VAPHS Adverse Event Report


Note: Online submission is not yet available. Please fill in the form, print it out, and send to the IRB Coordinator with a copy of the FDA MedWatch, sponsor’s adverse event reporting form, or a memo detailing the event. Please do not include names, social security numbers, or other information that could identify the subject in the memo. For clarification of any definition or the VAPHS Adverse Event Reporting Guidelines, please see the last page of this document.
Principal Investigator: 
Study Title:      
MIRB#:      
Subject ID:      
Brief Description of Event:      
Date of Event Onset:      
Date PI notified of the Event:      
Date of This Report:      
Type of Report:  FORMCHECKBOX 
 Initial
 FORMCHECKBOX 
 Follow- Up

1. Event Location (Study Site Responsible for the Subject):

 FORMCHECKBOX 
  FORMCHECKBOX 
 Internal


 FORMCHECKBOX 
  FORMCHECKBOX 
 External (Select one of the options below): 
Note: for an external adverse event to be reported it must meet the following three criteria:
1) Unanticipated/Unexpected

2) Related or possibly related to participation in the research; and 

3) Serious or otherwise one that suggests that the research places subjects or others at a greater risk of harm (including physical, psychological, economic, or social harm) than was previously known or recognized.) 


 FORMCHECKBOX 
  FORMCHECKBOX 
 Same Study

 FORMCHECKBOX 
  FORMCHECKBOX 
 Other study using the same agent(s) or procedure(s)

2. Event Category (Adverse events noted as risks in the consent form do not need to be reported unless the event is considered serious):

 FORMCHECKBOX 
  FORMCHECKBOX 
 Serious Adverse Event 

 FORMCHECKBOX 
  FORMCHECKBOX 
 Not Serious but Unanticipated/Unexpected Adverse Event

3. Study Drug/Procedure

Does this study involve a drug, invasive procedure, or other study-related intervention?
 FORMCHECKBOX 
  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 


 FORMCHECKBOX 
 No (If No, Skip to # 4)

If Yes:       (Insert study drug prescribed or procedure/intervention implemented for this subject)

Was the drug/procedure assignment randomized?
 FORMCHECKBOX 
  FORMCHECKBOX 
 Yes
 (If “yes”, specify the randomization group:      )


 FORMCHECKBOX 
  FORMCHECKBOX 
 No

Action Taken with Study Drug/Procedure:

 FORMCHECKBOX 
  FORMCHECKBOX 
 None
 FORMCHECKBOX 

  FORMCHECKBOX 
 Interrupted
      FORMCHECKBOX 

  FORMCHECKBOX 
 Discontinued
  FORMCHECKBOX 
 Other ____________________
Relationship to Study Drug/Procedure: 

 FORMCHECKBOX 


 FORMCHECKBOX 
 None
 FORMCHECKBOX 
  FORMCHECKBOX 
 Possible
      FORMCHECKBOX 
 Definite


 FORMCHECKBOX 

4. Severity of Event

 FORMCHECKBOX 
  FORMCHECKBOX 
 Fatal
 FORMCHECKBOX 
 Life Threatening
 FORMCHECKBOX 
  FORMCHECKBOX 
 Permanently or Severely Disabling

 FORMCHECKBOX 
  FORMCHECKBOX 
 Required or prolonged hospitalization

 FORMCHECKBOX 
  FORMCHECKBOX 
 Congenital anomaly, birth defects
 FORMCHECKBOX 
  FORMCHECKBOX 
 Not Severe

5. Outcome:

 FORMCHECKBOX 
  FORMCHECKBOX 
 Ongoing (Please file update when event resolves)

 FORMCHECKBOX 
  FORMCHECKBOX 
 Resolved (Date: ___/___/___)
 FORMCHECKBOX 
  FORMCHECKBOX 
 Death (Date: ___/___/___)
6. Study Related Information (Required):

A. How many subjects have been enrolled at this site?      
B. How many subjects are being followed at this site?      
C. If this is a multicenter trial, how many subjects (total) have been enrolled at all centers?      
D. Has this adverse event occurred in any other subject at this site?

