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Which IRBs are required to review this proposal? 

 FORMCHECKBOX 
  KU School of Medicine-Wichita (KUSM-W)



316-293-2610
 FORMCHECKBOX 
  Via Christi Regional Medical Center (VCRMC)


316-268-5114
 FORMCHECKBOX 
  Wichita Medical Research & Education Foundation (WMREF)
316-686-7172
Submit 1 original of this entire application & required documents listed below to each IRB checked above.  Each IRB requires an original submission form.  
Submission Checklist





	KUSM-W and All IRBs
Research Compliance

1010 N. Kansas St

Wichita, KS  67214

Questions?  Call 316-293-2610

http://wichita.kumc.edu/afs/compliance/index.html
	Required
	Enclosed
	NA

	Retrospective Application Form – signed original 
	1 Signed Original 
	 FORMCHECKBOX 

	

	Study Protocol – see required elements under “Project Information” 
	1 Original
	 FORMCHECKBOX 

	

	Scientific merit review checklist and approval

http://wichita.kumc.edu/afs/compliance/forms/Scientific-Merit-Review-Template.doc 


	1 Signed Original
	 FORMCHECKBOX 

	

	Data collection sheet
	1 Original
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	PRMC (KUMC Protocol Review & Monitoring Committee) Approval Letter – required for cancer and cancer related studies 
	1 Copy
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Grant application–required for federal, state or private funded studies
	1 Copy
	 FORMCHECKBOX 

	 FORMCHECKBOX 



	Additional Items for Via Christi 
Via Christi Regional Medical Center

Attn:  Medical Staff Administration - IRB

929 N. St. Francis

Wichita, KS 67214
Questions?  Call 316-268-5114
	Enclosed
	NA

	Budget information
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Area/department that the study may affect or the PI must coordinate with (please attach a separate page with this information)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Where research papers will be submitted 
(please attach a separate page with this information)
	 FORMCHECKBOX 

	 FORMCHECKBOX 



	Additional Items for WMREF 
Wichita Medical Research & Education Foundation

3306 E. Central Avenue

Wichita, KS  67208
Questions?  Call 316-686-7172

http://www.wichitamedicalresearch.org/index.shtml
	Enclosed
	NA

	Face page from the WMREF application (page 2)

(signed by Wesley Medical Center administrator and Principal Investigator)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Copy of Investigator’s Summary from WMREF application

(signed by the Principal Investigator)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Budget information – required if funding is requested
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Listing of research specific procedures and coordination of payment with institution so participants are not billed for these procedures
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Study specific standing orders (if applicable)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	CVs for investigators and research coordinators
	1 Copy    FORMCHECKBOX 

	 FORMCHECKBOX 


	Click http://www.wichitamedicalresearch.org/institutional.shtml#forms
“IF USING KU FORMS” for any additional WMREF requirements
	
	


Submit 1 original of this entire application & required documents to each IRB you are submitting to.  Each IRB requires an original submission form.  

I.
Study Information 

	Principal Investigator (PI):      

	KUSM-W Department:      

	Hospital Department(s):      

	Full Mailing Address of PI:      

	Email:      
	Phone:      

	Alternate Contact Person (e.g., Project Coordinator):      

	Full Mailing Address:      

	Email:      
	Phone:      


Protocol Title: 

	     


Protocol Number, Version and/or Date: 

	     



II. Research Activity  FORMDROPDOWN 

(a) Approximate time period (mm/dd/yyyy) for conducting the study:         to      
(b) Does the research involve the study of data, document, records, pathological specimens or diagnostic specimens that are already in existence as of this date?

 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No    If no, stop here and submit the application for Prospective Research 
(c) For what purpose were the data, records, specimens, etc. originally created?        
(d) Who holds the records/specimens you wish to access (clinic, hospital, collaborator, etc)?
      

(e) What is the date range of records/specimens you wish to use?       to      
(f) Do you intend to submit the results of your study to Federal Drug Administration (FDA) for any reason?  
 FORMCHECKBOX 

No     
 FORMCHECKBOX 

Yes
If yes, stop here and submit application for full committee review by the KUSM-W IRB/HSC and hospital(s) IRB.     

