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Guest speaker to discuss internet research  
On Sept. 14, 2009, Dr. Joseph A. Konstan, University of 
Minnesota, Dept. of Computer Science and Engineering 
will present ‘Internet Research from Surveys to Social 
Computing:  Ethical Issues and Practical Advice’.  This 
interactive discussion is open to all NDSU faculty, staff 
and students.  Watch for upcoming announcements 
soon.   

 
 
 
 
 
 
 
FDA inspection of NDSU IRB 
In a first-time visit to the NDSU IRB, a representative of the 
Food and Drug Administration (FDA) recently inspected IRB 
records, including protocols, procedures, meeting minutes 
and membership rosters.  A preliminary determination re-
vealed no deficiencies or problems related to FDA regula-
tions; a final report is expected at a later date.   
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Because research projects will vary significantly in the level and types of risk, involve-
ment of vulnerable groups or type of interventions, the level of IRB review required 
also varies.  The categories of review are set by federal regulations and include:  ex-
emption determinations, expedited review, or full board 
review.  Sometimes there will be uncertainty regarding 
appropriate level of review.  In those situations, the IRB 
will assign a higher level of review to ensure compliance 
with federal regulations and protection of the rights and 
welfare of research participants.  For more information, 
see SOP Section 7, IRB Review Process.  

 

  
 Nine years after the widely publicized death of Jesse Gelsinger, a 
research participant in his study, Dr. Wilson shares his reflections 

on the gene therapy trial.  The article is available through ScienceDirect.com.   
‘Lessons learned from the gene therapy trial for ornithine transcarbamylase defi-
ciency’, J. Wilson, Molecular Genetics and Metabolism 96 (2009) 151-157 

Teri Grosz, HRPP Mngr, Kristy Shirley, Res. Compl. Administrator, Dennis Cooley, IRB Chair. 

Questions or comments? E-mail us at ndsu.irb@ndsu.edu, or call 701-231-8908 

Visit  the IRB Updates listserv course on Blackboard to self-enroll or change your status on this list. 

Reminder:  Changes to an 
approved protocol require 
prior IRB approval, with 
few exceptions.  This 
would include, but is not 
limited to, changes in:  in-
vestigators or research 
team, research site, data 
collection, subject recruit-
ment or compensation.  
For more information see: 
SOP 7.5 Protocol Amend-
ments .     

Protocol changes 

What type of review will my project require?  Your questions: 

Recent article: 

http://www.ndsu.edu/research/irb/rcatt_irb_guidelines.php
http://www.ndsu.edu/research/irb/rcatt_irb_guidelines.php
http://www.jesse-gelsinger.com/
http://www.sciencedirect.com/



