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	Directions: The information provided on this form serves several purposes, including assisting the IRB Office in determining whether scientific review is required, which IRB to route the protocol to, and whether a review fee will need to be assessed and, if so, the appropriate fee to be charged.  Ensure a copy of this form in MS Word format is attached to all of the following submissions to the IRB:

· Applications for Exemption from IRB Review

· Application for Initial Review of Research Projects Involving Human Subjects 

· Initial Review Application for Non-Exempt Medical Records Research

· Protocol Progress Report – Continuing Review of Previously Approved Research 

· Request for a Minor Change to Previously Approved Research - Expedited Review

· Application for Change of Protocol to Previously Approved Research 

· Personnel Change Form
· WIRB Continuing Review (to accompany WIRB forms submitted to submitwirb@medicine.wisc.edu) 
· WIRB Change in Research (to accompany WIRB forms submitted to submitwirb@medicine.wisc.edu)

	OFFICE USE ONLY FOR INVOICING
IRB Office
 FORMCHECKBOX 
  Qualifies for Fee

Fee Class      
Invoice prepped by      
FEE ALLOCATION

Accounting
HS-IRBs      
OCT      
WIRB      
Date Received      
Great Plains entry (initials & date)      
Self-Collecting Investigator Only

Date invoiced      
Date accounts credited      



A.  UW-Madison, UWHC or VA Principal Investigator (PI) and Points of Contact for the Protocol
	1. Full Name:      

	2. UW IRB Protocol Number/WIRB UW Tracking Number, (if assigned):      

	3a. Name of Point of Contact (POC) for this submission:      
	3b. POC Telephone: 

     
	3c. POC email: 

     

	4a. Accounting POC (name of person who can be contacted for questions about accounting information related to this submission):

     
	4b. Accounting POC Telephone: 

     
	4c.Accounting POC email: 

     

	5a. Indicate the department of the PI’s primary appointment:       
5a(1). Indicate the major subdivision of this department, if applicable:      
5b. Indicate the department under which the PI will conduct the study, if different from 5a:       
5b(1). Indicate the major subdivision of this department:      

	6. Indicate which of the following criteria describe(s) how the person identified as the PI meets UW-Madison requirements to serve in this capacity.
 FORMCHECKBOX 
 PI has a UW-Madison faculty appointment that (generally 50% or more); this includes faculty with a full-time UW-Madison position but who hold a $0 UW-Madison appointment only because their position is funded by the federal government.

 FORMCHECKBOX 
 PI has a UW-Madison CHS appointment.

 FORMCHECKBOX 
 PI is a UW-Madison unclassified staff person (academic staff and limited appointees) who has obtained approval of his or her director or chair to serve as PI; a completed “Request for Approval to Serve as Principal Investigator on a Human Subjects Protocol” should accompany this submission.

 FORMCHECKBOX 
 PI is a UW-Madison postdoctoral scholar, visiting faculty, or visiting academic staff who has obtained approval of his or her director or chair to serve as PI; a completed “Request for Approval to Serve as Principal Investigator on a Human Subjects Protocol” should accompany this submission.

 FORMCHECKBOX 
 PI is a UWHC employee that has been approved to serve as PI by his or her supervising UWHC Vice President.

 FORMCHECKBOX 
 PI has an appointment at the Madison VA Hospital and has received approval from the VA R&D

     Committee to serve as PI.

 FORMCHECKBOX 
 PI is a staff physician at UWCCC outreach clinics, holds a UW-Madison appointment, and the UW-Madison

     IRB has agreed to serve as the IRB of record for his or her site (e.g., UWCCC subject to an IRB Authorization 

     Agreement)

 FORMCHECKBOX 
 PI does not meet any of the criteria above and an exception to allow the individual to serve as PI is being requested.  
Indicate below why an exception is being sought and the person’s qualifications to serve as PI.  Please note campus policy does not all student researchers to serve as PI.  Description of PI qualifications and reason for exception:      


B.  Information About the Submission
	1. Protocol Title:      

	2. Has any of the information in this Cover Sheet changed since a prior submission of a Cover Sheet?

 FORMCHECKBOX 
  Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 
 Not applicable -  this is the first time this form has been submitted for this project/study

	3. Does this submission primarily represent a project conducted by a University of Wisconsin-Madison, UW Hospital, or Madison VA trainee (e.g., fellow, resident)?   

