FORM B

UI IRB Checklist for New Protocol Submission to WIRB

Form B should be emailed to uiwirb@uiowa.edu only when one box is checked for every item and all signatures have been obtained.  All other documents indicated below must be attached to the email.
	UI IRB Tracking Number:
	     
	Protocol Number:
	     

	UI Principal Investigator:
	     
	Sponsor:
	     

	Protocol Title:
	     


1. List all UI research team members for this project in the table below. Research team members include the principal investigator and all other individuals (faculty, staff, or student) who have contact or interactions with research subjects or with their private, identifiable information.  

All team members must receive Human Subjects Protections Certification.  Please enter the date of certification for each team member.  Completion dates may be viewed on the HSO website.
If any member of the UI research team has a personal significant financial interest in the project, the Conflict of Interest Review Committee (CIRC) must review and approve a management plan.  Follow the directions on the COI website.  Please indicate whether a conflict of interest exists for each team member below.

If "Yes" is checked for any team member(s) below, the CIRC management plan must be submitted.

 FORMCHECKBOX 

The CIRC management plan is attached for all indicated team members.

	Research Team Member
	Date of Certification
	Conflict of Interest?
	Research Team Member
	Date of Certification
	Conflict of Interest?

	     
	     
	 FORMCHECKBOX 
Yes    FORMCHECKBOX 
No
	     
	     
	 FORMCHECKBOX 
Yes    FORMCHECKBOX 
No

	     
	     
	 FORMCHECKBOX 
Yes    FORMCHECKBOX 
No
	     
	     
	 FORMCHECKBOX 
Yes    FORMCHECKBOX 
No

	     
	     
	 FORMCHECKBOX 
Yes    FORMCHECKBOX 
No
	     
	     
	 FORMCHECKBOX 
Yes    FORMCHECKBOX 
No

	     
	     
	 FORMCHECKBOX 
Yes    FORMCHECKBOX 
No
	     
	     
	 FORMCHECKBOX 
Yes    FORMCHECKBOX 
No

	     
	     
	 FORMCHECKBOX 
Yes    FORMCHECKBOX 
No
	     
	     
	 FORMCHECKBOX 
Yes    FORMCHECKBOX 
No

	     
	     
	 FORMCHECKBOX 
Yes    FORMCHECKBOX 
No
	     
	     
	 FORMCHECKBOX 
Yes    FORMCHECKBOX 
No

	     
	     
	 FORMCHECKBOX 
Yes    FORMCHECKBOX 
No
	     
	     
	 FORMCHECKBOX 
Yes    FORMCHECKBOX 
No

	     
	     
	 FORMCHECKBOX 
Yes    FORMCHECKBOX 
No
	     
	     
	 FORMCHECKBOX 
Yes    FORMCHECKBOX 
No


2. As soon as they are available, submit the contract, protocol, fully signed routing form, and sponsor/CRO contact information to the Division of Sponsored Programs (formerly CTO) at clinical-trials@uiowa.edu.  DSP will send you a confirmation e-mail of the receipt of these documents. Keep this e-mail confirmation to send to HSO.
 FORMCHECKBOX 

The DSP confirmation email is attached.
3. Download the UI/WIRB consent form template on the HSO website and develop your consent document(s).  As stated on the HSO website, the two highlighted sections on the consent template cannot be changed.  Also download the UI/WIRB Record of Consent template and complete the form as appropriate.
 FORMCHECKBOX 

The UI/WIRB consent forms and Record of Consent form are attached.
4. If this project uses any resources/patients of the Holden Comprehensive Cancer Center, PRMC review and approval is required.  Complete Form B1 as directed.  
 FORMCHECKBOX 

The PRMC approval letter/email is attached.



