
IRB Application for Expedited Initial Review of Medical Records Research
 (
New: You do not have to make a copy of your application for the IRB!
)

Instructions

What requires review by the Institutional Review Board (IRB)?

If there is any element of research in any activity involving human subjects, including private medical data, the activity must undergo IRB review before it may start.  If you are unsure whether IRB review is required, submit an abstract of what you propose to do and request a determination from the IRB.

How to complete this form and begin the IRB review process

1. This form must not be handwritten. This template is enabled for you to fill in the fields for each question and save an electronic copy for your files. 
2. Fill out all of the questions on this form completely. 
3. Fill out and attach the appropriate appendices required by responses in this application.
4. Attach supporting documentation.
5. Complete the checklist that accompanies this form to ensure that all requirements for submission are completed so that review is not delayed.
6. Contact the IRB office to arrange a Pre-Review of your application.
7. Submit this application and appendices along with the supporting documentation to the IRB Office (3M-123). See below.
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Contents of Application Form

1. 
2. Project Identification and Signatures
3. Sponsor
4. Oversight & Monitoring
5. Conflict of Interest for all Research Staff
6. Summary of Activities
7. Subject Information
8. Waivers
9. Risks and Benefits
10. Data Security, Confidentiality and Privacy Protections
11. Safety of Research Personnel

Appendices: Available on the Research SharePoint Site on the Human Studies/IRB Forms page in New IRB Submissions folder.
 
Appendix A. 	Additional Research Personnel
Appendix N. 	Expedited Research Categories Information
Appendix R. 	Key Points Related to Privacy and IT Security
Appendix W. 	Waiver Information
Appendix W1. 	Waiver or Alteration of Informed Consent
Appendix W2. 	Waiver of Documentation of Informed Consent
Appendix W3. 	Waiver or Alteration of HIPAA Authorization
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SUBMISSION PACKET REQUIREMENTS FOR SUBMISSION FOR 
EXPEDITED INITIAL REVIEW OF MEDICAL RECORDS RESEARCH


Federal criteria for risk assessment make some studies eligible for Expedited Review (see 45 CFR 46.110 and 21 CFR 56.110).  Expedited review categories can be found in Appendix N on the SharePoint-IRB Forms page Education Topics section.

A Pre-Review of your application by IRB Coordinator is highly recommended before you make copies.
Deadline for submission is the 15th of every month.

The entire submission packet must be received in the IRB Office (3M-123) before it will be reviewed by the IRB. 

For review of expedited or exempt protocols, submit the original following documents (no copy needed):

· IRB Application form
· Abstract organized under these headings:
· 1.  Objective(s)
· 2.  Research Design/Methodology
· 3.  Clinical Significance
The abstract should be limited to 500 words 
Do not underline, italicize or otherwise format the abstract and do not use subscripts, superscripts, Greek letters or symbols.  The abstract will be used by the IRB for review of your protocol and will be entered into the RDIS computer database for reporting to VA Headquarters.
· Request to Review Research Proposal with abstract
· Investigator Data Form, if this is your first submission 
· HIPAA waiver of consent/ authorization (use the one applicable to the study, See Appendix W) 
· Research Protocol: A detailed study plan including methods for monitoring adverse events and protecting PHI. Studies will NOT be reviewed without a protocol. Submit your grant application if applicable.
· PHI and Sensitive Information Use Statement-Initial Review
· Research Financial Conflict of Interest Statement form for all research staff.
· Research Protocol Safety Survey (RPSS-10-0398) with abstract

Final decision about whether the research qualifies as exempt or expedited rests with the IRB Chair and Co-Chair, the IRB Reviewer and/or the IRB Administrator.


RESEARCH MAY NOT BE INITIATED PRIOR TO FORMAL WRITTEN APPROVAL BY THE HUMAN STUDIES SUBCOMMITTEE AND SUBSEQUENT R&D COMMITTEE APPROVAL.




IRB Application for Expedited Initial Review of Medical Records Research
Cover Page
Review all items on this page and submit this page as a cover page for your application.
                
|_| Provisions have been made to minimize risks and those procedures are documented in application.
|_| All questions on the application have been completed. This includes:
- A lay abstract stating the purpose of the study. 
- A description of the study population, inclusion/exclusion criteria, process of identifying subjects, etc.
- A full description of anticipated risks and benefits of study participation.
- A description of procedures to maintain confidentiality.

|_| All supporting documents have been attached. This includes protocol, etc.

|_| Appendices are completed and attached.
|_| You have made a copy of the entire application for your records. 

