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1.
Project Information


	Carle IRB No:       

	Date:      

	Project Title:       

	Cooperative Group No. or Sponsor ID (if applicable):      
Project Title (if different):      


2.
Principal Investigator (PI)

The PI is the investigator assuming ultimate responsibility for the research project. (For multicenter studies, indicate the local Carle PI)
	Last Name:       
	First Name:       

	Title:       

	Specialty:       

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

	Mailing Address:       

	Phone:       
	E-mail:       

	The following must be submitted with this application:


1. Current curriculum vitae (CV, less than 2 years old)
 FORMCHECKBOX 
 Attached


2. A signed Carle Investigator Agreement (Appendix A)
 FORMCHECKBOX 
 Attached

	Indicate the total number of active research studies involving human subjects, including at Carle Foundation Hospital and at all other sites, for which you are currently the PI:       

Note: If the number of studies is greater than 20, then attach Appendix B to this application
Appendix B attached:  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 Already on file;  Date of submission:      

	Check all human subject protection education completed by the PI within the last 2 years.

Note: Required for all PIs, Co-Investigators (Co-I), and key research personnel after 12/31/2008.

 FORMCHECKBOX 

Collaborative Institutional Training Initiative (CITI) Initial Education for Human Subject Research for Carle affiliates

 FORMCHECKBOX 

CITI Refresher Education for Human Subject Research for Carle affiliates 
 FORMCHECKBOX 

NIH Human Participant Protection Training AND 5 CITI Education modules for Carle Affiliates

 FORMCHECKBOX 

University of Illinois at Urbana-Champaign (UIUC) Education and Carle affiliate’s HIPAA and Human Subjects Research CITI modules
Documentation of human subject protection education. Check one of the following:

   FORMCHECKBOX 

Documentation of training is attached to this application
   FORMCHECKBOX 

Documentation is already on file with Carle IRB

	Medical or Professional License #:      
 FORMCHECKBOX 
 Not applicable

State/Province:      
Expiration Date:      
Issuing entity:      
Non-Carle PI must attach a copy of medical and/or professional license(s), if applicable.

	Has the PI received an FDA “Warning Letter” that has not been previously submitted to Carle IRB?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
If yes, attach a copy of the Warning Letter and explain here:      

	Has the PI ever been convicted of a crime, disciplined by a public or private medical organization, disciplined by a licensing authority, or is the PI currently the subject of such a proceeding?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
If yes, explain here:      


3.
Other Persons Involved in the Research

3a.
Co-Investigators 
List all Co-I other than the PI, including those from other institutions. Include all persons who will be directly responsible for the project’s design or implementation, the consent process, data collection, data analysis, or follow-up. Collaborators, outside consultants, and graduate and undergraduate students should be listed if they will be responsible for any of these activities. Include all investigators named on grant proposals.
	 FORMCHECKBOX 
 Co-Investigator 1

	Last Name:       
	First Name:       

	Title:       

	Specialty:       

	Co-I’s Organizational Affiliation for this Project (list only one):       

	Mailing Address:       

	Phone:      
	E-mail:       

	Check all human subject protection education completed by the Co-I within the last 2 years.

Note: Required for all PIs, Co-Is, and key research personnel after 12/31/2008.

 FORMCHECKBOX 

Collaborative Institutional Training Initiative (CITI) Initial Education for Human Subject Research for Carle affiliates

 FORMCHECKBOX 

CITI Refresher Education for Human Subject Research for Carle affiliates 
 FORMCHECKBOX 

NIH Human Participant Protection Training AND 5 CITI Education modules for Carle Affiliates

 FORMCHECKBOX 

University of Illinois at Urbana-Champaign (UIUC)Education and Carle affiliate’s HIPAA and Human Subjects Research’ CITI modules
Documentation of human subject protection education—check one of the following:


 FORMCHECKBOX 

Documentation of training is attached to this application.

 FORMCHECKBOX 

Documentation is already on file with Carle IRB.

	Medical or Professional License #:      
 FORMCHECKBOX 
 Not applicable

State/Province:      
Expiration Date:      
Issuing entity:      
Non-Carle Co-I must attach a copy of medical and/or professional license(s), if applicable.