(g) How many subjects do you plan to study?       
(h) How many charts/records do you need to review in order to find appropriate subjects?       
(i) Will you use a list that links the research data to the subject’s medical record or other records?  

 FORMCHECKBOX 

No   
 FORMCHECKBOX 

Yes   
If yes, what is the purpose of the linking list?       
If yes, address the following points to explain why you will not obtain informed consent from subjects: 
1.  The research involves no more than minimal risk to subjects. 

     
2.  The waiver will not adversely affect the rights and welfare of the subjects.

     
3.  The research could not practicably be carried out without the waiver.

     
4.  Whenever appropriate the subjects will be provided with additional pertinent information after participation.  

     
Demonstrate that the research also meets the following criteria for waiver of privacy information:

1. Explain why the research could not be practicably be conducted without access to and use of protected health information. 

     
2. Describe the plan to protect identifiers from improper use and disclosure. 

     
3. Describe the plan to destroy the identifiers at  the earliest opportunity, consistent with the conduct of the research (how and when the identifiers will be destroyed) .  If there is a health or research justification for retaining the identifiers or such retention is otherwise required by law, provide the reason to retain identifiers
     
4. Describe the plan to ensure that identifiable health information will not be re-used or disclosed to other persons or entities.
     
5. Explain why the research could not be practicably carried out without a waiver of privacy authorization.  
     
III.
Study Personnel 

List all study team members by their legal/full name. In order for a research project to be approved, all members of the study team must demonstrate current training in human subjects protection.  Study personnel also must have on file a current KUMC conflict of interest disclosure.  

	Name
	Department 
	Role – Principal Investigator

Sub-Investigator, Assoc Investigator, Coordinator, 
Study Personnel, etc.
	Responsibilities – List all that apply a thru i below.  If not listed, record in space provided

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


a    Review medical/surgical history
f.   Review laboratory reports
b.   Complete source documents

g.  Data analysis





c.   Complete study data forms 

h.  Research laboratory personnel
d.   Manage study database

i.   Report generation

e.  Assess unanticipated problems


IV.
Location of the Study

(a)
Check all study locations under the principal investigator’s responsibility:

 FORMCHECKBOX 

Outpatient Clinics and Research Centers

 FORMCHECKBOX 

Via Christi Outpatient Clinic

 FORMCHECKBOX 

Wesley Outpatient Clinic

 FORMCHECKBOX 

KU Internal Medicine Clinic 

 FORMCHECKBOX 

KU Midtown Clinic 

 FORMCHECKBOX 

Other clinic or research center       specify
 FORMCHECKBOX 

Inpatient Setting

 FORMCHECKBOX 

Via Christi Regional Medical Center – Wichita *



*Specify the hospital department & contacts       
 FORMCHECKBOX 

Wesley Medical Center – Wichita 
 FORMCHECKBOX 

Clinical Research Institute (CRI) 
 FORMCHECKBOX 

Other Hospital or Inpatient Clinic        specify
 FORMCHECKBOX 
  Classroom setting

 FORMCHECKBOX 

KUSM-Wichita campus 

 FORMCHECKBOX 

Other universities/colleges       specify
 FORMCHECKBOX 

Elementary/secondary schools       specify
 FORMCHECKBOX 

International sites

 FORMCHECKBOX 

Other       specify
(c)
In what states will the principal investigator conduct the study? (Check all that apply)

 FORMCHECKBOX 

Kansas 


 FORMCHECKBOX 

Missouri


 FORMCHECKBOX 

Other states       specify
(d)
Provide details below on all study locations, other than KUSM-W, Wesley Medical Center and Via Christi Regional Medical Center, for which the principal investigator is responsible:

	Name of the Facility
	Primary Contact Name
	The site has its own IRB
	IRB approval status at the site

	     
	     
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
	     

	     
	     
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
	     

	     
	     
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
	     

	     
	     
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
	     


(e)
If the principal investigator is responsible for study conduct at multiple study locations, the IRB must ensure adequate plans for overall management of the study.  Describe the investigator’s oversight plans, including how the investigator will ensure adherence to the study protocol, obtain informed consent, secure and maintain IRB approval at the other sites, obtain IRB approvals prior to implementing changes to the protocol, monitor adverse events or other unanticipated problems, and ensure general coordination of study conduct.

	     


V.
Funding Information 

Please indicate funding source.  