MANDATORY PERSONNEL REQUIREMENTS PRIOR TO SUBMISSION
|_| All research personnel named on this application MUST have completed all required research training, including Good Clinical Practices and Human Subject’s Protection research training prior to submission of this application.  

|_| All personnel named on this IRB application (except the Principal Investigator) MUST complete a Research Scope of Practice form prior to beginning any research activities. This must be renewed annually and submitted to the Research Service office.

|_| All WOC appointment and contract employees MUST have registered with the Research Service office and receive authorization to conduct research activities at the Minneapolis VA prior to beginning any research activities.

Your application will not be reviewed until all mandatory training and credentialing are completed. Check with Research Service office x 2800 or x 2033 for current requirements.

PLEASE CHECK BELOW, IF INCLUDED WITH THIS APPLICATION
	|_|  Request to Review Research Proposal with abstract

|_|  Investigator Data, if this is your first submission 

|_| Conflict of Interest form(s) for all research staff.

|_| Research Protocol Safety Survey (RPSS-10-0398) with abstract

|_| Abstract

|_| Protocol

|_| Initial PHI and Sensitive Information Use Statement

|_| Appendix W1. Waiver or Alteration of Informed Consent

|_| Appendix W2. 	Waiver of Documentation of Informed Consent

|_| Appendix W3. Waiver or Alteration of HIPAA Authorization 

|_| Appendix A. Additional Research Personnel
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IRB Application for
Expedited Initial Review of Medical Record Research

	This application is being submitted for expedited review under Category (5), research involving materials (data, documents, records, or specimens) that have been collected, or will be collected solely for nonresearch purposes (such as medical treatment or diagnosis). (NOTE: Some research in this category may be exempt from the HHS regulations for the protection of human subjects. 45 CFR 46.101(b)(4). This listing refers only to research that is not exempt.)

Does this study involve retrospective record review only, without direct contact with research subjects?  
|_| Yes 	|_| No. If not, fill out the full-length IRB application located on the SharePoint drive.

	

	1. Project Identification and Signatures



Project Title (Project title must match grant title. If different, also provide grant title):
	     



Contact Person for IRB Correspondence
	Name (Last name, First name MI):
     
	Degree(s):      
	Department:      
Routing Symbol:      

	Direct Phone Number:     		Pager or Cell Phone Number:      	Fax:     



Principal Investigator (PI)
	Name (Last name, First name MI):
     
	Degree(s):
     

	Department:      

Routing Symbol:      

	Direct Phone Number:
     

	
	Pager or Cell Phone Number:
     

	
	Fax:
     

	Human Studies and Good Clinical Practices Training:
[bookmark: Text5]Date (mm/dd/yy)      
	Email:
     

	[bookmark: Check83]Employment Status:     |_| VA       |_| WOC      |_| Contract      |_| Other (e.g. resident, fellow, intern, 										medical student)
								 Specify:      

	Will PI be consenting subjects?  |_| Yes 		|_| No


	*****Submit only one current (updated within the past year) CV with protocol application*****

	As Principal Investigator of this study, I assure the IRB that the following statements are true:
The information provided in this form is correct. I have evaluated this protocol and determined that I have the resources necessary to protect participants, such as adequate funding, appropriately trained staff, and necessary facilities and equipment.  I will seek and obtain prior written approval from the IRB for any modifications in the proposal, including changes in procedures, study personnel, funding agencies, etc. I will promptly report any unexpected or otherwise significant adverse events or unanticipated problems or incidents that may occur in the course of this study per IRB reporting procedures. I will report in writing any significant new findings which develop during the course of this study which may affect the risks and benefits to participation. I will not begin my research until I have received written notification of final IRB and R&D Committee approval. I will comply with all IRB requests to report on the status of the study. I will maintain records of this research according to IRB guidelines. If these conditions are not met, I understand that approval of this research could be suspended or terminated.

	
	     
	     

	Original Signature of PI
	Title of PI
	Date




RESEARCH TEAM
MINNEAPOLIS VAHCS	EXPEDITED INITIAL REVIEW	INSTITUTIONAL REVIEW BOARD


IRB Application for Expedited Initial Review of Medical Records Research
2011-12-30	                          3		      

	Co-Investigator(s)
	


Please list all Co-Investigators for this project. If a Co-Investigator has equal responsibility with the PI, then they should be designated as a Co-PI. Please check the appropriate box in each section. Please indicate the designation for each individual listed below. For intervention, medication and device protocols, two M.D.s must be designated as Principal Investigator and Co-Principal Investigator to provide continuous supervision of subjects in case the PI is not available.