 FORMCHECKBOX 
  Yes  FORMCHECKBOX 
  No (skip to question 4)
3a.  If yes,  identify the category of trainee(s):


 FORMCHECKBOX 
 Fellow
 FORMCHECKBOX 
 Resident
 FORMCHECKBOX 
 Other, specify:      
3b. Provide the name of the trainee(s):      
3c. Identify the course or program for which the trainee project is being completed:      
 FORMCHECKBOX 
 By checking this box, I affirm as PI for this protocol that I take responsibility for this project, including ensuring the any trainee involved has undergone adequate training to perform his or her responsibilities and has completed required human subjects protection training.

	4. Does this submission primarily represent a student project (i.e., a project conducted by an undergraduate, graduate, or professional student to meet degree or coursework requirements at the University of Wisconsin-Madison)?


 FORMCHECKBOX 
  Yes  FORMCHECKBOX 
  No (skip to question 5)

4a. If yes, provide the name(s) of the student(s):      
4b. Identify the course or program for which the student project is being completed:      
 FORMCHECKBOX 
 By checking this box, I affirm as PI for this protocol that I take responsibility for this project, including ensuring the any students involved has undergone adequate training to perform his or her responsibilities and has completed required human subjects protection training.

	5.  Is the scientific question of this study cancer-related, are cancer patients targeted for enrollment in this study, does this study involve biological specimens, data, images, and or records from cancer patients, or is a UWCCC faculty member PI or co-investigator on the study?
 FORMCHECKBOX 
  Yes  FORMCHECKBOX 
  No

	6.  Do you plan or are you currently using Clinical & Translational Research Core (formerly the General Clinical Research Center) services for this study?

 FORMCHECKBOX 
  Yes  FORMCHECKBOX 
  No

	7.  Identify below the type of submission for which this Cover Sheet was completed.

 FORMCHECKBOX 
 Application for Initial Review of Research Involving Human Subjects

· Indicate below whether the application is solely being submitted for one of the following purposes.
 FORMCHECKBOX 
  Creation of a recruitment database 

 FORMCHECKBOX 
  Creation of a tissue bank at the UW, the UWHC, a UWMF clinic, or the Madison VA  

 FORMCHECKBOX 
  Creation of a database/registry at the UW, the UWHC, a UWMF clinic, or the Madison VA 
· Indicated below whether the application solely involves one or more the following procedures):

 FORMCHECKBOX 
  Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture  

 FORMCHECKBOX 
  Prospective collection of biological specimens for research purposes by noninvasive means

 FORMCHECKBOX 
  Use of materials (data, documents, records, or specimens) that have been collected, or will be collected solely for nonresearch purposes (such as medical treatment or diagnosis)
 FORMCHECKBOX 
  Collection of data from voice, video, digital, or image recordings made for research purposes
 FORMCHECKBOX 
  Surveys, interviews, and/or focus groups

 FORMCHECKBOX 
 Application for Exemption from IRB Review




 FORMCHECKBOX 
 Application for Non-Exempt Medical Records Research 

 FORMCHECKBOX 
 Application for Emergency or One-Time Use of an Investigational Drug or Device in a Single Patient 

 FORMCHECKBOX 
 Application for Protocols Involving Humanitarian Use Devices (HUDs)
 FORMCHECKBOX 
 Protocol Progress Report (Continuing Review)

 FORMCHECKBOX 
 Request for Review of a Minor Change to Previously Approved Research (Expedited Review)

 FORMCHECKBOX 
 Application for Change to Previously Approved Research (Full Review)
 FORMCHECKBOX 
 Personnel Change Form – No change to PI or Co-PI
 FORMCHECKBOX 
 Personnel Change Form – Change to PI or Co-PI

