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I. IRB Number: 
II. Research Title: 
III. Personnel
A. Principal Investigator (PI)

	Name (Last, First)

	Degree(s)


	Department

	Student/Fellow/Resident

 Physician Staff

 Nursing Staff 

	Mailing Address (if other than 800 W. Central Road)


	Phone Number

	E-mail Address



B. Faculty Sponsor – Complete only when PI is a student, fellow or resident

	Name (Last, First)

	Degree(s)


	Department


	Mailing Address (if other than 800 W. Central Road)



	Phone Number

	E-mail Address



C. Primary Contact– Complete only if the contact person is different than the PI

	Name (Last, First)


	Phone Number

	E-mail Address



D. Co-Investigators and Other Study Staff

A. Has there been a change to co-investigators and/or key research personnel?

 No  

Appendix A Yes – Complete  and submit this with this application packet. 

IV. Performance Sites

Definition of a Research Site:  A performance site is a location at which the research is conducted, data is gathered from subjects and/or records, and/or subjects are consented into the research.  Sites are research sites whether the research activities there are funded or not funded.

A. Non-NCH-Medical Group Performance Sites
Has there been a change to non-NCH Medical Group sites involved in this study?
 No   
 Yes – Complete Appendix B and submit with this application packet
V. Research Funding

A. Is this research funded?

 No – Skip to Section V.

 Yes.  If yes, have there been any changes to the funding? .
 No –



 Yes.  Explain, 
VI. Conflict of Interest (COI) 
A. Have there been changes to conflict of interest with this study?   

 No 

 Yes – See Section B below. 
B. Disclosure Management 

If YES is checked please describe changes: 
If a COI management plan is required, complete (Appendix C) and revise the consent form to include a disclosure statement.   Final IRB approval of the research cannot be provided until a management plan is in place and is approved by the IRB.
VII. Additional Reviews Required

Reviews beyond that of the IRB may be required for this submission. If the research requires review by any committees/offices (ie, nursing scientific review committee) and approval has already been granted, submit the approval documents with this submission.  
VIII. Protocol Components

A. Provide a description of the changes, or provide the summary of changes which has been provided by the sponsor:  

 The summary of changes provided by the sponsor is included for review and no additional changes were made.
IX. Informed Consent/Assent
A. Have there been changes to the informed consent? 
 Yes.  Submit tracked changed and clean versions of consent
 No
 There is a Waiver of Informed Consent for this study
X. Amended documents being submitted
 Protocol 
 Consent 
 IB

 Recruitment Materials

 Other, explain: 
XI. Principal Investigator

I certify that the information that was provided in this application is correct and complete. I also pledge that I will not implement any of the procedures, forms, or protocols used in this study without first seeking review and approval from the Institutional Review Board.

Signature of Principal Investigator



Date
Printed Name: 
Person completing form, if different than the Principal Investigator: 
Appendix A
Key Research Personnel
Change Type:   FORMCHECKBOX 
 New Personnel

 FORMCHECKBOX 
Remove Personnel

 FORMCHECKBOX 
 Other:  

Role: 
 FORMCHECKBOX 
 Co-Investigator  
 FORMCHECKBOX 
 Other Key Research Personnel (Describe)      
	Name (Last, First)
     
	Degree(s)
     
	Department
     

	Mailing Address Mailing Address (if other than 800 W. Central Road)

     
	Phone Number

     

	Fax Number
     
	NCH E-mail Address
     
	


 FORMCHECKBOX 
 This person has a conflict of interest.  Explain:      
Change Type:   FORMCHECKBOX 
 New Personnel

 FORMCHECKBOX 
Remove Personnel

 FORMCHECKBOX 
 Other:  

Role: 
 FORMCHECKBOX 
 Co-Investigator  
 FORMCHECKBOX 
 Other Key Research Personnel (Describe)      
	Name (Last, First)
     
	Degree(s)
     
	Department
     

	Mailing Address Mailing Address (if other than 800 W. Central Road)

     
	Phone Number

     

	Fax Number
     
	NCH E-mail Address
     
	


 FORMCHECKBOX 
 This person has a conflict of interest.  Explain:      
Change Type:   FORMCHECKBOX 
 New Personnel

 FORMCHECKBOX 
Remove Personnel

 FORMCHECKBOX 
 Other:  

Role: 
 FORMCHECKBOX 
 Co-Investigator  
 FORMCHECKBOX 
 Other Key Research Personnel (Describe)      
	Name (Last, First)
     
	Degree(s)
     
	Department
     

	Mailing Address Mailing Address (if other than 800 W. Central Road)

     
	Phone Number

     

	Fax Number
     
	NCH E-mail Address
     
	


 FORMCHECKBOX 
 This person has a conflict of interest.  Explain:      
Change Type:   FORMCHECKBOX 
 New Personnel

 FORMCHECKBOX 
Remove Personnel

 FORMCHECKBOX 
 Other:  

Role: 
 FORMCHECKBOX 
 Co-Investigator  
 FORMCHECKBOX 
 Other Key Research Personnel (Describe)      
	Name (Last, First)
     
	Degree(s)
     
	Department
     

	Mailing Address Mailing Address (if other than 800 W. Central Road)

     
	Phone Number

     

	Fax Number
     
	NCH E-mail Address
     
	


 FORMCHECKBOX 
 This person has a conflict of interest.  Explain:      
Appendix B
Research sites
The purpose of this appendix is to report changes to Non-NCH Medical Group sites to help the IRB determine the regulatory requirements applicable to all sites involved in the research study. In order to facilitate the IRB’s determinations, please identify all performance sites outside of the NCH Medical Group and explain their roles and responsibilities related to this research study.

