Application to Conduct Human Research at Lexington VAMC
  


Principal Investigator/Study Chair Name:                

 Phone:			FAX:				email:             
  
                                                                                        Check to indicate application status:    
Project Title:                                                                          ☐  Initial 	☐  Revised
[bookmark: Text395]Date:            

☐ Expedited   ☐ Exempt   ☐ Full Review
                                                                                                                                                                                                                        
                     
Application Instructions
	· The Principal Investigator (PI)/Study Chair (SC) must use this form to submit new human research project applications to the VA IRB.  
· Each section must contain a response.  Please ensure all responses are consistent with the approved funded project and all informed consent documents. Other documents associated with this application (see below) should be submitted with the completed application.  
· Documents can be submitted in PDF or Microsoft Word format with the exception of the informed consent document and the Privacy/ISO Review Document.  These documents must be submitted in Microsoft Word.  


	
VA Submission Checklist
[bookmark: Check678]Required for every submission
☐  Project information (Study protocol; grant application; work proposed, etc.)
☐ Scope of Practice (annually; may amend existing one if necessary)					
☐ Financial Conflict of Interest Statement
☐ Privacy and Data Security Plan 
☐  Privacy/Information Security Officer (ISO) Review Checklist

Additional Documents that may be required (consult with IRB Chair and/or coordinator)
☐ Exempt Form
☐ Expedited Review Form
☐ VA Research Informed Consent Form
☐  Request for Waiver or Alteration of Informed 	 Consent
☐  Consent for Use of Picture and/or voice
☐  HIPAA Authorization
☐  Request for HIPAA Waiver
☐ VA Form 10-9012 (if drugs used in study)
☐  Request for and Authorization to Release Medical Records or Health Information (VA Form 10-5345)
☐ Investigator’s FDA Drug Brochure
☐  Investigational Device Information
☐  Participant Instructions
☐  Recruitment Materials
☐  Vulnerable Population Supplement       	
☐  Questionnaires or Surveys with OMB approval
☐  Data Collection Forms/Tools/Case Report Forms  	

								   	                                                                     List any other documentation included in this package: offsite waiver requests, tissue banking application/approval letter, certificate of Confidentiality	
                                        												 
				



Section 1:   General Information  
	
[bookmark: Text219][bookmark: Text220]Principal Investigator (PI)/Study Chair (SC) Name:                       Academic Degrees:       

[bookmark: Text300]Board Certifications:       

Is there a Co-PI or Co-Study Chair?  

☐   No.
[bookmark: Text396]☐   Yes.    Name:                                                                                Academic Degrees:       

Board Certifications:       


	Employment Status: (Check all that apply)

 ☐ VA Employee  (Indicate VA percentage of time in 8ths ______)
 ☐ VA WOC (Without Compensation)
 ☐ IPA (Intergovernmental Personnel Act)     
 ☐ Other (Specify) ______________


	[bookmark: Text343][bookmark: Text344]Name of Project Coordinator:                                                        Phone:       

[bookmark: Text345][bookmark: Text346]FAX:                                                                                                  VA E-mail:       

	1. Describe your qualifications to do the research detailed in this project and attach a copy of your biosketch (Merit Review or NIH Format):  

[bookmark: Text230]                  

	2. Indicate below how many of the following you currently oversee as a PI/SC:

  _____  Open Research Projects     _____  Project Team Members (Project Coordinator, Statistician, etc.) 

  _____  Participating Sites                _____  Approximate Number of Active Project Participants


	3a. Please list project members in the table below who will be involved in directing and/or conducting the project at this site.  Submit a Conflict of Interest determination for all study investigators that will participate with 5% or more effort.  Attach biosketches or CVs of all study members who function in a scientific or medical capacity.

	Project Members  
	VA Status, i.e., # of 8ths or WOC
	5% or More 
Effort?  Yes/No
	Project Role 
	Obtaining Informed Consent?  Yes/No

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	



Note: Additional project members may be added by inserting more rows in the table.  If some 
          project members are unknown at this time, they can be added at a later date through         
         submission of an amendment.



b.  Are there any applicable state and local laws that differ from VA and other federal requirements concerning the conduct of human research (e.g., who may serve as a legally authorized representative?)

