Tennessee Valley Healthcare System

Application for Continuing Review  

Tennessee Valley Healthcare System

Request for Continuing Review  


Principal Investigator:         
Project Title:

       
IRB ID #: 

       

   
Date of IRB Expiration:        
Sponsor: 

       

    

Date of Application:
          
NOTE: Please complete all sections of the application whether requesting continuing review or study closure.

 Submissions that do not contain the required documentation, signatures and dates will be returned to the PI as incomplete and will not be processed until complete. If you intend to close the study, contact the IRB office at 615-873-6076 and request the study closure application.  Provide the signed  original and one copy of the application packet and send electronic documents to the IRB.
1.  Project Status (Check the applicable response.)        
a.  FORMCHECKBOX 
     Project active; no subjects have been enrolled; new subjects may be enrolled

b.  FORMCHECKBOX 

Project active; subjects are enrolled; new subjects may be enrolled

c.  FORMCHECKBOX 

Project active; subjects undergoing intervention/treatment; no new subjects will be enrolled

d.  FORMCHECKBOX 

Project active only for long-term follow-up and data analysis; no new subjects will be enrolled

e.  FORMCHECKBOX 

Project active only for continued data collection and data analysis; (chart review project)
f.  FORMCHECKBOX 

Project active only for data analysis; no subjects are being followed 
g.  FORMCHECKBOX 

Other _______________________________________________
2.  Project Information:  

a.
Project Involves (Check all that apply.)

 FORMCHECKBOX 

Patients
 FORMCHECKBOX 

Specimens (e.g., blood, tissue, fluids)
 FORMCHECKBOX 

Healthy Volunteers
 FORMCHECKBOX 

Investigational Drugs; IND #        
 FORMCHECKBOX 

Patient Data/Records
 FORMCHECKBOX 

Investigational Devices; IDE #      
 FORMCHECKBOX 

Vulnerable Populations
 FORMCHECKBOX 

Payments to Subjects; Amount $     
b.
Are there changes to research procedures and/or the Informed Consent Document(s) 
(or verbal consent script) that have not been previously approved? 
 FORMCHECKBOX 

Yes - Submit a Request for Modification      

 FORMCHECKBOX 
  No   If applicable, attach copy of amendment(s) approved during last approval period.

c.
Are you submitting a revision to the currently approved Informed Consent Document(s)
with this request?

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A

3.
Protocol Abstract (Organize under the following headings: Objective; Research Design; Methods; Clinical Relevance; Findings, and Subject Enrollment.   Limit to one page.  Attach as a separate page.

4.
Demographic Information (Report subjects at the VA and other institutions where the VA PI conducts the study.)


a.
Number of subjects approved for enrollment at the VA:       


Number of subjects approved for enrollment at other performance site(s):            



Number of records approved for retrospective chart review project:       

b.
Number and gender of subjects enrolled since initiation of the study.



Total VA: 

      


Male:       

Female:       


Total Other Institutions:        


Male:       

Female:       
c.
Number and gender of subjects enrolled during the last approval period.



Total VA: 

      


Male:       

Female:       


Total Other Institutions:        


Male:       

Female:       

d.
Number of subjects who were consented and completed the study during the last review period: 



Total VA: 

      


Male:       

Female:       


Total Other Institutions:        


Male:       

Female:       
e.     Number of subjects who were consented and withdrew during the last review period: 



Total VA: 

      


Male:       

Female:       


Total Other Institutions:        


Male:       

Female:       

f.
Number of subjects by ethnic origin enrolled since initiation of study. 

	Performance

Site
	Caucasian
	Black
	Hispanic
	Asian/
Pacific Islander
	American Indian/
Alaska Native
	Other/
Unknown

	VA TVHS
	     
	     
	     
	     
	     
	     

	Other Site(s)
	     
	     
	     
	     
	     
	     



g.   Number of enrolled subjects considered as members of specific vulnerable populations?      

h.
Have subject recruitment procedures complied with Federal requirements to include women and racial/ethnic minorities, as applicable to the protocol?

 FORMCHECKBOX 
  Yes        FORMCHECKBOX 
  No (Attach brief explanation)

i.    Attach a list of subjects enrolled at the VA during the last approval period, including name and the 



last 4 numbers of the Social Security number.  (Do not transmit electronically unless encrypted.)

5.
Problems, Complications, Subject Withdrawal since the Last Continuing Review Approval (Report subjects at the VA and other institutions where the VA PI conducts the study.)

a.
Have there been any problems recruiting subjects?

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A

b.    Did any subjects express complaints about their participation in the research project?

