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nPOD User Application
Principal Investigator/Co-investigator Information

	PI Last Name:
	                    
	First Name:
	     
	Degree(s):
	     

	Co-I Last Name:
	     
	
	     
	
	     

	
	     
	
	     
	
	     

	Institution: 
	     
	Department:
	     

	E-Mail:
	     
	Phone:
	     

	Address:
	     

	
	     

	City:
	     
	State:
	     
	Zip:
	     
	Country:
	     

	Project Title:
	     

	Specific Objectives: 
	     

	Current and pending grant support for projects using nPOD samples: 

	Grant Title
	Agency and Award ID

	     
	     

	     
	     

	     
	     


	Contact Person:
	     
	Cell Phone:
	     

	E-Mail:
	     
	Lab Phone:
	     

	FedEx Acct:
	     
	Lab Fax:
	     

	FedEx Shipping Address:
	     

	
	     

	City:
	     
	State:
	     
	Zip:
	     -     
	Country:
	     

	Shipping Comments:      


Donor Requests (indicate by “x” all that apply)

	(a) Diagnosis:   
	Specific Requests:
	Total # Donors/Group

	 FORMCHECKBOX 
 No diabetes (control)
	     
	     


	 FORMCHECKBOX 
 Autoantibody positive only
	     
	     

	 FORMCHECKBOX 
 Type 1 Diabetes
	     
	     

	 FORMCHECKBOX 
 Type 1 Diabetes, Medalists
	     
	     

	 FORMCHECKBOX 
 Type 2 Diabetes
	     
	     

	 FORMCHECKBOX 
 Other
	     
	     

	(b) Demographics:              Age:
	 FORMCHECKBOX 
 Any 
	 FORMCHECKBOX 
 Specific ages, list:      

	Gender:
	 FORMCHECKBOX 
 Any
	 FORMCHECKBOX 
 Female Only
	 FORMCHECKBOX 
 Male Only

	Ethnicity
	 FORMCHECKBOX 
 Any
	 FORMCHECKBOX 
 Specific ethnicity, list:      


Sample Requests (indicate by “x” all that apply)

	
	Pancreas
	PLN
	Spleen
	Non-PLN
	Other, List:      

	Paraffin slides
	     
	     
	     
	     
	     

	Frozen OCT slides
	     
	     
	     
	     
	     

	Snap frozen cryovial 
	     
	     
	     
	     
	     

	Snap frozen cryovial (+ RNAlater)
	     
	     
	     
	     
	     

	Cryopreserved cells**
	N/A
	     
	     
	     
	     

	Fresh (minced in media)
	N/A
	     
	     
	     
	     

	Serum/Plasma
	 FORMCHECKBOX 
 Yes   Volume (ul) needed per donor:      

	PBMC**
	 FORMCHECKBOX 
 Yes

	**Estimated cells (millions) needed per donor:      

	Special Requests:      



This application includes hidden text (in blue) that provides instructions on how to fill out the form.  The hidden text will not print out on the form.  Please ensure that MS Word is enabled to display “Hidden Text.”  
PC: For Word 2007, click [image: image2.jpg]


 at the top left.  Click “Word Options” and then choose “Display.”  Check the “Hidden Text” box.  For Word 2003, go to the “Tools” menu and choose “Options.”  On the “View” tab, ensure the “Hidden Text” box is checked.
Mac: Click “Word” and choose “Preferences.”  Click “View” and check the “Hidden Text” box.
Click the grey box to begin typing text.
EXPERIMENTAL PLAN

Please limit sections A-G to no more than 5 pages of text, excluding references or figures.  Follow the format outlined here.  
A. SPECIFIC AIMS

     
B. BACKGROUND AND HYPOTHESIS

     
C. PRELIMINARY DATA

Please special pay attention to demonstrate feasibility of your methods. For example, while we can help you with control tissue to validate a new staining technique, we would not immediately provide tissues from patients if that technique is not well established. Remember that you are requesting precious tissues and we need to ensure the best possible use.
     
D. EXPERIMENTAL APPROACH
     
E. JUSTIFICATION FOR THE TISSUES REQUESTED

Please explain the reasons for requesting each type of tissue you request, as well as each type of donor (control, new onset T1D, etc.), and the number of specimens. Specify if different types of tissues have to be matched, in other words have to be from the same donor. Please explain any other special requirement. Consider that tissues from new onset T1D patients and autoantibody-positive are particularly valuable and therefore you need to provide strong justification. When preparing this application, make sure to check the nPOD website for updated information on both current and projected tissue availability based on estimates of prospective collections.
     
