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	Please complete & upload this form for all submissions which will be conducted at both OHSU and the VA. (Note: OHSU and/or VA IRB analysts may ask for additional clarifications beyond what is specified here.)
· All hyperlinks in this document can be activated by pressing “CTRL” + mouse-click.


OHSU eIRB #:      

Full Title of Study:      


Principal Investigator:      
1.  Is the Principal Investigator licensed, credentialed and privileged at the Portland VAMC to perform all interventions (such as physical/mental exams, lab test interpretation, adverse outcome diagnosis, medication prescribing/renewal, or invasive procedures) proposed in this research project?

YES   FORMCHECKBOX 


NO   FORMCHECKBOX 



N/A (no interventions)   FORMCHECKBOX 

1.a If NO, a PVAMC licensed, credentialed and privileged clinician must be identified here as the “VA Responsible Clinician” for this study. That person must also sign the last page of this supplemental questionnaire, and the scanned signature page must be uploaded into eIRB with this completed questionnaire.

Indicate name of VA Responsible Clinician:      
Note: Any entry into CPRS recording a physical/mental examination, laboratory test interpretation, adverse outcome diagnosis, medication prescribing /renewal, or invasive procedure by a member of the study team who is not licensed, credentialed and privileged by the PVAMC to perform those procedures must be cosigned by the PI or the VA responsible clinician.

2. Does this research proposal involve any units, services or specialties/subspecialties that are not under the supervision of the investigator, including pathology or clinical or inpatient areas such as renal dialysis, or any services that are not currently available at the PVAMC?

YES   FORMCHECKBOX 
      NO  FORMCHECKBOX 
  (skip to question 3)

2.a If YES, please name the units, service(s) and/or the specialties/subspecialties which this study involves:             

2.b  If you identified Pathology service in question 2.a, please have Dr. Michael Nichols sign here to indicate that pathology has agreed to work with the PI on this study:
____________________________

Dr. Michael Nichols, Chief, Pathology & Laboratory Medicine
Turn in a signed hard copy of this page with signature to the VA research office, where it will be scanned and attached to your submission.
2.c  If you identified a unit/service other than pathology, has an individual from each of the units and/or service(s)/specialties listed in question 2.a agreed to participate in the study as a co-investigator?     FORMCHECKBOX 
 YES   Name(s):            


 FORMCHECKBOX 
  NO 

If YES to 2.c, include the co-investigator(s) in the table in question 3
If NO to 2.c, the co-investigator arrangements need to be secured prior to final approval of this research project proposal.  
3.  List in the table below all individuals meeting the following criteria:

3.a Will work onsite at the PVAMC and/or 
3.b need access to VA CPRS patient records and/or 
3.c will see identifiable data for PVAMC participants 
· All individuals listed in the table below must have a VA or Without Compensation (WOC) appointment at PVAMC. These individuals must complete all personnel forms required for an appointment through Research Service (see the Research Appointment Requirements). 
· If an individual already has an appointment and is listed in the VA Research Personnel Database, (currently or previously worked on another VA human research study) but has earned a degree or obtained licensure or certification since initial credentialing (Education Verification), please submit a new Education Verification form.

· Exception: If this is a multi-site study and staff at other sites will see identifiable information about PVAMC participants, please list those staff members. If they are at institutions other than OHSU, submit documentation of IRB approval from those sites in lieu of appointment and credentialing forms or the VA scope of work form; the IRB approval for each site should list names of staff approved by their IRB.
	Name
	Degree
	Study Role
	Working at PVAMC either paid or WOC and/or needs CPRS access?

(Y or N)
	Working with

PVAMC

Identifiable Subjects / Data?