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A

c.
Did any subject voluntarily withdraw from the study?

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A

d.
Were any subjects withdrawn from the study because of medical problems or complications?

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A

e.
Were any subjects prematurely terminated by the investigator from the research study for non-medical reasons (e.g., poor compliance)?

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A

f.
Was there an unusually high frequency of serious but anticipated (expected) adverse events?

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A

g.
Did any subject suffer an unanticipated (unexpected) adverse event, a serious adverse event, or death since the last IRB review?  If Yes, attach an Adverse Event Report for any event not previously reported to the VA IRB?
 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A

h.
Explain positive responses.  Attach a summary of adverse events.  Do not resubmit individual adverse event reports previously reported to the IRB.

6.
Study Results and Risk-Benefit Assessment since the Last Continuing Review Approval
a.
Are any preliminary or final results available from the study to include multi-center trial reports?

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A

b.
Does the study have an Independent Safety Monitor or Data and Safety Monitoring Board?  
 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A



If yes, how often does the monitor or board perform a review?      
c.
Have any unanticipated (unexpected) problems, unanticipated adverse events, serious adverse events, or deaths been reported from other performance sites?

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A

d.
Have any clinical or laboratory research results been published or presented which are relevant to this study, drug, or therapy?

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A

e.
Have any circumstances occurred since the last IRB review (if applicable) which may have altered the risk/benefit assessment?

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A

f.
For positive responses, attach additional information such as preliminary or final reports, Monitor reports, DSMB reports, publications, and/or adverse event summaries.

7.
Informed Consent Evaluation since the Last Continuing Review Approval (Report subjects enrolled at the VA and other institutions where the VA PI conducts the study.)
a.
Type of Consent required/approved by the IRB.

 FORMCHECKBOX 
  Written
 FORMCHECKBOX 
  Verbal
 FORMCHECKBOX 
  Surrogate
 FORMCHECKBOX 
  Waived         FORMCHECKBOX 
  Genetic Tissue Testing

b.
How many Informed Consent Documents are approved for use in the project?       

If multiple consent forms are used, specify (e.g., Prospective and Retrospective; Donor and Recipient) :                               

c.
Has a signed Informed Consent Document been placed in the Principal Investigator’s files for each subject and copies given to the subject and sent to the Research and Development Office for entry into the permanent medical record of each VA subject?  If No, attach an explanation.

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A

d.
Did any problems occur in obtaining and documenting informed consent?  If yes, attach an explanation.

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A

e.
Were study participants re-consented during the last review period?  If so, please explain why.


 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A


Explanation:
     
f.
Have Informed Consent Documents and information identifying the subjects been securely stored?
 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A

g.
Have any significant new findings developed in the course of the research, which may relate to the willingness of current subjects to continue participation?  If yes, attach an explanation. 

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A

h.
Have any literature relevant to the research been published since last continuing review. If yes, attach copies of the publications.    FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A

8.  Study Personnel (Only list those individuals who are involved in the conduct of the study at VA Tennessee Valley Healthcare System (i.e., interacting with veterans or TVHS employees participating as research subjects, accessing identifiable information about research subjects).

**Please complete and submit the attached Research Project Staffing Report**
Have there been any changes in the study personnel since the continuing review approval?

 FORMCHECKBOX 
  Yes


 FORMCHECKBOX 
   No   
 FORMCHECKBOX 
  N/A
	CURRENT RESEARCH STAFF


	              VA TVHS

              Appointment Status
	Role 

in

  Project
	IRB Office Review

Staff initials

	(LAST, FIRST, MIDDLE INITIAL, professional degree, MD, PhD)


	                WOC
	VA

service
	IPA
	 VA

paid
	sorp date *
	
	

	     
	     
	     
	     
	     
	     
	     
	

	     
	     
	     
	     
	     
	     
	     
	

	     
	     
	     
	     
	     
	     
	     
	

	     
	     
	     
	     
	     
	     
	     
	

	     
	     
	     
	     
	     
	     
	     
	


* For each staff member listed above, please provide the current date the PI reviewed the Scope of Research Practice (SORP) and attach the signed SORP with the current PI annual review date.  Provide the dates of completion of the following required VA training and attach a copy of the certificate of training.  Contact the IRB office to obtain the current Training Status Report to attach to the application.
	NAME

(LAST, FIRST, MIDDLE INITIAL)
	GOOD CLINICAL PRACTICE  TRAINING COMPLETED DATE
	VHA PRIVACY POLICY  TRAINING COMPLETED DATE
	VHA INFORMATION SECURITY AWARENESS TRAINING COMPLETED DATE
	VA INFORMATION SECURITY 201 TRAINING COMPLETED DATE
	IRB Office Review