	Name (Last name, First name MI):
     
	Degree(s):
     

	Department:      

Routing Symbol:      

	Direct Phone Number:
     

	
	Pager or Cell Phone Number:
     

	
	Fax:
     

	Human Studies and Good Clinical Practices Training (CITI training) Date (mm/dd/yy):
      
	Email:
     

	Employment Status:     |_| VA       |_| WOC      |_| Contract      |_| Other (e.g. resident, fellow, intern, 										medical student)
								 Specify:      

	Will this individual be consenting subjects? |_| Yes 	|_| No


	Designated as Co-PI? 	|_| Yes 	|_| No


	*****Submit only one copy of current (updated within the past year) CV with protocol application*****




To add additional Co-Investigators, please complete Appendix A (located on SharePoint site).

Study Coordinator(s) Only one individual should be designated as Study Coordinator for each protocol. This individual will serve as the main IRB contact person. Other coordinators should be listed in the Research Staff section of this application.

	Name (Last name, First name MI):
     
	Degree(s):
     

	Department:      

Routing Symbol:      

	Direct Phone Number:
     

	
	Pager or Cell Phone Number:
     

	
	Fax:
     

	Human Studies and Good Clinical Practices Training:
Date (mm/dd/yy)      
	Email:
     

	Employment Status:     |_| VA       |_| WOC      |_| Contract      |_| Other (e.g. resident, fellow, intern, 										medical student)
								 Specify:      

	Will this individual be consenting subjects?  |_| Yes 		|_| No






	
Other Research Staff
	




Provide the following information for all other personnel conducting research activities for this protocol and designate those that will be consenting research subjects.

	Name (Last name, First name MI):
     
	Degree(s):
     

	Department:      

Routing Symbol:      

	Direct Phone Number:
     

	
	Pager or Cell Phone Number:
     

	
	Fax:
     

	Human Studies and Good Clinical Practices Training:
Date (mm/dd/yy)      
	Email:
     

	Employment Status:     |_| VA       |_| WOC      |_| Contract      |_| Other (e.g. resident, fellow, intern, 										medical student)
								 Specify:      

	Will individual be consenting subjects?  |_| Yes 		|_| No




To add additional Other Research Staff, please complete Appendix A (located on SharePoint site).


	2. Sponsor



	Sponsor:  	|_| Yes, specify:      		Duration of funding:      
	|_| No

	Anticipated start date of funding (mm/dd/yy):      

	

	3. Oversight & Monitoring							



Will this research be monitored by an agency, board or designee other than the investigator and sponsor? 
		|_| Yes 	   |_| No

Name of individual/entity/group/board providing data and safety monitoring (e.g. DSMB):
	     



Describe the process for safety monitoring and reporting adverse events. If you do not have a data and safety monitoring board, what is your data and safety monitoring plan to ensure the safety of subjects? 	
	     




	4. Conflict of Interest						



All research staff who are participating in the protocol are required to complete a Research Financial Conflict of Interest Statement form as part of their IRB submission packet. If you have submitted a Research Financial Conflict of Interest Statement form(s) for the Minnesota Veterans Medical Research & Educational Foundation (MVMREF) for this protocol, in association with a CRADA, please submit a copy of that form(s) to the IRB, otherwise complete a new form for the IRB.


Have you identified a conflict of interest for anyone on the research team?
[bookmark: Check111]|_| No
[bookmark: Check112]|_| Yes- If any questions on the Research Financial Conflict of Interest Statement are answered in the affirmative, the conflict must be managed by the VA Regional Counsel.
	
If yes, identify the individual(s) with a conflict of interest:
	     




[bookmark: Check113][bookmark: Check114]Has this potential conflict(s) of interest been disclosed and managed? |_| No.	|_| Yes.

Final IRB approval cannot be granted until all potential conflict matters are settled.  The IRB requires a recommendation from the Regional Counsel regarding disclosure to subjects and management of the conflict.  The full IRB committee will determine what disclosure language should be in the consent form.  

	5. Summary of Activities					



The following questions must be answered in lay language or language understood by a person unfamiliar with your area of research. Area-specific jargon should be avoided or explicitly explained. Do not say “see protocol” or “protocol attached”.

Anticipated Start Date: month/day/year
	     



	What is your research question? (Hypothesis or Objectives)
	

	     

	
What is the significance of knowledge that will come from the study? 
	


