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I.
Study Information 
Overall Principal Investigator:      
Overall PI’s Home Institution:      

	

	

	Email:      
	Phone:      
	Mail Stop:      

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

	Email:      
	Phone:      
	Mail Stop:      


Protocol Title: 

	     


Clinical Research Start Up (UKHSRR) ID #         (if available)
If required, To obtain a Clinical Research Start Up (UKHSRR) # go to https://redcap.kumc.edu/surveys/?s=KFJYK87MAJ.  If you have any questions, please contact cra_info@kumc.edu or the UKHSRR team at UKHSRR@kumc.edu.   
Directions:  

1. download, complete and save this form to your desktop / files. 

2. access the myIRB system at: https://kumcmyIRB.huronresearchsuite.com 
3. In the “Basic Information” section of the smart form, Choose “KUMC” for Item #6 and Choose “Yes” for item #7.  The system will automatically shorten the remainder of the application questions.    
4. Under “Supporting Documents” upload this application, the administrative certification from your department chair, the study protocol, drug information, if applicable, and the proposed consent forms and recruitment materials if they are available.   You should also include ancillary applications that may apply to your study, such as Radiation Safety, PRMC or Nursing Impact.  
II.
Study Personnel 
List the study team members from KUMC. 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 and Credentials (MD, PhD, RN, etc.)
	Institution and Department 


	Role (PI, Co-I, 

Coordinator, etc.)
	Responsibilities

(see a – m below)
	e-mail address

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


Please use corresponding letters for responsibilities. If not listed, record responsibility in box.
a.
Conduct Informed consent interview

g.  Take vital signs, height, weight

b.   
Complete physical examination


h.  Review/sign laboratory reports

c.   
Determine eligibility



i.   Draw/collect laboratory specimens

d.    Review concomitant medications

j.   Perform tests, procedures, interventions, questionnaires

e.   
Complete study data forms


k.  Dispense/collect study medication

f.     Determine causality of SAEs


l.  Complete drug accountability forms







m.  Manage study database

III.
Determining the IRB of Record 
Which institutions are taking part in this study?  (check all that apply)

 FORMCHECKBOX 

Children’s Mercy Hospital
 FORMCHECKBOX 
  KCUMB
 FORMCHECKBOX 
  St. Luke’s Hospital
 FORMCHECKBOX 
  Truman Medical Center

 FORMCHECKBOX 

University of Kansas Medical Center
 FORMCHECKBOX 

University of Missouri – Kansas City
At which institution will the most risky procedures occur?        
Where will the majority of study procedures take place?       
From which institution will the majority of subjects be recruited?      
At which institution will subjects spend the most time?      
IV.
Funding Information 


 FORMCHECKBOX 

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


project.


 FORMCHECKBOX 

SEEKING FUNDING from       (source)

 FORMCHECKBOX 

FUNDED

 FORMCHECKBOX 

Pharmaceutical/Private Funds:      
 FORMCHECKBOX 

Federal Funds      
 FORMCHECKBOX 

Institutional Funds from       
 FORMCHECKBOX 

Other      
V.
Conflict of Interest for All Study Team Members

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.  

NOTE: Principal Investigators are responsible for addressing these questions on behalf of the entire study team.   

(a)
  No
Do any of the investigators or their immediate family* have 
  Yes  




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? 

(*Immediate family is defined as spouse, children, siblings, parents, equivalents by marriage [in-laws], or other household members)

(b)
  No
Do any investigators, study personnel, or their immediate family 




listed on this application have:
  Yes  
· consulting agreements 

· management responsibilities 

· ownership interests, or  

· equity holdings or options (regardless of value) 

in the sponsoring company, the providers of the products or 
services being evaluated, vendors, provider(s) of goods, or 

subcontractors?
(c)
  No
Is any investigator, or their immediate family:
  Yes  
· 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)
  No
Do any investigators or their immediate family receive: 
  Yes  
· gift funds 

· educational grants, or

· subsidies or other remuneration 

from the sponsoring company? 





(e)
  No
Do any investigators or their immediate family have an ownership 




or royalty interest in any intellectual property utilized in this 





protocol? 
  Yes  
(f)
  No
Does KUMC or the KUMC Research Institute have an ownership 
  Yes  




or royalty interest in any intellectual property utilized in this 





protocol? 

g)
  No
For drug/device studies only: is the sponsor of the study a   Yes  




different party than the manufacturer of the drug or device?

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


VI.
Study Procedures

Indicate whether this research project includes any of the following procedures.  