Staff initials



	     
	     
	     
	     
	     
	

	     
	     
	     
	     
	     
	

	     
	     
	     
	     
	     
	

	     
	     
	     
	     
	     
	

	     
	     
	     
	     
	     
	

	     
	     
	     
	     
	     
	


9.   Data and Tissue Sample Collection and Storage Information


Note:  All research data must be retained indefinitely in accordance with VHA and Federal Records Control schedule policies.  The application and consent documents must reflect this policy and remove any reference of destruction of research data.
a.  
Where will research data be archived at study completion?  

Note: all research data must be retained indefinitely in accordance VHA and Federal Record Control schedule policies after study completion.   

     
b. 
When will the research biological specimens be destroyed after study completion?  

     

c.
Have there been any changes (since the most previous application) regarding data management? (i.e., electronic and hard copy storage changes, addition/deletion of personnel managing data, etc.)



 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
 


d.     If “yes,” what changes regarding data storage have occurred?  


     

e.
Provide the current location of sensitive research data (Room, Bldg): 



1)  Electronic sensitive data:                 



2)  Hard copy sensitive data:          



3)  Code that links back to PHI:         


4)  Specimens:       


Note: Specimens must be labeled with a code that does not contain any of the 18 HIPAA identifiers, such as subject's initials.  The code for data and/or specimens must be maintained at the VA.  Case Report Forms shared with sponsor may not contain a code that uses subjects' initials.

f.
Identify if specimens collected under the VA-approved protocol are destroyed:



 FORMCHECKBOX 
   After specific testing is completed    FORMCHECKBOX 
  At the end of the protocol:      

g.    Tissue Banking: Does this study collect and store biological specimens for future research purposes?   



Note: Specimens collected under a VA-approved protocol are not considered to be "banked" specimens if they are used for only the specific purpose defined in the protocol and are destroyed either when the specific testing is completed or at the end of the protocol.


 FORMCHECKBOX 
   No       FORMCHECKBOX 
   Yes    If yes, will samples be stored at TVHS?   FORMCHECKBOX 
   No – off-site      FORMCHECKBOX 
   Yes     


 If samples will be stored off-site, please respond to item h. and item i.  for samples that will be stored off-site. 

h.    If the protocol is 5 years or longer and the specimens are stored off-site at a non-profit institution until the end of the protocol, the investigator must obtain an Off-Site Tissue Banking waiver.   Please identify if specimens will be stored off-site for 5 years or longer at a non-profit institution: 



  FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No       If yes, please attach waiver request. 


i.      Are specimens stored off-site at a non-academic, for-profit institution for greater than 3 month?


 FORMCHECKBOX 
   No       FORMCHECKBOX 
   Yes    If yes, please identify if the Off-Site Tissue Banking Waiver Request  has been submitted for Central Office approval?  FORMCHECKBOX 
   Yes   FORMCHECKBOX 
   No       If no, please attach waiver request. 
10.   Conflict of Interest Evaluation (Mark each item.  If any response is “yes”, submit an explanation for all positive responses as a separate attachment.  Disclosure of conflicts does not, necessarily, preclude an individual from engaging in research.)   
Conflict of interest, as it applies to research, can be defined as any situation or action in which financial or non-financial obligations may affect or be perceived to affect the protection of research participants or an individual’s or group’s (e.g., institution) professional judgment in designing, conducting, reviewing, and/or reporting research.  Conflicting interests may be financial or non-financial in nature.   Investigators and others involved in the design, conduct, or reporting of human research are required to complete the Conflict of Interest Disclosure Form at the time of initial and continuing review and keeping the IRB apprised of any changes in this disclosure as appropriate.  
See Appendix A to complete the Conflict of Interest disclosure form (signature required). 
11.   Contact Information 

Principal Investigator:       
Telephone:               Fax:          Pager:       
Email:       
Study Contact:         Telephone:               Fax:          Email:       
12.
Attachments to Continuing Review Application (Check each attachment that is included.)
Note:  To ensure you are utilizing the most current form and IRB template language, please request the electronic documents from the IRB office for your reference.