 FORMCHECKBOX 
 WIRB Continuing Review Form

 FORMCHECKBOX 
 WIRB Change in Research Form




C.  Information about Sponsorship, Funding, and External Review Information (current or planned)
	1. Identify all specific sources of funding for this project:

 FORMCHECKBOX 
 Core grant (e.g., UWCCC Core Grant) or training grant from a federal agency (e.g., K awards, T awards, F32 awards)
 FORMCHECKBOX 
 Research grant from a federal agency (e.g., grants from NIH, NSF, DOD)

 FORMCHECKBOX 
 Institute for Clinical & Translational Research (ICTR) grant

 FORMCHECKBOX 
 VA research grant (e.g., Merit Awards) 

 FORMCHECKBOX 
 WI Partnership/MERC/OAC
 FORMCHECKBOX 
 WiNHR  

 FORMCHECKBOX 
 Private foundation or association

 FORMCHECKBOX 
 Industry sponsor
 FORMCHECKBOX 
 No funding
 FORMCHECKBOX 
 Other -- specify:      

	2. Account information (please note that incomplete information is likely to hold up processing of the submission). 

 FORMCHECKBOX 
 Section C.2 has not been completed because the protocol is being conducted by a PI under his/her VA or UWHC appointment.
 FORMCHECKBOX 
  Section C.2 has not been completed because the "No funding" option was chosen in C.1.
2a. UDDS (required for all initial reviews, continuing reviews, and changes of protocol)      
2b. UW fund/account/project number (e.g., 133-abxx or 144-abxx) (required for continuing reviews and changes of protocol):      
For initial review applications only 

2c(1). WISPER award number:       AND
2c(2). Back up account/project number (e.g., departmental funds, multidonor account, start up funds):      
2c(3). UW RSP indirect contract %  rate      
2c(4). Is the work conducted under this protocol fee for service (e.g., fundus reading center, statistical data analysis center)?  

 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	3. Is all or part of the research funded with federal funds, or are federal funds being applied for?  If no, skip to question 4.
 FORMCHECKBOX 
  Yes  FORMCHECKBOX 
  No

	3a. Does the UW or VA hold the grant?   

 FORMCHECKBOX 
  Yes  FORMCHECKBOX 
  No

	3a(1).  If the funds have not yet been awarded, provide the: 
Grant submission date:      
Grant review date:      

	3a(2).  Identify the agency(ies) to which the grant has been submitted or from which the funds have been awarded (e.g., NIH, ICTR, NSF, DOD):       

	3a(3).  Provide the name of the agency contact and his/her address:      

	3a(4).  Provide the federal agency award number, if available:      

	3a(5).   Choose one of the following options.

 FORMCHECKBOX 
 A copy of the grant is attached to this submission.

 FORMCHECKBOX 
 A copy of the grant is not attached to this submission because it was provided with a prior submission.

 FORMCHECKBOX 
 Other, please specify:      

	4. Is all or part of the research by a private foundation or sponsor (i.e., non-industry support)?  If no, skip to question 5.
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	4a. Did the sponsor require or conduct a scientific review of this study as part of its funding requirements? 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No


	4b.  If the funds have not yet been awarded, provide the:

Grant submission date:      
Grant review date:      

	4c. Identify the agency to which the application for funding has been submitted or from which the funds have been awarded:      

	4d. Provide the name of the agency contact and his/her address:      

	4e. Provide the agency award number:      

	4f. Does the funding agency explicitly prohibit the payment of IRB fees or has the funding agency explicitly denied budgeted IRB fees?  

 FORMCHECKBOX 
  Yes  FORMCHECKBOX 
  No

	4g. Does the funding agency allow the payment of IRB fees, but have an upper limit?

 FORMCHECKBOX 
  Yes  FORMCHECKBOX 
  No
4g(1). If yes, indicate the maximum amount that can be charged:      

	4h. Does the funding agency provide indirects as part of its award?