	 FORMCHECKBOX 
 Co-Investigator 2

	Last Name:       
	First Name:       

	Title:       

	Specialty:       

	Co-I’s Organizational Affiliation for this Project (list only one):       

	Mailing Address:       

	Phone:       
	E-mail:       

	Check all human subject protection education completed by the Co-I within the last 2 years.

Note: Required for all PIs, Co-Is, and key research personnel after 12/31/2008.

 FORMCHECKBOX 

Collaborative Institutional Training Initiative (CITI) Initial Education for Human Subject Research for Carle affiliates

 FORMCHECKBOX 

CITI Refresher Education for Human Subject Research for Carle affiliates 
 FORMCHECKBOX 

NIH Human Participant Protection Training AND 5 CITI Education modules for Carle Affiliates

 FORMCHECKBOX 

University of Illinois at Urbana-Champaign (UIUC) Education and Carle affiliate’s HIPAA and Human Subjects Research CITI modules
Documentation of human subject protection education—check one of the following:


 FORMCHECKBOX 

Documentation of training is attached to this application

 FORMCHECKBOX 

Documentation is already on file with Carle IRB

	Medical or Professional License #:      
 FORMCHECKBOX 
 Not applicable

State/Province:      
Expiration Date:      
Issuing entity:      
Non-Carle Co-I must attach a copy of medical and/or professional license(s), if applicable.


 FORMCHECKBOX 
 List information about additional Co-I(s) on Appendix K and attach to this submission
3b.
Key Research Personnel


Are there additional key research personnel? 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


If yes, Attach Appendix K.
Key research personnel includes all persons who will have a significant role in the design or conduct of the research (including sub investigators and all individuals involved in any interventions or interactions with study subjects), who are named as contact persons in the informed consent documents or recruitment materials, who obtain informed consent or provide supervision of the persons who are obtaining informed consent, who access or handle protected health information, or who use the research information/data set.

Note: Human Subject Research Education is required for all PIs, Co-Is, and key research personnel after 12/31/2008.
4.
Funding

4a.
Federal Grant
 FORMCHECKBOX 
 Funded
 FORMCHECKBOX 
 Pending
 FORMCHECKBOX 
 Not Funded
 FORMCHECKBOX 
 Not Applicable
A complete copy of the grant proposal is required to be submitted with this application. Mark one:

 FORMCHECKBOX 
 Attached
 FORMCHECKBOX 
 Will follow before IRB approval can be issued  
 FORMCHECKBOX 
 Already on File with IRB Office
Date of Submission:      
If conditional Carle IRB approval is required prior to grant finalization, please inform your Research Coordinator in the Research Office.

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


4b.
Non-Federal Grants 

 FORMCHECKBOX 
 Funded
 FORMCHECKBOX 
 Pending
 FORMCHECKBOX 
 Not Funded
 FORMCHECKBOX 
 Not Applicable
For studies supported by a non-federal grant with a commercial sponsor, in most instances, the contract must be signed prior to issuance of IRB approval. For contract issues contact the Director of the Research Office. Provide the Carle grant number, if known:        
Title of Funding Proposal, if different from Project Title on this form:
	     


4c.
Contact for Funding Agency Official


 FORMCHECKBOX 
 Funding Agency Official needs to be notified of IRB approval
 FORMCHECKBOX 
 Not applicable
	Last Name:       
	 First Name:                     

	Institution:       

	Mailing Address:       

	Phone:          
	 E-mail:         


 FORMCHECKBOX 
 List additional contact information as an attachment to this submission 
4d.
Contracts

 FORMCHECKBOX 
 Executed
 FORMCHECKBOX 
 Pending
 FORMCHECKBOX 
 Not Applicable

For studies supported by a contract with a commercial sponsor, in most instances the contract must be signed prior to issuance of IRB approval. For contract issues contact the Director of the Research Office. Provide the Carle contract number, if known:      
Title of Funding Proposal, if different from Project Title on this form:
	     


4e.
The Carle IRB requires that the governing Grants, Clinical Trial Agreement (CTA) and other 
contracts not conflict with the consent form(s) with regard to compensation for injury.

Indicate what method will be used to ensure that no subjects are enrolled unless the Carle-approved consent form(s) are in agreement with the above statement. Check all that apply.

