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Site Supplement to Sponsor Protocol


INSTRUCTIONS
The intent of this document is to provide site-specific study details that were not included in the main study protocol and the main study protocol cannot be altered by the local Principal Investigator (e.g., multi-site research protocol or other sponsor-provided protocol).

Be sure to include the entire sponsor protocol and the documents in the IRB submission. Please upload this form to the Basic Study Information section of the Huron eIRB application under Item No. 10 along with the main study protocol.

Sections that are not relevant or sufficiently described in the main study protocol should be marked as not applicable (N/A).

	Protocol Title:
Include the full protocol title
	[bookmark: Text1]     

	Principal Investigator Name:	     

	Department:
	     

	Telephone Number:	     

	Email Address:	     

	Protocol Version Number:
	     

	Date of Site Supplement:	     

	Revision History
No need to review this section if this is the first version of the protocol you are submitting to the IRB.

	[bookmark: Text2]     
	     
	     
	☐ Yes    ☐ No

	     
	     
	     
	☐ Yes    ☐ No

	     
	     
	     
	☐ Yes    ☐ No

	     
	     
	     
	☐ Yes     ☐ No

	     
	     
	     
	☐ Yes     ☐ No

	Section 1: GHUCCTS (Georgetown-Howard Universities Center for Clinical and Translational Science)

	Is this study a GHUCCTS Study?
	☐ Yes    ☐ No

	Is the project being sponsored or funded by GHUCCTS?	☐ Yes     ☐ No

	Does the project utilize GHUCCTS services or facilities (e.g., is the study conducted on the Clinical Research Unit (CRU), is the study supported by a GHUCCTS biostatistician)?	☐ Yes     ☐ No

	Section 2: Activities at the Local Site

	☐  
	Full Protocol will be implemented at the local site.
	☐  
	Not all protocol activities will be conducted at the local site. Describe what research activities will be conducted at the local site. 

	
	     




	Section 3: Local Handling of Investigational Agent

	☐  
	N/A; research does not involve drugs, device, or biologics.

	☐  
	Please check if following the MHRI Procedure PHR.O-001.01 ‶Investigational Drug and/or Biologic Dispensing and Administration″, and the control of the drugs or biologics used in this protocol will be accomplished by following the procedure.

	
	If not following MHRI Procedure PHR.O-001.01 ‶Investigational Drug and/or Biologic Dispensing and Administration″, and the research involves drugs, device, or biologics, describe your plans to store, handle, and administer drugs, device, or biologics, to ensure they will be used only for this research and only by authorized investigators.

	
	     

	Section 4: Local Data and Specimen Banking

	☐  
	N/A; no local data and specimen banking
	
	List the data to be stored or the data associated with each specimen that will be maintained locally. Please Note: If the intent is to create and maintain a resource for future research, a separate registry/repository protocol may be required.

	
	     

	
	Describe where will the data/specimens be stored?
     

	
	Describe how long will data/specimens be stored, and for what purpose are the data/specimens being maintained?
     

	
	Specify who will have access to data/specimens?
     

	Section 5: Local Data Management and Confidentiality
	☐  
	N/A; data or specimens will not be shared among collaborating institutions
	
	Describe the local procedures for maintenance of confidentiality when data or specimens will be shared among collaborating institutions.
     

	
	List the person(s) responsible for receipt or transmission of the data or specimens locally.
     

	
	Describe how data and specimens will be shared/transported locally and/or between collaborating sites.
     

	Section 6: Local Protections for Vulnerable Populations
	
	Choose from the following list those vulnerable populations that will be recruited at the local site. Select ALL that apply including those that are afforded additional protections under regulations and those that are or may be vulnerable to coercion or undue influence. If you are not recruiting vulnerable populations, please select ‶None″.
	
	☐  None
	☐  Pregnant Women

	
	☐  Neonates
	☐  Children

	
	☐  Prisoners
	☐  Mentally Disabled

	
	☐  Economically or educationally disadvantaged
	☐  Cognitively Impaired

	
	☐ Other (e.g., employees of the institution, students, residents)      

	
	

	
	If the research involves one or more of the above, describe additional safeguards to protect their rights and welfare that are not described in the main study protocol.
     




	
Section 7: Local Number of Subjects

	
	Indicate the total number of subjects you expect to consent locally, including participants consented who later failed post consent screening, or were withdrawn or lost to follow-up.


	
	

	
	     
	Total anticipated consented participants

	
	
	

	
	     
	Total participants needed to achieve study aims
	Section 8: Local Recruitment Methods
	
	This section is for recruiting methods under the control of the local site only, not recruitment methods managed by the sponsor. 
	
	

	
	Describe when, where, and how potential subjects will be recruited locally. This should include all local source of subjects and local methods used to identify potential subjects. 
     