 FORMCHECKBOX 
   Protocol Abstract * (One page Progress Report - Attachment A page 8.  Organized under the following headings:  Objective; Research Design; Methods; Clinical Relevance; Findings, Study Enrollment, Findings)


 FORMCHECKBOX 

Copy of Protocol and IRB Application * (last approved)         

 FORMCHECKBOX 

Research Consent & HIPAA Authorization Consent (clean & tracked copies) 

 FORMCHECKBOX 

IRB approved Research Consent & HIPAA Authorization Form(s) & Verbal Script (current form) 
 FORMCHECKBOX 

Copy of the Authorization for Genetic Tissue Testing Consent Form (as applicable)
 FORMCHECKBOX 

Copies of the Informed Consent Document(s) signed by the subject(s) enrolled during the last approval period  
 FORMCHECKBOX 
 
List of subjects enrolled at the VA during the last approval period, including name and the 
last 4 numbers of the Social Security number – Attachment B (Do not transmit electronically unless encrypted)
 FORMCHECKBOX 

Request for Waiver of Consent or HIPAA Authorization – attach separate form
 FORMCHECKBOX 

Copy of amendments approved during last review period (Amendment & Approval) - see 2c

 FORMCHECKBOX 

Copy of AE/Unanticipated Problems/Noncompliance Reports & Summary of AEs reported during last review period – see 5 g & h (if applicable) 
 FORMCHECKBOX 

Copy of Data Collection Tool, Case Report Form, Excel spreadsheet used in data collection
 FORMCHECKBOX 

Copy of Study Information Letter, Recruitment Letter, Brochure or Flyer (as applicable)

 FORMCHECKBOX 

Copy of Service Chief approval for resource utilization (as applicable) 
 FORMCHECKBOX 

Additional Documentation Required – attached supporting documentation for  


 FORMCHECKBOX 
  Section 2    FORMCHECKBOX 
  Section 3   FORMCHECKBOX 
  Section 4   FORMCHECKBOX 
  Section 5 
  FORMCHECKBOX 
  Section 6    FORMCHECKBOX 
  Section 7 


 FORMCHECKBOX 
  Section 8 

 FORMCHECKBOX 

PI Data Security Plan – Attachment C and Conflict of Interest Disclosure Form(s) are attached

 FORMCHECKBOX 

Copies of the Informed Consent Document(s) signed by the subject(s) enrolled during the last approval period (if not previously submitted to the Research Compliance Officer)
 FORMCHECKBOX 

Current CV for PI (updated CV to identify publications, presentations, etc.)

 FORMCHECKBOX 

Scope of Practice for research personnel – Attachment D  (with exception of PI) * 
 FORMCHECKBOX 

Electronic documents or a compact disk containing the C/R application and related documents, including Protocol Abstract * and the Informed Consent Document(s) 
* = Required for all submissions

13.  Investigator’s  Assurance 

The information provided in this request accurately and completely describes the activities and the current 

status of this research study.  In addition, I provide assurance that a current IRB-approved consent form 

has been signed, dated, and is retained in my files for every study participant enrolled.  In addition, I 

assure that copies of the signed consent form have been provided to each study participant and the 

Research and Development Office.   As part of the annual review I have confirmed the Scopes of Research Practice forms reflect current responsibilities of research personnel and I have provided updated scopes of research practice for added personnel.   I also confirm that no changes to the study procedures or the consent form(s) were initiated without prior IRB and Research and Development Committee approvals. 
   
                                                _
                                 


Signature of the Principal Investigator

            Date

APPENDIX A
Conflict of Interest Disclosure - Human Research 

General Information:

Conflict of interest, as it applies to research, can be defined as any situation or action in which financial or non-financial obligations may affect or be perceived to affect the protection of research participants or an individual’s or group’s (e.g., institution) professional judgment in designing, conducting, reviewing, and/or reporting research.  Conflicting interests may be financial or non-financial in nature.  Investigators and others involved in the design, conduct, or reporting of human research are required to complete the Conflict of Interest Disclosure Form at the time of initial and continuing review and keeping the IRB apprised of any changes in this disclosure as appropriate.  
Definitions:

· "Immediate Family" means spouse, domestic partners, children, and dependents. 

· "Investigator” refers to any individual involved in the design, conduct, or reporting of the 
     research. 
· “Financial Interest Related to the Research” means financial interest in the sponsor, product 
     or service being tested, or competitor of the sponsor or product or service being tested. 
Financial Interests:

If an investigator or an investigator’s immediate family member has any of the following financial interests, the financial interest must be disclosed to the IRB as part of the initial or continuing review application.
1) Ownership interest, stock options, or other financial interest related to the research unless it meets four tests:

· The value of the interest does not exceed $10,000 when aggregated for the immediate family.
· The interest is publicly traded on a stock exchange.

· The value of the interest is does not exceed 5% interest in any one single entity when aggregated for the immediate family.

