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Mary Free Bed Rehabilitation Hospital
Research Institutional Review Board
235 Wealthy SE
Grand Rapids, MI  49503


Research IRB Application for Initial Review  

	Assigned IRB number: ___________________________________ (to be completed by IRB administration)



	Full study title:

	[bookmark: _GoBack]     



	The documents listed below must be included in your submission packet.
Missing documents may result in delay of IRB review or approval.

	
Please check to make sure to you have included all documents.

	Protocol Documents
	N/A

	|_| Research Protocol 
	Version/Date:
	     

	|_| Informed Consent
	Version/Date:
	     

	|_| Assent (signed) for children >13 and <18 years of age
	Version/Date:
	     
	|_|

	|_| Assent Script (verbally presented with documentation) for children < 13 years of age
	Version/Date:
	     
	|_|

	|_| Request for Waiver of Written Informed Consent
	|_|

	|_| Data Collection Tools
	Version/Date:
	     
	|_|

	|_| Recruitment Material (Ads, Flyers, Posters, Press Releases)
	Version/Date:
	     
	|_|

	|_| Investigator’s Brochure (if applicable)
	Version/Date:
	     
	|_|

	|_| Budget
	Version/Date:
	     
	|_|

	|_| Letter(s) from other IRBs (please specify)
	
	     
	|_|

	|_| Other (please specify)
	Version/Date:
	     
	|_|

	Investigator/Research Study Staff Documents

	[bookmark: Check131]|_| MFB Confidentiality Agreement (all research study staff)  -OR-  |_| Confidentiality Agreement on file w/MFB

	|_| CITI Certificate (required for all research study staff)* 

	NOTE: *Mary Free Bed Rehabilitation Hospital  requires all individuals involved in the conduct of research within Mary Free Bed to be trained in human subject protection prior to their participation in a research project.

	

	
[bookmark: Check155][bookmark: Check156]Have you contacted the department/agency location where you expect to recruit participants for this research study?   |_| Yes     |_| No  (If yes, please obtain signature of department head; if no, please explain.)

If you intend to conduct off-site campus research or recruitment, letters of compliance may be necessary.


                  _____________________________________                                ______________________
                                             Signature                                                                                 Date



Study Type(s) (Check all that apply):
	|_| Drug
	|_| Device
	|_| Expanded Use
	|_| Retrospective Record Review / Registry

	|_| Observational
	|_| Survey
	|_| Prospective Study
	|_| Tissue Bank / Biologic

	|_| Case Report 
	




Principal Investigator:
	Name and Degree(s):      
	|_| Principal Investigator 

	Mailing Address:      

	Phone:  (     )      
	Fax:  (     )      
	|_| Resident or Student

	Pager:   (     )      
	E-mail address:      



Principal Investigator:
	[bookmark: Text12]Name and Degree(s):      
	|_| Principal Investigator 

	Mailing Address:      

	[bookmark: Text16][bookmark: Text100][bookmark: Text101]Phone:  (     )      
	[bookmark: Text102][bookmark: Text103]Fax:  (     )      
	|_| Resident or Student

	[bookmark: Text108][bookmark: Text107]Pager:   (     )      
	[bookmark: Text18]E-mail address:      



Sub-Investigator(s):
	Name & Degree(s):      
	|_| Sub-Investigator     |_| Resident or Student

	Mailing Address:      

	Phone:  (     )      
	Fax:  (     )      
	[bookmark: Text109][bookmark: Text110]Pager:  (     )      

	E-mail address:      



	Name & Degree(s):      
	|_| Sub-Investigator     |_| Resident or Student

	Mailing Address:      

	Phone:  (     )      
	Fax:  (     )      
	Pager:  (     )      

	[bookmark: Text114]E-mail address:      



Study Coordinator (if applicable)
	Name & Degree(s):      

	Mailing Address:      

	Phone:  (     )      
	Fax:  (     )      
	Pager:  (     )      

	E-mail address:      



MFB Faculty Advisor/Mentor (required for outside researchers, residents & students)
	Name & Degree(s):      

	Mailing Address:      

	Phone:  (     )      
	Fax:  (     )      

	Pager: (     )      
	E-mail address:      



Proposed Study Dates: (Please remember you may not begin data collection without IRB approval)
	From:                                
            month/day/year
	To:                           
       month/day/year          




Study Sites  (check all that apply)
	   
[bookmark: Check103][bookmark: Check104][bookmark: Check123]   |_| MFB Outpatient Clinics   |_| MFB Inpatient      |_| MFB Outpatient Therapy Center     
[bookmark: Check125][bookmark: Check135]   |_| MFB Psychology               |_| MFB Motion Analysis Center  |_| MFB Orthotics & Prosthetics

[bookmark: Check136][bookmark: Text139]    |_| Other (please specify)      






Funding:
	[bookmark: Check133][bookmark: Check134]Is project funded?  |_| Yes     |_| No   (If yes, please list all funding sources and amounts, including grants received or pending.  Please include a copy of the grant proposal and/or budget.  Small research grants from the MFB Research Fund are available – limited to $500 or less)

	Source
	Amount

	     
	[bookmark: Text143]$     

	     
	[bookmark: Text144]$     

	     
	[bookmark: Text145]$     



Study Populations  (Please check all that apply):
	Vulnerable Populations
	Yes
	This is addressed in the protocol

	Prisoners
	|_|
	|_|

	Pregnant women
	|_|
	|_|

	Children (<18)
	|_|
	|_|

	Cognitively impaired persons
	|_|
	|_|

	Economically or educationally disadvantaged persons
	|_|
	|_|

	Fetuses
	|_|
	|_|

	Targeted or Limited to Specific Ethnic Group 
	|_|
	|_|

	Non-English speaking participants
	|_|
	|_|


NOTE: Failure to address this information in your protocol may delay approval of your study. 

