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	Please complete & upload a word version of this form for all submissions which will be conducted at both OHSU and the VA. Separately upload the signed signature page. (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:      


VAPORHCS Principal Investigator:      
Principal Investigator and Responsible Clinician

1.  Is the Principal Investigator licensed, credentialed and privileged at the VA Portland Health Care System (VAPORHCS) to perform all proposed interventions (such as physical/mental exams, lab test interpretation, reviewing the data, evaluating adverse outcome and/or new study findings to determine reporting to IRB, outcome diagnosis, medication prescribing/renewal, or invasive procedures) in this research project?

YES   FORMCHECKBOX 
 (skip to 3)

NO   FORMCHECKBOX 



 FORMCHECKBOX 
 N/A (no interventions; skip to 3)  

2. If NO to 1, is the PI a clinician at the VAPORHCS who can respond to emergencies experienced by participants, even if they do not have all applicable privileges listed above? YES  FORMCHECKBOX 

NO  FORMCHECKBOX 
 

· If NO to 1 and NO to 2, a VAPORHCS licensed, credentialed, and privileged clinician must be identified as the “responsible clinician” for this study. That person should be listed in the table below, and must sign the last page of this application. If the responsible clinician and/or the PI does not have privileges for all necessary components of the study, please also identify an appropriate co-investigator(s) in the table below. 
· If No to 1, but YES to 2, list an individual from each unit/specialty in which the PI does not have privileges in the staff table below.  
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 VAPORHCS to perform those procedures must be cosigned by the PI or the VA responsible clinician.

VAPORHCS Personnel

3.  List in the table below all individuals meeting the following criteria:

3.a Will work onsite at the VAPORHCS and/or 
3.b need access to VA CPRS patient records and/or 
3.c will see identifiable data for VAPORHCS participants 
· All individuals listed in the table below must have a VA or Without Compensation (WOC) appointment at VAPORHCS. 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 VAPORHCS 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
	Extension
	Email

	     
	     
	Principal Investigator
	     
	     

	     
	     
	VA Responsible Clinician
(if applicable)
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


Each person listed above must do the following:

· Complete and upload into eIRB the VA IRQ Appendix L Scope of Work Form, EXCEPT as noted above for multi-site studies. Also, separately scan and upload the signature page for each Scope of Work form.
· 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 Jennie Boster, ext 57040. 
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.

Joint Study Considerations

4.a VA regulations require that the protocol (or addendum to the protocol) have a section specifically titled “VA Research” which describes the components of the study which will be conducted at the VAPORHCS, and a section titled “Non-VA Research” describing the components conducted at OHSU (and, if applicable, elsewhere). 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, or indicate that the information is in an attached protocol addendum:

VA Research:      
Non-VA Research:      
Additional VA Subject Information

5.  VA sources of subjects (check all that apply):

 FORMCHECKBOX 
 VA inpatients

 FORMCHECKBOX 
 VA outpatients

 FORMCHECKBOX 
 Vancouver Campus

 FORMCHECKBOX 
 Vancouver Nursing Home
 FORMCHECKBOX 
 Salem CBOC

 FORMCHECKBOX 
 Bend CBOC
 FORMCHECKBOX 
 Metro East CBOC
 FORMCHECKBOX 
 Metro West CBOC
 FORMCHECKBOX 
 Metro South Annex Clinic
 FORMCHECKBOX 
 The Dalles Outreach Clinic
 FORMCHECKBOX 
 North Coast CBOC
 FORMCHECKBOX 
 Lincoln County Outreach Clinic
Inclusion of Non-Veterans
6. Will this study enroll non-veterans, either at OHSU or at the VAPORHCS, 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 


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

NO  FORMCHECKBOX 
 


If YES, please check the appropriate vulnerable populations, complete IRQ Appendix A and upload it into eIRB.

Children*


 FORMCHECKBOX 

Fetuses (in-utero or ex-utero, and including human fetal tissue)*
 FORMCHECKBOX 

Neonates*


 FORMCHECKBOX 

Pregnant Women*


 FORMCHECKBOX 

Prisoners*
 

 FORMCHECKBOX 


Individuals who lack decision-making capacity

 FORMCHECKBOX 

Economical and/or educationally disadvantaged


           FORMCHECKBOX 

Other (describe):       





          

*NOTE:  There are additional federal and/or VA requirements related to research involving these populations.  Please contact the Research Administrative office at 503-273-5125 and ask to speak to an IRB Analyst prior to submission.

VA Recruitment Procedures

8. Please explain in detail the process for identification, referral and/or recruitment of participants to be enrolled through the Portland or Vancouver VAMC.  Clearly indicate whether any of the activities are planned to occur prior to consent.  If applicable, 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:      
9.  Does this study require contacting potential VA participants by letter or phone for recruitment?
YES  FORMCHECKBOX 

NO  FORMCHECKBOX 
 

9.a  If YES, please carefully review the VAPORHCS 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:      
Payment for Participation:

10.  Will subjects receive any financial or other form of compensation for participation?
YES  FORMCHECKBOX 

NO  FORMCHECKBOX 
 


 If YES, State the page(s) of the protocol (either in the main body, or as an appendix) which include the following, required by VHA Handbook 1200.05:      
A. Substantiation that proposed payments are reasonable and commensurate with the expected contributions of the subject.