(Y or N)

	     
	     
	Principal Investigator
	     
	     

	     
	     
	VA Responsible Clinician
(if applicable)
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


Each person listed above must do the following:

· Complete, sign, scan, and upload into eIRB the VA IRQ Appendix L Scope of Work Form, EXCEPT as noted above for multi-site studies.
· Have on file in the VA research office certificates of completion of the applicable current Required Research Training. Please direct any questions related to CITI education or other required training to Dick Lightfoot, ext 57813. 
NOTE:VA Research Service staff will assure that all credentialing/authorization documents are on file before approval to begin the work on the VA portion of the study will be granted.
4.  Because this study will be conducted at both OHSU and PVAMC (and possibly other sites), this study is considered to be a multi-site study. All multi-site studies must, under VA regulation, have a coordinating center that is responsible for the management of all study data. Identify the coordinating center for this study:
 FORMCHECKBOX 
 PVAMC

 FORMCHECKBOX 
 OHSU

 FORMCHECKBOX 
 Other (Identify):      
4.a In addition, the protocol (or addendum to the protocol), must have a section entitled “VA Research” which describes the components of the study which will be conducted at the PVAMC, and a section titled “OHSU Research” describing the components conducted at OHSU. The goal of these sections is to clearly differentiate what is VA research and what is not VA research. Identify the page(s) of the protocol that cover the following:

VA Research:      
OHSU Research:      
In order to further clarify VA research from non-VA research for those with dual appointments, please complete IRQ Appendix N.  FORMCHECKBOX 
 Check here if there will not be any research team members with dual appointments.
4.b If the coordinating center is identified above as PVAMC, attach a document that includes the following:

1.  Name of each participating facility, the participating investigator and their contact information

a. State if permission has been granted by each site for the research

b. State if the site’s IRB has approved the research

2.  The Federalwide Assurance number for each facility

3.  An explanation of how you will assure that all sites have the most current version of the protocol

4.  How all sites will be made aware of any amendments or modifications

5.  How serious adverse events and unanticipated problems will be communicated

6.  The manner in which correspondence between participating facilities will be maintained, e.g., how interim results will be communicated
5. Number of subjects to be enrolled into the study at VA:      
6.a  VA sources of subjects (check all that apply):

	VA Sources of Veterans/ Participants
	Non-VA Sources of Participants (if applicable, answer this column, and C.1, C.2 and C.3 below)

	 FORMCHECKBOX 

	VA inpatients

	 FORMCHECKBOX 

	Patient families

	 FORMCHECKBOX 

	VA outpatients

	 FORMCHECKBOX 

	General Public

	 FORMCHECKBOX 

	Vancouver Campus
	 FORMCHECKBOX 

	VA employees


	 FORMCHECKBOX 

	Vancouver Nursing Home
	
	 FORMCHECKBOX 
 on their VA time2

	 FORMCHECKBOX 

	Salem CBOC

	
	 FORMCHECKBOX 
 participation will be related to their job duties

	 FORMCHECKBOX 

	Bend CBOC
	
	 FORMCHECKBOX 
 participation will be approved by the supervisor

	 FORMCHECKBOX 

	Metro East CBOC
	
	 FORMCHECKBOX 
 on their personal, non-work time

	 FORMCHECKBOX 

	Metro West CBOC
	 FORMCHECKBOX 

	Other (specify):         

	 FORMCHECKBOX 

	Metro South Annex Clinic
	
	

	 FORMCHECKBOX 

	The Dalles Outreach Clinic
	
	

	 FORMCHECKBOX 

	North Coast CBOC
	
	

	 FORMCHECKBOX 

	Lincoln County Outreach Clinic
	
	

	 FORMCHECKBOX 

	 Active Duty Military Personnel1 
	
	

	
	
	
	

	Other
	
	

	 FORMCHECKBOX 

	Receiving specimens/data from a VA research repository. If selected, identify title and ID # of repository:      


1  When the research involves active duty U.S. military personnel, the items identified in question 9.I must be addressed to provide additional protections.

2 When VA employees are participating during their work time, participation should be related to major job duties and supervisor approval is needed. If possible, provide documentation that the supervisor approves participation. In addition, IRB Analysts will contact the union to determine if union approval is needed.