 FORMCHECKBOX 

The PI will check the grants, CTA and other contracts against the Carle-approved consent form(s) and resolve any conflicts via a request for a consent form(s) modification to Carle and/or securing a modified grant, CTA or other contract(s) before enrolling subjects.

 FORMCHECKBOX 

Other, explain:      
 FORMCHECKBOX 

Not applicable. There is no grant, CTA or other contract(s) for this research.

Note: The PI and Co-Is are responsible for ensuring that no conflict, financial or otherwise, exists between the contract, the protocol, and the consent form.
5.
Research Locations

List all locations where research activities will occur and describe the research activities (e.g., recruitment, consent, study procedures, data storage, and lab analysis) that will be conducted at each location.
5a.
Carle Research Locations
	
	Carle Organization
	List All Carle Research Location(s)
	List Research Activity Undertaken at Each Location

	 FORMCHECKBOX 

	Carle Foundation

(e.g., Hospital, Main Campus, Caring Place, Mattoon-Charleston, Home Care)
	     
	     

	 FORMCHECKBOX 

	Carle Physician Group (CPG)
(e.g., Specific Clinics, Plastic Surgery Center)
	     
	     


5b.
Non-Carle Research Locations

	
	Organization
	List All Non-Carle Research Location(s)
	Research Activity at This Location
	Documentation of Organization Approval

	 FORMCHECKBOX 

	UIUC
	     
	     
	 FORMCHECKBOX 
 UIUC IRB Approval and
     Consent Form Attached
 FORMCHECKBOX 
 UIUC IRB Approval Will
     Follow

 FORMCHECKBOX 
 Approval deferred to Carle
     IRB-Attach signed IRB Authorization Agreement

	 FORMCHECKBOX 

	     
	     
	     
	 FORMCHECKBOX 
 IRB Approval and Consent
     Form Attached
 FORMCHECKBOX 
 IRB Approval Will Follow

 FORMCHECKBOX 
 Approval deferred to Carle IRB-Attach signed IRB Authorization Agreement



 FORMCHECKBOX 
 List additional sites as an attachment to this submission 
5c.
Multicenter Study:  Is this a multicenter study in which Carle is the lead site?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If yes, provide IRB approval for each study site. Study initiation cannot begin at a site before IRB approval for that site has been provided to the Carle IRB.
If this is a federally funded multicenter study, name and provide IRB approval from the lead site.


Lead site name:       

IRB approval from lead site
 FORMCHECKBOX 
 is attached
 FORMCHECKBOX 
 will follow.
5d.
IRB Disapproval of the Research:  To your knowledge, has this protocol been disapproved by any IRB?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
If yes, provide the following:


Reviewing IRB:       

Date of review:       

Issues resulting in disapproval:       

Resolution of issues:       
6.
Research Protocol
6a.
 FORMCHECKBOX 
 Research Protocol attached  

Note: The research protocol with version number and/or date must be submitted with this application. In the protocol, describe, in chronological order, the specific procedures that research subjects will experience, and where the research activities will take place. Give approximate times and durations for specific activities. Include the total number of research visits or meetings required and the length of the commitment (including long-term follow-up). 
6b.
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 
 Not applicable since this is a multicenter and federally- funded or an industry-funded study protocol
7.
Research Population

7a.
Describe the subject population(s) that, by design, will be involved in the research.

	


7b.
Explain why the population(s) was (were) chosen.

	


If children or neonates will be subjects, complete and submit Appendix C.

7c.
If pregnancy is an inclusion criterion, complete this section.

No inducements, monetary or otherwise, will be offered to terminate a pregnancy.  FORMCHECKBOX 
 True
 FORMCHECKBOX 
 False 
Research personnel will not participate in any decisions as to the timing, method, or procedures used to terminate a pregnancy.  FORMCHECKBOX 
 True
 FORMCHECKBOX 
 False

Research personnel will not participate in determining the viability of a neonate.  FORMCHECKBOX 
 True
 FORMCHECKBOX 
 False
7d.
If cognitively impaired persons will be subjects, complete this section.


Describe how the capacity for consent will be determined and by whom.       
Who will consent for those unable to consent for themselves?       
7e.
Will any subjects whose primary language is not English be enrolled in the study?  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
If yes, complete the following: 
1.
For these subjects, how will the consent process be conducted and in what language(s)?

