Army Research Laboratory
Continuing Review
of Research Project Using Human Subjects
	Instructions

	Federal regulations require that continuing reviews of all non-exempt human subject research be conducted at least annually.  Therefore, this form must be completed and returned to ARL’s Institutional Review Board, Aberdeen Proving Ground, Building 459.  Please complete in a legible manner. You can fill out the form by hand or enter the information directly into this form on your computer.


Research Project Information
	Log Number: ARL      
	Date:      

	Principal Investigator:      
	Telephone:      

	Address:     

	Project Title:      

	E-Mail:      

	Date the protocol was originally approved:       


Current Status of Research Project
	 FORMCHECKBOX 
  Subjects are no longer being recruited or run in study. Investigators analyzing identified data.
(Answer item 10)

	 FORMCHECKBOX 
  Study is being conducted and subjects are being run.  (Answer all items except 1)
Date started: 
Anticipated completion date: 

	 FORMCHECKBOX 
  Study has been conducted and additional subjects are requested.  (Answer all items except 1)
Date additional subjects will start: 
Anticipated completion date: 

	 FORMCHECKBOX 
  Study has not begun.  (Answer items 1, 9, 10)
Anticipated start date:
     
Anticipated completion date:
     


Details of Research Project

	1. If no subjects are involved in the study, explain why:      

	2. How many subjects have been accrued?  Include in your count subjects who have completed the study, and those currently being run in the study since the last review.       

	3. Will more subjects be recruited? 
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If yes, how many?      

	4. Did any subjects withdraw from the study since the previous IRB review? 
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If yes, state the number and reasons for withdrawal in next box.  Include subjects who dropped out after beginning the study and those who refused to take part after reading the consent form, even if they refused to sign it.   If there is insufficient space, attach a description.

	     

	5.
Describe any changes or deviations from the protocol not reported since last approval in next box.  If there is insufficient space, attach a description.

	     


	6. Were any complaints about the study made by subjects?


Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If yes, a description must be provided in the next box.  If there is insufficient space, attach a description.

	     

	7. Were there any unanticipated problems in the study that affected any subjects or others such as research personnel?


Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If yes, a description of any problems or complication must be provided in the next box.  If there is insufficient space, attach a description.
Unanticipated problems, in general, include any incident, experience, or outcome that meets all of the following criteria:

(a)
unexpected (in terms of nature, severity, or frequency) given (i) the research procedures that are described in the protocol-related documents, such as the IRB-approved research protocol and informed consent document; and (ii) the characteristics of the subject population being studied;

(b)
related or possibly related to participation in the research (possibly related means there is a reasonable possibility that the incident, experience, or outcome may have been caused by the procedures involved in the research); and

(c)
suggests that the research places subjects or others at a greater risk of harm (including physical, psychological, economic, or social harm) than was previously known or recognized.

	     


	8. Were there any adverse events in the study?


Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If yes, a description must be provided in the next box.  If there is insufficient space, attach a description.

The term adverse event1 in general is any untoward or unfavorable medical, social, or behavioral occurrence in a human subject, including any abnormal sign (an abnormal physical exam or laboratory finding such as a hearing threshold shift), symptom, or disease, temporally associated with the subject’s participation in the research, even if it is not considered to be causally related to the subject’s participation in the research.

	     

	9.
Summarize any recent literature that may be relevant to the research.  For example, describe research that may require changing the procedure to insure subjects’ safety.

	     

	10.
Provide a brief summary of progress and results. If there is insufficient space, attach a description.

	     


If this study is active and additional subjects will be recruited, a copy of the current consent form must be returned with this form, even if it is the same as previously approved.  Any change to the original consent must be highlighted.

SIGNATURE:

Principal Investigator (typed name)
Date
� This definition is based on guidance from Health and Human Services.
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