Also note: VA studies may not involve fetuses/human fetal tissue, nor may research involving children or prisoners be conducted by VA investigators while on official VA duty time or at VA approved off-site facilities unless a waiver has been granted by the Chief Research and Development Officer.
6.b Will this study enroll non-veterans, either at OHSU or at the PVAMC, who will participate at the VA, use VA resources during participation, or will be interacting with the research team on the team members’ VA time? YES  FORMCHECKBOX 

NO  FORMCHECKBOX 


If Yes, there must be a component of the protocol (either in the main body or as an appendix) providing a justification for inclusion of non-veterans at either institution. State the page(s) of the protocol that provide this justification:      
7. Are any of the following vulnerable subjects actively recruited?   YES  FORMCHECKBOX 

NO  FORMCHECKBOX 



If YES, please check the appropriate vulnerable populations and complete VA IRQ Appendix A 
Pregnant Women
 FORMCHECKBOX 

Prisoners
 
 FORMCHECKBOX 

Economically disadvantaged 



 FORMCHECKBOX 

Mentally ill with impaired decision-making capacity
 FORMCHECKBOX 

Medically ill with impaired decision-making capacity
 FORMCHECKBOX 

Children

 FORMCHECKBOX 
 (If children will be enrolled in the VA portion of a study, a waiver from the VA Chief Research and Development Officer must first be obtained. Please contact an IRB Coordinator at x55122 to determine requirements.)
8.  If the study will be obtaining informed consent, will subjects have the capacity to give informed consent?     YES  FORMCHECKBOX 
      NO  FORMCHECKBOX 

N/A – A Waiver of Consent is being requested  FORMCHECKBOX 

8.a If NO to 8, 

1.  Describe the likely range of impairment.         

2.  Explain how and by whom their capacity to consent will be determined.       
3.  Explain how the study includes procedures for respecting dissent, for obtaining assent (if necessary), and any additional safeguards put in place for those lacking decision-making capacity:      
NOTE:  Individuals who lack the capacity to consent may participate in research only if:

1) the proposed research entails no greater than minimal risk OR the probability of direct benefit is greater than probability of harm OR there is greater than minimal risk and no prospect of direct benefit but the research is likely to yield generalizable knowledge of vital importance for understanding the subject’s disorder; 2) the disorder leading to lack of capacity is being studied and the study cannot be performed with only persons who have decision-making capacity; and 3) the investigator can make a compelling argument for including them. Consent must be given on their behalf by a legally authorized representative (LAR). Note that an individual who may be qualified to be a LAR for research purposes may not always qualify as a personal representative for purposes of consenting to use/disclose protected health information (i.e., sign a HIPAA authorization). The PI must ensure the LAR meets the requirements of a personal representative, as defined in the VA HIPAA Authorization, prior to the LAR signing a HIPAA authorization. Please contact the VA Research Office for more information.  
ALSO NOTE: For VA participants, lack of decision-making capacity must be documented in the person’s medical record in a signed and dated progress note, or the individual must be ruled incompetent by a court of law. If there is any question on decision-making capacity and there is no documentation in the medical record that the individual has not been ruled incompetent by a court of law, the investigator must consult with a qualified practitioner (who may be a member of the research team) about the decision-making capacity before proceeding with the informed consent process.  

9. Will any identifiable information be accessed and/or used prior to informed consent when identifying potential VA subjects?    YES  FORMCHECKBOX 

      NO  FORMCHECKBOX 

N/A – Waiver of Informed Consent will be requested   FORMCHECKBOX 

If YES, please complete a VA Application for a Waiver of Authorization and Informed Consent Process for Screening/Recruitment Purposes.  

10. Please explain in detail how you will identify and/or recruit participants from the Portland or Vancouver VAMC. Include details on how you intend to use the VA computer systems (i.e., CPRS, pharmacy database, etc), including which system will be used and which information will be collected:      
11.  Does this study require contacting individuals from the VA to determine if they are willing to participate?
YES  FORMCHECKBOX 

NO  FORMCHECKBOX 
 

11.a  If YES, please carefully review the VA Policy on Recruiting Participants for Research Studies and explain in detail here how contact will occur. If phone calls/letters will be used, attach a copy of each phone script/letter. (Templates are available for the Phone Script and the Recruitment Letter)  Explanation of how contact will occur:      
12. If a short informed consent form will be utilized in this study, please explain who will serve as a witness for VA participants.       
NOTE:  VA Regulations require a witness who is NOT a member of the research team to all signatures on short consent forms. Participant family members are preferred.
ALSO NOTE: Telephone consenting is not allowed under VA regulations.
13. Will you use audiotape recordings, videos or photographs for this study? YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

