
MONTCLAIR STATE UNIVERSITY

INSTITUTIONAL REVIEW BOARD

ADVERSE EVENTS FORM 

An ADVERSE EVENT (AE) occurs when there is an undesirable result, harm, and/or injury (physical, psychological, social, economic, medical, and/or others) that happens to participants during a study.

All fatal or life-threatening adverse events must be reported in writing within 24 hours of any member of the research staff becomes aware of the event. 
If the principal investigator thinks that a fatal or life-threatening event is likely related to the protocol, research activity should stop until the IRB has reviewed the adverse event and consulted with the principal investigator.

All other adverse events should be reported, in writing as soon as possible, but no later than 10 working days after any member of the research staff becomes aware of the events.  
If you are not sure whether an event qualifies as a reportable event, it is recommended that you report it.

If you are submitting a group of adverse event reports from a sponsor or cooperative trial group, you must submit one form for each event.  
For questions about whether an event constitutes an adverse event or about completing this form, please contact the Institutional Review Board , College Hall Room 248, at 973-655-7583, FAX: 973-655-3022 and/or email reviewboard@mail.montclair.edu.
Protocol and PI Information

IRB Protocol # 




Date of This Report
_____________ 

Protocol Initial Approval Date ____________    Protocol Expiration Date: _____
      ___              

Date of Most Recent Continuing Review Approval 





Project Title: 












Principal Investigator’s Name: 









        □  Mr. 
  □  Ms. 
   □  Dr.
       □  Other


Department: 



  
College/School:  __________

On Campus Phone: 


  
On Campus Fax: 






E-mail: 





  

For Student and Non-MSU PI’s: 

Off Campus Address:   __________________________________________________________

Off Campus Phone:    ____________________
Off Campus Fax:    ____________________

Co-PI’s Name(s) (if any): 










        □  Mr. 
  □  Ms. 
   □  Dr.
       □  Other


Co-PI Department: 



  
College/School:  __________

On Campus Phone: 


  
On Campus Fax: 






For Student and Non-MSU Co-PI’s: 

Off Campus Address:   __________________________________________________________

Off Campus Phone:    ____________________
Off Campus Fax:    ____________________

Status:  (Check all that apply)

□  Faculty

□  Doctoral student     □  Masters student     □  Undergraduate student






□   MSU Staff

□  Other (Please explain.) 








For student researchers only, please provide the following information:

Faculty sponsor: 




  Department: 






Sponsor’s phone: 



 
  Sponsor’s fax: 




Sponsor’s email: 







Department: 



  Phone: 


  Fax: 




E-mail: 










Information Regarding Event

Please indicate type of report:

 FORMCHECKBOX 

Initial (first) Report of Event/Problem
 FORMCHECKBOX 

Follow-up Report

Date of adverse event      
Location of adverse event      
	Participant ID
	Participant’s Age

	
	


Check all that apply! 

 FORMCHECKBOX 
  Expected Adverse Event (EAE): is a documented risk or event in the study’s Protocol, Investigator’s Brochure (when applicable), and Informed Consent documents. The MSU IRB will consider an adverse event as “expected” only if it is documented in the Protocol, Investigator’s Brochure (when applicable), and the Informed Consent documents. 

 FORMCHECKBOX 
  Unexpected Adverse Event (UAE):  an unanticipated adverse event is any unexpected untoward event or medical occurrence in a study subject that is not consistent with the known, predicted possible effects of the research protocol.   An unanticipated adverse event can therefore be any unanticipated, unfavorable, and unintended sign (including an abnormal laboratory finding), symptom, or disease temporally associated with the study that was not listed in the protocol, consent form or investigator’s brochure.  This includes any experience that suggests a significant hazard, contraindication, side effect, or precaution.  In addition to this definition, the MSU IRB interpret any adverse event not included in the Informed Consent document as a risk to be “unanticipated” or “unexpected."  [Adapted from HHS & FDA 21 CFR 312.62 (6), 21 CFR 50.27 (a), 21 CFR 312.32 (a), FDA Docket No. 93N-0181].  

