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Midwest Health System IRB
Check-Off List for Submission Applications

	Name of Investigator:
	     
	IRB Study #:
	     

	Title of Protocol:
	     
	Date of Submission: 
	     


	Type of Submission
	 FORMCHECKBOX 
  Re-Submission, or New Study 

       (Please complete section A) 
	 FORMCHECKBOX 
  Addendum/Amendment (CF change)
       (Please complete section B)

	
	 FORMCHECKBOX 
  Continuing Review

        (Please complete section C)
	 FORMCHECKBOX 
  Final Review
       (Please complete section D)


	A. Check-off List for New or Re-Submission Applications

     An incomplete submission may delay the review of your application.

	
	Requirements

	 FORMCHECKBOX 

	1. Application for Study Review (complete Bio-Medical or Behavioral form) , complete the IRB Manager© Application

	 FORMCHECKBOX 

	2. Informed consent form(s)

	 FORMCHECKBOX 

	3. Assent/parental permission forms, if applicable.

	 FORMCHECKBOX 

	4. Detailed research protocol (including biographical sketch, literature cited, and budget information)

	 FORMCHECKBOX 

	5. Certification of education in research ethics and the protection of human subjects required for the Principal Investigator and any investigators or study staff who will be conducting the informed consent process, as listed in the IRB Manager© new study application.

	 FORMCHECKBOX 

	6.  Curriculum Vitae for the PI, Co-investigators, and Sub-investigators

	 FORMCHECKBOX 

	7.  Financial Disclosure form for the PI, Co-investigators, and Sub-investigators

	 FORMCHECKBOX 

	8.  PI Assurance 

	 FORMCHECKBOX 

	9.  Investigator Agreement for all of the listed Investigators (2 signed-copies)

	 FORMCHECKBOX 

	10.  IRB Review payment in the amount of $1500.00 (check or credit card payment) or request of fee waiver if no funding, via new study application in IRB Manager.

	
	If Applicable

	 FORMCHECKBOX 

	1. If an investigational drug is involved: Investigational New Drug (IND) Application from FDA, 

     a copy of the Investigator’s Brochure, and the Statement of Investigator form (Form FDA 1572)

	 FORMCHECKBOX 

	2. If an FDA approved drug or device is involved: A copy of the package insert or FDA approved label for the drug or device for the FDA approved application.

	 FORMCHECKBOX 

	3. If an investigational medical device is involved: Investigational Device Exemption (IDE) from FDA,  Statement of Investigator form (Form FDA 1572),and a copy of the Investigator’s Brochure

	 FORMCHECKBOX 

	4. If eligible for expedited review, complete the IRB Manager© Application for Expedited Review

	 FORMCHECKBOX 

	5. Grant application, if proposal is seeking funding from an extramural funding agency

	 FORMCHECKBOX 

	6. Copies of the sponsor’s grant, contract, or device proposal for privately funded projects.

	 FORMCHECKBOX 

	7. All surveys, questionnaires, etc. that are indicated in the protocol.

	 FORMCHECKBOX 

	8. Subject recruitment materials, if used  (e.g. flyers, advertisements, copy of radio ads)

	 FORMCHECKBOX 

	9.  If outside facilities or agencies are used as research sites, letters of agreement (on the facility’s letterhead). If these facilities have an IRB, include a copy of the letter of approval for this study.


	B. Check-off List for Addendum/Amendment Applications

     An incomplete submission may delay the review of your application 

	
	Requirements

	 FORMCHECKBOX 

	1.  Application for a Protocol Amendment/Addendum, complete the IRB Manager© Application

	 FORMCHECKBOX 

	2.  Original informed consent form

	 FORMCHECKBOX 

	3.  Original Protocol

	
	If Applicable

	 FORMCHECKBOX 

	1.  Modified informed consent form (one clean version, and one with track changes) 

	 FORMCHECKBOX 

	2.  Modified protocol (one clean version, and one with track changes)

	 FORMCHECKBOX 

	3.  New/modified instruments/recruitment materials.

	 FORMCHECKBOX 

	4. If eligible for expedited review, complete the IRB Manager© Application for Expedited Review


	C. Check-off List for Continuation Applications

     An incomplete submission may delay the review of your application 

	
	Requirements

	 FORMCHECKBOX 

	1.  Application for Continuing Review, complete the IRB Manager© Application

	 FORMCHECKBOX 

	2.  List of all SAEs since last review

	 FORMCHECKBOX 

	3.  Latest Approved Protocol

	 FORMCHECKBOX 

	4.  Certification of education in research ethics and the protection of human subjects (required once every two years for the Principal Investigator, Co-investigator, Sub-investigator, and any other study staff conducting the consent process). 

	 FORMCHECKBOX 

	5.  Latest Approved Consent Form

	
	If Applicable

	 FORMCHECKBOX 

	1.  Modified informed consent form (one clean version, and one with track changes) 

	 FORMCHECKBOX 

	2.  Modified protocol (one clean version, and one with track changes)

	 FORMCHECKBOX 

	3.  New instruments/recruitment materials.

	 FORMCHECKBOX 

	4.  If eligible for expedited review, complete the IRB Manager© Application for Expedited Review


	D. Check-off List for Final Review Applications

     An incomplete submission may delay the review of your application 

	
	Requirements

	 FORMCHECKBOX 

	1.  Application for Final Review, complete the IRB Manager© Application

	
	If Applicable

	 FORMCHECKBOX 

	1.  Any publications resulting from this study

	 FORMCHECKBOX 

	2.  Any supplemental information you would like to provide to the IRB
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