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NAVAL MEDICAL RESEARCH CENTER



 Office of Research Administration


	HRPP#:
     
(DoD#:
     )


Reporting Unanticipated Problems & Serious Adverse Events

Serious Adverse Event or Unanticipated Problem Number (provide sequential amendment number):      
Instructions:  Please contact the NMRC Office of Research Administration if you have any questions at (301) 319-7276. Please attach any relevant documents. A separate report should be completed for each event or problem. 

NMRC IRB must be notified of:

     (  any injuries or unanticipated problems involving risks to subjects or others

     (  any serious adverse events experienced by subjects

     (  any adverse events reported to the study sponsor

     (  any sponsor safety reports (or other information concerning adverse events) issued by sponsors or cooperative groups

     (  any reports from Data Monitoring Committees or Data Safety Monitoring Boards

Unanticipated Defined:  An “unanticipated” problem is defined as one that causes harm or has the potential to cause harm that is not described in the current IRB-approved protocol and informed consent document for research.

Serious Adverse Event Defined:  A “serious adverse event” is defined as any adverse experience that results in any of the following outcomes: death, a life-threatening experience, inpatient hospitalization or prolongation of existing hospitalization, a persistent or significant disability/incapacity, or a congenital anomaly/birth defect [also see 21 CFR 312.32(a) and 21 CFR 812.3(s)].

Please indicate the type of problem or event (check all that apply):

 FORMCHECKBOX 

Initial Report (provide sequential report number):      
 FORMCHECKBOX 

Follow-up Report (date or number of related initial report):      
 FORMCHECKBOX 

Adverse Event involving a subject enrolled in a NMRC IRB approved study

 FORMCHECKBOX 

Serious Adverse Event involving a subject enrolled in a NMRC IRB approved study
 FORMCHECKBOX 

Unanticipated Problem involving risk to subjects or others enrolled in a NMRC IRB approved study or others
 FORMCHECKBOX 

Event at Another Site (i.e. event report from Multi-Center Trials, Safety Report, etc.)

 FORMCHECKBOX 

Other (e.g., significant protocol deviations)
Timelines:  

     (  Notification: The NMRC IRB Chair or a Vice Chair must be notified of SAEs or Unanticipated Problems within 24 hours after the investigators first learn of the event or problem.   Contact information is as follows:

Chair:  CDR David Fryauff - phone (301) 319-7588, fax (301) 319-7277, or e-mail David.Fryauff@med.navy.mil 
Vice Chair:  CAPT Judith Epstein – phone (301) 295-0021, fax (301) 319-7277, or e-mail Judith.Epstein@med.navy.mil 
      (  Reporting: Following the initial notification, this form should be submitted as soon as possible and NO LATER THAN five (5) working days after investigators first learn of the event or problem.
Part A – Background Information

1.
Title of Project:      
2.
NMRC Lead Investigator (name):      
Signature: 
_____________________________________

Date: 



3.
Principal Investigator, if different from above (name):      
Part B – Description of Event or Problem

1.
Date of event or problem:      
2.
If report is submitted more than 5 working days after investigators first learned of the event or problem, please explain reasons for delay:      
3.
Please provide a brief summary of the event or problem and attach all relevant documentation (e.g., notification to or from sponsor, safety reports, MedWatch forms):       
4.
For events/problems involving a subject enrolled in a NMRC IRB approved study, please describe the outcome for the subject:

a.
Subject ID No.:      

Subject Age:      

Subject Gender:      
b.
Please describe the treatment provided to the subject:      
c.
Please describe subject’s recovery (e.g., complete, partial, none, unknown):      
d.
Please describe subject’s future study involvement (e.g., continued, discontinued, delayed):      
5.
As the NMRC investigator, how severe do you think the event or problem was?

 FORMCHECKBOX 
 Mild
 FORMCHECKBOX 
 Moderate 
 FORMCHECKBOX 
 Severe 
 FORMCHECKBOX 
 Serious

6.
As the NMRC investigator, what effect do you think the research intervention had on the event or problem:

 FORMCHECKBOX 

Causative: Highly probable that research intervention caused event/problem.
 FORMCHECKBOX 
 
Probable: More likely than not that research intervention caused event/problem.
 FORMCHECKBOX 

Unlikely: Low probability that research intervention caused the event/problem.
 FORMCHECKBOX 

Unrelated: Another cause for the event/problem has been identified as highly probable.

7.
As the NMRC investigator, what changes do you think are necessitated by the event/problem? (check all that apply)
 FORMCHECKBOX 

Change in protocol.  (Please attach IRB Form 2.)
 FORMCHECKBOX 
 
Change in consent document.  (Please attach IRB Form 2.)
 FORMCHECKBOX 

Provide information about the event/problem to currently enrolled subjects.

 FORMCHECKBOX 

Provide information about the event to subjects who have completed their participation in the research.

 FORMCHECKBOX 

No changes needed.

 FORMCHECKBOX 

Protocol suspension.

 FORMCHECKBOX 

Protocol termination.

8.
Please provide a brief summary of corrective actions, if any, that have been implemented:       
Part C – Reporting of Event or Problem

1.
Check as applicable:

 FORMCHECKBOX 

Event/Problem involving a subject enrolled in a NMRC IRB approved study – complete remaining questions in Part C

 FORMCHECKBOX 

Event at Another Site (i.e. event report from Multi-Center Trials, Safety Report, etc.) – skip remaining questions

2.
Has this event/problem been reported to the study Sponsor?

 FORMCHECKBOX 
  N/A 
 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes

3.
Has this event/problem been reported to the Research Monitor?

 FORMCHECKBOX 
  N/A 
 FORMCHECKBOX 
  No
 FORMCHECKBOX 

Yes (If yes, indicate when reported to the monitor and attach copy of the monitor’s determination):      
Part D – Investigator’s Chain of Command Review

DEPARTMENT HEAD:  

Signature:
_____________________________________

Date: 



Name/Dept.:
     
DIRECTOR:

Signature:
_____________________________________

Date: 



Name/Dir.:
     
Part E – Review Determination Record

To be completed by IRB Chair or Vice Chair. 
 FORMCHECKBOX 
  No Action Required as Determined by Expedited Review (check as applicable):

 FORMCHECKBOX 
  Unrelated

 FORMCHECKBOX 
  Unlikely to be related
 FORMCHECKBOX 
  Anticipated and included in the approved consent document

 FORMCHECKBOX 
  Not interpretable

 FORMCHECKBOX 
  Other (describe in comments section below):

 FORMCHECKBOX 
  Forward to Convened (Full) IRB for Review (e.g., judged to be serious, related, and unanticipated; or otherwise warranting convened review)


 FORMCHECKBOX 

Approved by the Convened (Full) IRB


 FORMCHECKBOX 

Disapproved by the Convened (Full) IRB

 FORMCHECKBOX 
  Following action is required, in interim pending review by the Convened (Full) IRB (describe in comments section below):

Comments:  

Signature of IRB Chair or Vice Chair




Date
Part C – Approval 

To be completed by the Commanding Officer or Executive Officer. 
Based on the authority granted to me in BUMED ltr 3900 Ser M00RPH/12UMOORPH326 of 22 October 2012, I concur with the Commanding Officer/Commander’s approval and authorize NMRC participation in this action.  
Signature of Commanding Officer or Executive Officer

Date
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