	Institutional Review Board (IRB):
	 FORMCHECKBOX 
 Approved, IRB#:        
	 FORMCHECKBOX 
 Pending


*IRB/Institutional Ethical Approval documentation is required to be on file before sample distributions will be made.  Please provide approval or exemption documentation on institutional letterhead. 
F. EXPECTED OUTCOME AND SIGNIFICANCE FOR THE ADVANCEMENT OF KNOWLEDGE ABOUT HUMAN T1D AND A POTENTIAL CURE

Please check the nPOD website for a list of projects currently supported by nPOD. Please be aware of potential scientific overlap with ongoing projects. While overlap does not necessarily mean that your project will not be approved, it does help if your project can be synergistic and provide additional information with limited overlap. When projects have similar or overlapping and approaches, nPOD tries to encourage collaboration and data sharing among investigators. Data generated by nPOD investigators from the study nPOD tissues will contribute to generate a comprehensive vision of human T1D, as investigators investigate different aspects on the same specimens. For example, while independent investigators will separately study T cell responses and the presence of viruses, sharing of data will allow determining whether there is a correlation of a virus with a particular immune response. Ultimately, nPOD investigators participate in a collaborative effort to characterize human T1D.
     
G. DATA SHARING PLAN

Investigators who are approved to receive nPOD tissues become members of the nPOD Consortium. While an investigator will perform independent studies, the overall goal of nPOD is to characterize tissues from donors in multiple ways and gain a comprehensive understanding of the abnormalities associated with T1D. Thus, nPOD studies will be coordinated to promote sharing of information and to reach the best possible understanding of type 1 diabetes from the collective study of human tissues. Sharing of research data within nPOD members is of critical importance and will be accomplished in a variety of ways, including scientific forums. As nPOD members, investigators are also expected to share reagents, methods, strategies, and when appropriate samples with other members of the Consortium. Sharing and collaboration will be implemented in a way that preserves publication and other rights of consortium members. Please provide a short description of all data that you will generate (for example, images of stained slides, antibody data, gene expression profiles, T cell count raw data, analyzed data, etc) and confirm your willingness to share data with nPOD, again as part of its mission to generate a comprehensive analysis of human type 1 diabetes.
     
H. REFERENCES 
     
I. FIGURES
I acknowledge that the conditions for use of this research material are governed by the UF Institutional Review Board (IRB) or the Principal Investigator’s IRB in accordance with Department of Health and Human Services regulations at 45 CFR 46.

I agree to comply fully with all such conditions required by the appropriate IRB. 
I will respect patient privacy and confidentially, and will not access protected health information linked to specimens, except as specifically approved by the appropriate IRB.  

I remain subject to applicable State or local regulations and institutional policies, which provide additional protections for human subjects.

I understand that all samples will be handled as if potentially infectious and will inform and train all lab personnel in the procedures for safe handling of these human tissues. 

I acknowledge that I am aware of OSHA regulations for the handling of human specimens in my laboratory. 

I assume full responsibility for informing and training all personnel in the dangers and procedures for safe handling of these human samples.  

To the extent permitted by applicable law, I agree to indemnify and hold harmless JDRF-nPOD as well as all persons and entities involved to any extent in the screening, collection, analysis, and storage of the tissues/samples including but not limited to JDRF from any claims, costs, damages, or expenses resulting from any injury, including death, damage or loss that may arise from the use of the tissue provided by the nPOD Organ Processing and Pathology Core. 

I, hereby, agree that the samples provided by the nPOD Organ Processing and Pathology Core will be used for research purposes only. Samples will not be sold or distributed to third parties. This research material may only be utilized in accordance with the conditions stipulated by the nPOD Organ Processing and Pathology Core and UF IRB. Any additional use of this material requires prior review. The samples are provided as a service to the research community without warranty or merchantability of fitness for a particular purpose or any other warranty, expressed or implied.

I agree to acknowledge the use of samples provided through the JDRF nPOD project in published scientific papers and to submit a copy to be listed in the online nPOD archive. Further, I acknowledge and agree to comply with the nPOD Publications Policy.

I acknowledge that I have read and understood the data sharing plan and agree and confirm my willingness to share data with nPOD, again as part of its mission to generate a comprehensive analysis of human type 1 diabetes.
By my signature below, I agree to the terms set above:

	PI Signature:
	Date:


Attach the following files: 1) NIH-formatted Biographical Sketch (PI and up to 2 co-investigators), 2) Research Plan including pilot data, and 3) IRB approval letter copy.

Following completion, email application and required files to npod@pathology.ufl.edu.
Scan & Email/ Fax/Mail a copy of the PI signature (current page) to: 

JDRF nPOD Administrative Core

1275 Center Drive, BMSB, Room J-492
PO Box 100275
Gainesville, FL 32610-0275 
University of Florida College of Medicine

Phone: 
(352) 273-9296
Fax: 
(352) 273-9370
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