Vulnerable populations include those individuals whose willingness to volunteer in a clinical trial may be unduly influenced by the expectation, whether justified or not, of benefits associated with participation, or of a retaliatory response from senior members of a hierarchy in case of refusal to participate.  Examples are: members of a group with a hierarchal structure such as students, subordinate personnel, members of the armed forces and persons kept in detention.  Other vulnerable subjects include patients with incurable diseases, persons in nursing homes, unemployed or impoverished persons, patients in emergency situations, ethnic minority groups, homeless persons, refugees, minors, and those incapable of giving consent.  


	Subject Privacy/Confidentiality

	Every protocol must address the following items relating to confidentiality.  If you have a sponsor-supplied protocol, please address these questions as they relate to your specific site. 
	Yes
	No

	[bookmark: Text127]Will data be collected in such a manner that subjects are identified either directly or through identifiers linked to the subjects?  If yes, please explain:      
	|_|
	|_|

	[bookmark: Text128]Will data be reported in such a manner that subjects are identified either directly or through identifiers linked to the subjects?  If yes, please explain:      
	|_|
	|_|

	[bookmark: Text129]Is there a description in the protocol of how will you ensure the de-identification of research data?  If no, please explain:      
	|_|
	|_|

	[bookmark: Text130]Is there a description of your plan for protection of written research data included in the protocol?  If no, please explain:      
	|_|
	|_|

	[bookmark: Text131]Is there a description of your plan for protection of electronic research data included in the protocol?  If no, please explain:      
	|_|
	|_|




	Miscellaneous

	Are there any personal/professional relationships that are associated with your participation in this study that could constitute a conflict of interest?  If yes, please explain:

     

	|_|
	|_|

	Does your study include collection of human source materials (i.e. blood products, tissues or body fluids) by invasive means?

	|_|
	|_|

	Does your study include collection of blood that exceeds 50 ml (3 tablespoons) in an 8- week period, and does the collection occur more than two times per week?

	|_|
	|_|

	Does your study include radiologic exposure (i.e. x-rays, CT, PET scans) or radiation therapies?

	|_|
	|_|

	Does your study include audio or video taping or photographing of research participants?  
If yes, specify where these items are addressed in the protocol:
· How the research participants are identifiable page #
· How long identifiers will be retained and any plans to destroy them page #
· Who will have access to them page #
· How they will be used outside of the project (e.g., training, presentations or publications) page #

	|_|
	|_|

	

	Additional Information/Comments:

	     





	

	Person to contact regarding questions pertaining to this application

	Name & Degree(s) or Title:      

	Mailing Address:      

	Phone:  (     )      
	Fax:  (     )      
	E-mail address:      




	[image: ]
	Complete checklist on page 1 before submitting.









Assurance of Principal Investigator:

As the principal investigator on this study, I certify by my signature below that:

· I will not initiate the proposed research until approval is granted by Mary Free Bed’s Research IRB.

· I will submit continuing review reports to MFB Research IRB as required.

· The research will be conducted according to Good Clinical Practice and ethical principles of the Belmont Report, federal and state regulations, the MFB Research IRB approved protocol, and to comply with all applicable Mary Free Bed policies.

· I will promptly report to MFB Research IRB proposed changes in previously approved research activities.  Proposed changes may not be initiated without prior MFB Research IRB review and approval, except where necessary to eliminate apparent immediate hazards to subjects.  Emergent changes will be reported within 24 hours of occurrence.

· I will promptly report to MFB Research IRB all on-site unexpected or significant adverse events, or any unanticipated problems (e.g. breaches of confidentiality, complaints about the study, withdrawal of study subjects, etc.) within 24 hours of the occurrence.

· I will promptly report to the MFB Research IRB all sponsor-reported unexpected or significant adverse events, or any unanticipated problems (e.g. breaches of confidentiality, complaints about the study, withdrawal of study subjects, etc.) within 10 days of receipt.

· I will maintain and protect the privacy and confidentiality of all protected health information (personally identifiable information) on human research subjects, except as required by law or released with written permission of the subject.

· I will promptly notify MFB Research IRB when the study status changes (e.g. closed to accrual, placed on hold, completed or terminated).

· I will disclose any current or future conflict of interest, including financial, associated with the implementation of this study.

· The information provided in this application is accurate and fully describes any and all procedures regarding human subjects under which I will conduct this research.

· I will ensure the selection of human research subjects for participation is equitable, and appropriate safeguards are included to protect the rights and welfare of vulnerable populations (e.g. children, cognitively impaired, economically disadvantaged).

· I will ensure that all research personnel assisting with the research are trained on human research protections, informed of their research responsibilities and qualified by training and experience to conduct delegated responsibilities.

· I will retain study related documentation and informed consent forms for at least seven years after completion of the study or in accordance with the terms of the Clinical Trial Agreement, which may be longer.

· I have read the attached addendum stating the guidelines for the protection of data and will ensure all research staff adheres to these guidelines.

· I have read the above listed research responsibilities as they relate to the protection of human subjects and accept responsibility for my sub-investigators and other personnel involved on this project, in regards to their compliance with the above stated policies.


_______________________________________________________		____________________________
       Signature of the Principal Investigator					            	Date

_______________________________________________________		_____________________________
Signature of Faculty Advisor / Mentor (if PI is resident or med. student)			  	Date
IRB Application for Initial Review, v.09.01.2010
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