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For changes and updates to your site information, please complete this document and fax to Harrison IRB at (740) 206-1601.  Please submit the updated site information within 10 business days from becoming aware of the change. 
Sponsor:      



Protocol Number:      




Principal Investigator:      









Please check the appropriate boxes for the information you will be submitting to Harrison IRB for review:  

 FORMCHECKBOX 

Change of Study Coordinator/IRB Contact for the Site:

Name:      





Phone: 





Email Information:      










 FORMCHECKBOX 

Change in Phone Number/Fax Number

Phone:      





Fax:      





 FORMCHECKBOX 

Change of Primary Address (please submit prior to address change)

· Please submit a revised FDA Form 1572 with the updated site address. 

 FORMCHECKBOX 

Addition of New Site (submit prior to addition of new facility)

· Please submit a revised FDA Form 1572 and the Additional Site Form 

 FORMCHECKBOX 

Deletion of Additional Site

· Please submit a revised FDA Form 1572 deleting the address in box 3

 FORMCHECKBOX 

Change in Phone Numbers for Subject Contact (if one number remains the same, please note “same” on the appropriate line)
Phone:      




After hours number:      


 

 FORMCHECKBOX 

Change in Compensation to the Subjects for Participation

Per visit amount:      


Total amount:      




Additional information (if needed):      































 FORMCHECKBOX 

Change in Conflict of Interest Disclosure Information at the Site: 

 Please provide details regarding the change in conflict of interest disclosure information:      
























 FORMCHECKBOX 

Change in Principal Investigator

Please note that a change in Principal Investigator must be reviewed by the full Board and cannot be submitted for Board review until we receive all of the following documents: 

 FORMCHECKBOX 

A letter from the current Principal Investigator explaining why he/she is no longer able to perform the role of Principal Investigator
 FORMCHECKBOX 

A revised FDA Form 1572 

 FORMCHECKBOX 

Study Submission Form and Additional Site Form (if applicable) signed by the new Principal Investigator for the primary facility and any additional facilities listed in boxes 1 and 3 of the FDA Form 1572 form
 FORMCHECKBOX 

A current (within two years), dated CV for the new Principal Investigator.  The CV must contain the new PI’s education, training and research experience relevant to the study in question.  If this information is not included, please provided additional documentation if necessary
 FORMCHECKBOX 

A copy of the new Principal Investigator’s current medical license
 FORMCHECKBOX 

Site-Specific Consent Form Modifications

Please submit any requested consent form modifications in writing with the following items:

· An electronic version of your current Harrison IRB approved consent form with your site-specific changes edited in using the “track changes” feature in Microsoft Word. 

· A written rationale should accompany any significant changes to the model consent form.  Written documentation of the sponsor or CRO’s approval of the proposed site-specific consent form revisions must be received with your changes to the consent. 
 FORMCHECKBOX 

Change in Conflict of Interest Status of the Principal Investigator or Study Staff 
(including family members)

Please provide an overview of the information that has changed since the initial submission of your site: 














































 FORMCHECKBOX 

Other: 















































All required forms are available on the Harrison IRB website, at www.harrisonirb.com.  If you need assistance in completing any of the forms or have questions regarding the submission of any updates at your site, please contact your IRB study team member directly or call our office at (740) 845-0814.     
By signing this form, I certify that I have provided Harrison IRB with all relevant information concerning any changes/modifications at our site.  I understand that regulations require that changes are provided to the IRB prior to implementing the changes at the site. 
     







Person Completing this Form








     





Signature of Person Completing this Form
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