 FORMCHECKBOX 
  FORMCHECKBOX 
 Yes, number of subjects      
 FORMCHECKBOX 
  FORMCHECKBOX 
 No

E. Has this adverse event occurred in any other subjects at other sites?

 FORMCHECKBOX 
  FORMCHECKBOX 
 Yes, number of subjects      
 FORMCHECKBOX 
  FORMCHECKBOX 
 No
               FORMCHECKBOX 
 N/A

F. To your knowledge, have there been any recent reports in the literature regarding such an event in this study group?

 FORMCHECKBOX 
  FORMCHECKBOX 
 Yes (Please send copies of published reports)
 FORMCHECKBOX 
  FORMCHECKBOX 
 No

G. Should the consent form be modified to reflect this adverse event as a risk of participating in this protocol?

 FORMCHECKBOX 
  FORMCHECKBOX 
 Yes (Please submit revised consent form)


 FORMCHECKBOX 
  FORMCHECKBOX 
 No, Please indicate reason:      
 FORMCHECKBOX 
  FORMCHECKBOX 
 Unsure


H. All adverse events require an assessment of whether or not there has been any change in the level of risks to subjects or others. Based on the information that is available to you, would you like to modify the risk level assigned to this study by the IRB based on this adverse event?

 FORMCHECKBOX 
  FORMCHECKBOX 
 Yes (Please submit written request)
 FORMCHECKBOX 
  FORMCHECKBOX 
 No

 FORMCHECKBOX 
  FORMCHECKBOX 
 Unsure

I certify that I have reviewed the adverse event report and all available information and documents associated with the adverse even in compliance with the VAPHS IRB AE Reporting Guidelines and the information presented on this form is correct to the best of my knowledge. 

Investigator Signature

Name:      
Date:      

      Definitions:
Adverse Event (AE). Any untoward physical or psychological occurrence in a human subject participating in research. An AE can be any unfavorable or unintended event including abnormal laboratory finding, symptom or disease associated with the research or use of a medical investigational test article. An AE does not necessarily have to have a causal relationship with the research, or any risk associated with the research, the research intervention, or the assessment.

Serious Adverse Event (SAE). A SAE is defined as a:

i. Death; 

ii. A life threatening experience;

iii. Hospitalization (for a person not already hospitalized);

iv. Prolongation of hospitalization (for a patient already hospitalized);

v. Persistent or significant disability or incapacity; 

vi. Congenital anomaly and/or birth defects; or 

vii. An event that jeopardizes the subject and may require medical or surgical treatment to prevent one of the preceding outcomes.

Unanticipated/Unexpected Adverse Event. Any adverse event and/or reaction, the specificity or severity of which is not consistent with the VAPHS IRB approved informed consent and protocol.
Internal Adverse Event. An adverse event experienced by a subject enrolled by the investigator(s) at that VAPHS.

External Adverse Event. An adverse event experienced by a subject enrolled by investigators at other institutions engaged in the same clinical trial or a different clinical trial using the same investigational agent or intervention.


  IRB Reporting Guidelines:

  For AE1 Studies

	What to Report:
	When

	Fatal Adverse Events regardless of relatedness to the research


	Within 1 business day of the investigator becoming aware of the event

	Serious, but not fatal, Adverse Events regardless of relatedness to the research


	Within 3 business days of the investigator becoming aware of the event

	Unanticipated/Unexpected Adverse Events regardless of the relatedness to the research
	Within 5 business days of the investigator becoming aware of the event


  For AE2 Studies

	What to Report:
	When

	Fatal Adverse Events at least possibly related to the research


	Within 1 business day of the investigator becoming aware of the event

	Serious, but not fatal, Adverse Events at least possibly related to the research
	Within 3 business days of the investigator becoming aware of the event

	Unanticipated/Unexpected adverse events at least possibly related to the research
	Within 5 business days of the investigator becoming aware of the event
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