McLeod Health

Institutional Review Board


Adverse Event/Serious Adverse Event Form
Complete this form in its entirety. Do not add or delete any fields or form will be returned for correction.
Submit this form and any relevant documents (e.g. sponsor/FDA communication) to the Research Department after discovering an eligible adverse event (see IRB Policy P-30 for eligibility and timing requirements). Information must be typed. One event/subject per form.
	IRB USE ONLY:    FORMCHECKBOX 
 Expedited review?   Date:             


Date of Submission:           
Date of Adverse Event:           
Study Title:      
Protocol #:      

Clinical Phase:
 FORMCHECKBOX 
 Phase I or II      FORMCHECKBOX 
 Phase III      FORMCHECKBOX 
 Phase IV      FORMCHECKBOX 
 N/A
Principal Investigator:       

Research Nurse:      
Co-Principal Investigator:       
Email: 
     



Telephone:      

Select the type of study and complete all that apply:
 FORMCHECKBOX 
  Drug - Date of first dose:                  
Date of last dose:                             
      Drug name:                             
Dose:                         
Frequency:       
 FORMCHECKBOX 
  Device - Date of first use:                              
Date of last use:                                     
Protocol Status:

Current protocol version date:              
Current consent form version date:            
Have there been any changes* to the protocol since the last IRB review?   FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No
  If yes, please identify (Amendment #, Revision #, etc.)       
Have there been any changes* to the consent form since the last IRB review?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
  If yes, please summarize:       
*Any changes that have not been previously submitted to the IRB must be submitted along with this form.
Patient Information:
Subject I.D.#:                     Date of birth:                Race:            
Gender:   FORMCHECKBOX 
 Male     FORMCHECKBOX 
 Female

Onset Date:                 Event description and treatment*:                              
*Attach a detailed report if available. Subject’s identity should be limited to study number only.

Severity & Reporting Necessity
 FORMCHECKBOX 
  Mild (awareness of sign/symptom, but easily tolerated)

 FORMCHECKBOX 
  Moderate (discomfort enough to interfere with usual activity)

 FORMCHECKBOX 
  Severe (incapacitating with inability to work or perform routine activities)
Adverse event relation to device/drug/treatment:   FORMCHECKBOX 
 Related or possibly related
 FORMCHECKBOX 
 Unrelated

Was this event listed in the protocol and consent document (i.e. was it expected)?
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

If yes, has this expected adverse event increased in frequency and/or duration?
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

If yes, please provide details:                              
If adverse event was unexpected, are changes required to the consent document?
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
  No
Please explain:                              
Does this event change the inherent study risks to this subject or other subjects?
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
  No
If yes to either of the above, state the actions being taken as a result:                              
Was this adverse event reported to:

· Sponsor? 
 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

Date reported:                
· FDA*?

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

Date reported:                
*Required when investigators also serve as sponsors in IND/IDE trials or expanded access protocols.
Serious Adverse Event Only (severe and unexpected) – attach all SAE reports and indicate if the event led to any of the following outcomes:
 FORMCHECKBOX 
  Death (due to any cause regardless of relationship to study)

 FORMCHECKBOX 
  Life-threatening and required intervention to prevent permanent injury/damage

 FORMCHECKBOX 
  Required hospitalization/prolonged current hospitalization

 FORMCHECKBOX 
  Disability/incapacity


 FORMCHECKBOX 
  Congenital anomaly


 FORMCHECKBOX 
  Overdose

Protocol Status Update:


How many subjects have been enrolled (consented) since last IRB review?        
Have any subjects withdrawn from the study?  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
If yes, please explain:      
Did the subjects have any complaints?             FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
If yes, please describe:      
Were there any adverse events reported from the study sponsor since the last review?  FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No

  If yes, please list the AE#, event, and relationship category (not related, possibly related, etc.)

	AE # and Date
	Description
	Relationship

	     
	     
	     

	     
	     
	     


Is there a recent Data Safety Monitoring Board report?      FORMCHECKBOX 
 No      FORMCHECKBOX 
 Yes (please attach)
Documentation to be submitted with form (checklist):
 FORMCHECKBOX 
  Attach any pertinent documentation related to this adverse event/serious adverse event.

 FORMCHECKBOX 
  Attach any study documentation that must be modified as a result of this event.
Comments:                                    _                                                                         
Principal Investigator (printed):    ___________________   



Principal Investigator Signature                                   _    
Date:    _______  
Please send this original form along with any relevant supporting documentation** to:

Toshia Jones, IRB Coordinator

McLeod Health - Research Department

(843) 777-2013
toshia.jones@mcleodhealth.org
**PLEASE BE SURE TO SEND ALL DOCUMENTS TO IRB COORDINATOR ELECTRONICALLY.

FOR IRB REVIEWER USE ONLY:

Comments:                                         _                                                                   
                                                                                                                      _    
Primary Reviewer (printed):                                                 



Primary Reviewer Signature:                                                
Date:                     
FOR IRB OFFICE USE ONLY: 
 FORMCHECKBOX 
 No action required
 FORMCHECKBOX 
 Proposed protocol/ICF changes approved
 FORMCHECKBOX 
 Protocol/ICF changes needed (noted in letter)
 FORMCHECKBOX 
 Deferred to convened meeting
IRB approval date:              
Full Board review:              
Letter sent date:              
Does this AE/SAE represent an “Unanticipated Problem?”   FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes (report to OHRP)
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