	     




Inclusion and Exclusion of Subjects in this Research Study

Describe the Inclusion Criteria for this study in detail:
	     



Describe the Exclusion Criteria for this study in detail:
	     

	
Abstract of protocol in lay terms: Include purpose, description of methods, and clinical significance of the study.
	


	     



Other Research Study Information

Length of entire study:
	     



Study site(s) 
	     


Will you be the lead investigator of research being conducted at multiple sites: |_| Yes 	|_| No

If yes, provide the following information: 

	Contact Information for Site
	Has site granted permission for the research to be conducted? (Include written documentation of this with your submission)
	Does site have an IRB?
	If yes, has the IRB approved the research?

	     
	     
	     
	     

	     
	     
	     
	     



If yes, describe how you will manage/disseminate information that is relevant to the protection of subjects, such as: unanticipated problems involving risks to subjects or others, interim results, protocol modification. 
	     




	6. Research Subject Information



Who are the subjects?		
	     



How many records do you plan to access at this facility?	     

Is this is a multi-site study?   |_| Yes 	|_| No

[bookmark: Text63]If yes, what is the total number of records  to be accessed from all centers?      

If protocol is for a non-sponsored study, provide your analysis plan for determining sample size, verifying that the number of records is sufficient to obtain your objective.
	     




	7. Waivers



Review information in Appendix W – Information on Waivers to determine if you need any waivers for this study.

Waiver(s) is (are) submitted with this application: 
|_| Yes (Check all that are included):
|_| Waiver or Alteration of Informed Consent (Appendix W1)
|_| Waiver of Documentation of Informed Consent (Appendix W2)
|_| Waiver or Alteration of HIPAA Authorization (Appendix W3)
		
 |_| No	Explain why a waiver is not needed. (e.g., no PHI involved in study): 

	     





	8. Risks and Benefits



Does the Research involve (check all that apply):

|_| Use of private records (medical or educational records)

|_| Possible invasion of privacy of subject or family

[bookmark: Text52]|_| Other risks, specify:      

Describe the nature and degree of each risk or harm indicated above. The described risks/harms must be disclosed in the consent form.
	     



What is the level of risk to subjects in this research study?

|_| Not greater than minimal risk: Federal guidelines state that, "minimal risk” means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests." 

|_| Greater than minimal risk

Risk of study participation by category: You must address all risk categories below.

 What psychological risks do subjects take in this study? 	
	     



What social risks do subjects take in this study? 	
	     


	
What legal risks may subjects be exposed to by participating in this study? 
	     



Describe the precautions that will be taken to minimize the risk to the subjects.	
	     



Justify the risk in terms of the potential scientific yield and in relation to the anticipated benefits to the subjects.
	     




	[bookmark: OLE_LINK5][bookmark: OLE_LINK6]9. Data Security, Confidentiality, and Privacy Protections



Please review the document entitled: Key Points Related to Privacy and IT Security, located in Appendix R. All investigators and research personnel are required to follow all VA policies and federal regulations regarding data security, confidentiality, and privacy.

Describe the data management system of sponsor, provisions for confidentiality for any collaborators outside the MVAMC, the sponsor or its agents or contractors, or consultants that receive the subjects’ PHI/PII, as it relates to privacy protection. 

	     

	List the confidentiality and security provisions that will be implemented within the VA and for each non-VA entity. 


	     



[bookmark: Check62][bookmark: Check63]Will data identifying the subjects be made available to anyone other than the Principal Investigator and the study team, e.g., FDA, study sponsor?		|_| Yes		|_| No

[bookmark: Text49]If yes, please explain below and include in HIPAA Authorization form.
 
State what PHI/PII will be received by sponsor or anyone else outside the VHA. HIPAA regulations require that you use only “minimal necessary” PHI for research purposes.

	|_|
	Names
	|_|
	Telephone Numbers

	|_|
	Address
	|_|
	E-mail Addresses

	|_|
	Fax Numbers
	|_|
	Medical Record Numbers

	|_|
	Social Security Numbers
	|_|
	Account Numbers 

	|_|
	Health Plan Beneficiary Number
	|_|
	Vehicle Identifiers and Serial Numbers 

	|_|
	Certificate/License Numbers
	|_|
	Web Universal Resource Locators (URL)

	|_|
	Device Identifiers and Serial Numbers
	|_|
	Biometric Identifiers (finger and voice prints)

	|_|
	Internet Protocol (IP) Address Numbers
	|_|
	Initials

	|_|
	Any Geographic Subdivisions Smaller Than a State (specify which of the following identifiers you will use: county, city, parish, or zip code)
	|_|
	Any Elements of Dates (specify which of the following identifiers you will use: birth date, admission date, discharge date, date of death, age over 89)

	|_|
	Full face photographic images and comparable images
	|_|
	Any other unique identifying number, characteristic, or code 
(please specify):      

	
Justify the need for use of each PHI element named above by sponsor or anyone outside the VHA.