	     


2.
In what language(s) will the written information about the study (information sheet, informed consent document, etc) be given to the subjects?
	     


8.
Inclusion and Exclusion Criteria

8a.
List the inclusion criteria.  
	     



 FORMCHECKBOX 

Not applicable since this is a multicenter and federally- funded or an industry-funded study. Specify Protocol page number where this information is listed.       
8b.
List the exclusion criteria.
	


 FORMCHECKBOX 

Not applicable since this is a multicenter and federally-funded or an industry-funded study.

Specify Protocol page number where this information is listed.       
8c.
Explain how the inclusion/exclusion criteria will be assessed and by whom. If screening tests will be 
conducted, indicate whether results will or will not be provided to the subjects. If results will be provided, 
explain when and how this will be done.

	     


8d.
List and attach all screening documents.
	Title
	Version No.
	Version  Date


	
	
	

	     
	     
	     

	     
	     
	     

	     
	     
	     


 FORMCHECKBOX 

List additional screening documents as an attachment to this submission

9.
Recruitment
9a.
Recruiting Procedures: 
Describe in detail the procedures for finding and recruiting subjects or for identifying pre-existing data or materials, as applicable. Explain how potential subjects, or pre-existing subject records or materials, will be identified, contacted, and approached, and by whom, when, and where. Name any specific agencies or institutions that will provide access to potential subjects or their pre-existing records:

	     


9b.
Recruitment material:  Will recruitment materials be used?


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No 
If yes, check all categories of materials that will be used in the recruitment process.
 FORMCHECKBOX 
 Flyer

 FORMCHECKBOX 
 Mass Mailing

 FORMCHECKBOX 
 E-mail Notice

 FORMCHECKBOX 
 Ad – print
 FORMCHECKBOX 
 Ad – radio (provide script, and tape when available)
 FORMCHECKBOX 
 Brochure

 FORMCHECKBOX 
 Ad – TV (provide script, and video when available)
 FORMCHECKBOX 
 Internet/Web page or ad (provide URL)
 FORMCHECKBOX 
 Information Sheets (before study)

 FORMCHECKBOX 
 Recruitment Script (via phone or in person)

 FORMCHECKBOX 
 Physician to Physician Letter

 FORMCHECKBOX 
 Physician to Patient Letter
 FORMCHECKBOX 
 Other, explain:      
9c.
List and submit copies of all recruitment materials. 
	Title
	Version No.
	Version Date

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     


 FORMCHECKBOX 
 List additional recruitment documents as an attachment to this submission

10.
Data Collection
10a.
List and attach all protocol-related questionnaires, surveys, interview guidelines, psychological measures, or other data collection forms or reporting forms, such as case report forms, that will be used in this research.
	Title
	Version No.
	Version Date

	
	
	

	     
	     
	     

	     
	     
	     


 FORMCHECKBOX 
 List additional data collection documents as an attachment to this submission

10b.
Explain as a brief overview the data collection methods.  If anonymous data collection is proposed, explain in detail how anonymity will be maintained. Anonymity means that investigators will not have the ability to trace responses to subject identities. For multiphase data collection or if multiple contacts will be made with subjects, specifically explain the subject tracking and coding systems.
	


10c.
Privacy Protections: What precautions will be used to ensure subject privacy is protected? Check all that apply.
Note: 
Privacy Protections: Privacy is a subject’s ability to control how other people see, touch, or obtain information about the subject. Violations of privacy can involve circumstances such as being photographed or videotaped without consent, being asked personal questions in a public setting, being seen without clothing, being observed while conducting personal behavior, or disclosing information about abortions, HIV status, illegal drug use, etc.
 FORMCHECKBOX 
 Use of drapes or other barriers for subjects who are required to disrobe
 FORMCHECKBOX 
 Research intervention is conducted in a private room.

 FORMCHECKBOX 
 The collection of sensitive information about subjects is limited to the amount necessary to achieve the aims of the research, so that no unnecessary sensitive information is collected.
 FORMCHECKBOX 
 Other; Specify: 
	


10d.
Confidentiality Protections: Confidentiality is an extension of the concept of privacy. It refers to the subject’s understanding of and agreement with how identifiable information will be stored and shared. Identifiable information can be printed, electronic, or visual information such as photographs, etc.