OR

 FORMCHECKBOX 

This project does not use any resources/patients of the Holden Comprehensive Cancer Center.
5. If this project involves any substance ingested, injected, inhaled, or applied to the body, P&T review and approval is required.  This excludes implanted devices that do not contain drugs.  Complete Form B1 (for submission to PRMC and P&T) or Form B2 (for submission to P&T only) as directed.
 FORMCHECKBOX 

The P&T approval letter/email is attached. 



OR 


 FORMCHECKBOX 

This project does not involve any substance ingested, injected, or applied to the body.

6. 
Approval from the Medical Radiation Protection Committee (MRPC) may be required if one or both of the following will



occur:
· If the subject will be asked to undergo a diagnostic radiation procedure (including radiographic, nuclear medicine, DEXA, etc.).
· If the subject will be asked to undergo a radiation therapy procedure (including external beam therapy, brachytherapy, or nuclear medicine therapy).

 Use the MRPC appendix at the end of this form for clarification of the MRPC review requirements.  If MRPC approval is 
 required, complete Form B3 as directed.
 FORMCHECKBOX 

The MRPC approval letter/email is attached.



OR 


 FORMCHECKBOX 

This project does not ask any subject to undergo a diagnostic radiation procedure (including 


radiographic, nuclear medicine, DEXA, etc.) or a radiation therapy procedure (including external beam 


therapy, brachytherapy, or nuclear medicine therapy).


OR
 FORMCHECKBOX 

MRPC approval is not required; the MRPC appendix on this form has been completed. 

7.   UIHC Joint Office for Compliance.
Will the study involve any of the following activity at UIHC, even if subjects or their insurance will not be billed for the item or service, and regardless of the study funding source (including studies with departmental or no funding)?

a. Procedures, tests, examinations, hospitalizations, use of Pathology services, use of clinic facilities or clinical equipment, or any patient care services, including services conducted in the Clinical Research Unit; or

b. Physician services or services provided by non-physicians who are credentialed to bill (ARNPs, PAs, etc.)
 FORMCHECKBOX 

Yes. Beginning June 1, 2011 any new Form A received in the Human Subjects Office (HSO) that involves an investigational device (IDE or Non-Significant Risk), or a carotid stent; and any new Form A received in the HSO in which the PI is from either the Department of Internal Medicine or the Department of Pediatrics must obtain JOC Research Billing approval.


OR
 FORMCHECKBOX 

This project will not involve any of the activities listed above.
8.  
ICTS Clinical Research Protocol Review Committee.

 FORMCHECKBOX 

Some portion of this project will be conducted in the ICTS Clinical Research Unit (CRU).  This project 

will be submitted to the ICTS Clinical Research Protocol Review Committee, according to the directions on the 


ICTS website.  Approval from this committee is not required prior to WIRB submission.



OR 


 FORMCHECKBOX 

No part of this project will be conducted in the ICTS CRU.
9.  UIHC Nursing staff.
 FORMCHECKBOX 

The assistance of UIHC Nursing will be required to complete this study.  This project will be submitted to 

the Nursing Research Committee (NRC), according to the directions on the NRC website.  Approval by the NRC is 

not required prior to WIRB submission.



OR 


 FORMCHECKBOX 

UIHC Nursing staff will not provide any assistance with this study.
10. 
Obtain the required signatures on the following page.  Scan and save this document as a pdf.



Instructions for Submission:

Email the signed Form B to the Human Subjects Office (uiwirb@uiowa.edu).  Include all attachments referenced 
in this form in the email submission.  The email will be returned if the form is incomplete or if all applicable 
documents are not included.


The Human Subjects Office will email the PI and research team contact an approval memo for the submission to 
WIRB, along with instructions for accessing the WIRB online application.  This approval memo must be included 
in your online application for WIRB to review the project.

Signatures
Principal Investigator (PI) - As PI, I assure that:
· I am ultimately responsible for the conduct of the study. 

· I agree to comply with all applicable UI policies and procedures, and applicable federal, state and local laws.
· The application being submitted to WIRB is consistent with proposal(s) submitted to external funding agencies.

· The research will only be performed by qualified personnel.