	     



Will a link to identifiers be maintained?

	|_| No
	|_| Yes. Complete questions below. 
a. What is the link?
	     



b. Who will have access to the link and where will it be kept? The links must be maintained within the VHA.
	     



c. How will you limit access to the identifiers?
	     






Complete “Minneapolis VAMC PHI and Sensitive Information Use Statement” and submit with this application. 	|_| Enclosed


	10. Safety of Research Personnel



All studies must be reviewed by the Subcommittee on Research Safety (SRS) including medical record reviews.  Complete the Research Protocol Safety Survey (RPSS-10-0398). Contact the SRS Administrator at srsmn@va.gov if you have any questions.  The RPSS and Continuing Review forms can be found: 

Q:\Research\Electronic Safety Survey Forms\RPSS 10-0398 (Safety Survey).xsn

Are there any biological, chemical, physical, shipping, or radiation hazards to any research personnel or to clinical personnel working in Research Service Laboratories associated with this study?
|_| Yes		|_| No

Answer each category below:
	|_| Y  |_| N    Biological Hazards (such as viral agents, toxins, select agents, Botox)

	|_| Y  |_| N    Cell or Tissue Samples (including blood or other bodily fluids/tissues)

	|_| Y  |_| N    Recombinant deoxyribonucleic acid (DNA)

	|_| Y  |_| N    Hazardous Chemicals (e.g., flammable, toxic, carcinogenic chemicals or nanomaterials)

	|_| Y  |_| N   Controlled Substances (such as Morphine)

	|_| Y  |_| N   Radiation, including radioactive isotopes and radiation-generating equipment (X-Ray, CT                 Scanner)

	|_| Y  |_| N   Physical Hazards (such as electricity, trauma, etc.)

	|_| Y  |_| N   Transport/Shipment off-site of hazardous chemical or biological materials.
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	Statement by Primary Reviewer: 
I have adequate expertise to review this protocol.

	If no, I have worked with another IRB member who has adequate expertise to review this protocol.
	If no, the IRB has used an external consultant to assist with reviewing this protocol and this individual has confirmed that he/she does not have a conflict of interest with the protocol being reviewed.

I concur that there are no safety hazards to research personnel or to clinical personnel working in Research Service Laboratories associated with this study as indicated in the application. 
	
|_| Yes     |_| No

|_| Yes     |_| No   |_| N/A 

|_| Yes     |_| No   |_| N/A 



|_| Yes     |_| No




	Expedited Protocols:
If this protocol is being reviewed by expedited procedures, has the expedited research met all applicability criteria for the category (or categories) indicated in this application (in Section 20)? (Expedited Review categories are listed in Section 12.1a of the HRPP SOP)
	
|_| Yes     |_| No   |_| N/A 


	Waiver or Alteration of Informed Consent:
The criteria for waiver of informed consent for recruitment purposes have been adequately met as documented on form entitled Waiver or Alteration of Informed Consent.
The criteria for waiver/alteration of informed consent for conducting the study have been adequately met as documented on form entitled Waiver or Alteration of Informed Consent.
	
|_| Yes     |_| N/A 


|_| Yes     |_| N/A 


	Waiver of HIPAA Authorization
The criteria for waiver of HIPAA Authorization for recruitment purposes have been adequately met as documented on form entitled Waiver or Alteration of HIPAA Authorization.
The criteria for waiver/alteration of HIPAA Authorization for conducting the study have been adequately met as documented on form entitled Waiver or Alteration of HIPAA Authorization.
	
|_| Yes     |_| N/A 


|_| Yes     |_| N/A 


	Criterion

	Yes/No

	The research design is sound enough to yield the expected knowledge.
	|_| Yes        |_| No

	Psychological, social, legal, and economic risks to participants are minimized by using procedures which are consistent with sound research design and which do not unnecessarily expose participants to risk.  (i.e.  loss of confidentiality)
	|_| Yes        |_| No

	Are the aims and methods of this protocol are consistent with the mission of the VA?
	  |_| Yes        |_| No  

	There are adequate provisions to protect the privacy of participants.
	|_| Yes        |_| No

	There are adequate provisions to maintain the confidentiality of the data.
	|_| Yes        |_| No




	
	
	

	Primary IRB Reviewer (printed name)
	Signature
	Date