If YES, complete VA IRQ Appendix H and VA Form 10-3203: Consent for Use of Picture and/or Voice.
NOTE:  for any VA patients, the signed VA form 10-3203 must be placed in the medical record with the informed consent form. If documentation of informed consent has been waived, form 10-3203 must still be scanned in to the medical record by the VA research office.
14.  Will subjects receive any financial or other form of compensation for participation? YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

 If YES, complete VA IRQ Appendix B.
NOTE:  It is prohibited to pay professionals in exchange for referrals of potential participants (“finder’s fees”) or to have payments which are designed to accelerate recruitment that are tied to the rate or timing of enrollment (“bonus payments”).
Differentiating Usual Care from Research: “Usual care” is medical or other treatment or services that a research subject would receive, even if they did not participate in the research study.

15. Does this study involve any “usual care,” such as particular procedures or an arm of the study?  YES  FORMCHECKBOX 
     NO  FORMCHECKBOX 

15.a If YES to 15, indicate the individual or entity (e.g., the appropriate research personnel vs. the subject’s health care provider) responsible for relevant aspects of the:

 - Research:      
- Usual care:      
15.b If YES to 15, indicate in a separate attachment how the subject will be able to identify which activity (e.g. treatment or service) is research, and which is usual care, and also how the subject will know who (the researcher or the health care provider) is responsible for the following:

· Explaining potential risks and benefits of the treatment or service to the subject;

· Providing the treatment or service;

· Monitoring the treatment or service (as applicable);

· Defining whether the adverse events result from usual care or research, as applicable;

· Alerting the subject if there is a problem with the treatment or service (e.g., a newly discovered risk, a product recall, etc.);

· Documenting the subject’s clinical course while receiving the treatment or service, as applicable.

Investigational Drugs: An investigational drug is a drug or biologic agent that is studied in a clinical investigation. This includes approved drugs to be studied for an unapproved or approved use in a controlled, randomized or blinded clinical trial. Concurrent medications, comparators, or rescue medications used in the investigational trial that are not the drug(s) being studied are not investigational drugs, unless they are not commercially approved or not available through commercial channels. Prescription drugs, over-the-counter drugs, nutritional supplements, herbal preparations, and legend items (items requiring a prescription) used for diagnosis or treatment are considered drugs.

16. Will an investigational drug(s), as defined above, be used?
YES  FORMCHECKBOX 

NO  FORMCHECKBOX 
 (continue to 17)
If YES please contact VA Research Pharmacy at x55543 to assist with completion of VA Form 10-9012
16.a Indicate where the dispensing of drugs will occur: 

 FORMCHECKBOX 
 VA ONLY
 FORMCHECKBOX 
 OHSU ONLY

 FORMCHECKBOX 
 Both Institutions, 
16.a.1 If all study drugs to be dispensed at OHSU, even for VA patients, contact the VA Research Pharmacy at x55543 to establish a Memorandum of Understanding. Note that signed consent forms for all VA subjects enrolled will need to be provided to the VA Research Pharmacy.

For dispensing through VA Research Pharmacy please complete VA IRQ Appendix C and the Prescription Authorization Form and submit any correspondence with the FDA regarding the study.

17. Investigational Devices:  Did you indicate on the eIRQ that this study includes the use of an investigational device?   YES  FORMCHECKBOX 

NO  FORMCHECKBOX 
 (continue to 18)
17.a Where will the device be stored?      
17.b How will the device be secured?      
17.c Who will have access to the device?      
17.d Who will be accountable for the device?      
17.e How will the dispensing of the device be tracked?      
17.f How will records pertaining to the device be maintained, and where will those records be maintained?      
18.  Will this project involve collection and analysis of human biological specimen(s)
 from VA patients and/or participants?
YES  FORMCHECKBOX 
     NO  FORMCHECKBOX 
 (skip to question 19)
18.a If YES to 18, will the specimens be collected and/or used only for the purposes stated in the current protocol and be destroyed either at the end of analysis or at the completion of the study? 
YES  FORMCHECKBOX 
  - Complete VA IRQ Appendix G-1 and then proceed to question 19.

