 
Select a Local Site Here
Site-Specific Protocol Addendum

PURPOSE:  The purpose of this site-specific protocol addendum is to obtain information describing the local site-specific elements for conduct of the Core Protocol at the specific site.  The descriptions should focus on who, what, and where of the local study activities.  This document will accompany the core protocol document.  The use of this site-specific protocol addendum is required when submitting a multi-site protocol for IRB review that does not provide required information specific to the conduct of the study at the local site.


INSTRUCTIONS:  
Complete each section below.  If general description language already appears in the Core Protocol that adequately describes the local activity at the study site, a notation can be inserted in the given section that reads, “as described in the Core Protocol on page…”.

Include this addendum document using a version number or date in the footer and update as changes are made.		

ADDITIONAL SITE-SPECIFIC ATTACHMENTS THAT MAY BE REQUIRED:

Recruitment material. (i.e., flyers, advertisements)    
Informed consent form(s)
HIPAA authorization for the use and disclosure of PHI
Impact Statements for local resources at this performance site such as pharmacy, laboratories, and other institutional departments (NOTE: This must be signed by the appropriate person.)
Statements of Work (SOW)
_______________________										

Lead-site:       


Lead-site Principal Investigator:       


Lead-site POC with contact information:       


IRB of Record:       


Study-site Information:  

Name of MEDCEN/MTF: Select a Local Site Here  	 
								
Title of Study:       

			 
Study-site Project #:         

			
Addendum Version Date:  Click here.


Local Site-Specific Information:


Describe the roles and responsibilities of the key study personnel at the site-specific MTF in reference to the local site (NOTE:  Include the recommended Research Monitor if the project is greater than minimal risk). 
[bookmark: Text12]      

Informed Consent Process  (Recruitment and Documentation of Consent)
Describe any site-specific recruiting procedures and strategies to include preparatory to research.
[bookmark: OLE_LINK1][bookmark: OLE_LINK2]        
Describe any site-specific consenting process. 
        
Provide name, title, and point of contact information if an Ombudsman is named for the study site with a group consent process.
[bookmark: Text1]           

Describe any site-specific specimen/sampling procedures in place.  
Include acquisition, disposition, storage, unique coding.  
        
Describe procedures and the security measures for short-term and long-term management if samples will be kept for future use.  
        

Provide name of repository.
[bookmark: Text2]           
Describe any site-specific management plan for study records and data, and subject study records to ensure the confidentiality of the data. 
Describe how data will be shared among the sites.
        
Explain procedures and security measures in place for short-term and long-term management, specifically to include room number, etc.
        

Declare who will have access to data.  
[bookmark: Text3]           

Describe any site-specific measures in place to promote privacy of the person.
[bookmark: Text4]     

Describe any site-specific procedures in place for provision of care for the subject regarding research related injuries. 
[bookmark: Text5]     



Identify the local points of contact by name and phone number.
Research related injuries:
         
Questions regarding the research:
          
Questions regarding their rights as a study participant. (Site-specific JAG office)  
[bookmark: Text6]          

Describe any unique site-specific study procedures.  
[bookmark: Text7]     

Declare any unique study population/cultural influences, socioeconomic conditions, etc.  (Rare)
[bookmark: Text8]     

Declare any other site-specific reporting obligations and procedures. Name any additional oversight boards or committees.  (i.e., local radiation safety board)
[bookmark: Text9]     

Define abbreviations and acronyms that may apply to the specific study site.
[bookmark: Text10]     

             12.  Describe the transition plan for the study in the event of local PI ETS, PCS, deployment, TDY 
	or leave > 15 business days. 
[bookmark: Text11]     


     
	Name of Site Principal Investigator
	Signature
	Date

	[bookmark: Text13]     
	
	Click here
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