          ☐   Yes                ☐  No

[bookmark: Text401]          If yes, please describe:       






















































Section 2:   Project Overview
	Please Note:  For VA IRB review, your protocol must contain all information described in Sections 2 through 11 of this Application.  In most cases, the application submitted for Merit Review will require substantial modifications to meet this requirement.

1. What type of protocol is this?  (Please check one)

             ☐  CSP         ☐  CSR&D      ☐  HSR&D     ☐  RR&D      ☐ BLR&D
 
[bookmark: Check653][bookmark: Text360]              ☐   CRADA                               ☐  Other (Specify):       

2. Give a brief non-technical summary of the project in terms that would be understandable to non-medical personnel.  (Please limit to a maximum of 500 words as counted by your spell checker.)

[bookmark: Text361]                  

3. [bookmark: Check655]Is this a clinical trial?       ☐   Yes        ☐  No

             If yes, what type?  (Check all that apply)

             ☐  Phase I           ☐  Phase II          ☐  Phase III      ☐  Phase IV

4. What is the relevance of the research to VA Mission, Veterans’ health and/or healthcare issues?

     

5. What is the purpose of the project?

[bookmark: Text362]                  

6. What is the estimated duration of the project?

                  

7. What are the research questions or hypotheses?  (Please cite scientific or scholarly rationale.)

[bookmark: Text363]                  

8. What research methods will be used in the project?  (Check all that apply)

	☐
	Surveys/Questionnaires
	☐
	Interviews                      
	☐
	Audio Recording

	☐
	Behavioral Observations
	☐
	Chart Reviews               
	☐
	Video Recording

	☐
	Focus Groups
	☐
	Randomization
	☐
	Double-Blind

	☐
	Control Group
	☐
	Placebo
	☐
	Withhold/Delay Treatment

	☐
	Specimen Collection
	☐
	Deception
	☐
	Other (Specify:                 )



9. Describe the project design and procedures, to include methods of statistical analysis, sample size, and power analysis as applicable.
            
[bookmark: Text365]                  

10. What participant procedures/interventions are required solely for project-required purposes and what procedures are already being used for standard of care purposes?  (Ex:  lab tests, radiographic procedures, etc.)
            
[bookmark: Text366]                  

11. What is the importance of the knowledge this project is likely to generate?
             
[bookmark: Text367]                  




12. For intervention projects, are there procedures for the orderly withdrawal or termination of participation in the project by the participants?


             ☐   Yes       ☐   No      ☐  Not Applicable

            If yes, please briefly describe the procedures or, if not, explain why there is not a need for
            established procedures.  (If yes, these procedures also need to be described in the informed
            consent document.)
           
[bookmark: Text368]                 




13. Does this project involve international research?    ☐   Yes       ☐  No      
               If yes, must have CRADO approval. 



14. Is there a Data Safety Monitoring Plan or Board.

             ☐   Yes       ☐   No      ☐   Not Applicable
             
            If yes, describe the plan/board, how frequently do they meet.
            
                 


15. Does this study involve Collaborative Research?
“Same study open at multi sites, not a pharmaceutical covered under a CRADA, unfunded or funded by other agencies”
[bookmark: _GoBack]
             ☐   Yes       ☐   No      ☐   Not Applicable

              If yes:
a. State which research activities are done at VA

	b. State which research activities are done elsewhere
	c. Describe:
		i. PHI to be collected
		ii. PHI to be disclosed outside of VA
		iii. Purpose of disclosure
		iv. data (not only PHI) to be disclosed to collaborators
		v. who’s getting the data outside of VA (not only PHI)
		vi. how are data (not only PHI) being sent
**Note refer to Procedures for Collaborative Research for Requirements of Protocol, Informed Consent Document, HIPAA Authorization and Data Use Agreement.




	




Section 3:  Potential Risk/Benefit Analysis
	
☐  Not greater than minimal risk.

☐ Greater than minimal risk. 





Section 4:  Human Participant Information
	
[bookmark: Text134]1.    What is your planned total enrollment?