(a)
 FORMCHECKBOX 

UNFUNDED: Check this box only if there will be no funding source for this 

project.
(b)
 FORMCHECKBOX 

FUNDED

 FORMCHECKBOX 

KU Endowment Association Funds (KUEA)
 FORMCHECKBOX 

State Funds
 FORMCHECKBOX 

KUMC Research Institute Funds (KUMCRI): Grant #        

 FORMCHECKBOX 

Wichita Medical Research and Education Foundation (WMREF)

Pharmaceutical/Private Funds       
 FORMCHECKBOX 

Federal Funds      
 FORMCHECKBOX 

Other: Specify      
Note:  The IRB requires submission of the grant application for federal, state or private funded grants.   

(c)
 FORMCHECKBOX 

SEEKING FUNDING from       (source)
VI.
Conflict of Interest (COI)
Please note that prior to IRB approval, an annual KUMC COI disclosure form must be on file for all study personnel.  The following questions relate to the study named in this application.  Principal investigators are responsible for addressing these questions on behalf of the study team.
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Do any of the investigators or their immediate family (defined as spouse, children, siblings, parents, equivalents by marriage [in-laws], or other household members) have financial arrangements with the sponsoring company or the products or services being evaluated,  including receipt of honoraria, income, or stock/stock options as payments in the past year or will be expected during the course of the project, that are not publicly traded, or whose value may be affected by the outcome of the research? 
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Do any investigators, study personnel, or their immediate family listed on this application have consulting agreements, management responsibilities or equity holdings in the sponsoring company, the providers of the products or services being evaluated, vendors, provider(s) of goods, or subcontractors? 
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Is any investigator, or their immediate family, a paid or unpaid member of an advisory or executive board or have a paid or unpaid executive relationship with the sponsoring company or the providers of the products or services being evaluated?

 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Do any investigators or their immediate family receive gift funds, educational grants, subsidies or other remuneration from the sponsoring company? 





 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Do any investigators or their immediate family have an ownership or royalty interest in any intellectual property utilized in this protocol? 

 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Does KUSM-W, KUMC Research Institute, Wesley Medical 


Center or Via Christi Regional Medical Center have an ownership or royalty interest in any intellectual property utilized in this protocol? 

If you answered “Yes” to any of the above, please describe in detail.  Answers will be forwarded to the KUMC Conflict of Interest Committee.  

	     


VII.
Project Information

 
Submit with this application the following documents:  

1.  Protocol:  provide a complete research protocol that addresses all of the following:  

· Specific Aims

· Background

· Preliminary Studies

· Hypotheses

· Research Design

· Subject Selection Criteria and Sample Size Justification

· Methods and Measurement Tools

· Statistical Analysis

· Data Security

· Record Retention 

· References  

2. Protocol materials (as applicable):  

· Data collection forms

· Surveys

· Questionnaires

· Test instruments

VIII.   Subject Selection 

Check all that may apply to the target population for this study:

 FORMCHECKBOX 

Healthy volunteers



 FORMCHECKBOX 

Adults 65 years and older 

 FORMCHECKBOX 

Patients




 FORMCHECKBOX 

Comatose/traumatized

 FORMCHECKBOX 

Children/Minors (under 7 years of age)

 FORMCHECKBOX 

Terminally ill

 FORMCHECKBOX 

Children/Minors (7 - 17 years of age)

 FORMCHECKBOX 

Prisoners

 FORMCHECKBOX 

Pregnant women



 FORMCHECKBOX 

Persons w/ active psychiatric disease 
 FORMCHECKBOX 

Cognitively impaired



 FORMCHECKBOX 

KUSM-W or hospital employees
 

 FORMCHECKBOX 

Males only




 FORMCHECKBOX 

Students, residents or fellows
 FORMCHECKBOX 

Females only

 FORMCHECKBOX 

Women of child-bearing potential






 FORMCHECKBOX 

Economically/educationally disadvantaged 
XIV.
Child/Minor Studies Only – Risk Assessment
All studies involving children must undergo a separate risk assessment.  Please indicate below your judgment of the research risks.   Check only one.  

