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Institutional Review Board (IRB) Application
All items on the application form must be completed.  If a question does not apply, type N/A.  Attach additional sheets if more space is needed to answer a question. The contents of this application and attachments will be kept confidential within the limit of the law.  For information and assistance, visit the Institutional Review Board website: http://www.stlukesonline.org/research/index.php or call (208) 381-1406.

	Study Title: 

     

	Protocol Number:
      

	Principal Investigator (PI):
      

	Practice Group
	Address
	Phone/Fax
	E-mail

	     
	     
	     
	     

	Primary Contact Person If different than the PI: The person who will be responsible for correspondence with the IRB regarding this study.

     

	Title
	Address
	Phone/Fax
	E-mail

	      
	      
	      
	      


	Has this protocol been submitted to St. Luke’s Office of Research Administration (ORA)?    FORMCHECKBOX 
Yes        FORMCHECKBOX 
 *No 

* If no, please contact the ORA at 381-5126.  ORA review is required prior to IRB approval, for research studies that are conducted at St. Luke’s. 


	
	
	Submit the following

	Submitted
	N/A
	

	 FORMCHECKBOX 

	
	Three copies of this application-completed.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Three copies of complete protocol.  (Cannot be a draft, must be final protocol.)

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Three copies of Consent form(s). (Template available by request.)

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Three copies of Health Insurance Portability and Accountability Act (HIPAA) form. (Template available by request.)

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Three copies of Assent form (For pediatric studies. Template available by request.)

	 FORMCHECKBOX 

	
	Three copies of the protocol summary. (See required format. Template available by request.)

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Three copies of the Investigator’s Brochure (IB).  If submitting the IB electronically, please send one hard copy and email the electronic version to the IRB.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Three copies of advertisement or recruitment material. ***Please note, all information that a subject will be given needs to be submitted (i.e. NIH brochures, NCI posters, informational handouts) 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Three copies of patient questionnaires, instruments, data collection forms, etc.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Three copies of the 1572 (FDA Form 1572 is only applicable for FDA regulated trials)

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Three copies of the clinical study agreement/contract.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	One copy of the grant application, if applicable.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	One copy of the thesis or dissertation. (Student Projects)

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	One copy each of the PI’s and key research personnel’s certificate of completion of the Collaborative Institutional Training Initiative (CITI) on-line human subjects protection course  www.citiprogram.org

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	One signed copy of PI’s and Sub-Investigators  (Sub-Is) conflict of interest statement.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	One copy of the PI’s current curriculum vitae (CV), if not currently on file.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	One signed copy of PI’s Research Misconduct Policy Declaration, if not on file.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	IRB review fee:

 FORMCHECKBOX 
 $2,000.00 (Unless other arrangements have been made, or a waiver has been granted.)

 FORMCHECKBOX 
 Waiver has been granted.

 FORMCHECKBOX 
  IRB fee is not attached, please invoice:

                   Contact Name:____________________________________________________

                   Address:_________________________________________________________


	Investigator Information
	Yes
	No

	Does the PI have privileges with St. Luke’s Health System
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Do all of the Sub-Investigators (Sub-Is) have privileges with St. Luke’s Health System
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Are all investigators in good standing with St. Luke’s Health System
	 FORMCHECKBOX 

	 FORMCHECKBOX 



	Study Personnel

	 Study Coordinator

	Name
	Title
	Address
	Phone/Fax
	E-mail

	     
	       
	       
	       
	       

	 Co/Sub Investigators and Key Research Personnel  (Key research personnel include individuals who are involved in the design, or conduct of a study or who have significant contact with study subject, subject identifiable information or data about a subject during the course of a study).  

	Name
	Role in Research
	Address
	Phone/Fax
	Email

	      

	       
	       
	       
	       

	      

	       
	       
	       
	       

	      

	       
	       
	       
	       

	      

	       
	       
	       
	       

	      

	       
	       
	       
	       

	If additional space is needed, please submit on a separate sheet of paper.

	Training in Human Subjects Protection

	5 Have all investigators and key research personnel completed CITI training?    FORMCHECKBOX 
 Yes    FORMCHECKBOX 
No    

  Research will not be approved until all research personnel have completed CITI training.  