NO  FORMCHECKBOX 

18.b If NO to 18.a, and the data/specimens to be collected from VA participants during the course of this research protocol will be maintained for the purpose of using it in future research not covered by this protocol, will the data/specimens be maintained at the Portland VA?  YES  FORMCHECKBOX 
    
NO  FORMCHECKBOX 


· If YES to 18.b, you must use or establish a VA research repository to store the data/specimens after this project is completed. Please proceed to question 19. 
· If NO to 18.b., you must obtain a waiver from the VA Chief Research & Development Officer to store the specimens at a non-VA institutions. Please work with the Portland VA research office to obtain a waiver. 
Note: Data/specimens from studies previously conducted at the VA/with VA patients may not be used for future research unless they come from a repository.

19.  Will this project:

19.1 Use data or specimens from a previously established VA repository?         YES  FORMCHECKBOX 
     NO  FORMCHECKBOX 

19.2 Contribute data or specimens to a previously established VA repository?   YES  FORMCHECKBOX 
     NO  FORMCHECKBOX 

· If YES to either 19.1 or 19.2, provide the VA ID number for the repository:      
· If YES to 18.b and NO to 19.2, please go to the PVAMC website for the policy and guidance on establishing a research repository, and submit a VA Proposed Project Questionnaire, VA IRQ Appendix G-2, and a Standard Operating Procedure document to establish a research repository at the PVAMC.


19.3 Maintain research data for future research? YES  FORMCHECKBOX 
     NO  FORMCHECKBOX 

· If YES to 19.3, follow the links in the statement above to establish a repository. 
20. Select which of the following 18 HIPAA identifiers will be accessed, collected as data and/or disclosed during the course of this study: 

	 FORMCHECKBOX 
  Names

	 FORMCHECKBOX 
  All geographical subdivisions smaller than a State (i.e., street address, city, county, precinct, zip code, etc) 

	 FORMCHECKBOX 
  All elements of dates (except year) for dates directly related to an individual (including birth date, admission date, discharge date, date of death; and all ages over 89 and all elements of dates indicative of such age.  Note that such ages and elements may be aggregated into a single category of age 90 or older.)

	 FORMCHECKBOX 
  Telephone numbers
	 FORMCHECKBOX 
  Certificate/license numbers

	 FORMCHECKBOX 
  Fax numbers
	 FORMCHECKBOX 
  Vehicle identifiers/serial numbers, incl. license plate numbers

	 FORMCHECKBOX 
  Electronic mail addresses
	 FORMCHECKBOX 
  Device identifiers and serial numbers

	 FORMCHECKBOX 
  Social security numbers
	 FORMCHECKBOX 
  Web Universal Resource Locators (URLs)

	 FORMCHECKBOX 
  Medical record numbers
	 FORMCHECKBOX 
  Internet Protocol (IP) address numbers

	 FORMCHECKBOX 
  Health plan beneficiary numbers
	 FORMCHECKBOX 
  Biometric identifiers, including finger and voice prints

	 FORMCHECKBOX 
  Account numbers
	 FORMCHECKBOX 
  Full face photographic images and any comparable images

	 FORMCHECKBOX 
  Any other unique identifying number, characteristic, or code.  Identify:       

	 FORMCHECKBOX 
 None of the above


21. Indicate the source(s) from which you will be obtaining health information:  


	 FORMCHECKBOX 

 FORMCHECKBOX 

	Physician/clinic records
	 FORMCHECKBOX 

	VISTA Computer Hospital/medical records (in & out patients)

	 FORMCHECKBOX 

	Lab, pathology and/or radiology results
	 FORMCHECKBOX 

	Mental Health records 

	 FORMCHECKBOX 

	Biological specimen(s) obtained from the subject(s).  
	 FORMCHECKBOX 

	Data previously collected for research purposes

	 FORMCHECKBOX 

	Interviews/Questionnaires
	 FORMCHECKBOX 

	Billing records

	 FORMCHECKBOX 

	CHIPs Database 
	 FORMCHECKBOX 

	Data or Specimen Repository

	 FORMCHECKBOX 

	Other (specify here):       

	 FORMCHECKBOX 

	None of the above


If question 20 and 21 are both answered “None of the above”, skip to question 24a.
22. The combination of identifiers (per question 20) and health information (per question 21) is known as protected health information (PHI).  Justify why the PHI you will use is the minimum necessary to conduct the research and can’t be further reduced:       
23.  PHI Sharing: Indicate if PHI may be disclosed during the course of the research study to any of the following.