 FORMCHECKBOX 
  Serious Adverse Event (SAE):  is 

 FORMCHECKBOX 
 death due to any cause or 

 FORMCHECKBOX 
 a permanent or substantial disability or

 FORMCHECKBOX 
 hospitalization (inpatient admission or overnight stay unless preplanned); or

 FORMCHECKBOX 
 prolongation of stay in a health care facility unless preplanned; or

 FORMCHECKBOX 
 an immediately life-threatening event including but not limited to one that    

      necessitates discontinuation of study participation; or

 FORMCHECKBOX 
 a report of overdose, or report of congenital anomaly; or

 FORMCHECKBOX 
 exceeding the nature, severity, or frequency described in the investigator’s brochure or  

 FORMCHECKBOX 
 protocol; or significant, persistent, or permanent harm or disability, either physical or  

      psychological [21CFR312.32]

 The NIH Web site detailing serious adverse events/effects is at: http://www.nhlbi.nih.gov/funding/policies/adverse.htm]]

 FORMCHECKBOX 

Breech in confidentiality that may involve risk to that individual or others; or
 FORMCHECKBOX 

Deviation from the protocol taken without prior IRB review to eliminate apparent immediate hazard to a research participant; or

 FORMCHECKBOX 

Accidental or unintentional change to the IRB-approved protocol that involves risks or has the potential to  

             recur; or 

 FORMCHECKBOX 

Event that requires prompt reporting to the sponsor, in accordance with the protocol (e.g., serious adverse 
              event); or

 FORMCHECKBOX 

Publication in the literature, safety monitoring report including a Data and Safety Monitoring Report, 
             interim result, or other finding that indicates an unexpected change to the risk/benefit ratio of the research;  

             or

 FORMCHECKBOX 

Adverse event that is both a serious adverse event and an unexpected adverse event, which in the 
             Investigator’s opinion is more likely than not to be related to the research procedures; or

 FORMCHECKBOX 

Any complaint from a participant that indicates an unanticipated risk or which cannot be resolved by the   

             research staff

 FORMCHECKBOX 

Other event that was unanticipated, involved risk to participants or others and was possibly related to the 
             research procedures. 

              Please explain      
Was a drug and/or device involved? 
 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
If YES, Please describe      
Based on your knowledge of the event, was the event related to the study?

 FORMCHECKBOX 

Definitely Related

 FORMCHECKBOX 
  Possibly Related



 FORMCHECKBOX 

Not Related



 FORMCHECKBOX 
  Relationship to protocol unknown

What was the severity of the event? 
 FORMCHECKBOX 

Mild




 FORMCHECKBOX 
   Moderate

 FORMCHECKBOX 

Life threatening/serious

              FORMCHECKBOX 
   Fatal

For adverse events which were life threatening or fatal, and were likely or possibly related to the protocol, provide information on the number of participants enrolled study-wide and the number of participants experiencing this side effect study-wide.  (You may need to obtain this information from the sponsor if this is a multicenter trial.)


     
# of participants enrolled study-wide   


     
# of events
as of       (date)

Does this study have a sponsor who is not a faculty member? 

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
What are your sponsor’s adverse events reporting requirements? 

     
Has the event report been submitted to the sponsor? 

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
 FORMCHECKBOX 

N/A (Research is not funded)

If NO, please explain       

Does this study have a Data Safety Monitor?

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No



If yes, please check one:


 FORMCHECKBOX 

A copy of the DSM’s review of the event/problem is attached


 FORMCHECKBOX 

The DSM has not reviewed the event/problem


 FORMCHECKBOX 

DSM review is pending

Was the possibility of the adverse event addressed in the protocol and consent forms? 

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
Are any protocol revisions required? 