 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Use of Radiation  

 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Tests for HIV, Hepatitis, Tuberculosis or other reportable disease

 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Testing for illegal drug use

 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Genetic Testing

 
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Storage of Blood/Tissue for purposes not related to this project

 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Recombinant DNA/ Gene Transfer

 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Invasive procedures


 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
Inpatient stay
VII.
Study Conduct at KUMC
Indicate which study procedures will occur at KUMC locations (check all that apply)
 FORMCHECKBOX 
 All procedures outlined in the protocol, 

 FORMCHECKBOX 
 Subset of protocol procedures; Specify      
 FORMCHECKBOX 
 Recruitment

 FORMCHECKBOX 
 Consenting

 FORMCHECKBOX 
 Data analysis

 FORMCHECKBOX 
 Data coordination

 FORMCHECKBOX 
 Specimen analysis

 FORMCHECKBOX 
 Other;  Specify      
VIII.
Drugs, Biologics, Devices 

Please check all that apply:  


 FORMCHECKBOX 

This study does not involve drugs, biologics or devices. Proceed to Section IX.  

 FORMCHECKBOX 

This study involves vitamins, herbs, or supplements that are not regulated by 



FDA.


 FORMCHECKBOX 

This study involves FDA-approved drugs/drug combinations/biologics being 



used for the FDA-approved indication in the FDA-approved population.


 FORMCHECKBOX 

This study involves FDA-approved drugs, combinations or biologics being 



studied for an unapproved use (i.e., use is different from the FDA-approved 



indication and/or the FDA-approved population).


 FORMCHECKBOX 

This study involves investigational drugs, combinations, or biologics (i.e., not

approved by FDA for any use).

 FORMCHECKBOX 

This study involves an FDA-approved device. 


 FORMCHECKBOX 

This study involves an investigational device. 

IX.
Pharmacy Information (For Drug and Biologics only)

Which pharmacy has overall responsibility for study drug accountability?      
At which institutions will study drug be dispensed?  (check all that apply)

 FORMCHECKBOX 

Children’s Mercy Hospital
 FORMCHECKBOX 
  KCUMB
 FORMCHECKBOX 
  St. Luke’s Hospital
 FORMCHECKBOX 
  Truman Medical Center

 FORMCHECKBOX 

University of Kansas Medical Center
 FORMCHECKBOX 

University of Missouri – Kansas City
X.
Study Populations
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 

	Homeless

	 FORMCHECKBOX 

	Fetuses/Neonates

	 FORMCHECKBOX 

	Persons w/ active psychiatric disease

	 FORMCHECKBOX 

	Cognitively impaired
	 FORMCHECKBOX 

	Site Employees

	 FORMCHECKBOX 

	Males only
	 FORMCHECKBOX 

	Site Students/Residents/Fellows

	 FORMCHECKBOX 

	Females only
	
	


Number of Persons Planned to be Enrolled at KUMC:      
XI.
Recruitment 
How will subjects be identified?  (Check all that apply)

 FORMCHECKBOX 

Selection during the course of usual clinical care

 FORMCHECKBOX 

Chart reviews by persons involved in the patients’ care

 FORMCHECKBOX 

Chart reviews by persons not involved in the patients’ care (such as study coordinators,

data managers, students, research assistants, others who do not work in clinic)

 FORMCHECKBOX 

Self-referral in response to IRB-approved ads or Web-sites

 FORMCHECKBOX 
  Referrals from outside physicians

 FORMCHECKBOX 
  Database searches; specify the database:      
 FORMCHECKBOX 
  Other       
XII.
Data Security 

At which institutions will identifiable study data or specimens be stored?  
(check all that apply)

 FORMCHECKBOX 

Children’s Mercy Hospital
 FORMCHECKBOX 
  KCUMB
 FORMCHECKBOX 
  St. Luke’s Hospital
 FORMCHECKBOX 
  Truman Medical Center

 FORMCHECKBOX 

University of Kansas Medical Center
 FORMCHECKBOX 

University of Missouri – Kansas City
How will paper records be secured?

     
How will electronic records be secured? 

     
How will biospecimens be secured? 

     
XIII.
Compliance Monitoring  

Which entity is responsible for monitoring the study to ensure protocol compliance?  
 FORMCHECKBOX 
  Sponsor/CRO

 FORMCHECKBOX 
  Data Coordinating Center;  Specify      
 FORMCHECKBOX 
  KUMC Study Team

 FORMCHECKBOX 
  Other;  Specify      
Thank you for your submission. Please feel free to contact the IRB office with questions:

(913) 588-1240 or humansubjects@kumc.edu
Request For Single IRB Review


For Studies with Regional CTSA Partners


(KUMC, CMH, UMKC/Truman, KCUMB, St. Luke’s)
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