For questions regards CITI please contact the IRB at 381-2715.


	Sponsor/Funding Information

	   Sponsor Type:
	 FORMCHECKBOX 
  Cooperative Group

 FORMCHECKBOX 
  Commercial

 FORMCHECKBOX 
  Federal

 FORMCHECKBOX 
  Not for Profit 

 FORMCHECKBOX 
  Investigator (Investigator Initiated, Self Funded)

 FORMCHECKBOX 
  Other:      


	Is this research sponsored federally in whole or in part   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	Sponsor Name
	Contact Name
	Address
	Phone/Fax
	E-mail

	     
	     
	     
	     
	     


	Study Sites
Check all sites where research will be conducted:

	St. Luke’s  Medical Center

 FORMCHECKBOX 
  Boise

 FORMCHECKBOX 
  Meridian

 FORMCHECKBOX 
  Magic Valley RMC

 FORMCHECKBOX 
  Wood River

 FORMCHECKBOX 
  Eagle


	MSTI

 FORMCHECKBOX 
  Boise

 FORMCHECKBOX 
  Meridian

 FORMCHECKBOX 
  Nampa

 FORMCHECKBOX 
  Twin Falls
 FORMCHECKBOX 
  Fruitland

 FORMCHECKBOX 
  Caldwell
	SLICA

 FORMCHECKBOX 
  Boise

 FORMCHECKBOX 
  Meridian

 FORMCHECKBOX 
  Caldwell


	Other

 FORMCHECKBOX 
  PI’s Office

 FORMCHECKBOX 
       
 FORMCHECKBOX 
       
 FORMCHECKBOX 
       


	Drugs and Biologics
Please list all investigational new drug numbers below
IMPORTANT NOTE: You must register all Investigational New Drugs (IND’s) with the appropriate institutional pharmacy
If no investigational drugs or biologics will be used in this study check box  FORMCHECKBOX 


	Name
	IND #

	     
	     

	     
	     

	If an IND number is not available or if you do not plan to obtain one, you must attach an explanation (for example, a

copy of the FDA letter indicating an IND is not required, the investigator or sponsor’s explanation for why an IND is not

necessary, etc.)


	Investigational Devices

IMPORTANT NOTE:  Register Investigational Device Exemption (IDE) devices with the Surgical Manager to obtain authorization for use.  

	If no devices are used in this study check box  FORMCHECKBOX 

List all investigational devices you will use.  
Note:  If this is a Humanitarian Use Device (HUD), complete the Humanitarian Use Device application. 
Name of Device

Name of Manufacturer

IDE # or FDA Status

Check Device Category

     
     
     
 FORMCHECKBOX 
 Category A*

 FORMCHECKBOX 
 Category B

     
     
     
 FORMCHECKBOX 
 Category A*

 FORMCHECKBOX 
 Category B

* Category “A” means that Medicare will not be billed for the device or for services related to its use if the US Health Care Finance Administration (HCFA) grants authorization.  

 a. Provide a copy of the Food and Drug Administration (FDA) letter(s) which states the device classification (PMA, 510K, Class I, II, or III or custom device)   

 b. If there is no Investigational Drug Exemption (IDE) explain why and provide a statement as to why the device qualifies as Non-Significant risk.      


	Study Information:

 FORMCHECKBOX 
 Applying for a waiver of Consent (please attach plan and rationale)
 FORMCHECKBOX 
 Applying for a waiver of HIPAA Authorization (please attach plan and rationale) 

	The study population will include: (Check all that apply)   

       FORMCHECKBOX 
 Males    FORMCHECKBOX 
 Females 

       FORMCHECKBOX 
 Adults (>17)   FORMCHECKBOX 
 Children (0-17)   Children ages 10 to 17 must give assent.     

	How many subjects do you expect to enroll at your site/sites?      

	Will you enroll any vulnerable populations?   FORMCHECKBOX 
 *Yes   FORMCHECKBOX 
 No
*If Yes, please describe additional measures you will use to protect this population.