 FORMCHECKBOX 

The research does not involve greater than minimal risk. (45 CFR 46.404)
Rationale for Decision      
 FORMCHECKBOX 

The research involves greater than minimal risk but presents the prospect of direct benefit to the individual subjects. (45 CFR 46.405)
Rationale for Decision      
 FORMCHECKBOX 

The research involves greater than minimal risk and no prospect of direct benefit to individual subjects, but is likely to yield generalizable knowledge about the subjects’ disorder or condition.    (45 CFR 46.406)
Rationale for Decision      
 FORMCHECKBOX 

The research is not otherwise approvable but presents an opportunity to understand, 
prevent, or alleviate a serious problem affecting the health or welfare of children. (45 CFR 46.407)
Rationale for Decision      
X.
Cancer and Cancer-Related Studies 

Does the proposed study relate to cancer or cancer prevention?  

 FORMCHECKBOX 

No

 FORMCHECKBOX 


Yes
If yes, see instructions below   


KUSM-Wichita requirement:  all human subject cancer or cancer-related protocols (therapeutic/treatment, prevention, ancillary/companion and correlative), must be reviewed, approved, and monitored by the KU Cancer Center Protocol Review and Monitoring Committee (PRMC). In addition to the submission of this form, please submit an application to the PRMC.  See the PRMC submission instructions posted at: 

http://prmc.kumc.edu/submission.aspx.  

XI.
Certifications
Principal Investigator Certification

As Principal Investigator,

· I agree this application accurately reflects the proposed research plan.

· I confirm that I have adequate time, assistance, equipment, support services, and finances to safely conduct this study.   

· I accept responsibility for the scientific conduct of this study and for the rights and welfare of human subjects.

· I accept responsibility to ensure that all study personnel are adequately trained for their role.

· I agree to submit any amendments to the protocol or consent form to all reviewing IRBs for approval prior to implementation.

· I agree to report any problems with the research, in accordance with university, institution, and IRB policy, as well as regulatory and sponsor requirements.

· I agree to maintain all required research records, including consent forms, during the study.  I recognize the authority of the IRB to inspect those records.

· I agree to archive research records in accordance with the KUMC Records Retention Policy and applicable hospital and IRB policies.  
· I agree I will not commence research activities without final IRB approval (and full executed contract, if applicable).

________________________________


____________________

Principal Investigator Signature



Date

Administrative Certification

As Department Chair or Chair representative/Division Director/Dean/Executive Administrator/Center Director, I approve the submission of this proposal.  The principal investigator is qualified, and adequate resources (in terms of time, assistance, equipment, support services and finances) are available to safely conduct the research.  

Method of Scientific Review (check all that apply)

 FORMCHECKBOX 
  The scientific review has already been accomplished:

The individuals/groups below have determined that the research uses procedures consistent with sound research design, which do not unnecessarily expose subjects to risk; the research is likely answer the proposed question; and the knowledge reasonably expected to result from the research has scientific importance.  

 FORMCHECKBOX 
  Department Chair/Director/Dean or a designee*

 FORMCHECKBOX 
  WMREF (Wichita Medical Research & Education Foundation) Scientific Review Committee
 FORMCHECKBOX 
  KUMC Protocol Review & Monitoring Committee (PRMC) – cancer and cancer related studies
 FORMCHECKBOX 
  NIH

 FORMCHECKBOX 
  Other external review process:  Specify      
*Include a copy of the department scientific review checklist and any correspondence  between the investigator and the scientific reviewer.  
The Scientific Merit Review checklist is located here:  http://wichita.kumc.edu/afs/compliance/forms/Scientific-Merit-Review-Template.doc
 FORMCHECKBOX 
  The proposal is being referred for scientific review by:

 FORMCHECKBOX 
  WMREF (Wichita Medical Research & Education Foundation) Scientific Review Committee

 FORMCHECKBOX 
  PRMC (Protocol Review and Monitoring Committee) cancer and cancer-related proposals

_______________________________________
____________________

Chair/ Director/Designee Signature


Date

_______________________________________

Print Name 

Application For Review of Retrospective Low/Less than and Minimal Risk Human Subject Research





*This form must be typed* 
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Use this form for Retrospective Studies


NOTE:  Retrospective studies involve data or specimens that already exist in their entirety at the time of IRB submission.  If the research involves both retrospective and prospective elements, complete the application for Prospective Research
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