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1.
Project Information

	Carle IRB Number:      

	Project Title:      


2.
Principal Investigator (PI)

The PI is the person assuming ultimate responsibility for the project.
	Last Name:       
	First Name:       

	Title:                           
	 Date:      

	Specialty:       

	PI’s Organizational Affiliation for this Project (list only one):       

	Mailing Address:       

	Phone:       
	E-mail:       


3.
Funding
Instructions: Complete section 3 if the project is funded or funding is pending.    FORMCHECKBOX 
 Not applicable
3a.
Federal Grant—Complete this part if the project is federally funded or if federal funding is pending.
A complete copy of the grant proposal must accompany this submission. Mark one:

 FORMCHECKBOX 
  Attached        FORMCHECKBOX 
  Will Follow       FORMCHECKBOX 
  Already on File with IRB Office

If conditional IRB approval is required prior to grant finalization, let your Foundation Research Office (FRO) coordinator know.

Provide the grant number:      
Title of Funding Proposal, if different from Project Title on this form.
	     


Funding Agency Official, if any, to be notified of IRB approval

	Last Name:       
	First Name:       

	Institution:       

	Mailing Address:       

	Phone:          
	E-mail:       


3b.
Non-federal Grants and Contracts

For studies supported by a non-federal grant or contract with a commercial sponsor, in most instances the contract must be signed prior to issuance of IRB approval. 
Provide the Carle contract number, if known:      
Title of Funding Proposal or Contract, if different from Project Title on this form.
	     


The investigator is responsible for ensuring that no conflict exists between the contract, the protocol, and the consent form.

4.
Project Summary
4a.
In lay language, summarize the project in less than 600 words. Address the following:

1.
Study objectives, questions the study will ask, or hypotheses it will test
2.
Background research that led to these objectives/questions/hypotheses

3.
Study design

4.
How the study design will meet the objectives/answer the questions/test the hypotheses
	     


 FORMCHECKBOX 
 The research protocol, with version and date indicated, is attached.

4b.
Is the purpose of this activity to gather information about an intervention or program designed to benefit the participants?


 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
If yes, explain:      
4c.
Is the purpose of this activity intended to test a hypothesis?


 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
If yes, explain:      
4d.
Will the results of this activity be disseminated in a report, publication, presentation, or by any other means?

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
If yes, explain:      
4e.
Will people or organizations beyond the investigator use the information gathered?

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
If yes, how will the information be used?      
4f. 
Will the results of this activity be applied to, used to inform, or disseminated to other programs, services, or interventions?


 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
If yes, explain:      
4g.
Does the activity contribute to the design (or redesign) of an internal program, service, or intervention?

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
If yes, explain:      
4h.
Does the activity represent an evaluation of a new or untested program, service, or intervention?

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
If yes, explain:      
4i.
Given any number of project outcomes, does a documented commitment to a corrective plan exist (prior to initiation of data collection)?


 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
If yes, explain:      
4j.
Does a responsible staff member have both supervisory responsibility and the authority to impose a corrective plan based on the outcomes of the project?


 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
If yes, explain:      
4k.
Is the primary purpose of the activity to improve patient care and/or outcomes at Carle?

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
If yes, explain:      
4l.
Does the project involve prospective assignment of patients to different procedures or therapies (other than they would normally receive under standard of care) based on a predetermined plan, such as randomization?


 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
If yes, explain:      
5.
Human Biological Specimens

5a.
Does this activity involve the use of human biological specimens?
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
If yes, complete this section:
5a1.
Describe what specimens will be used.       
5a2.
Describe how the specimens were or will be obtained.       
5a3.
Describe how the specimens are or will be identified.       
5a4.
Describe how the specimens will be used.      
5a5.
Will specimens be destroyed at the end of the activity described in this form?
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If no, describe why the specimens will be retained, by whom, where, and for how long.       
6.
Procedures  (Use Lay Language)
6a.
Describe the data collection activities that will be used to obtain information for this project. If data will not be collected, describe from where the information to be used will come.  If the project involves the participation of people in focus groups or other data collection activities, include a description of who the participants are, how many participants there will be, and how participants will be selected.
	     


6b.
Specify in detail where the project activities will occur.
	     


6c.
Will this activity be replicated in other locations?


 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
If yes, state where:       
7.
Human Subjects


7a.
Will the project collect data from one or more living persons?


 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No



If yes, will the information collected consist only of impersonal, factual information (e.g., not information about the informant or their opinions)?



 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

7b.
Will the project collect or use identifiable private information about living individuals?

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
If yes, explain:      
8.
Participant Risk

8a.
Could any element of the data collection process put participants at physical risk?

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No


If yes, explain the risk(s) and any steps that will be taken to mitigate those risks.

     
8b.
Would disclosure of participant responses or information put them at risk of criminal or civil liability or be damaging to their financial standing, employability, or reputation?

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No


If yes, describe the risk(s) and any steps that will be taken to mitigate those risks.

     
8c.
Will data be collected from Carle Foundation (including Carle Foundation Hospital, Carle Physician Group, etc.) staff?

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No


If yes, describe what steps will be taken to ensure that this activity will not negatively impact either those who participate or those who choose not to participate.

     
9.
Additional Information

9a.
Are there any reasons for doing this activity that have not been disclosed above?


 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
If yes, explain:      
10.
Investigator’s Assurances

By submitting this project, the Principal Investigator gives the following assurances:

1. The information contained herein is correct and complete.

2. I am familiar with the Carle IRB Guidelines. I will adhere to the policies and procedures explained therein, as well as other policies and procedures established by the Carle IRB.

3. I am aware of the legal, regulatory, and ethical requirements to protect human subjects, including without limitation, protection of their personal privacy and the privacy of all information identifying and/or relating to them, and agree to comply with all such human subject protections.

4. If I wish to make changes to the project, I will submit the changes to Carle IRB for review prior to initiating the changes.
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