· No arrangement has been entered into where the value of the ownership interests will be affected by the outcome of the research.

2) Compensation related to the research unless it meets two tests:

· The value of the compensation does not exceed $10,000 in the past year when aggregated for the immediate family.

· No arrangement has been entered into where the amount of compensation will be affected by the outcome of the research.

3)  Proprietary interest related to the research including, but not limited to, a patent, trademark, copyright or licensing agreement.
4)  Board or executive relationship related to the research, regardless of compensation.
Conflict of Interest Disclosure - Human Research 

	Do you or your immediate family (spouse, domestic partner, children, and dependents) have any of the following? (Check all that apply – leave blank if there is no identified COI)
 FORMCHECKBOX 
 None Apply

	      
	Ownership interest, stock options, or other financial interest related to the research of any value.

	      
	Compensation related to the research of any value.

	      
	Proprietary interest related to the research including, but not limited to, a patent, trademark, copyright or licensing agreement.



	      
	Board or executive relationship related to the research, regardless of compensation.




	I certify that the information provided on this form is, to the best of my knowledge and belief, true, correct, and complete.  If my financial interest and arrangements, or my immediate family change from the information provided above, I will notify the IRB promptly.

	Signature
	

	Date
	


​____________________________________________________________________________
If you checked any of the above, describe in a separate memorandum to the attention of the VATVHS Conflict of Interest Committee the financial interest and any steps planned to prevent the financial interest from interfering with the design, conduct, or reporting of the research, including interfering with the protection of participant Please ensure the following information is included as applicable:

· Description of the financial relationships between the Investigator and the commercial sponsor

· Compensation that is affected by the study outcome

· Description of proprietary interests in the product including patents, trademarks, copyrights, and licensing agreements

· Description of equity interest in the company (e.g., publicly held company or non-publicly held company)

· Description of significant payments  (e.g. grants, compensation in the form of equipment, retainers for ongoing consultation, and honoraria)

· Description of the specific arrangements for payment (e.g. to whom or what institution) 

IRB review will be withheld until the disclosure of financial interests and proposed management plan have been evaluated by the VA Tennessee Valley Healthcare System Conflict of Interest Committee and a recommendation has been rendered and forwarded to the IRB for consideration in its review of the research proposal.  

Attachment B -  Section 3 Protocol Abstract/Progress Report

Protocol Abstract (Organize under the following headings: Objective; Research Design; Methods; Clinical Relevance; Findings, Subject Enrollment and include the progress during the past review period.
Note: if this is a funded study, please attach a copy of the Annual Report to sponsor, VA, etc.
       (click on box to insert “cut and paste” protocol abstract with progress report.  )
Attachment C – (Response to Section 4 i)

VA TVHS Study Participant List (since last review)   FORMCHECKBOX 
 N/A
	IRB Approved Subject Enrollment
	     

	Total Number of Study Participants Enrolled to Date (since initiation)
	     

	Total Number of Study Participants Enrolled during last review period
	     

	Total Number of Withdrawals, Terminations, Study Completion
	     


	Participant

Name

Last Name, First Name
	SSN

(last 4 digits)
	Date of enrollment

MM-DD-YYYY
	Date of withdrawal, termination or study completion
	Status

Active, Withdrawn, Completed study
	Signed

Original

Consent

Verification

(in PI file)

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     


* Add rows to this table as needed to list the study participants

Reminders: 

1)  Provide reason for participant withdrawal from study,  e.g., PI's request, protocol noncompliance, etc.

2)  Confirm Research Progress Note is entered on CPRS for consent, enrollment & completion of study.

Attachment D - Data Security Checklist for Principal Investigators
Name of VATVHS Privacy Officer (PO):  Larry Young or Robbie Sowell




PO’s Phone & e-mail address: 615-873-6953; Larry,Young@va.gov or TVHPrivacy@va.gov
Name of VATVHS Information Security Officer: Bryant Wilson, Gavin Wiggins or Alex Williams
ISO’s Phone Number & e-mail address: 615-873-8453 Andrew.wilson2@va.gov   
or TVH ISO@va.gov; or   615-225-3610 - John.wiggins2@va.gov Gavin Wiggins or ; or

 615-873-6097; Alex.Williams@va.gov 
	Instructions: If you answer NO to any one of the statements, you may not remove or transmit the data outside the VA and you must consult with your supervisor, ISO and Privacy Officer.  If the research will not obtain any VA sensitive information/data the statements below should be marked as not applicable (N/A)