What precautions will be taken to maintain the confidentiality of identifiable information? Check all that apply.

 FORMCHECKBOX 

Paper-based records will be kept in a secure location accessible only to study personnel.

 FORMCHECKBOX 

Computer-based files will be made available only to study personnel through the use of access privileges and passwords.

 FORMCHECKBOX 

Prior to being granted access to any study-related information, personnel must agree in writing to protect the security and confidentiality of identifiable information.

 FORMCHECKBOX 

Identifiers will be removed from study-related information.

 FORMCHECKBOX 

Data will be de-identified and coded. A link will exist that provides a key to identifiers, but the linking document will not be stored with the data.

 FORMCHECKBOX 

Data will be de-identified. No link will exist to identifiers.

 FORMCHECKBOX 

Because the research involves Web-based surveys, passwords and encryptions will be used to 
ensure that the data will be secured.

 FORMCHECKBOX 

Audio and/or video recordings of subjects will be transcribed and then destroyed to eliminate 
audible or visual identification of subjects.

 FORMCHECKBOX 

Other, explain: 
 FORMCHECKBOX 

Not applicable. No identifiable information will be collected.
10e.
Data Security:  Describe how and where data will be kept, and if and when it will be destroyed.

	


10f.
Staff Training:  If applicable, describe any additional training of study personnel regarding handling 
confidential information.

	     


10g.
Individually Identifiable Information
Will any individually identifiable information, including images of subjects, be published, or otherwise disseminated?  FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No

If yes, subjects must provide explicit consent or assent for such dissemination. 

(Reference: Research Institute, Research Policy 103)

10h.
Certificate of Confidentiality 

Will the PI be applying for a Certificate of Confidentiality?  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If yes, after the IRB issues a conditional approval for the research, request a Certificate of Confidentiality from the appropriate federal agency. The Certificate of Confidentiality must be submitted to and approved by the IRB before any subjects are recruited.
Note:

· Information on Certificates of Confidentiality: http://grants.nih.gov/grants/policy/coc/
· Detailed instructions: http://grants.nih.gov/grants/policy/COC/appl_extramural.htm
· Contacts: http://grants.nih.gov/grants/policy/coc/contacts.htm 
11.
Financial Impact of Study Participation on Subjects
11a.
If Carle Foundation is engaged and the study involves billable events, then provide the Medicare Coverage Analysis completion date for this study.        
 FORMCHECKBOX 
 Not applicable
11b.
Will subjects incur costs for being in the research (e.g., longer hospitalization, extra tests, insurance co- pays, equipment use)?  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
If yes, describe the costs incurred.
	     


11c.
Will subjects be compensated for participation?  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


If yes, fill out items 1–3 below:
1.
What compensation will be provided and when?

	     


2.
Describe how payments will be prorated for partial participation:

	     


3.
Will subjects’ Social Security numbers be required for payments to be made to subjects?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


If yes, this must also be stated in consent and assent forms.
If yes, explain how Social Security numbers will be used, protected, and destroyed.

	     


12.
Informed Consent (for adult subjects (age >18) only; for children and neonates use Appendix C)

12a.
Type of Consent Requested: Check all that apply.
 FORMCHECKBOX 

Written informed consent with all required elements will be used.
 FORMCHECKBOX 

Waiver is sought for some of the required consent elements, but a written consent form will be 


used. Complete 12b.
Describe which elements will be omitted and why:      
 FORMCHECKBOX 

A complete waiver of consent is requested.  Complete 12b.
 FORMCHECKBOX 

A waiver of documentation of informed consent is requested.  A written information sheet will 


be given to subjects. Complete 12c.
 FORMCHECKBOX 

A waiver of documentation of informed consent is requested.  A written information sheet will 


NOT be given to subjects.  Complete 12c.
Note: If consent will be obtained in a language other than English, all appropriate translations must first receive IRB review and approval. Use headings, headers, or footers to uniquely identify each document and associate it with the subject group for which it will be used.

