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Principal Investigator: Andrew Duchowski



Protocol #: IRB2014-251
Protocol Title: Quantitative Analysis of Gaze Over Subtitles
1.
The status of this project is:

	
	a.
	 FORMCHECKBOX 

	Actively enrolling subjects

	
	
	
	 FORMCHECKBOX 

	Protocol unchanged

	
	
	
	 FORMCHECKBOX 

	Requesting changes (Please complete an amendment form.)

	
	
	
	
	

	
	b.
	 FORMCHECKBOX 

	Enrollment closed

	
	
	
	 FORMCHECKBOX 

	Subjects still receiving research-related interventions

	
	
	
	 FORMCHECKBOX 

	All subjects have completed all research-related interventions and research remains active only for long-term follow-up of subjects

	
	
	
	 FORMCHECKBOX 

	Remaining research activities are limited to data analysis only

	
	
	
	
	 FORMCHECKBOX 

	Data include individually identifiable information – requesting continuing review

	
	
	
	
	 FORMCHECKBOX 

	Data include no identifiers and no master list exists to link data to participant identities – requesting protocol be closed

	
	
	
	
	
	

	
	c.
	 FORMCHECKBOX 

	Project has not started

	
	
	
	 FORMCHECKBOX 

	Protocol unchanged – requesting continuing review

	
	
	
	 FORMCHECKBOX 

	Requesting protocol be closed

	
	
	
	
	

	
	d.
	 FORMCHECKBOX 

	Completed – requesting protocol be closed


2.
If new subjects will be enrolled in this study, please provide a clean copy of the current informed consent document(s). The IRB will not review your request for continuing review without the current informed consent document(s). The IRB will affix the approval and expiration date stamp and return the informed consent document(s) to you. Please choose all that apply.
 FORMCHECKBOX 

New subjects will be enrolled – clean copy of current informed consent document(s) included


If not all populations will provide informed consent, please specify the population(s) for which you are providing informed consent document(s): 
 FORMCHECKBOX 

Enrollment closed – no informed consent document(s) needed

 FORMCHECKBOX 

Informed consent waived – no informed consent document(s) needed

If informed consent is waived for specific population(s), please specify for which populations:  FORMTEXT 

     
3.
Number of subjects enrolled since the last IRB review: 21
Number of subjects enrolled since the start of the research study: 21
4.
Number of subjects who withdrew from the study since the last IRB review. (Include withdrawal by investigator and subject self-withdrawal.): 0
Reasons:
     
5.
Number of complaints about this research since the last IRB review: 0
Describe:
     
6.
Number of adverse events and other unanticipated problems involving risks to subjects or others since the last IRB review. (Reportable events include unanticipated psychological discomfort, negative physical reactions, experience of side effects, reports to authorities, and loss of consent forms or data collection instruments. If you have questions about what constitutes a reportable event, please contact the Office of Research Compliance at 656-6460. All such events must be reported promptly to the IRB.): 0
Describe:
     
If there were adverse events or other unanticipated problems, does this suggest revisions are needed to the consent form or to the protocol?   FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

If yes, describe the revisions:
     
7.
Have there been any changes in the protocol since the last IRB review that you have not reported to the IRB?   FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

If yes, describe all changes in an attachment and include appropriate paperwork (e.g., amendment form, revised informed consent). Examples of changes include a change in the title of the project; alterations to the methodology; and a change to the research question.
8.
Is there any information from your studies or from elsewhere that indicates a need to modify this study or that may change the risk/benefit ratio of this study?   FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

If yes, please explain in an attachment. Include any relevant information that may have an impact on the continued safety and appropriateness of this study and any amendments that may be required.

9.
Have there been changes to your conflict of interest statement or situation?   FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

10.
Have there been any changes in the membership of the research team?   FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No  

If yes, describe the changes:
     
11.
Has this project received external funding that was not reported to the IRB?   FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
If yes, include a copy of the grant with the continuing review form.
	Brief status report or interim findings: We have preliminary analysis of the data, but need to perform further statistical tests and  visualizations before ready for publication.



	 FORMCHECKBOX 

I am the principal investigator. I am submitting this form electronically and this submission constitutes my signature.




Principal investigator signature: Andrew Duchowski
Date: 8/3/2015
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