	Yes
	No
	N/A
	Specific Requirement 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	All VA sensitive research information is used and stored within the VA

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	All copies of VA sensitive research information are used and remain within the VA


If you have answered yes or N/A to both statements above, stop here.
	If the original or copies of VA research information are removed from the VA the following apply:  


See Appendix A for definition of terms used in this document.
	Yes
	No
	N/A
	Specific Requirements

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Permission to remove the data has been obtained from 1) your immediate supervisor, 2) your ACOS/R&D, 3) the VA Information Security Officer (ISO), and 4) the VA Privacy Officer. 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	A property pass for the equipment (Laptop etc.) has been obtained.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	The laptop or other portable media is encrypted and password protected. Note: Contact the VA ISO at your facility for encryption issues.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Data are not transmitted as an attachment to unprotected e-mail messages.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Names, addresses, and Social Security Numbers (real and scrambled) have been replaced with a code.  Note: Names, addresses, and Social Security Numbers (real or scrambled) may only be maintained on a VA server and documentation of the procedure by which the data were coded must remain within the VA

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Data sent via mail or delivery service have been encrypted.  Note: It is preferable to send data on CDs or other media by a delivery service where there is a “chain of custody”. 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	For data that will reside on a non-VA server:  The server has be certified and accredited as required by Federal Information and Security Management Act of 2002 (FISMA). Note: your facilities ISO should be consulted.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Access to the data is only by those who are authorized to access it and the access is related to VA-approved research. 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Procedures for reporting theft or loss of sensitive data or the media such as a laptop, containing sensitive data are in place and familiar to the researcher and all others who have access to, use, store, or transport the data.   


Principal Investigator’s Certification: Storage and Data Security
of VA Research Information
	Instructions:  This certification must be completed by all Principal Investigators (PI) for each new protocol and a copy of this form must remain with the research protocol file.  Identify the Location, description and type of media for research data.  List the physical location where veterans’ tissue specimens and identifiable research information will reside (e.g. secured location at VATVHS or VUMC, room number/building).


	Location (Room/Bldg)

Please provide specific location at VATVHS or VUMC, and include multiple locations if applicable; include city/state if out-of-state, etc.
	Description of research data

Sensitive research data; Code that links to PHI data; De-identified research data; specimens


	Media

Identify media type:  Paper, VA Server, VICC Server, VUMC Server, GCRC Server; Flash drive;  CD or VA encrypted laptop, etc), 

	     
	Hard Copy Sensitive Data
	Paper

	     
	Electronic Sensitive Database
	VA THVS Server

	     
	Code that links to PHI Data

(hardcopy or electronic)
	Identify Paper or

VA TVHS Server

	
	
	Other: specifiy

	     
	Hardcopy de-identified data
	Paper

	     
	Electronic de-identified database (Excel spreadsheet)
	VA TVHS Server or 

VICC Server or VUMC Server

	
	
	Other: specify

	     
	Research specimens – coded
	Sample type

	     
	Research specimens -

de-identified samples – no link to PHI
	Sample type

	I certify to the best of my knowledge that all VA sensitive information associated with the research study entitled above is being used, stored and security in accordance with the applicable VA and VHA policies and guidance.

	Signature of Principal Investigator
	Date:   

	Name of PI:       
Phone:       
	Title:        
Email:      


 FORMCHECKBOX 
 Yes: VPN Access of VATVHS Server and/or Encrypted mobile media is requested (Attach form)

 FORMCHECKBOX 
 Yes: PI Folder on R&D Server is requested (send email request to Mike.Walsh@va.gov ) 

 FORMCHECKBOX 
 Yes: VA research data will be transported outside TVHS (attach waiver request memo or DUA/DTA) 
APPENDIX E – Scope of Research Practice – Human Research

	 Name/Staff Position (e.g., Research Coordinator, Co-investigator, etc.)  APPOINTEE
	Service Line (e.g., Medicine, Surgery, etc.)

	     
	     

	Principal Investigator (PI) / Primary Supervisor
	Alternate Supervisor (if applicable)

(Defined as a mentor to a trainee)

	     
	     


The Scope of Research Practice (SORP) is specific to the duties and responsibilities of each Research Staff as an agent of the listed Principal Investigator and/or Alternate Supervisor. These duties must: 1) be consistent with the occupational category under which they are hired, 2) allowed by the license, registration, or certification they hold, 3) consistent with their qualifications (education & training), and 4) be agreed upon by the person’s immediate supervisor and the ACOS. 