12b.
Waiver of some or all of the elements of informed consent: A waiver of some of the elements of 

informed consent or a complete waiver of informed consent is permissible if the required criteria are met. 
Select 1 or 2 to request this waiver.

1.
 FORMCHECKBOX 

i.
Research is to be conducted by or subject to the approval of state or local government officials and is designed to study, evaluate, or otherwise examine: (i) public benefit of service programs; (ii) procedures for obtaining benefits or services under those programs; (iii) possible changes in or alternatives to those programs or procedures; or (iv) possible changes in methods or levels of payment for benefits or services under those programs; AND

ii.
The research could not practicably be carried out without the waiver or alteration.

OR

2.
 FORMCHECKBOX 

i.
Research involves no more than minimal risk, AND

ii.
Research will not adversely affect the rights and welfare of subjects, AND

iii.
Research could not be practicably carried out without waiver or alteration, AND

iv.
When appropriate, subject will be provided with additional pertinent information after participation.
Explain how the study meets the selected criteria [12b (1) or (2)]:

	     


12c.
Waiver of Documentation of Informed Consent: For a waiver of documentation of informed consent, 
one of the following criteria must apply. Select 1, 2, or both to request this waiver.

1.
 FORMCHECKBOX 

The principal risk would be potential harm resulting from a breach of confidentiality and the only record linking the subject and the research would be the consent document. Each subject will be asked whether the subject wants documentation linking the subject with the research, and the subject’s wishes will govern.

AND/OR

2.
 FORMCHECKBOX 

The research presents no more than minimal risk of harm to subjects and involves no procedures 
for which written consent is normally required outside of the research context. 

Explain how the study meets the selected criteria [12c (1) and/or (2)]:

	     


13.
Informed Consent Process (if complete waiver of consent is not sought)

13a.
Consent Process:  Describe below the consent process. Include when, where, how, and by whom consent (Parental permission/assent) will be obtained.
Who will conduct the consent discussion with the subject? Check all that apply.
 FORMCHECKBOX 
 Principal Investigator

 FORMCHECKBOX 
 Sub-investigator

 FORMCHECKBOX 
 Research coordinator 

 FORMCHECKBOX 
 Other, explain:      
13b.
Please describe the circumstances and location of the consent process: Check all that apply.
 FORMCHECKBOX 
 N/A, waiver of consent requested (please complete the “Request for a Waiver of Consent” form)
 FORMCHECKBOX 
 In a private room

 FORMCHECKBOX 
 In a waiting room

 FORMCHECKBOX 
 In an open ward

 FORMCHECKBOX 
 In a group setting

 FORMCHECKBOX 
 In a group setting with follow up in a private room
 FORMCHECKBOX 
 In emergency situations; the process is as follows (explain here or attach a separate sheet):       
 FORMCHECKBOX 
 Online, in public, over the phone, or in another unusual situation; the process is as follows (explain here or attach a separate sheet):       
 FORMCHECKBOX 
 Other (specify):       
13c.
Waiting Period:  How will the subject be given sufficient opportunity to consider whether to consent? 


Check all that apply.
 FORMCHECKBOX 

Subjects will be allowed to take home the unsigned consent form for consideration prior to 


signing it
 FORMCHECKBOX 

Subjects will be allowed a waiting period of       hours to consider their decision.

 FORMCHECKBOX 

Other, explain:      
13d.
Undue Influence:  What steps will be taken to minimize the possibility of coercion or undue influence? 


Check all that apply.

 FORMCHECKBOX 

There will be no threat of harm or adverse consequences if the subject does not agree to participate.

 FORMCHECKBOX 

Information provided during the consent process will be presented in a balanced way with equal 
emphasis on all elements of consent (e.g., no over-emphasis of benefits or under-emphasis of 
risks).