              
              
     2.    Please describe any inclusion or exclusion criteria and provide justification:

                  

3. What populations will be targeted for recruitment as participants? Check all that apply.
       
	Males
	☐

	Females
	☐

	Inpatients
	☐

	Outpatients
	☐

	VA Employees
	☐

	Students
	☐

	Non-English Speaking
	☐

	Veteran Family members
	☐

	Non-Veterans*
	☐

	Other (Specify)

[bookmark: Dropdown1]
	☐ 




               *If non-veterans is marked above, please explain why sufficient veterans are not     
               available to participate in the project:

[bookmark: Text315]                     

4. Does this project target a specific race or ethnic group as participants?  ☐ Yes  ☐  No
            
             If yes, check all that apply.

	 Race
	
	
	Ethnicity
	

	
	
	
	
	

	American Indian or Alaskan Native
	☐
	
	Hispanic or Latino
	☐

	Asian
	☐
	
	Not Hispanic or Latino
	☐

	Black or African American
	☐
	
	Other
	☐

	Native Hawaiian or other Pacific Islander
	☐
	
	
	

	White
	☐
	
	
	

	Other
	☐
	
	
	



[bookmark: Text348]             Why was this group(s) chosen?                     

5. What are the age ranges of participants?  If yes, check all that apply.

	Children (Under 18) Requires Waiver from CRADO
	☐

	Young Adults (18-21)
	☐

	Adults (22-65)
	☐

	Seniors (Over 65)
	☐



6. Are there specific reasons why certain populations (i.e., age or ethnic groups) are excluded as participants?       ☐    Yes         ☐      No

[bookmark: Text316]             If yes, please specify reasons:       

7. Does the project involve the enrollment of any of the following populations or categories of  participants?  Note:  These populations must be checked yes if they are not being
excluded from the research.
                                                                                                                                         Yes        No
	a.  Employees or students
	☐  
	☐  

	b.  *Individuals with impaired decision making capacity
	☐  
	☐  

	c.  *Pregnant women
	☐  
	☐  

	d.  Economically and/or educationally disadvantaged persons
	☐  
	☐  

	e.   *Prisoners
	☐  
	☐  

	f.   Illiterate, limited, or no English language proficiency
	☐  
	☐  

	g.  Terminally ill patients
	☐
	☐



8. If applicable, what is the justification for including any of the above populations or categories of participants in the project?  

[bookmark: Text244]                 


9. If the project involves enrolling any of the above populations or categories of participants, please describe any project-specific measures or special considerations, steps, or safeguards to ensure that these populations or special classes are adequately protected.   (*Attach the applicable vulnerable population supplement, VA IRB Form, if enrolling pregnant women, prisoners, or participants with impaired decision-making capacity)
            
[bookmark: Text245]                  






Section 5:  Informed Consent 
	    
1. Are you requesting a waiver or alteration of informed consent? (Check all that apply)

	☐
	No

	☐
	Yes, a waiver for the entire study.   

	☐
	Yes, a waiver for recruitment purposes only.  

	☐
	Yes, an alteration of the informed consent process.  





2. How will informed consent be sought and documented? (Check all that apply)
	
	☐
	Informed Consent will not be sought. Requesting a Waiver of Informed Consent.

	☐
	Written informed consent from participants (VA Form 10-1086 is attached).

	☐
	Written informed consent from participants’ legally authorized representatives (LAR) as required by VA policy and/or applicable state laws (VA Form 10-1086 is attached).

	☐
	Request Waiver of Documentation of Informed Consent 




3. Does the project propose the use of assent for participants unable to give informed consent?

              ☐   Yes       ☐   No       ☐ Not Applicable

[bookmark: Text403]              If yes, please describe the process for obtaining assent:       

      
4. How will the participant’s privacy interests be protected?   Note:  Confidentiality of data 
will be addressed in Section 10.

[bookmark: Text406]            


5. How are participants to be protected against undue influence or coercion?

[bookmark: Text407]           

6. Indicate below what method was used to perform a readability evaluation of the written informed consent form and the results.

