Centerstone Institutional Review Board

Version Date:

Assigned Protocol #:


Application for Human Subjects’ Research
Individual Serious Adverse Event and/or Unanticipated Problem Involving Risks to Subjects or Others

1. Protocol Title:
	


2. Principal Investigator:
	


3. Please indicate type of report: 

    FORMCHECKBOX 
 Initial

    FORMCHECKBOX 
 Follow-up     Date of initial report: 

4. Centerstone Patient Information:

	Patient Identifier: (DO NOT use any name or any personal identifiers)
	

	Centerstone ID #:
	

	Participant Age:
	

	Date of event:
	

	Drug/Biologic/Device/Treatment/Intervention (if applicable):
	


5. Description of the event/problem: (Attach any additional forms.)      
6. The event or problem is:

    FORMCHECKBOX 
 Related/Probably related to the protocol

    FORMCHECKBOX 
 Possibly related to the protocol

    FORMCHECKBOX 
 Unrelated to the protocol

    FORMCHECKBOX 
 Unknown relationship to the protocol

7. If this protocol involves study medication(s), how long has the participant been on the medication?            FORMCHECKBOX 
 NA

8. On what date did the subject consent to research participation?      
9. Has this event or problem been reported to the sponsor?

    FORMCHECKBOX 
 Yes

    FORMCHECKBOX 
 No     Please provide rationale for not reporting:      
    FORMCHECKBOX 
 This protocol has no sponsor.

10. This study:

    FORMCHECKBOX 
 Has a Data Safety Monitor (DSM), and:

          FORMCHECKBOX 
 A copy of the DSM’s review of the event or problem is attached.

          FORMCHECKBOX 
 The DSM has not reviewed the event or problem

          FORMCHECKBOX 
 DSM review is pending.

    FORMCHECKBOX 
 Does not have a DSM

11. Are any protocol revisions required?

    FORMCHECKBOX 
 Yes (Please provide details of the changes to be submitted in an amendment.)
    FORMCHECKBOX 
 No

12. Does this event or problem increase the likely risk or decrease the likely benefit of the study?

     FORMCHECKBOX 
 Yes     Explain:      
     FORMCHECKBOX 
 No

13. Was possibility of this serious and/or unexpected event or problem addressed in the protocol and consent form?

     FORMCHECKBOX 
 Yes     
     FORMCHECKBOX 
 No

14. Should the consent/assent form be modified?

     FORMCHECKBOX 
 Yes     (Please provide details of the changes to be submitted in an amendment.)
     FORMCHECKBOX 
 No

15. If the event or problem was unanticipated and presents a risk to others, the Office for Human Research Protections (OHRP) must be notified. Has OHRP been notified?

     FORMCHECKBOX 
 Yes     (Please attach.)
     FORMCHECKBOX 
 No     Explain:      
16. Is it necessary to inform currently enrolled subjects of this serious and/or unexpected event or unanticipated problems so they may consider their willingness to continue to participate?

     FORMCHECKBOX 
 Yes     Explain:      
     FORMCHECKBOX 
 No

As the Principal Investigator, I understand that I am responsible for the accurate documentation, investigation and follow-up of all adverse events and unanticipated problems involving risks to participants and others that are possibly related to study participation.

________________________________________                              _______________

Principal Investigator Signature




    Date
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