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
If YES, please select which document(s) require revisions and submit an Amendment Form

 FORMCHECKBOX 

Consent Form(s)





 FORMCHECKBOX 

Assent Forms(s)
 FORMCHECKBOX 

Surveys

 FORMCHECKBOX 
  Ads





 FORMCHECKBOX 

Other
Does this adverse event increase the likely risk or decrease the likely benefit of the study? 

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
Please include a brief explanation.

     
Summarize the event 
     
Document the actions taken 
     
Document any known outcomes
     
F. 
Investigator’s Agreement

As Principle Investigator, I understand that I have the fundamental responsibility to conduct this study in accordance with ALL Montclair State University’s IRB policies and federal, state, and local laws that relate to research involving human participants.  I assure the Montclair State University Institutional Review Board that the use of human participants has been conducted in accordance with the previously approved protocol and conditions.  I agree that submitted information in this application is accurate and complete.

For Electronic Submission:

Typing your name on the line below serves as official signature if submitting this form electronically.  By typing your name, you are consenting to the above agreement.  

PI Signature Name ________________________________________    Date ______________

For Paper Submission:

You may also choose to print out and sign this page in blue or black ink.

PI Name (please print or type) ______________________________________

PI Signature _____________________________________________   Date ______________

To expedite processing, it is suggested that the student PI forward this document to his/her advisor electronically.  The Faculty Sponsor MUST print out this page, sign in blue or black ink, and forward to the IRB Administrator.  A typed name in the Faculty Sponsor Signature line WILL NOT be accepted.  An approval letter will not be issued until an original signed agreement is received.

Faculty Sponsor Name (please print or type) ________________________________________ 

The faculty sponsor’s signature indicates that s/he has reviewed this application and accepts the responsibility of insuring that the procedures approved by the IRB are followed.

Faculty Sponsor Signature__________________________________   Date ______________

Submission Instructions

Electronic Submission

Electronic submissions of an adverse event are preferred. If you submit your adverse event electronically, send the adverse event and all attachments to the IRB Administrator (as attachments to E-mail messages) at:

reviewboard@mail.montclair.edu.
Electronic Submission Confirmation

To receive confirmation that the IRB received your submissions activate the “RETURN RECEIPT” option in your email menu before sending your submissions.

PLEASE DO NOT SEND YOUR ADVERSE EVENT TO THE IRB CHAIR.

Sending your adverse event to anyone other than the IRB Administrator may delay the processing and review of your adverse event.

In addition to electronically submitted forms, you must also submit the following via campus mail in paper copy:

1) two (2) copies of any attachments that cannot be sent electronically. You do not need to submit a paper copy of the entire adverse event.

2) Students only: the Faculty Sponsor MUST forward a signed copy of the Investigator’s Agreement to the IRB at the below address.

OR

Paper Submission

If you submit your adverse event in paper copy, send two (2) copies of the adverse event and all attachments to:

Institutional Review Board

Office of Research and Sponsored Programs
Montclair State University
College Hall Room 248
Upper Montclair, NJ  07043
973-655-7583

email: reviewboard@mail.montclair.edu.

Additional copies of the adverse event and attachments may be requested if the adverse event requires a Full IRB Review.
IRB USE ONLY

Reviewer(s) Found and Documented

 FORMCHECKBOX 
 No further action required

 FORMCHECKBOX 
 Protocol Documents Revisions required 

 FORMCHECKBOX 
 Inform presently enrolled participants of the Adverse Events

 FORMCHECKBOX 
 Other

     
For Electronic Submission:

Typing your name on the line below serves as official signature if submitting this form electronically.  By typing your name, you are consenting to the above agreement.  

Reviewer’s Signature Name ________________________________________    Date ______________

For Paper Submission:

You may also choose to print out and sign this page in blue or black ink.

Reviewer Name (please print or type) ______________________________________

Reviewer’s Signature _____________________________________________   Date ______________

IRB Chair’s Signature _____________________________________________   Date ______________




 FOR IRB USE ONLY


Date received



































ID#: ____________________
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