	
	Describe and attach within the application, materials that will be used to recruit subjects.
For advertisements, including flyers, attach the final wording to be included in the advertisements.
When advertisements are broadcasted, attach the final proposed audio/video. Alternatively, you may submit the wording of the advertisement prior to taping, to avoid re-taping should the IRB require modifications of the content. Once finalized, the IRB must review the final audio/video.
Describe the amount, format, and timing of any payments to subjects. Describe both payments and reimbursements to subjects. If there will be no payment or reimbursement, indicate that here.
	
	☐ 
	Payment and Timing:      

	
	☐ 
	No payments/reimbursements.
	Section 9: Withdrawal of Subjects
	
	

	
	Describe procedures that will be followed locally, if different than the sponsor’s protocol, when subjects withdraw from the research or when it is determined a participant must be withdrawn by the Principal Investigator.
     

	Section 10: Local Provisions to Protect Privacy Interests of Subjects
	
	

	
	Describe the steps that will be taken to protect subjects’ privacy interests. ‶Privacy Interest″ refers to a person’s desire to place limits on whom they interact or to whom they provide personal information.
     

	
	

	
	If data is not already accessible to study team members, indicate how the research team will gain access to subject level data.
     

	Section 11: Local Consent Process
	
	

	
	If consent will be obtained locally and the process is not described in the main protocol, describe the local consent process. If the intent is to follow local MedStar Georgetown procedures, indicate the procedures.


	
	☐
	MG.O-004.01 Informed Consent Process and Documentation
	
	☐
	MG.O-004.02 Consenting English Speaking Illiterate and Legally Blind Subjects
	
	☐
	MG.O-004.03 Consenting Non-English Speaking Research Subjects
	
	☐
	MG.O-004.04 Re-Consenting Research Subjects
	
	☐
	MG.O-004.05 Obtaining Consent for Research from a Surrogate
	
	☐
	MG.O-004.06 Remote Informed Consent and Documentation
	
	☐
	MG.O-004.07 Obtaining Electronic (eIC) with Interlace Health Patient Intake Solution
	
	
	

	
	Describe where the consent process will take place.
     

	
	Is there a waiting period available between informing the prospective subject about the study and obtaining consent?	☐ Yes     ☐ No

	
	When will the consent be obtained in relation to initiation of research activity?
     
	




	
	
	

	

	Non-English Speaking Subjects	

	
	If non-English speaking participants will be recruited for this study, indicate what language(s) other than English are understood by prospective subjects or LARS.
☐  N/A
☐  Indicate languages:      

	
	
	

	
	Is there an intent to use the short form consent process for non-English speaking participants? NOTE: Short form consent is used only for incidental inclusion of non-English speaking participants. 	☐  Yes     ☐ No

	
	Describe the process to ensure that the oral and written information provided to those subjects will be sufficient to ensure legally effective informed consent. If following local MedStar Georgetown procedures for non-English speaking subjects, indicate the procedures below.
	
	
	

	
	☐ 
	MG.O-004.01 Informed Consent Process and Documentation
	
	☐ 
	MG.O-004.03 Consenting Non-English Speaking Research Subjects
	
	☐ 
	MG.O-004.05 Obtaining Consent for Research from a Surrogate
	
	☐ 
	MG.O-004.07 Obtaining Electronic (eIC) with Interlace Health Patient Intake Solution
	
	
	

	
	
	--- or ---
	
	
	Describe the oral and written process.
     

	
	
	

	
	Waiver of Alteration of Consent Process
Consent will not be obtained, required information will not be disclosed, or research involves deception.

	
	
	If justified and not included in the main protocol, provide justification here.
     

	
	
	

	
	Subjects Who Are Not Yet Adults (Infants, Children, Teenagers)
	
	
	If not included in the main protocol, describe the process for obtaining parental permission/consent here.
     

	
	
	

	
	
	If not included in the main protocol, describe the process for obtaining consent from the LAR and assent from the individual here, or indicate below the MedStar Georgetown procedures for consent.

	
	☐ 
	MG.O-004.01 Informed Consent Process and Documentation
	
	☐ 
	MG.O-004.05 Obtaining Consent for Research from a Surrogate
	
	☐ 
	MG.O-004.07 Obtaining Electronic (eIC) with Interlace Health Patient Intake Solution


	Section 12: Process to Document Consent in Writing
	
	

	
	Will the following local MedStar Georgetown procedure, MG.O-004.01 ‶Informed Consent Process and Documentation″, be used to document the informed consent process?	☐  Yes     ☐  No

	
	
	

	
	Specify if there is an intent to document consent in some way other than by obtaining a wet ink signature from participants/LAR (e.g., eConsent process with electronic signature). Indicate below if following the local MedStar Georgetown procedures for eConsent by checking the appropriate boxes)
	
	☐ 
	MG.O-004.01 Informed Consent Process and Documentation
	
	☐ 
	MG.O-004.07 Obtaining Electronic (eIC) with Interlace Health Patient Intake Solution
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