 FORMCHECKBOX 

Additional safeguards will be in place for vulnerable subjects. Please explain:      
 FORMCHECKBOX 

Other, explain:     
13e.
List and attach all consent materials (including consent, assent, and parental permission forms, plus information sheets) Note: If consent will be obtained in a language other than English, please include the translation and a certification from the translator.
	Title
	Version No.
	Version Date

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     


 FORMCHECKBOX 

List additional consent documents as an attachment to this submission

14.
HIPAA Authorization and Informed Consent Process

14a.
Check all documents that are being used for this study: 

 FORMCHECKBOX 

HIPAA Authorization

 FORMCHECKBOX 

Waiver of HIPAA Authorization


HIPAA waiver is:
 FORMCHECKBOX 
 Partial 
 FORMCHECKBOX 
 Full 

 FORMCHECKBOX 

HIPAA Preparatory to Research  

 FORMCHECKBOX 

HIPAA Decedent’s Information Request 

 FORMCHECKBOX 

HIPAA De-Identification Certification 

 FORMCHECKBOX 
 Not applicable
14b.
Is HIPAA Accounting Disclosure Tracking required?  FORMCHECKBOX 
 Yes*
 FORMCHECKBOX 
 No

Note:
1.
If access to and use of Protected Health Information (PHI) is limited to those persons within the covered entity, then no tracking is required. 

2.
If PHI is disclosed externally outside of the covered entity, then yes, tracking is required.

3.
If PHI contained in Hybrid (CFH + outside entity such as CPG or UIUC) records are accessed or used, then yes, tracking is required.
4.
PHI cannot be removed from covered entity without a HIPAA Authorization, HIPAA waiver or Data 


Use Agreement.
*If yes, and information is still being collected, a HIPAA Accounting Disclosure Tracking form available on IRBNet Forms/Templates must be submitted at each continuing review to the Health Information Management (HIM) Department.

15.
Risks to Subjects

Describe all known and anticipated risks and the steps that will be taken to minimize the risks. Include any risks to the subject’s physical well-being, privacy, dignity, self-respect, psyche, emotions, reputation, employability, and criminal and legal status:

All consent forms must include a complete statement of all risks. All risks must be explained during the consent process.
	     


 FORMCHECKBOX 

This is a multicenter and federally-funded or an industry-funded study


Specify Protocol and Consent page numbers where this information is listed.        
16.
Monitoring Risks to Subjects

Describe the provisions for monitoring the safety of individual subjects. If applicable, what criteria will be used to stop the research based on monitoring subjects, outcomes, and other information from the study?
	     


 FORMCHECKBOX 

This is a multicenter and federally-funded or an industry-funded study


Specify Protocol page numbers where this information is listed.        
17.
Study Monitoring Plan



Sponsor-provided Monitoring (if applicable):
Is Sponsor-provided Monitoring in place for this study?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
If yes, how frequently will the sponsor monitor the study?       
Data Safety Monitoring Board (if applicable):  
Is a Data Safety Monitoring Board (DSMB) or Committee in place for this study?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
If yes, what is their interim analysis plan?       
18.



Benefits

18a.
 FORMCHECKBOX 

This is a multicenter and federally-funded or an industry-funded study


Specify Protocol and Consent page numbers where this information is listed.       


If not, then complete 18b and 18c.
18b.
Describe the direct benefits of the research, if any, to participating subjects:

	     


18c.
Describe the anticipated benefits to the subject population or to society in general:

	     


19.
Risk/Benefit Assessment

According to the local Carle PI, will the anticipated benefits outweigh risks to subjects?  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
Explain:
	     



20.
 Review Process


Are risks to subjects in the proposed study more than minimal risk?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.

If Yes, then the study will be reviewed by the Carle IRB full committee. 
If No, the Carle IRB will independently determine whether the study qualifies for full committee review, or review by the expedited review process based on the nature of the study, population and risks involved.  
21.
Financial Conflict of Interest
Does the PI, Co-Investigator, or key research personnel or their immediate family members have a financial conflict of interest that has not previously been disclosed to the Carle IRB?  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If yes, has the PI, Co-PI, or key research personnel with the financial conflict of interest submitted a Financial Interest Disclosure Statement in accordance with Research Policy 103?  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No  

If the PI, Co-PI, or key research personnel with the financial conflict of interest has not submitted a Financial Interest Disclosure Statement in accordance with Research Policy 103, please submit this form. The form can be found at: http://www.carleconnect.com/Research/Forms/Compliance/ConflictOfInterest.pdf.  
22.
Investigator Assurances

 FORMCHECKBOX 

Please print, sign, scan and submit Appendix A: Carle Investigator Agreement, available on IRBNet Forms/Templates. Please note that this is required with each new research application submission.
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