A Non-NCH Medical Group Performance Site is a non NCH location at which research patients on this study will be seen and will have tests and procedures which the results of which will be collected and used as a part of the study. 

Lead Performance Site:  The performance site at which the research is initiated and, for funded research, the site designated as the lead by the research sponsor [the entity paying for the research] and/or the site that receives funding directly from the research sponsor.  

I. Is NCH the Lead Performance Site?  FORMCHECKBOX 
  Yes (skip to section III)      FORMCHECKBOX 
 No (complete Sections II and III)
A. Is an organization other than NCH the lead performance site?  FORMCHECKBOX 
  Yes        FORMCHECKBOX 
 No  

If yes, name the Lead Performance Site: 
B. Has IRB Approval been received from the non-NCH Lead Performance Site: 
 FORMCHECKBOX 
 Yes, and approval letter has been included with submission

 FORMCHECKBOX 
 No (final IRB approval cannot be issued until submitted to the IRB)

II. List all changes to non-NCH performance sites
A. Change Type:   FORMCHECKBOX 
 Adding a new site



  FORMCHECKBOX 
Remove a site, explain:

  FORMCHECKBOX 
 Other, explain: 
	Site Name: 
	Contact Person: 
	Contact Information:

	Address: 
	City: 
	Country (if not U.S.) 


B. If adding a site, complete the following:
i. Will this non-NCH Medical Group site receive funding, either through NCH Medical Group or directly from the research sponsor, for participating in the research?  

 FORMCHECKBOX 
Yes    FORMCHECKBOX 
  No

ii. Will personnel at this non-NCH Medical Group site recruit subjects?   
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No

iii. Will personnel at this non-NCH Medical Group site obtain informed consent? 

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No

iv. Will personnel at this non-NCH Medical Group site interact with subjects [including, but not limited to, training subjects; administering an instrument, test, process or procedure, drug, or device to subjects; and/or observing subjects]?   FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

v. Will personnel at this non-NCH Medical Group site collect and transfer individually identifiable information regarding subjects to NCH Medical Group Investigators or research staff?   FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

vi. Other roles and responsibilities, if any, of personnel at this non-NCH Medical Group performance site: 
C. Rational for using non-NCH Medical Group Site

Provide the rationale for the use of non-NCH Medical Group sites in this research. 
i.   Are these non-NCH Medical Group sites a part of a multi-site study that includes NCH Medical Group?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No

ii.   Are these non-NCH Medical Group sites funded through NCH or by the same research sponsor as NCH?     FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

iii.   Is the involvement of these non-NCH Medical Group sites otherwise required by the sponsor for this research study?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

iv.   For all other non-NCH Medical Group sites including, but not limited to, schools/school districts; community, faith-based, or other non-governmental organizations; units of local or state government; private businesses, foundations, or organizations; and/or philanthropic, public service, or not-for-profit organizations:

a) Has the NCH Medical Group PI been invited by the non-NCH Medical Group site to conduct research at their site?    FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

v. Has the NCH Medical Group PI previously conducted research and/or collaborated with personnel at the non-NCH Medical Group site?    FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   

vi. Briefly describe any specific knowledge and/or experience that the NCH Medical Group PI and/or key research personnel have that is relevant to the conduct of research at the specified non-NCH Medical Group sites(s):       
vii. Does the NCH Medical Group PI have specific knowledge and/or experience of distinct participant population(s) who will be recruited and/or enrolled at the NCH Medical Group sites, with respect to elements including, but not limited to, culture, sub-culture, ethnicity, and/or religion?    FORMCHECKBOX 
Yes    FORMCHECKBOX 
 No
viii. Does the NCH Medical Group PI and/or key research personnel speak, read, and/or write the primary language of participant population(s) who will be recruited and/or enrolled at the non-NCH Medical Group site?    FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
Appendix C
Conflict of Interest Management
If an actual or a potential Conflict of Interest (COI) has been identified it must be mitigated through a Conflict of Interest Management Plan.  This document sets forth the steps that will document that management of the conflict(s).  

A. Name of person(s) with conflict: 
B. Role on project:  
C. Name of sponsor/entity with whom conflict exists:  
D. NCH Medical group internal identifier (IRB#, Meditract #) and/or project title:
1. IRB#: 
2. Meditract #: 
3. Project Name: 
4. Other, if applicable: 
E. Principal Investigator:  
F. Description of Conflict: 
G. Nature of Conflict of Interest (check all that apply):

 FORMCHECKBOX 

Equity interest


 FORMCHECKBOX 

Relationship (e.g., colleague, family member, etc.)

 FORMCHECKBOX 

Consulting fee


 FORMCHECKBOX 

Other (please describe):

 FORMCHECKBOX 

Travel reimbursement

 FORMCHECKBOX 

Honorarium
H. Value of Financial Interest (check one):

 FORMCHECKBOX 

Not applicable to this project/disclosure.

 FORMCHECKBOX 

$0-$4,999



 FORMCHECKBOX 

$20,000-$100,000  

 FORMCHECKBOX 

$5,000-9,999



 FORMCHECKBOX 

Over $100,000 

 FORMCHECKBOX 

$10,000-$19,999


 FORMCHECKBOX 

The value of this financial interest cannot be 

readily determined through reasonable measures of fair market value.

I. Description of Conflict Management Plan:

 FORMCHECKBOX 
 Disclosed in Consent Form

 FORMCHECKBOX 
 Disclosed to Sponsor

 FORMCHECKBOX 
 Other: 
Submit the approved plan and a copy of the most recent Conflict of Interest Disclosure form to the IRB for review. 
__________________________________ 


________________
Signature of Person with Conflict
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