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	Submission Checklist
	Enclosed
	N/A

	Signed original of this form 
	 FORMCHECKBOX 

	

	Study Protocol - see elements in Item VII (a)
	 FORMCHECKBOX 

	

	Data collection sheet
	 FORMCHECKBOX 

	

	PRMC Addendum Form  and PRMC approval (for cancer-related studies) 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Grant application (required if the study is federally funded)
	 FORMCHECKBOX 

	 FORMCHECKBOX 



I.
Study Information 

	Principal Investigator:      

	Department:      

	Mailing Address:      

	Email:      
	Phone:      

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

	Email:      
	Phone:      


Protocol Title: 

	     


Protocol Number, Version and/or Date: 

	     


II. Retrospective Studies
(a) Does the research involve the study of data, documents, records, pathological specimens or diagnostic specimens that are already in existence as of today’s date?

 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No   If no, stop here.  Your study is not retrospective.  Submit an Application for 
Expedited Review. Indicate Category 5, which applies prospective data/specimen research.
(b) For what purpose were the data, records, specimens, etc. originally created?        
(c) What is the date range and type of records/specimens you wish to use?       
(d) Who holds the records/specimens you wish to access (clinic, hospital, collaborator, etc)?      
(e) Do you intend to submit the results of your study to FDA for any reason?  
 FORMCHECKBOX 

Yes   

 FORMCHECKBOX 

No     
(f) How many subjects do you plan to study?       
(g) How many charts do you need to review in order to find appropriate subjects?       
(h) Will you keep a list that links the research data to the subject’s identity (name, medical record number, etc.)?   
 FORMCHECKBOX 

Yes

 FORMCHECKBOX 

No   
i. If yes, what is the purpose of the linking list?       
ii. If you are keeping a linking list, address the following points to explain why you will not obtain informed consent from subjects:  

	The research involves no more than minimal risk to subjects. 


	     

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


	     

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


	     

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


	     


Questions related to HIPAA Regulations – For studies that involve health information
(i) Explain why the research could not practicably be conducted without access to and use of the protected health information
     
(j) Describe the plan to protect identifiers from improper use and disclosure.

     
(k) Describe the plan to destroy the identifiers at the earliest opportunity consistent with the conduct of the research (how and when 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:
     
(l) Describe the plan to ensure that identifiable health information will not be reused or disclosed to other persons or entities. 

     
(m) Explain why the research could not be practicably carried out without a waiver of privacy authorization (i.e., why it is not practicable to obtain written authorization from the patient). 

     
III.
Study Personnel 
List the study team members. 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 conflict of interest disclosure.  

	Name
	Department 
	Role (PI, Co-I, Coordinator, etc.)
	Responsibilities

(see a – e below)

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


Please use corresponding letters for responsibilities. If not listed, record responsibility in box.

a    Obtain medical/surgical history

d.   Manage study database

b.   Complete source documents

e.   Assess unanticipated problems







c.   Review laboratory reports
IV.
Funding Information 

Please indicate funding source.  Note: Federal regulations require the Human Subjects Committee to review the complete grant application.  
(a)
 FORMCHECKBOX 

UNFUNDED: Check this box only if there will not be funding for this project.
(b)
 FORMCHECKBOX 

FUNDED

 FORMCHECKBOX 

KUPI Funds

 FORMCHECKBOX 

KU Endowment Association Funds
 FORMCHECKBOX 

State Funds
 FORMCHECKBOX 

KUMC Research Institute Funds: Grant #      
 FORMCHECKBOX 

Pharmaceutical/Private Funds       
 FORMCHECKBOX 

Federal Funds      
 FORMCHECKBOX 

Other: Specify      
(c)
 FORMCHECKBOX 

SEEKING FUNDING from       (source)
V.
Conflict of Interest

Please note that prior to HSC approval, an annual COI disclosure form must be on file for all KUMC 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.
(a)
 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? 
(b)
 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? 
(c)
 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?

(d)
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Do any investigators or their immediate family receive gift funds, 




educational grants, subsidies or other remuneration from the sponsoring 




company? 





(e)
 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? 

(f)
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Does KUMC or the KUMC Research Institute have an ownership or royalty
interest in any intellectual property utilized in this protocol? 

(g)
If you answered “Yes” to any of the above, please describe below in detail.  Affirmative answers 
will be forwarded to the KUMC Conflict of Interest Committee.  
	     


VI.
Project Information


Submit with this application the following documents:  
 FORMCHECKBOX 

(1) Complete research protocol that discusses the following:  
· Purpose of the Research

· Background/Literature Review

· Hypotheses

· Specific Aims

· Subject Selection Criteria and Sample Size Justification

· Methods and Measurement Tools

· Statistical Analyses

· Data Security (if records will be identifiable)
· References  
 FORMCHECKBOX 

(2) Data collection forms 

VII.    Subject Selection 

Check all that 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 

KUMC Employees
 

 FORMCHECKBOX 

Males only




 FORMCHECKBOX 

KUMC Students/Residents/Fellows
 FORMCHECKBOX 

Females only

VIII.
Child/Minor Studies Only    
All studies involving children or their identifiable records must undergo a separate risk assessment.  Please indicate below your judgment of the research risks.  
 FORMCHECKBOX 

The research does not involve greater than minimal risk. (45 CFR 46.404)


Explain:      
IX.
Cancer and Cancer-Related Studies 

Does the proposed study relate to cancer or cancer prevention?  
 FORMCHECKBOX 

No

 FORMCHECKBOX 


Yes*   
*Please note:  The initial submission of cancer-related studies must be sent directly to the KU Cancer Center Protocol Review and Monitoring Committee (PRMC), in electronic form, along with the signed paper copies of the submission delivered to the PRMC Office.  Please see the PRMC submission instructions posted at: 

http://prmc.kumc.edu/submission.aspx.  Upon PRMC approval, the PRMC office will deliver the submission to HSC for review.      

X.
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 safety 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 the HSC for approval prior to implementation.

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

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

· I agree to archive research records in accordance with the KUMC Records Retention Policy and applicable hospital policies.  
· I agree I will not commence research activities without final HSC 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 conduct the proposed research.  

_______________________________________


____________________

Signature







Date

_______________________________________

Type/Print Name 

Application For Review of Retrospective Human Subject Research





*this form must be typed*
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