[bookmark: Text398]                   

Note:  When informed consent is waived, VA Form 10-3203, Consent for Use of Picture and/or Voice, must be submitted when pictures of subjects are taken or a video or audio recording of a research subject is made. Documentation of the research subject’s participation should be included in the research subject’s VHA health record.




Section 6:  HIPAA Authorization for Project Participants
	
1.  Please check all of the following that apply if Protected Health Information (PHI) will be used:      Note: PHI 18 Identifiers include:18 HIPAA Identifiers 1.4 The De-identification Standard
· ☐ Names
· ☐ All geographic divisions smaller than a state
· ☐ All elements of dates, ages over 89 (except year)
· ☐ Telephone numbers
· ☐ Fax numbers
· ☐ Electronic mail addresses
· ☐ Social Security Numbers 
· ☐ Health plan beneficiary numbers
· ☐ Account numbers
· ☐ Certificate/license numbers
· ☐ Vehicle identifiers
· ☐ Device identifiers
· ☐ Web Universal Resource Locators
· ☐ Internet Protocol (IP) address numbers
· ☐ Biometric identifiers
· ☐ Full face photographic images
· ☐ Any Other unique identifying number, characteristic or code * Please list*
	
	☐
	PHI is not being used.  HIPAA authorization is not required.  

	☐
	A project specific participant HIPAA Authorization form is attached.   

	☐
	A request for a HIPAA Waiver of Individual Authorization is attached.

	☐
	[bookmark: Text284]A request for a HIPAA Waiver of Individual Authorization for recruitment purposes only is attached.  If checked, please provide justification:       




Please note:  The VA IRB does not accept informed consent documents that include the HIPAA authorization as part of the informed consent.  It must be separate.

2.  Will you be requesting that participants authorize release of medical records or health                           information from non-VA sites?     ☐    Yes       ☐  No 

If yes, VA Form 10-5345, Request for Release of Medical Records and Health Information should be completed and attached to this application.









[bookmark: OLE_LINK3][bookmark: OLE_LINK4]Section 7:  Participant Recruitment Information
	
1. Please detail your plan for the just, fair, and equitable recruitment and selection of subjects to include where recruitment will take place, methods used, and sequence of recruitment procedures.   Note: VA policy prohibits “cold calls” to potential VA research participants.)
          
[bookmark: Text404]                 

2. Are any standard recruitment materials going to be made available? 

             ☐ Yes                ☐  No
    
3. If yes, please indicate the types of materials to be used below and attach copies:

	☐
	No advertisements will be used.

	☐
	Fliers

	☐
	Newspaper

	☐
	Letters

	☐
	Websites

	☐
	Television

	☐
	Radio

	☐
	Video  (A script may be provided)

	☐
	Audio  (A script may be provided)

	☐
	Other (Please specify, i.e., physician referrals)
[bookmark: Text319]     


	
         Note:  All recruitment materials must be reviewed and approved by the VA IRB prior   
         to being used as part of any recruitment activities.  












Section 8:  Payment to Participants 
	

1. Please indicate the method of payment: 
                  
	No Participant Payments
	☐

	Cash or Check
    
	[bookmark: Text257]☐   Amount per visit:       
[bookmark: Text258]        Total amount:            

	Other (Specify, i.e., Meal vouchers:                      
	[bookmark: Text349]☐ Specify:       
 



           Provide justification that the proposed payments are reasonable and commensurate with the
           expected contributions of the participant to the project:
               
[bookmark: Text262]                      

2.  If participants are to be paid, specify the following:

     a.  Source of payment to include who is dispensing the payment:         

     b. Payment schedule to include when payment will be rendered.  If not pro-rating payments, indicate why.

[bookmark: Text263]                  

           c.   Will SSN be requested and/or used in making payment?        ☐  Yes       ☐  No 



Section 9:  Biological Specimens
	1. If biological specimens will be used in this protocol, please list below the types of   specimens.            ☐  Not Applicable.  Skip to Section 10.

