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REVISION/S OF AN APPROVED RESEARCH PROTOCOL 

INVOLVING HUMAN SUBJECTS COVER PAGE

All research projects involving human subjects must submit an application for review and approval by the Institutional Review Board for Human Subjects (IRB) or the Psychology Departmental Human Subjects Review Board (DRB) prior to the initiation of the research.  Research that will be conducted with external or internal grant funding shall be submitted to the IRB.  Research that involves no greater than minimal risk and will be conducted without external or internal grant funding shall be reviewed by the IRB or the DRB. If you have questions, call the Office for the Advancement of Research and Scholarship: (513) 529-3600 or email humansubjects@muohio.edu .

Submit the application to humansubjects@muohio.edu (if a student, the FA must submit the application).

A. 
PROJECT PERSONNEL



  
Faculty
Staff
Undergraduate
Graduate

Principal Investigator(s) (PI’s) Full Name,  Department    and UNIQUE ID
(ex: smithja)  Date completed CITI & Practicum


Faculty Advisor (if PI is a student) and Department  




Date completed  CITI & Practicum

Other Personnel who will interact with subjects 


Date completed  CITI 

B. 
CONTACT INFORMATION FOR PI and Faculty Advisor (if PI is a student) 

Campus or Postal Address(es)





PI’s E-mail’s Address

Phone


Faculty Advisor’s E-mail Address
Phone

C. 
PROJECT TITLE  





D.
FUNDING SOURCE  

   If external, OARS Proposal Approval Form number

E.
PROJECT DATES Beginning 



Ending

F.
TYPE OF APPLICATION - REVISIONS OF APPROVED PROTOCOL:  PROTOCOL NUMBER:

G.
Does this project make use of any of the following special types of subjects and/or locations?


Please mark an “X” on the appropriate line:


Research with Children

Research with Prisoners 

Research with Pregnant Women and Fetuses in Utero

Research in Public Elementary and Secondary Schools

International Research 

Research in VA Hospitals

Research Conducted with Clinical Populations in which HIPPA Applies (e.g. Medical,

      Psychiatrist)


Internet Research 

Drug Research in Human Population (FDA Regulated)
In the CITI Training Program <http://www.citiprogram.org>, there is a training module associated with each of the above special cases.  Before your IRB application can be approved, you will need to complete any of the above modules as part of your optional modules (if not listed in the required modules) that are associated with your research, you must pass each quiz associated with the module/s.  

H.
INVESTIGATOR’S ASSURANCE STATEMENT  (You may send this via email to humansubjects@muohio.edu however, if you are a student, then your faculty Advisor must submit it via email to the address above from their Miami email address.  By sending it via the Miami email address, then it serves as their signature of assurance.)
I have read Miami University's policy concerning research involving human subjects and I agree to:


1.
Accept responsibility for the ethical conduct of this research study,


2.
Obtain approval from the Institutional Review Board or Departmental Review Board 
prior to changing any procedures,


3.
Report to the IRB any complications, adverse reactions or unexpected effects on subjects, 


4.
Submit an Application for Approval of Continuing Projects within one year, or sooner as specified in the approval letter, describing the current status of the project. 

Principal Investigator(s)
Date 


Faculty Review of Student Projects: I have reviewed and approved the procedures to be used in the project described in this application.  I agree to meet with the investigator on a regular basis to monitor study progress and assure that the well being of subjects is adequately safeguarded. 

Faculty Advisor 
Date 
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INSTRUCTIONS FOR COMPLETING APPLICATION FOR REVISIONS TO AN ALREADY APPROVED PROJECT 

Prepare and submit the following items to the Office for the Advancement of Research and Scholarship, 102 Roudebush Hall: 
•
One Signed Application Cover Page 

•
Revisions, changes, additions, modifications
•
Attachments, as necessary

1.
______Yes   ______No.   Have there been any changes in your subject population (numbers, geographic location, age range, gender, race, etc.,) or method of recruitment?    If yes, provide 
complete information on changes; including copies of flyers, verbal scripts, etc.

2.
______Yes   ______No. Have the procedures, policies and/or subject population changed in any way from the protocol which was last approved by the Committee?   
If yes, provide complete information on all changes
3.
 (If you are ONLY adding project personnel – please send an email to humansubjects@muohio.edu with the name/s being added along with their unique ID (eg. Smithjm), the CITI completion date, the approved IRB number, Principal Investigator, and the title of the approved project.)
______Yes   ______No.  Have you made any changes in project personnel including research assistants who are interacting with subjects?  If yes, provide names of new project personnel and the date they completed the required Human Subjects Education Program. 
4.  
______Yes   ______No   Were any complications, adverse reactions, or unexpected results encountered as a result of human subjects participating in these studies? If yes, please explain the circumstances and how the situation was handled.
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