	IRB will confirm that the following requirements are submitted appropriately at time of receipt. 

	I.  GUIDE TO ASSEMBLY OF APPLICATION PACKET

	Convened (Full Board) Review: Submit original and one
hardcopy in the order described below, as applicable. Also,

e-mail a digital copy of the same material to                    AgendaforIRB@llu.edu
	Administrative (Expedited or Exempt) Review: Submit one
copy of the bulleted items described, as applicable. May submit
to IRB@llu.edu.

	Organize packet in the following sequence.  Number and name
each separate document using
“PI name_study name_document type”.  For example:
01.Smith_LymphomaStudy_application.pdf
02.Smith_LymphomaStudy _abstract.pdf

03.Smith_LymphomaStudy _billofrights_icd_hipaa.pdf

04. Smith_LymphomaStudy _protocol.pdf

05.Smith_LymphomaStudy _IB.pdf (if applicable)

06.Smith_LymphomaStudy _flyer.pdf

07.Smith_LymphomaStudy _questionnaire1.pdf

08.Smith_LymphomaStudy _ctc_feasibility.pdf
09.Smith_LymphomaStudy _ind_decision.pdf

10.Smith_LymphomaStudy _clinicaltrialreg.pdf

11.Smith_LymphomaStudy _bri.pdf
	Organize packet in the following sequence:

· IRB Application Form

· Abstract

· CA Experimental Subjects Bill of Rights              

· Informed Consent Document

· HIPAA Authorization for Use of Protected Health Information

· Protocol 

· Investigator’s Brochure (IB), if applicable 

· Appendices (Include recruitment materials, questionnaires,

and any other supporting documentation)

· CTC Feasibility Checklist

· ClinicalTrials.gov Registration Worksheet 

· Billing and Reimbursement Information (BRI) Form/Billing
Grid

	II.  GUIDE TO ADDITIONAL REQUIREMENTS   

Some of the following questions may not apply to your study (indicate “NA” as appropriate).  
	PI

Confirmed                                 or NA                   A/

	A.  RESOURCE UTILIZATION
	

	1. Will the conduct of the study depend on services from or collaboration with a non-LLUH institution(s)?

 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes: Letter of agreement is attached or contract is in progress. 
	

	2.  For all clinical trials* submitted through the Clinical Trial Center (ext.15002) or Cancer Center (ext. 44050), provide                         CTC Feasibility Checklist. 

*Clinical Trial is defined as “a prospective research study involving interaction with human subjects and clinical intervention to evaluate the            safety or efficacy of a treatment or diagnostic modality.”  Treatment may include drugs, devices, biologics, surgical or other procedures.  
	

	3. For all other studies, check the applicable resources or professional services required and attach letters of support:

 FORMCHECKBOX 
  Services (including personnel) such as nurses, pharmacists, laboratory technologists, radiology technologists, therapists, etc., obtain letter(s) of agreement from appropriate department head or administrator.  

 FORMCHECKBOX 
 Operating Room site (operating rooms, equipment, supplies, devices, or personnel), provide letter of approval from the Patient Care Director at each Operating Room site.
	     

	B.  PATIENT BILLING  A clear differentiation between research and standard care procedures is a concern to the IRB and must be accurately reflected in the informed consent document.  Provision of a completed billing grid facilitates this consideration.  
1. For non-industry sponsored studies: submit Completed Billing & Reimbursement Information (BRI) form with the Billing Office signature.  Contact CTC for assistance.

2. For industry-sponsored studies:  submit completed Billing Grid.
	

	C. RESEARCH CONFLICT OF INTEREST                                                                                                                                                      Go to http://www.llu.edu/assets/research-affairs/docs/research-coi-training-access-guide.pdf for instructions and links to the                  conflict of interest training and disclosure system.  Disclosure MUST be completed before the IRB submission.
	

	D. CONTRACT   If the study is sponsored by an external agency/institution, has a contract agreement been processed with Research Affairs or the Clinical Trial Center?      FORMCHECKBOX 
 Pending   FORMCHECKBOX 
 No  FORMCHECKBOX 
 Yes: Provide LLeRA # _________________.
	

	E. IRB FEE    If the sponsor is a for-profit corporation, you will be invoiced: Full Board $2500, Expedited $1500, and Exempt $750.                     
	

	F. CLINICAL TRIAL REGISTRATION   Determine whether project meets the registration requirements at www.clinicaltrials.gov or by the International Committee of Medical Journal Editors by completing the Clinical Trials Registration Worksheet.  You may not begin the trial until registration is complete.  For more information, see Clinical Trial Registration Policy and Procedure. 
 FORMCHECKBOX 
 Not required:  Attach worksheet.

 FORMCHECKBOX 
 If required: Has study been registered by the sponsor? 


 FORMCHECKBOX 
 Yes: Provide the National Clinical Trial #      

 FORMCHECKBOX 
 No.  PI shall contact the sponsor as to who will be responsible.

 FORMCHECKBOX 
 No.  PI shall complete registration (for assistance, call Research Integrity extension 49408.)
	

	 PI or designated person completing checklist

​​​​​​​
      Date
   
  HRC Confirmation

   

                                                             

                                                                                                      FORMCHECKBOX 
   If Full Board, documents have been
                                                                                                            e-mailed to AgendaforIRB@llu.edu
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