[bookmark: Text399]                 

2. Will biological specimens be collected for:

Research purposes only?                                                   ☐  Yes                 ☐   No 
For clinical purposes and used in this study?                  ☐  Yes                 ☐  No

             If the answer to both questions is yes, specify which of the specimens indicated in question 1 are
             collected for each purpose:
            
                  
           
3. Please respond to the following questions by checking the appropriate box:

                                                                                                                                    Yes     No   N/A
	a. Does the project involve genetic testing?
	☐
	☐
	

	b. Will specimens be kept for future, unspecified use?
	☐
	☐
	

	c. Will samples be made anonymous to maintain confidentiality? 
     Note:  Coding data is not considered making it anonymous.
	☐
	☐
	

	d. Will specimens be destroyed within 90 days after the project-specific use is completed?
	☐
	☐
	

	e. Will specimens be sold in the future?
	☐
	☐
	

	f. Will donors be paid for their specimens now or in the future?
	☐
	☐
	

	g. Will donors be informed of the results of the specimen testing?
	☐
	☐
	

	h. Are there any implications for family members based on specimen       testing results? (If yes, they may be participants.)
	☐
	☐
	

	i. Will donors be informed of results obtained from their DNA?
	 ☐
	 ☐
	☐



4. Will specimens be de-identified? (that is, not contain any of the 18 identifiers)

             ☐  Yes        ☐ No

            If yes, please describe the procedures you will use, to include at what point in the process  
            will the specimens be de-identified.
            
                 

5. What measures will you take to minimize the potential for physical, psychological, financial, social, or legal harm from breaches of confidentiality and privacy resulting from unauthorized access to or loss of the specimens?

                  
6. As part of this study, will tissue be stored at an offsite location for greater than 90 days?
    
              ☐   Yes      ☐ No   
           If yes, you will need a tissue waiver VA Tissue Banking Guidance

       7.    Will you bank collected tissue for future use?

              ☐ Yes      ☐ No       If yes, the following additional questions must be answered:

       a. Describe where the tissue will be banked.  If this is a non-VA site,  indicate if the mandatory 
            approval from ORD has been sought.  Attach a copy of the tissue banking application (VA 
            Form 10-0436) if available. 
                         
              b. Who is responsible for overseeing the operations of the tissue bank (i.e., local IRB)? 

                         







Section 10:  Confidentiality of Data and Information Security 
	
1. What type of data will be received by the Principal Investigator/Study Chair?   
             Check all that apply.

       
  ☐  Identified – Data contains direct identifiers sufficient to identify participants as indicated in
         VHA Handbook 1605.01, Appendix B, para 2b.  
             ☐  Coded – Data linked to a specific subject by a code rather than a direct identifier.  While the
                    data may contain some protected health information only someone possessing the code 
                    can link the data to a particular participant.  
             ☐   De-identified – Data does not contain any identifiers that could link the data to a specific 
                    participant.  (See VHA Handbook 1605.01, Appendix B, para 2b, for a list of identifiers that 
                    must be removed before data can be considered de-identified.  Data must be de-identified 
         in accordance with HIPAA and Common Rule criteria.  Scrambling of names and social 
         security numbers is not considered de-identified information.

        
             If you checked coded, please specify who will maintain the link or code and who will have 
             access  to the link or code: 

[bookmark: Text339]                 

2. Will Protected Health Information (PHI) be obtained directly from project participants?  
          
             ☐   Yes      ☐ No

             If yes, describe the PHI obtained in terms of specific data elements/identifiers (e.g., name,
            address, phone numbers)

[bookmark: Text320]                 
            
3. Does the project require the use of existing PHI from a database, medical records, or   
             research records?              ☐    Yes      ☐ No

             If yes, specify the source of the existing PHI and the specific data elements/identifiers  
            (e.g., name, address, phone numbers).

[bookmark: Text321]                  

4. If SSNs are being obtained, indicate why they are being obtained, in what form, and what security measures are in place to protect them.  Note:  Study team members are prohibited from obtaining SSNs by phone.   ☐ Check if N/A

                  

       5.   Will participants be contacted from existing PHI?     ☐  Yes      ☐  No

              If yes, please specify how you will contact the participants: 

[bookmark: Text340]                   

6. Who will have access to the data?  (Specify approximate number of personnel and their   
            job categories, i.e., Co-investigators, Nurse Coordinators, etc.)