	 FORMCHECKBOX 
   Coordinating Center
	 FORMCHECKBOX 
   Consultants
	 FORMCHECKBOX 
   Statistician(s)

	 FORMCHECKBOX 
   Data, Tissue, Specimen Repository(ies)
	 FORMCHECKBOX 
   VHA Researchers not included as study personnel
	 FORMCHECKBOX 
   Non-VHA Researchers (specify):       

	 FORMCHECKBOX 
   Sponsor
	 FORMCHECKBOX 
   Data Monitoring Committee
	 FORMCHECKBOX 
   Publication(s)

	 FORMCHECKBOX 
   Other Research Laboratory(ies)
	 FORMCHECKBOX 
   None (PHI will not be shared)


NOTE:  If these individuals are not noted as research team members in question 3 and/or are not VA employees, you must obtain permission for this from the patient in the text of the informed consent document/authorization.

23.a  State specifically which elements of PHI (health information + any of the 18 HIPAA identifiers) will be disclosed to the individuals identified in question 23:       
23.b State specifically when the sharing of PHI will occur:      
23.c  State specifically who will receive the PHI and why:      
In human subjects’ research, participants’ health information/research data is accessed, used and disclosed in support of study goals. [When health information is identifiable, it becomes protected health information (PHI).] Indicate to what extent your subjects’ health information and/or data will be identifiable at each of the following time points.

24.a  At the time the health information/research data is initially received or accessed by the research team at the PVAMC, it is:

 FORMCHECKBOX 
 directly linked or accessed through any of the identifiers noted in question 20.

 FORMCHECKBOX 
 accessed or received with a code that can be linked to the identity of the subject.

· Who will have access to the key to the code, specifically?      
· Where is the key to the code maintained?      
· Please describe how the code will be generated/created:       
 FORMCHECKBOX 
 received or accessed with limited identifiers – i.e., only dates (such as date of birth, death, admission, etc.), city, state, or ZIP codes, and/or age). All other identifiers are not included with the data. Note that the entity providing the information may require completion of a Data Use Agreement. 

 FORMCHECKBOX 
  De-identified (without any identification that may link to a specific subject )

24.b  At the time the health information/research data is collected/used by the research team at the PVAMC, it is:

 FORMCHECKBOX 
 directly linked or identified by any of the identifiers noted in question 20.

 FORMCHECKBOX 
 collected or recorded with a code that can be linked to the identity of the subject.

· Who will have access to the key to the code, specifically?       
· Where is the key to the code maintained?      
· Please describe how the code will be generated/created:       
 FORMCHECKBOX 
  De-identified (anonymous; without any identification that may link to a specific subject )

24.c At the time the health information/research data is disclosed/stored outside of the PVAMC (for example, to other researchers at PSU, Kaiser or OHSU or this research team while working at OHSU), it is (select all that apply):

(1)  FORMCHECKBOX 
 N/A – no health information/research data is disclosed outside the research team (i.e.,, it will never leave the PVAMC in any form). Skip to question 25.1.

(2)  FORMCHECKBOX 
 Disclosed to another VA facility or VA investigator under this protocol and the transfer of information/data is described in the protocol. The protocol is approved by each VA’s IRB and is active at each site. 

(a)  FORMCHECKBOX 
 The protocol is not approved at one of the VA facilities referenced in (2) and/or does not include transfer to the other VA facility, submit a Combined Data Use Agreement/Data Transfer Agreement.
(3)  FORMCHECKBOX 
 Disclosed in accordance with the protocol, informed consent form and HIPAA authorization. Only the identifiers and data noted in those documents are disclosed.

