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STUDY SUBMISSION: ADDITIONAL STUDY LOCATION
Instructions: Complete a separate form for each Additional Location.  NEIRB defines an Additional Location as any location at which subjects will be screened, enrolled, treated, and/or followed. 
	A. General Study Information

	A1.Protocol Number or NEIRB Number:     


	A2. Principal Investigator:     


	B. INVESTIGATIVE SITE INFORMATION

	B1. List the additional location in which subjects be screened, enrolled, treated, and/or followed:

Company Name:      
Street Address:       
City:       State:        Zip Code:      



	C. Investigator Information

	C1. [image: image2.wmf]The Principal Investigator will be working out of this location



	C2. [image: image3.wmf]The following sub-investigator(s) will be working out of this location (Please list):


     


	D. Site Information

	D1.  Description of the facility where the research will take place:

[image: image4.wmf]Private Practice (non-research)

     [image: image5.wmf]Clinic

        [image: image6.wmf]Emergency Room

 [image: image7.wmf]Hospital

                            [image: image8.wmf]Research Facility



 CONTROL Forms.CheckBox.1 \s [image: image9.wmf]Other:



 CONTROL Forms.TextBox.1 \s [image: image10.wmf]



	D2. If there is a local IRB, a waiver of jurisdiction must be submitted. If research will be conducted in a hospital, a letter from an institutional official, allowing the conduct of the research, must be submitted. 

[image: image11.wmf]Waiver attached

     [image: image12.wmf]Letter Attached

    [image: image13.wmf]Not applicable



	D3. Will study medications/supplies be stored and dispensed at this location? 
[image: image14.wmf]No



 CONTROL Forms.CheckBox.1 \s [image: image15.wmf]Yes




	D4. How close is your site to the nearest emergency facility?

[image: image16.wmf]Less than 1 mile


[image: image17.wmf]Between 1 and 5 miles


[image: image18.wmf]Between 6 and 10 miles


                       [image: image19.wmf]More than 10 miles*


*Include the site SOPs or a brief description of how a medical emergency is handled.



	D5. Is there emergency equipment available at your site?

[image: image20.wmf]No (Attach SOPs or a brief description of how a medical emergency is handled.)


[image: image21.wmf]Yes: Check all that apply:



 CONTROL Forms.CheckBox.1 \s [image: image22.wmf]Crash cart

 [image: image23.wmf]Defibrillator

 [image: image24.wmf]Oxygen



 CONTROL Forms.CheckBox.1 \s [image: image25.wmf]Other:



 CONTROL Forms.TextBox.1 \s [image: image26.wmf]



	D6. Who will explain the study to subjects and obtain consent at the site?
Names:     
If not already provided on Site Submission Form for the main site, provide a summary of qualifications by listing the name of the person obtaining consent, their role and their qualifications:

     


	E. Subject Information

	E1. How many subjects do you anticipate enrolling (including screen failures) at this site?      
After the study has begun at your site, if you anticipate enrolling more than this number of subjects, NEIRB approval must be obtained prior to enrolling additional subjects

	E2. Which of the following types of subjects will be recruited at your site?  (Check all that apply)

[image: image27.wmf]Outpatients



 CONTROL Forms.CheckBox.1 \s [image: image28.wmf]Inpatients



 CONTROL Forms.CheckBox.1 \s [image: image29.wmf]General population



 CONTROL Forms.CheckBox.1 \s [image: image30.wmf]Private practice patients



	E3. Will any vulnerable populations be enrolled or are there any circumstances or community attitudes that may affect subjects and/or present a situation of possible coercion? 
 [image: image31.wmf]No



 CONTROL Forms.CheckBox.1 \s [image: image32.wmf]Yes


If yes, please describe the additional protections in place to alleviate the coercion:     


	 E4. Will subjects who do not understand English be enrolled?
[image: image33.wmf]No

          [image: image34.wmf]Yes, subjects who speak the following languages will be enrolled:


                                 [image: image35.wmf]Spanish



 CONTROL Forms.CheckBox.1 \s [image: image36.wmf]Portuguese



 CONTROL Forms.CheckBox.1 \s [image: image37.wmf]Other:



 CONTROL Forms.TextBox.1 \s [image: image38.wmf]



	E5. What languages (other than English) does the study staff speak?

         [image: image39.wmf]Spanish



 CONTROL Forms.CheckBox.1 \s [image: image40.wmf]Portuguese
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 CONTROL Forms.TextBox.1 \s [image: image42.wmf]

  [image: image43.wmf]N/A




	F. Investigator Statement

	F1. Are you obligated to use another institutional review board for this study?  

[image: image44.wmf]No



 CONTROL Forms.CheckBox.1 \s [image: image45.wmf]Yes:  Attach:


                                             A. A letter from an institutional official, allowing the conduct of the            

                                                  research, must be submitted. 

                                             B. A waiver of  jurisdiction, if there is a local IRB            

	F2.  By signing this form, I acknowledge and agree that:

·  All information submitted is accurate.
· No subjects will be consented or enrolled into this study at this study site until final New England Institutional Review Board (NEIRB) approval has been granted.
· NEIRB has the authority to oversee this study and there is no other IRB with jurisdiction of this study at this study site. 
·  Any and all delegation of my responsibilities as Principal Investigator will be made to individuals qualified and appropriately licensed to carry out the delegated duties.                                                                                        
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                   [image: image47.wmf]


Principal Investigator 
(signature)

                     Date
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