[bookmark: Text354]                  

7. How will data be transmitted and how will it be protected during transmission?
  
[bookmark: Text357]                  



8. How will project research data be stored?

[bookmark: Text322]                        
       

9. How long will the research data be stored?

[bookmark: Text355]                 

Note:  Data will be stored in accordance with RCS 10-1 Section 8300.6. Temporary; cutoff at the end of the fiscal year after completion of the research project. Destroy 6 years after cutoff, may retain longer if required by other Federal regulations. (DAA-0015-2015-0004, item 0032)

10. Describe how the data will be destroyed once the maximum retention period or the period specified above, if longer, is reached?

[bookmark: Text356]                 


11. What is your plan for protecting project research data from improper use or disclosure?

[bookmark: Text325]                 
Note:  Please include in your plan that the ISO and Privacy Officer will be notified within one hour 
         of the improper use or disclosure of PHI or identifiable information and data will be stored
         in accordance with RCS 10-1.

12. Have you applied or do you plan to apply for a Certificate of Confidentiality?

             ☐  Yes      ☐ No       If yes, you need to include this fact in the informed consent form.

Note:  A Certificate of Confidentiality helps investigators protect the privacy of human research participants enrolled in biomedical, behavioral, clinical and other forms of sensitive research. Certificates protect against compulsory legal demands, such as court orders and subpoenas,   for identifying information or identifying characteristics of a research participant.  For more information on Certificate of Confidentiality go to: http://grants.nih.gov/grants/policy/coc/. 

       13.  Will data be banked for use in future studies?

               ☐  Yes      ☐ No    If yes, the following additional questions must be answered:

               a.   Describe where the data will be banked?

                    

         b.    Who is responsible for oversight of the data bank or repository in accordance with VHA
                Handbook 1200.12, Use of Data and Data Repositories in VA Research?  

                      
.














Section 11:  FDA-Regulated and Other Products
	1. Does the project require use of FDA-regulated drugs, biologics, or devices?

              ☐   Yes          ☐ No  (Skip to Section 12)

2. Does the project involve an Investigational New Drug Application (IND) or Investigational New Device Exemption (IDE)?

              ☐     Yes          ☐ No

              If yes, attach a copy of any applicable correspondence with the FDA and  
              complete the following:

             a.  Indicate the name of the person or organization holding the IND or IDE:
                 
[bookmark: Text326]                      

             b.  Is there a plan for on-site data monitoring?

                  ☐  Yes          ☐ No

                 If yes, specify who will conduct monitoring responsibilities and how often.   
                
[bookmark: Text328]                      

3. How will FDA-regulated products used in this study be received, stored, dispensed and tracked? 
[bookmark: Text342]                      

4. If using FDA-regulated drugs or biologics, please indicate use:  Check here if N/A  ☐

	☐
	Investigational or Unapproved Drug(s) or Biologics  (Attach a copy of the FDA’s acknowledgement letter stating that FDA received the IND application.)

	☐
	Approved Drug(s) or Biologics For Approved Uses

	☐
	Approved Drug(s) or Biologics for Unapproved Uses (Use will be inconsistent with product labeling or involves a new use, labeling, advertising change, or a change in dose, dosage form, administration schedule, or recipient)









5. List all drugs, biologics, or supplements to be used below.  Check here if N/A ☐.    

	Generic Name
	Trade Name
	Manufacturer
	Use Consistent with Product Labeling?
Yes/No
	IND Number if Applicable

	
	
	
	
	

	
	
	
	
	


   
    Note:  Add additional rows to table if necessary

               a.  Is an Investigator’s brochure included with the application materials?

[bookmark: Text400]                   ☐   Yes          ☐ No       If no, please indicate why?       

            
               b.  For all approved drugs used for an unapproved use, describe the
                    unapproved use.      Check here if N/A ☐.

[bookmark: Text329]                         

               c.  If an IND is not required, explain and/or provide sponsor or FDA documentation.   
                   Check here if N/A ☐.