The Research Staff Member is specifically authorized to conduct VA approved research involving human subjects (on-site and off-site) as outlined in the list of responsibilities below.   The Principal Investigator and/or the Alternate Supervisor must complete, sign, and date this Scope of Research Practice.  Approval to conduct such duties is based on the individual's training, area of expertise, and competency.  Review of the Scope of Research Practice is conducted annually.

NOTE: All licensed personnel are required to undergo review of their credentials and scope of practice by the respective Professional Standards Board or delegated process prior to approval to conduct any research activities. 
YES  FORMCHECKBOX 
    NO  FORMCHECKBOX 
    DO YOU (APPOINTEE) HAVE “DIRECT PATIENT CONTACT”?

YES  FORMCHECKBOX 
    NO  FORMCHECKBOX 
    N/A  FORMCHECKBOX 
  Are you a licensed professional (e.g., physician, registered nurse, audiologist)

YES  FORMCHECKBOX 
    NO  FORMCHECKBOX 
    N/A  FORMCHECKBOX 
  Are you licensed to practice in the United States?  

PROCEDURES:

The Research Staff and Principal Investigator discuss and review the duties to be performed by the Research Staff on a regular and ongoing basis or until completion of research activities.  

	GRANTED
	NOT GRANTED
	Routine Duties/Procedures

Principal Investigator to identify duties granted or not granted.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Supervises the work of other research staff.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Participates in design of the study and the management of study related activities. 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Prepares and submits regulatory documents to the IRB, R&D Committee, RSS, sponsor(s), and other persons or agencies.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Collects and manages the secure storage of data.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Prepares and manages research budget (e.g., working with Middle Tennessee Research Corporation, submitting request for study participant reimbursement, etc.)

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Screens patients to determine study eligibility by reviewing study participant medical information or interviewing study participants.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Responsible for interacting with sponsors, collaborators, representatives of academic affiliates, and Medical Center personnel regarding study related activities and/or study results. 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Develops recruitment methods to be utilized in the study and is responsible for recruitment procedures.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Performs venous puncture to obtain specific specimens required by study protocol (Requires demonstrated and documented competencies).

	GRANTED
	NOT GRANTED
	Routine Duties/Procedures

Principal Investigator to identify duties granted or not granted.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Performs study participant history and physicals, and other health assessments as applicable.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Prepares study initiation activities

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Provides education and instruction on study medication use, administration, storage, and side effects and notifies adverse drug reactions to study site.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Provides education regarding study activities to patient, relatives and Medical Center staff as necessary per protocol.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Maintains complete and accurate data collection in case report forms and source documents.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Initiates and/or expedites requests for consultation, special tests or studies following the Investigator’s approval.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Obtains and organizes data such as test results, diaries/cards or other necessary information for the study.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Proficiency with VISTA/CPRS computer system by scheduling study participants, research visits, documenting study progress notes, initiating orders, consults, etc.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Accesses sensitive and/or protected health information while maintaining study participant confidentiality.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Accesses Medical Center, VISN, and/or shared/public databases/data warehouses while maintaining study participant confidentiality.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Is authorized to obtain informed consent from research participants and is knowledgeable to perform the informed consent process.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Initiates intravenous (IV) therapy and administers IV solutions and IV medications.  (Requires demonstrated and documented competencies).

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Administers investigational drugs and/or devices. (Requires demonstrated and documented competencies).

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Collects and handles various types of human tissue specimens. 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Processes and ships specimens, chemicals, reagents, etc. according to DOT requirements.

	Miscellaneous Duties (If applicable)

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


PRINCIPAL INVESTIGATOR STATEMENT:

	After reviewing his/her education, clinical competency, qualifications, research practice involving human subjects, peer reviews, and individual skills, I certify that he/she possesses the skills and expertise to safely perform the aforementioned duties/procedures.  Both the research staff member and I are familiar with all duties/procedures granted or not granted in this Scope of Research Practice (SORP).  We agree to abide by the parameters of this SORP, all federal, state, and local hospital regulations and policies.  I have reviewed and discussed the SORP with the research staff member.  This SORP will be reviewed annually and amended as necessary to reflect changes in the research staff member's duties/responsibilities and/or federal, state, and local regulations and/or policies.

