private information, or any unanticipated problem that occurs associated with a research study. An adverse drug experience or adverse device event is considered to be an adverse event.

For approved and marketed drugs or devices, those adverse events described in the approved package insert, and for investigational new drugs or devices, those adverse events described in the FDA Investigator’s Brochure.

Any adverse experience that results in any of the following outcomes or requires medical or surgical intervention to prevent any of the following outcomes: Cancer, congenital anomaly/birth defect, death, hospitalization, life-threatening experience, persistent or significant disability/incapacity, prolongation of existing hospitalization, or overdose.




Unanticipated Adverse Device Effect
  Any serious adverse effect on health or safety or any life-threatening problem or death


  caused by, or associated with, a device, if that effect, problem, or death was not


  previously identified in nature, severity, or degree of incidence in the investigational


  plan or application (including a supplementary plan or application), or any other


  unanticipated serious problem associated with a device that relates to the rights, safety,


  or welfare of subjects.
	Unexpected Adverse Event:
	Any adverse event, the specificity or severity of which is not consistent with the risk information previously reviewed and approved by the IRB (events that are not described in the package insert, investigator’s brochure, in published medical literature, in the protocol, or in the informed consent document.) All unanticipated adverse device events are considered to be unexpected adverse events. If the nature and severity of an adverse event are accurately reflected in the consent document, then the IRB considers the adverse event to be expected.




Interventional studies
 Studies that include research designed to evaluate the safety, effectiveness, or      

 usefulness of therapies (i.e. drugs, diet, exercise, surgical interventions, or  

 medical devices), diagnostic procedures (i.e. CAT scans or prenatal diagnosis  

 through amniocentesis, chorionic villi testing, and fetoscopy, or preventive 

 measures (i.e. vaccines, diet, or fluoridated toothpaste).

Non-interventional studies
 Studies on normal human functioning and development that involve limited

 invasive or non-invasive procedures i.e. blood or urine collection, moderate 

 exercise, fasting, feeding, sleep, learning, responses to mild sensory stimulation, 

 surveys or questionnaires, etc. are, for the purposes of this policy, considered   

 non-interventional studies.

Observational studies
 Studies include research that does NOT involve any intervention, alteration in

 standard clinical care or use in subjects of any invasive or non-invasive

 procedure. Studies limited to the recording of data on individuals receiving

 standard medical care, the use of existing specimens or data, or the 

 retrospective review of health information are, for the purposes of this policy,

 considered observational studies.

On-Site Event
 Any adverse event experienced by a human subject enrolled in research at the 

 Albany VAMC (regardless of where the event occurs).

Off-Site Event
 Any adverse event experienced by a human subject enrolled in research at a site 

 other than the Albany VAMC (i.e. multisite research).
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PLEASE ATTACH A COPY OF THE CURRENT APPROVED CONSENT FORM.
Principal Investigator Signature(s):____________________________________Date: ________________

Signature of IRB Chair/Designee _________________________________Expedited Review Date:  ____________

ACTION REQUIRED:   ( None, report on agenda

   ( Discuss at next scheduled IRB meeting, report on agenda   

Comments: _____________________________________________________________________________________

________________________________________________________________________________________________

If applicable,

IRB COMMITTEE REVIEW DATE: _________________

IRB COMMITTEE ACTIONS: 

( None 

( Other ___________________________________________________________________

Rev. 8-9-04
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