[bookmark: Text330]                        

6. If using FDA-regulated devices, please indicate use:   Check here if N/A ☐.
       
	☐
	Investigational or Unapproved Device(s)

	☐
	Approved Device(s) for an Approved Use

	☐
	Approved Device(s) for an Unapproved Use

	☐
	Other Specify (e.g., humanitarian use device; 510k clearance)
[bookmark: Text327]     



7. List the FDA-regulated devices that will be used.  Check here if N/A ☐.

	Name
	Manufacturer
	Use Consistent with Product Labeling?
Yes, No, or N/A
	Significant Risk (SR) or Nonsignficant Risk (NSR), Unknown, or N/A
	IDE Number if Appl
cable

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	



               a.  Is manufacturer’s device information included with the application materials?

                   ☐   Yes           ☐ No

               b.  If this is a non-significant risk device study, is documentation attached with the
                    application materials explaining the manufacturer’s or a sponsor’s determination why the
 device is not a Significant Risk (SR) device ? (See 21 CFR 812)

                   ☐    Yes          ☐  No

                c.  If applying for an IDE, is a copy of the dated IDE application letter to the FDA attached?

                  ☐      Yes        ☐  No       ☐   N/A
                      





Section 12:  Principal Investigator/Study Chair Statement 
	
1.  As the Principal Investigator/Study Chair for this project, I acknowledge that I have the primary and ultimate responsibility for protecting the rights and welfare of research participants and that I understand the ethical principles of human participant protection and Good Clinical Practice.  I have the competencies and the resources to conduct the research outlined in this application and I attest that the application is scientifically and ethically sound. 

2.  I also attest that all project team members will be trained on applicable project procedures and on all VA and other requirements pertaining to human participant protections as befits their roles, scope of practice, and responsibilities prior to participating in the project.  I and my study team will conduct and oversee this project in accordance with all ethical standards required by the VA for the conduct of human subjects research.

3.  I have read, understand, and accept the investigator responsibilities as outlined in the Investigator Handbook, VHA Handbook 1200.05, paragraph 9 and that these include but are not limited to the following:

· Conducting the research in accordance with the VA IRB-approved project and all applicable VA and other requirements, including, but not limited to, human research requirements as described in VHA Handbook 1200.05, 38 CFR Part 16, FDA requirements, VA IRB requirements, and local policy and procedures, and maintaining all written documentation indicating compliance.

· If applicable, obtaining informed consent and HIPAA authorization from participants, appropriately documenting the informed consent and authorization, and maintaining a master list of all participants and/or requesting waivers of these requirements with appropriate justification.

· Submitting all amendments to the project or changes in the informed consent to the VA IRB for review and approval prior to initiation, except when necessary to eliminate immediate hazard to the participants.  Any changes implemented as a result of an immediate hazard will be promptly reported to the VA IRB as a project deviation and an amendment submitted if determined necessary.

· Promptly reporting to the VA IRB any reportable activity as defined by VA and other requirements and by VA IRB policies and procedures. 

· Conducting project monitoring and data safety monitoring activities (if applicable) as appropriate for the IRB-approved project.

· Providing continuing review and closure reports to the VA IRB in a timely manner and in accordance with the VA IRB policies and procedures, to include reports of any unanticipated problems involving risks to subject or others and/or serious and continuing noncompliance.

· Following applicable requirements (e.g., information security) relevant to the conduct of the VA IRB-approved project and the maintenance of research records in accordance with the VA Records Control Schedule. 

· Ensuring research does not start until final approval has been received from the VA IRB and this facility’s local Research and Development Office in accordance with local policies.


	

	
	


Principal Investigator/Study Chair Signature                                                 Date  





Section 13:  Principal Investigator/Study Chair Supervisor 
                      (Must be at least a Section or Department Chief)
	
I have reviewed this application as completed by the PI/SC, who is under my supervision.  I approve the conduct of the research by the PI/SC, to include the use of any time and resources within this department/section/Facility, as specified in this application.

___________________________________                             __________________________________
Supervisor                                                                                  Date

___________________________________                             __________________________________
Printed Name                                                                             Department/Section/Facility
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