(4)  FORMCHECKBOX 
 Disclosed in accordance with a waiver of informed consent/HIPAA authorization. (Note that the Privacy Act will not permit you to disclose patient/participant name, address, phone number or social security number under such a waiver.) A Data Use Agreement (for a limited data set as described below) or Data Transfer Agreement (for the full data set) must be completed and submitted to the IRB with this form.

(5)  FORMCHECKBOX 
 Data/information disclosed contain only linked to limited identifiers (age, dates - such as date of birth, death, admission, etc.- and geographic codes – such as city, state, or ZIP codes). All other identifiers are not included with the data. The study is using a “limited data set,” and requires completion and submission to the IRB of a Data Use Agreement with this form. 

(6)  FORMCHECKBOX 
 Data/information disclosed will be coded and can ultimately be linked to the identity of the subject.

· Who will have access to the key to the code, specifically?      
· Where is the key to the code maintained?      
· Please describe how the code will be generated/created:       

   (6)(a)Will the recipient of the data outside the PVAMC have access to the key to the code?


 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO 



If NO to (6)(a), select the appropriate selection in (7), if the entity receiving the data is not identified in the consent form, HIPAA authorization or HIPAA waiver.


If YES to (6)(a), is the disclosure covered in the informed consent form and HIPAA authorization?



 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO (submit a Data Transfer Agreement with this form)


 (7)  FORMCHECKBOX 
 Data/information will be disclosed to an entity not named in the informed consent form, HIPAA authorization or HIPAA waiver.

   FORMCHECKBOX 
 The information/data are completely de-identified (all identifiers have been removed, and the data cannot be linked back to individuals). Please complete and submit IRQ Appendix I (Safe Harbor De-identification Certification Form) and a Data Transfer Agreement.
 FORMCHECKBOX 
 The information/data to be disclosed have been determined by a statistical expert to be de-identified. Please complete and submit IRQ Appendix J (Statistical Analysis De-identification Certification Form) and a Data Transfer Agreement.

24.d.1 If any identifiable research data will be disclosed outside of the PVAMC, have you obtained a copy of the spreadsheet to track such disclosures from the research office website? [Note that you must retain a complete record (either original or copy) of the disclosed information at the PVAMC. The method of transfer is covered in the next question]. 

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 
 
N/A (not disclosing identifiable data outside PVAMC, skip to 25.1)  FORMCHECKBOX 

24.d.2 Describe the type of health information/research data/forms that are used and stored outside the PVAMC (for example consent forms, case report forms, lab results, etc.)       
24.d.3 How are the data/forms transferred from one location to another? 

	Electronic Data Transfer
	Hard Copy Data

	 FORMCHECKBOX 
  E-mail with PKI encryption
	 FORMCHECKBOX 
  FedEx/UPS (with tracking)

	 FORMCHECKBOX 
  Encrypted CD/DVD
	 FORMCHECKBOX 
  Hand-carried by Research Staff (but never taken home)

	 FORMCHECKBOX 
 VA-issued Thumb drive (FIPS compliant)
	 FORMCHECKBOX 
  Other:      

	 FORMCHECKBOX 
 Other:      
	


25.1 Identify where any electronic data will be stored (including any databases with electronic data):

	 FORMCHECKBOX 
   PVAMC network folder
	 FORMCHECKBOX 
   password access
	 FORMCHECKBOX 
 OHSU secured network
	 FORMCHECKBOX 
   other (specify):       

	If “network” option selected above, identify the network location/server name where the data will be stored (e.g. vhaporwhites):      

	 FORMCHECKBOX 
 In a database. If selected, identify the following.

Name of database:      
Where the database resides:      


(NOTE: Keeping data on a computer desktop and/or hard drive does NOT equate to storing the data on a server.  Protected Health Information must not be transmitted via e-mail unless data and accompanying passwords or other mechanisms are properly secured. Microsoft Outlook is not a secure form of data transmission, unless information is encrypted.) 