	Signature of Principal Investigator/PI:
	Date: 

     

	Signature of Research Staff Member (APPOINTEE):
	Date: 

     

	Signature of Alternate Supervisor, if applicable:
	Date: 

     


OFFICE USE ONLY
	Signature Administrative Officer /Research:
	Date: 

     

	Signature of Associate Chief of Staff/Research:
	Date: 

     


 FORMCHECKBOX 
   RCMS data entry for Scope of Research Practice verified:     ________  







                                                           Initials

Request for Waiver of HIPAA Authorization and Waiver of Consent Process

For Screening Study Candidates or Retrospective Chart Review

Title 45 Code of Federal Regulations (CFR) 164.512(i)(2) &164.528/ VHA Handbook 1200.05

 The Health Insurance Portability and Accountability Act (HIPAA) Privacy Rule requires that, if an IRB grants a waiver or alteration of the HIPAA Authorization, the Institutional Review Board (IRB) document the findings on which it based its decision. A request from an investigator to waive or alter the HIPAA authorization needs to be accompanied by information sufficient for the IRB to ensure that the required findings listed below are satisfactorily addressed.
Statement that alteration or waiver of authorization satisfies the following criteria: 
(1) The use or disclosure of the requested information involves no more than a minimal risk to the privacy of individuals based on, at least, the presence of the following elements: 

(a) An adequate plan to protect the identifiers from improper use and disclosure 

(b) An adequate plan to destroy the identifiers at the earliest opportunity consistent with 
conduct of the research, unless there is a health or research justification for retaining the identifiers or such retention is otherwise required by law; and 

(c) Adequate written assurances that the requested information will not be reused or 
disclosed to any other person or entity, except as required by law, for authorized oversight of the research study, or for other research for which the use or disclosure of the requested information would be permitted by the Privacy Rule; 
(2) The research could not practicably be conducted without the waiver or alteration; and 

(3) The research could not practicably be conducted without access to and use of the requested information. 
 FORMCHECKBOX 


 FORMCHECKBOX 
*Request for Waiver or Alteration of Authorization. Note: Authorization only applies when protected health information (PHI) will be created, used, or disclosed in the course of the research.  

Complete the questions below. 
1. Explain why the research could not practicably be conducted without the waiver or alteration.

     
2. Explain why the research could not practicably be conducted without access to and use of the protected health information.      
3. Describe how the privacy risks to individuals whose protected health information is to be used are reasonable in relation to the anticipated benefits (if any) and the importance of the knowledge expected from the research.      
4. Describe the privacy/security plan to protect the identifiers from improper use and disclosure.      
5. Provide the location where the PHI will be stored.  If off-site, please indicate the mode/medium used to transfer the data (e.g., laptop, CD, USB key, etc.)      
6. Describe the plan to destroy the identifiers at the earliest opportunity consistent with the conduct of the research, unless there is a health or research justification for retaining the identifiers or such retention is otherwise required by law.      
7. Provide written assurance that the protected health information will not be reused or disclosed to any other person or entity, except as required by law, for authorized oversight of the research project, or for other research.      
Please note: If a protocol is granted a “Waiver of Consent and/or Authorization” by the TVHS IRB, the PI must be prepared to provide the Health Information Management Service (HIMS) with the following information for any PHI disclosed outside of TVHS:

1. The date of the disclosure;

2. The name, title, and contact number of the workforce member making the disclosure;

3. The name of the entity or person who received the protected patient information, and, if known, the address/contact information of such entity or person; 

4. A brief description of the protected patient information disclosed; and 

5. A brief statement of the purpose of the disclosure that reasonably describes the basis for the disclosure.

This mandate is pursuant to 45 CFR 164.528, which states that an individual has the right to request and receive an accounting from the covered entity (TVHS) of all possible disclosures of his/her protected health information that was permitted without the individual's authorization. 

Request for Waiver or Alteration of Informed Consent and/or Documentation of Informed Consent
Please check the appropriate category and answer the corresponding questions.

 FORMCHECKBOX 


 FORMCHECKBOX 
  Request for Waiver or Alteration of the Informed Consent Process.

The IRB may approve a consent procedure which does not include, or which alters, some or all of the elements of informed consent, or may waive the requirements to obtain informed consent provided that the following conditions are met:

1. Check which is appropriate:


 FORMCHECKBOX 


 FORMCHECKBOX 
  Requesting Waiver of Informed Consent Process 

 FORMCHECKBOX 


 FORMCHECKBOX 
  Requesting Alteration of the Informed Consent
If requesting alteration, which elements of consent will be altered, or omitted, and provide 

justification for the alteration.       
2. Describe how the waiver or alteration of consent and/or authorization involves no more than 

minimal risk and will not adversely affect the rights and the welfare of the individual (Also, discuss how the waiver will not adversely affect the privacy rights of an individual).      
3. Explain why the research could not practicably be conducted without the waiver or alteration.      
4. Define the plan, where appropriate, to provide individuals with additional pertinent information after participation.      
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