· All persons assisting with the research are adequately informed about the protocol and their research-related duties and functions.
· If unavailable to conduct this research personally, as when on sabbatical leave, I will arrange for another investigator to assume direct responsibility for the study.  I will notify WIRB of such arrangements.
· Neither I nor any member of the research team has entered into a financial arrangement with a sponsor of this study whereby the value of the compensation to me or any member of the research team for conducting the study could be influenced by the outcome of the study.  If such an arrangement exists, I assure that it has been managed by the UI Conflict of Interest in Research Committee.
· I further assure that the proposed research is not currently being conducted and will not begin until WIRB approval has been obtained.

· If the above stated research study has a plan to compensate the research subjects participating in this project, I acknowledge that our unit has a Cash Handling Procedure that has been approved by Accounting Services.
________________________________________

________________
Signature of Principal Investigator



          Date 


Printed Name of Principal Investigator
DEO (Department Chair) -  I assure that the PI:

· Is qualified to conduct the research as described in this application.

· Has adequate resources, facilities, and numbers of qualified staff to conduct the research as described in this application.
· Has used sound study design consistent with the standards of the investigator's area of research.
· If the above stated research study has a plan to compensate the research subjects participating in this project, I acknowledge that our unit has a Cash Handling Procedure that has been approved by Accounting Services.
I also assure that the department will be solely responsible for all costs associated with review by WIRB and coordination of WIRB review by the UI Human Subjects Office staff that are not paid by the study sponsor. 
________________________________________

_________________
Signature of  DEO (Department Chair)



Date


Printed Name of DEO (Department Chair)
Medical Radiation Protection Committee (MRPC) Appendix
If any subjects will be exposed to ionizing radiation while in this study, complete this checklist to determine whether Medical Radiation Protection Committee review is required.  Please answer all applicable questions as instructed.

A.  Diagnostic Radiation Procedures 

	1. Are all diagnostic radiation procedures routine, standard, clinical procedures?
	 FORMCHECKBOX 
YES
	Continue to Question 2.

	
	 FORMCHECKBOX 
NO


	STOP HERE. MRPC review is required.


	2. Will all subjects who receive the diagnostic radiation procedure(s) require the exact same procedure for clinical purposes?
	 FORMCHECKBOX 
YES
	Continue to Question 2a.

	
	 FORMCHECKBOX 
NO
	STOP HERE. MRPC review is required.


	a. For all subjects, would the clinical diagnostic radiation procedure(s) always be required as frequently as is required for the research project?
	 FORMCHECKBOX 
YES
	Continue to Question 2b.

	
	 FORMCHECKBOX 
NO
	STOP HERE. MRPC review is required.


	b. For all subjects, would the clinical diagnostic radiation procedure(s) always be required at the same timepoints as is required for the research project?
	 FORMCHECKBOX 
YES
	MRPC review and approval of this protocol is NOT required unless indicated in Section B. 



	
	 FORMCHECKBOX 
NO
	MRPC review is required.



B.  Therapeutic Radiation Procedures 

	1. Are all radiation therapy procedures routine, standard clinical protocols for the disease or condition under investigation?
	 FORMCHECKBOX 
YES
	Continue to Question 2.

	
	 FORMCHECKBOX 
NO
	STOP HERE. MRPC review is required.


	2. Will subjects receive any non-radiation treatment(s) while in this study?
	 FORMCHECKBOX 
YES
	Continue to Question 3.

	
	 FORMCHECKBOX 
NO
	STOP HERE. MRPC review and approval of this protocol is NOT required unless indicated in Section A.

 

	3. Does documentation exist showing that the non-radiation treatment is NOT expected to increase radiotherapy complications or risks?
	 FORMCHECKBOX 
YES
	MRPC review and approval of this protocol is NOT required unless indicated in Section A.


	
	 FORMCHECKBOX 
NO
	MRPC review is required.


Version 5  4/16/2014

Page 1 of 4

