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	Institutional Review Board

Clayton State University UC-149

2000 Clayton State Blvd, Morrow, GA 30260

(678) 466-4979 (678) 466-4190


	Unanticipated Problems and Adverse Events Report Form


	(Check One)  Dr.   FORMCHECKBOX 
 Mr.  FORMCHECKBOX 
   Ms.  FORMCHECKBOX 

(Check One)  Faculty  FORMCHECKBOX 
   Undergraduate  FORMCHECKBOX 
   Graduate  FORMCHECKBOX 

                                           

Principal Researcher

                                                           

CSU Department AND CSU Mailing Address

(Include department even if living off campus or out of town.)

                                                                          
Mailing Address (if you prefer not to receive mail in dept.)

                                                                

Phone Number (s) & E-Mail

__________________________________________________________

**Signature of Principal Researcher

CSU Faculty

Advisor:          Name       

                         Dept.      
                         Building       

                         Phone No.      
CSU Advisor (s)

**Signature:          _______________________________


Laker Id:                     Date:                         
**Your Signature indicates that you have read the Guidelines and that you accept responsibility for the research described in this application.  It further attests that you are fully aware of all the procedures to be followed, will monitor the research, and will notify the IRB of any significant PROBLEMS or CHANGES.
	(Check One)  Dr.  FORMCHECKBOX 
   Mr.  FORMCHECKBOX 
   Ms.  FORMCHECKBOX 

(Check One)  Faculty  FORMCHECKBOX 
   Undergraduate  FORMCHECKBOX 
 Graduate FORMCHECKBOX 

     
Co-researcher

     
CSU Department AND CSU Mailing Address

     
8:00 a.m. – 5:00 p.m. Phone Number (s)

___________________________________________

Signature(s) of Co-researcher(s)


	Who should receive the response about this report:       

	Event’s Identifying Code, if any:       

	


1. Indicate the type of event/problem:
 FORMCHECKBOX 

Adverse event that is: (1) unexpected and (2) related/likely related to the research as determined by the OHRP Guidelines (http://www.hhs.gov/ohrp/policy/AdvEvntGuid.htm).
 FORMCHECKBOX 

Specific protocol-defined events that require prompt reporting to the sponsor

 FORMCHECKBOX 

Breach of confidentiality

 FORMCHECKBOX 

Incarceration of a participant in a protocol not approved to enroll prisoners

 FORMCHECKBOX 

An accidental or unintentional deviation to the IRB-approved protocol that involved risks

 FORMCHECKBOX 

An emergency protocol deviation taken without prior IRB review to eliminate an apparent immediate hazard to a research participant

 FORMCHECKBOX 

A complaint of a participant that indicates an unanticipated risk or any complaint that cannot be resolved by the research staff

 FORMCHECKBOX 

Information that indicates a change to the risks or potential benefits of the research. For example,

· An interim analysis or safety monitoring report indicating that frequency or magnitude of harms or benefits may be different than initially presented to the IRB; OR
· A paper published from another study indicating that the risks or potential benefits of the research may be different than initially presented to the IRB.

 FORMCHECKBOX 

Change in FDA labeling or withdrawal from marketing of the study drug, device or biologic used in this research protocol

 FORMCHECKBOX 

Sponsor imposed suspension for risk

2. Location of event:                         
3.  Is the study permanently closed to enrollment?
 FORMCHECKBOX 

Yes

 FORMCHECKBOX 

No

4. Is anyone at this site still on study treatment (drugs, device, intervention)?
 FORMCHECKBOX 

Yes

 FORMCHECKBOX 

No

5. Indicate the type of report:
 FORMCHECKBOX 

Initial report

 FORMCHECKBOX 

Follow-up report

(  For internal adverse events, indicate date of initial report.

     
(  For external adverse events, indicate report number.

Internal adverse events are those adverse events experienced by subjects enrolled by the investigator(s) at that institution, whereas external adverse events are those adverse events experienced by subjects enrolled by investigators at other institutions engaged in the clinical trial.
     
6. Date of problem/event:





     
7. Date of discovery of problem/event, if applicable:


     
8. Identify drug, biologic, device, treatment, intervention, etc., if applicable:
     
9. Briefly describe the problem/event:





     
10. Has the same problem/event occurred previously in this study?
 FORMCHECKBOX 

No

 FORMCHECKBOX 

Yes ( What is the number of times this event has occurred study-wide?      
11. Is the problem/event ongoing?
 FORMCHECKBOX 

Yes

 FORMCHECKBOX 

No

(  Date the problem/event ended.




     
(  Outcome of the problem/event (Check all that apply)

 FORMCHECKBOX 

Participant was not adversely affected by the problem/event

 FORMCHECKBOX 

Resulted in prolonged hospitalization

 FORMCHECKBOX 

Resulted in permanent disability

 FORMCHECKBOX 

Resolved spontaneously

 FORMCHECKBOX 

Resolved with treatment

 FORMCHECKBOX 

Participant discontinued study intervention

 FORMCHECKBOX 

Participant withdrew from the study

 FORMCHECKBOX 

Other ( Specify:       
 FORMCHECKBOX 

Participant died (  Provide a detailed description of the circumstances that led to the death.

     
12. Does the study have a Data Safety Monitoring Board (DSMB) or Data Safety Monitor (DSM)?
 FORMCHECKBOX 

No

 FORMCHECKBOX 

Yes ( Choose one of the following:

 FORMCHECKBOX 
  A copy of the DSMB or DSM review of the event/problem is attached

 FORMCHECKBOX 
  The DSMB or DSM has not reviewed the problem/event

 FORMCHECKBOX 
  The DSMB or DSM review is pending.

 FORMCHECKBOX 
  Not applicable
13. Are the specificity, frequency and severity of this problem/event consistent with the study and consent document?
 FORMCHECKBOX 

Yes

 FORMCHECKBOX 

No ( Explain why not:       
14. Should the consent document be revised?
 FORMCHECKBOX 

No

 FORMCHECKBOX 

Yes ( Submit a revised consent document with this report.  Complete the modification report form.
15. Should the protocol be revised?
 FORMCHECKBOX 

No

 FORMCHECKBOX 

Yes ( Submit a revised protocol with this report. Complete the modification report form
16. Should the research be suspended or terminated?
 FORMCHECKBOX 

No

 FORMCHECKBOX 

Yes ( Describe the procedures for orderly suspension or termination of the research.  Complete the continuing report form.
     
17. Should currently enrolled participants be notified about this problem/event?
 FORMCHECKBOX 

No

 FORMCHECKBOX 

Yes ( Explain how they will be notified. If an addendum to the consent document will be used, submit this document with this report.

     
18. Should past participants be notified about this problem/event?
 FORMCHECKBOX 

No

 FORMCHECKBOX 

Yes ( Explain how they will be notified. If an addendum to the consent document will be used, submit this document with this report.

     
Principal Investigator Certification: My signature certifies that all necessary information has been assessed, or the study is being terminated as the risk to benefit ratio is no longer acceptable. ___________________________________________


____________________

Principal Investigator’s Signature




Date

