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Please provide the following information:

Type your answers or use a computer – handwritten forms will not be accepted.

Protocol Number (CHRP/IRB):
     
Title:
     
Principal Investigator:  
     
Co-Investigator(s):


     
To continue to work on the protocol (or to close the study) listed above, please complete the appropriate sections.  Please return this renewal form to the IRB Chair (dikelly@linfield.edu).

SECTION I.  Please complete the following questions (must be completed for all protocols).

1.  NATURE OF THE PROTOCOL/STUDY (Check all that apply)
 FORMCHECKBOX 
Telephone Interviews
 FORMCHECKBOX 
Observation/Field Study

 FORMCHECKBOX 
Face-to-Face Interviews
 FORMCHECKBOX 
Psychological/Evaluative Tests

 FORMCHECKBOX 
Survey/Questionnaire
 FORMCHECKBOX 
Exercise Tests

 FORMCHECKBOX 
Intervention
 FORMCHECKBOX 
Medical/Clinical Trial

 FORMCHECKBOX 
Video or Audio Taping


Other      


2.  PROTOCOL STATUS (Check the statement that applies)
 FORMCHECKBOX 

Project inactive, no work has been done and no work will be done.  


Complete Section I only.
 FORMCHECKBOX 

Project completed, no further work with identifiable data or humans will be done.  


Complete Sections I and II only.

 FORMCHECKBOX 

Project pending, anticipated start date is ________.  Complete Sections I, II and III.
 FORMCHECKBOX 

Project active (continuing).  Complete Sections I, II and III.
SIGNATURE

The information given in response to the questions on this form is accurate.

______________________________________
_________________________

Signature of the Principal Investigator 

Date

______________________________________
_________________________

Signature of the Co- Investigator


Date

______________________________________
_________________________

Signature of the Co- Investigator


Date

______________________________________
_________________________

Signature of Faculty Advisor (if applicable)

Date
______________________________________
_________________________

Signature of IRB Chair Indicating Approval

Date


 FORMCHECKBOX 
(Project completed)
 FORMCHECKBOX 
(Exempt) 
 FORMCHECKBOX 
(Expedited)

 FORMCHECKBOX 
(Full)
 FORMCHECKBOX 
(Project never started)
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SECTION II
For projects which are completed, pending or active.  

Please answer the following questions.  
3.  ASSURANCE

 FORMCHECKBOX 
YES   FORMCHECKBOX 
NO -
Has this project been conducted in accordance with the most recent IRB approval of the study?  If no, provide a detailed explanation and justification for the deviation.      
4.  SUBJECT POOL


a.  Exact number of participants originally approved to study:
 
     

b.  Exact number studied in current approval period: 



     

c.  Remaining number of available participants:




     



d.  Additional number of participants requesting to use in next 


approval period (in addition to #c):




     
5.  PROGRESS REPORT
Please indicate your progress on the project to date.  Please include specific information on the recruitment and use of human participants (1 - 2 paragraphs).  You may attach a copy of your grant progress report or publication.

     
6.  PROBLEMS/ADVERSE EVENTS

 FORMCHECKBOX 
YES   FORMCHECKBOX 
NO - Were there any adverse events or unexpected problems involving risks to subjects or others?    

 FORMCHECKBOX 
YES   FORMCHECKBOX 
NO - Did any subjects withdraw from the research before completion?

 FORMCHECKBOX 
YES   FORMCHECKBOX 
NO - Have there been any complaints received about the research?

 FORMCHECKBOX 
YES   FORMCHECKBOX 
NO - Were there problems recruiting subjects or obtaining consent?


If you answered yes to any of the above questions, please describe the events/problems, number of subjects involved, and the steps that were taken to resolve the situation.

     
SECTION III
For projects which are pending or active.  Type your answers or use a computer. 

7.  RISK LEVEL

 FORMCHECKBOX 
YES   FORMCHECKBOX 
NO -
Has any new information become available which might indicate the risk level to the subjects is different than originally thought or change their willingness to continue participation in the research?  (If yes, please explain)

     
8.  INFORMED CONSENT

 FORMCHECKBOX 
YES   FORMCHECKBOX 
NO- Has your informed consent document changed? If no, please attach a copy of the current informed consent form, (or script as applicable).  

If yes, please submit one (1) copy of the new version with the requested changes highlighted and one (1) copy with the revisions, but do not highlight them.

9.  PROJECT FUNDING

 FORMCHECKBOX 
YES   FORMCHECKBOX 
NO -
Have there been any changes in external funding associated with the project since the last approval?  If yes, please note the sponsor and grant number (if applicable).
     
10.  PROJECT PERSONNEL

 FORMCHECKBOX 
YES   FORMCHECKBOX 
NO -
Have there been any personnel/staff changes since the last approval was granted?  

If yes, please list the following information:  Additions or deletions, names, role in project, effective date of requested change.

     
11.  FUTURE PLANS

 FORMCHECKBOX 
YES   FORMCHECKBOX 
NO - 
Are there any changes planned to the protocol previously approved by the IRB?  If yes, give a full description and justification for the proposed changes.  Please note that the proposed changes must be approved before they may be implemented.



     
Date received _____________Date Approved for Continuation / Closed ____________


� for office use only





Per the Common Rule, continuing review is only required for federally-funded studies and those posing risks requiring full review. Continuing review is eliminated for most minimal risk studies (those requiring expedited or limited review) and for all studies that have completed subject intervention/interaction (i.e.,if research activity is limited to either analysis of identifiable data/biospecimens or follow-up clinical data from procedures that subjects undergo as part of clinical care then review is no longer required). If recruitment and data collection are completed for any study that was reviewed and approved please complete Sections I and II to provide the IRB information that the study is now closed.
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