25.2. For hardcopy data:


A. Identify the building and room # in which hard copy information will be stored:      

B. Also identify all of the following security measures that apply:

	 FORMCHECKBOX 
   locked office
	 FORMCHECKBOX 
   locked file cabinet
	 FORMCHECKBOX 
   other (specify):       


26. Expiration Date or Event for Retention of Identifiers:

Currently, VA regulations require that all research records, including identifiers, code keys/crosswalks with identifiable data, etc., be retained indefinitely. Please contact the Research Office if there are questions regarding this requirement.

Use of Social Security Numbers
27. Aside from writing social security numbers on consent forms or authorization forms, note which of the following this study will utilize in any way:

A.  FORMCHECKBOX 
 Real social security numbers

B.  FORMCHECKBOX 
 Scrambled social security numbers

C.  FORMCHECKBOX 
 Last four digits of social security numbers

D.  FORMCHECKBOX 
 None of the above

27.1 If you selected 27. A, B or C, please explain the security measures that will be used to protect instances of the social security numbers embedded in the study. Do not include instances where the SSN is written on the consent form or HIPAA authorization.      
27.2 Is the use of Social Security numbers as identified above required to meet the specific aims of the research project? YES  FORMCHECKBOX 

NO  FORMCHECKBOX 


27.3 Is the use of Social Security numbers as identified above required to enter information into the subject’s health records? YES  FORMCHECKBOX 

NO  FORMCHECKBOX 


Investigator Assurances
1. I will promptly report proposed changes in the research activity to the IRB and will not initiate these changes until they have been approved by the IRB.

2. I will promptly report any addition or deletion of study personnel to the IRB.

3. I will report all VA reportable research events within 5 business days per the “Required Reports in Human Research at PVAMC” guidance.

4. Unless the IRB has granted a waiver of all of the informed consent/authorization requirements, I assure that I or a qualified investigator will create, for each VA participant, a progress note containing all required elements in the Computerized Patient Record System (CPRS), when applicable: upon obtaining informed consent, at any reconsenting, when enrolling (if separate from consent), and at termination of participation.

· I will give a copy of the VA signed informed consent to each VA participant.

· I will forward each original signed VA consent form and each VA HIPAA authorization within 72 hours of obtaining consent to the PVAMC Research Service office for auditing and, if appropriate, scanning into CPRS. I will keep a copy until the original is returned and then will file the original. 

· For VA participants, I will immediately activate the electronic research FLAG for all patients enrolled in this study unless the IRB determines that this requirement does not apply to my study.

5. I will maintain a master list of all subjects from whom informed consent is obtained or who participate in the study (if a waiver of documentation of informed consent is granted) unless I am notified in writing by the IRB that maintaining a master list is not required. Participant’s names will be added to the master list after informed consent has been obtained with an IRB-approved consent form.
6. In compliance with federal regulations, I take responsibility for maintaining IRB approval, submitting all required and requested information according to required timelines.

7. I will be responsible for the ethical conduct of this project and for protecting the rights and welfare of the subjects. I affirm that all responses provided to the IRB are true.  

8. I will maintain patient confidentiality as stated in this research project application.  

9. I will use and disclose VHA patients’ protected health information only as outlined in this application.

10. I, either as the Principal Investigator or Responsible Clinician, assume responsibility for all study-related health care decisions related to this research project

11. I will immediately notify the IRB if my current conflict of interest status or that of a research team member changes or if a conflict of interest develops or exists at any other time during the conduct of this active research project.

12. I will maintain the original signed informed consent forms, if applicable, until further notification from the VA Research Service.

13. I will abide by all federal, state, and local rules and regulations in the conduct of this study.

14. I will report to the IRB when the study is completed.
Submitting this form in eIRB indicates that the PI has reviewed for accuracy and completeness all information submitted in and with this form and that the PI has read and agrees to the above assurances. In addition, if a VA responsible clinician is required per question 1 on this form, the signature below indicates that the VA responsible clinician has also reviewed this material and has read and agrees to the above assurances.

_______________________
__________
___________________
_________

Principal Investigator

Date

Responsible Clinician

Date
� A human biological specimen is any material derived from human subjects, such as blood, urine, tissues, organs, hair, nail clippings, or any other cells or fluids, whether collected for research purposes or as residual specimens from diagnostic, therapeutic, or surgical procedures.  








Page 1
Revised 4/2/12