 FORMCHECKBOX 
  Yes  FORMCHECKBOX 
  No

	5. Is all or part of the research supported by industry?  If no, skip to Section D. 
 FORMCHECKBOX 
  Yes  FORMCHECKBOX 
  No

	5a. Provide the name of the sponsor:      

	5b. Provide the name of the regulatory contact for the sponsor and his/her address:      

	5c. Is this an investigator-initiated study?

 FORMCHECKBOX 
  Yes  FORMCHECKBOX 
  No

	5d. Is the role of the sponsor limited to providing the study drug or device?

 FORMCHECKBOX 
  Yes  FORMCHECKBOX 
  No

	5e. Was the contract for funding signed prior to July 1, 2008?

 FORMCHECKBOX 
  Yes  FORMCHECKBOX 
  No



D.  Identification of Documents Emailed to the IRB

Identify below all documents that were emailed to the IRB as part of the submission.  Please review the naming conventions for electronic documents provided in the instructions on the HS-IRBs website for the submission of each type of application.  

	   FORMCHECKBOX 

	IRB Submission Form (e.g., Initial Review Application, Continuing Review Protocol Progress Report)

	 FORMCHECKBOX 

	Revised Initial Review Application

	 FORMCHECKBOX 

	Formal protocol (including revised protocol submitted with changes of protocol)

	 FORMCHECKBOX 

	Investigator’s Drug Brochures

	 FORMCHECKBOX 

	Device Specifications

	 FORMCHECKBOX 

	Package Inserts for Study Drug(s)

	 FORMCHECKBOX 

	Federal grant application

	 FORMCHECKBOX 

	Clinical & Translational Research Core (CTRC) Application (formerly the GCRC)

	 FORMCHECKBOX 

	CTRC Data & Safety Monitoring Plan Worksheet

	 FORMCHECKBOX 

	Consent and Assent Documents

Identify each document provided (e.g., Main Study Consent, Substudy Consent, revised Assent Form):

     


	 FORMCHECKBOX 

	Information Sheet (required for CTRC studies and consent documents longer than 5 pages – see HS IRBs website for guidance)

	 FORMCHECKBOX 

	HIPAA authorization form(s) 

Identify each document provided (e.g., Main Study Authorization Form, Substudy Authorization Form, Parental Authorization Form):

     

	 FORMCHECKBOX 

	Application(s) for a Waiver, Partial Waiver, or Alteration of Authorization

Identify each document provided:

     

	 FORMCHECKBOX 

	Data Use Agreement

	 FORMCHECKBOX 

	Recruitment documents 

Identify each document provided (e.g., study flyer, screening scripts, newspaper advertisements):

     

	 FORMCHECKBOX 

	Surveys, questionnaires, other instruments that will be used

Identify each document provided:

     

	 FORMCHECKBOX 

	Other documents, specify:

     


E.  Resources Accessed in Support of this Application

The information collected below will assist the UW-Madison in providing information to the National Institutes of Health in support of its Clinical & Translational Sciences Award.  
In preparation for this submission, indicate below whether you sought advice or assistance from any of the following research support services available through the Institute for Clinical and Translational Research (ICTR)?
	 FORMCHECKBOX 
 Biomedical informatics

 FORMCHECKBOX 
 Biostatistics

 FORMCHECKBOX 
 Office of Clinical Trials

 FORMCHECKBOX 
 Consultation with IRB staff

 FORMCHECKBOX 
 Community Academic Partnership Core (CAP) 

 FORMCHECKBOX 
 Laboratories on campus, specify which one:      
 FORMCHECKBOX 
 Research Education & Career Development (REC)

 FORMCHECKBOX 
 ICTR Client Services Center
 FORMCHECKBOX 
 Wisconsin Network for Health Research (WREN)

 FORMCHECKBOX 
 Wisconsin Network for Health Research (WiNHR)

 FORMCHECKBOX 
 Marshfield Clinic Research Foundation (MCRF)

 FORMCHECKBOX 
 Other, (not sure if ICTR) specify, if possible:      
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