	Will non-English speaking subjects be enrolled?     FORMCHECKBOX 
 *Yes    FORMCHECKBOX 
 No

 * If Yes, please explain the plans for translation:      
If you are enrolling non-English speaking subjects, you must have plans for:

 1) conducting the consent discussion in the language understandable to the subject, and for 

 2) ongoing communication with the subject throughout the research and in case of emergency. 

(check all that apply)

 FORMCHECKBOX 
  At least one member of the research team is fluent in the language that will be used for communication, and that research staff member(s) will be available during emergencies.

 FORMCHECKBOX 
 The research team has 24-hour access to a translation service with sufficient medical expertise to discuss the research in this study.

 FORMCHECKBOX 
 Other. Please explain:     

	From where are you recruiting your subjects?   (Check all that apply)

 FORMCHECKBOX 
 By chart/database review    FORMCHECKBOX 
 From investigator’s own patients    FORMCHECKBOX 
 Referrals      FORMCHECKBOX 
  Direct advertising

 FORMCHECKBOX 
  Describe any other source:     

	Who will conduct the consent of the subject?  (Check all that apply)       

 FORMCHECKBOX 
  Principal Investigator    FORMCHECKBOX 
  Study Coordinator   FORMCHECKBOX 
  Other Investigator  
 FORMCHECKBOX 
  Other research team member (specify):       

	How will you assure there is sufficient opportunity for the subject to consider whether to participate?  (Check all that apply)
  FORMCHECKBOX 
  Subjects will be encouraged to take home the unsigned consent form for consideration prior to signing it

  FORMCHECKBOX 
  Subjects will be encouraged to discus the research with family, friends, primary physician and legal council

  FORMCHECKBOX 
   Other (specify):      

	Will a copy of the consent, assent and or HIPAA be provided to the subject (federally required)once signed? 
  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	Please describe your consenting process or attach a copy of your sites consenting SOP:      
Please describe your process for assessing subject comprehension:       


	Who is responsible for data and safety monitoring?    FORMCHECKBOX 
  Sponsor   FORMCHECKBOX 
  DSMB/DMC    FORMCHECKBOX 
 Other      
      At what intervals will data analysis be performed?        

 ***If there is no DSMB/DMC provide a brief description of how the safety of subjects enrolled in this study will be monitored.  

	Please describe your process or attach a copy of your sites SOP regarding PHI confidentiality and security:      



***Please note that the Institutional Review Board (IRB) has the responsibility and authority to directly observe ongoing research projects and the consent process, as well as conduct continuing review of the project, including audits of research records. The IRB will audit research records and consent processes randomly or for-cause. Full cooperation by the Principal Investigator and other members of the research team (if necessary) is expected.
	Principal Investigator Agreement

	· The information provided in this application form is correct.

· I will not initiate the research study until final written approval is granted by the IRB.
· I will report progress on the research study to the IRB as required, at least annually.
· I am properly experienced, credentialed and licensed to administer this research project.

· All sub-investigators and other members of the research team are qualified to perform the roles proposed for them in this application.

· I will seek and obtain prior written approval from the IRB for any modification in the proposal; including changes in procedures, the research staff, funding agencies, recruitment, etc.

· I will promptly report to the IRB any unexpected or otherwise significant adverse events, unanticipated problems or subject injuries that occur during the course of this study.
· I will report to the IRB and to subjects any significant new findings which develop during the course of this study that may affect the risks and benefits to subjects. 
· I will comply with all IRB requests on the status of this study.

· I will maintain records of this research according to DHHS/FDA guidelines.

· I will make arrangements regarding payment of the IRB review fee ($2000.00) unless a waiver is granted or other arrangements have been made. 
· I currently have no corrective actions pending.
 __________________________________________________             
             Signature of Principal Investigator                                                   Date
       If applicable:
       As faculty sponsor to the student investigator, I assume responsibility for having reviewed this application and will comply with federal regulations regarding the use of human subjects in research. 
       ___________________________________________________            
          Signature of Faculty Sponsor (For student)                                         Date



	IRB USE ONLY

	 FORMCHECKBOX 
 Full Board Review*
 FORMCHECKBOX 
 Expedited Review *
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