B. The amount of payment and terms of the payment are in the informed consent form.

C. Payments are fair and appropriate and do not constitute (or appear to constitute) undue pressure or influence on, or coercion of**, the prospective research subjects to volunteer for or continue participation in the research study.
  ** Per VHA Handbook 1200.05: 1)There shall be no cash payments that appear to be coercive based on the age, gender, or socio-economic profile of VA patients who serve as investigational subjects in research. 2) Investigators must not pay human subjects to participate in research when the research is integrated with a patient’s medical care and when it makes no special demands on the patient beyond those of usual care. 

NOTE: For research under a DOD addendum in which U.S. military personnel are involved, dual compensation is limited. An individual is prohibited from receiving pay or compensation for research during duty hours. U.S. military personnel may be compensated for research if the participant is involved in the research when not on duty.
Differentiating Usual Care from Research
11. Does this study involve any “usual care,”*** such as particular procedures or an arm of the study?  
YES  FORMCHECKBOX 
     NO  FORMCHECKBOX 

11.a If YES to 11, 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:      
11.b If YES to 11, 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 six items:

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

2. Providing the treatment or service;

3. Monitoring the treatment or service (as applicable);

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

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

6. Documenting the subject’s clinical course while receiving the treatment or service, as applicable.
***NOTE: “Usual care” is medical or other treatment or services that a research subject would receive at the VAPORHCS, even if they did not participate in the research study.

Collection of Sensitive Information & Use of Certificate of Confidentiality (CoC):
12.  Does this research project collect sensitive information from research subjects (such as information about sexual attitudes, use of drugs or addictive products, or information about illegal conduct), which could reasonably lead to social stigmatization, discrimination, or legal proceedings and which would need to be protected against subpoena or forced disclosure in order to protect the participants?

 YES  FORMCHECKBOX 

NO  FORMCHECKBOX 
 (If NO, go to question 14)

NOTE:  Certificates of Confidentiality are issued by the National Institutes of Health (NIH) or other Human Health Services (HHS) agencies to protect identifiable research information from forced disclosure. They allow the investigator and others who have access to research records to refuse to disclose identifying information on research participants in any civil, criminal, administrative, legislative, or other proceeding, whether at the federal, state, or local level. Certificates of Confidentiality may be granted for studies collecting information that, if disclosed, could have adverse consequences for subjects or damage their financial standing, employability, insurability, or reputation. A Certificate of Confidentiality is not required solely by virtue of collecting sensitive information from research subjects. Further information can be found about NIH Certificates of Confidentiality at: http://www.grants.nih.gov/grants/policy/coc/.     

13.  If YES to 12, will an application for a Certificate of Confidentiality be submitted to the National Institutes of Health or other HHS agency upon IRB approval (or approval contingent on the issuance of such a certificate)?

 YES  FORMCHECKBOX 
  NO  FORMCHECKBOX 

If YES, please review the ORD Guidance on Certificates of Confidentiality document posted to the ORD webpage “ORD Policies, Handbooks, and Guidance Documents” at http://www.research.va.gov/resources/policies/default.cfm#guidance:

 FORMCHECKBOX 
 Please check here to confirm that this study will comply with the ORD Guidance on Certificates of Confidentiality. 

NOTE: ICFs and HIPAA authorizations for studies with a CoC will NOT be scanned into the subjects’ CPRS record. You will still bring them to the R&D office for scanning, but they will be scanned into a non-CPRS record. 
Privacy and Confidentiality
14. Select which of the following 18 HIPAA identifiers (including dates of study visits) 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


****E-mails to patients/participants/research team members cannot contain information that would be considered “VA sensitive,” such as PHI or references to a health concern, unless the e-mail is encrypted. Please consult with the VAPORHCS Privacy Officer if there are questions regarding this requirement.

15. 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 14 and 15 are both answered “None of the above”, skip to question 18.
16. The combination of identifiers (per question 14) and health information (per question 15) is known as protected health information (PHI). Justify why the elements of PHI that you have indicated in the questions above are the minimum necessary to conduct the research and can’t be further reduced:       
17.  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.

17.a State specifically which elements of PHI (health information + any of the 18 HIPAA identifiers) will be disclosed to the individuals identified in question 17. (Note: dates of study visits are HIPAA identifiers):       
17.b State specifically when the sharing of PHI elements will occur:      
17.c State specifically who will receive elements of 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.

18. 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):       


Special Instructions Dependent on answers in eIRB
· Subject numbers: In eIRB on the “VA: Source of Subjects” page, please explain the totals for consent and enrollment of VAPORHCS subjects only.
· Short form witness:  If a short form to consent subjects will be used, please provide a memo explaining who will serve as a witness for VA participants.
Investigator Assurances
1. I will initiate this study, and any proposed changes in the research, only after receiving written approval from the IRB.

2. I will promptly report any addition or deletion of study personnel to the IRB. If I know I will be absent more than one month, I will notify the IRB at least two months prior and provide a mechanism to assure that the safety and treatment of human subjects will not be compromised.
3. I will submit all unanticipated serious adverse events, unanticipated problems involving risk, all apparent serious or continuing non-compliance, and moderate or major protocol deviations within the reporting timeframe (generally five (5) days of notification, or within 24 hours for major deviations indicating harm.)
4. Unless the IRB has granted a waiver of all of the informed consent/authorization requirements, or a waiver of documentation of informed consent and a waiver of the master list requirement, I assure that I or a qualified investigator will:

· Create, within 24 hours 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 and assure that the subject initials the original signed consent form acknowledging receipt of a copy.

· I will forward each original signed VA consent form and each VA HIPAA authorization as soon as possible, preferably within three (3) business days, of obtaining consent to the VAPORHCS 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. I will report to the IRB when the study is completed. If this study includes investigational drugs, I will inform the VA Chief of Pharmacy Service when the study is terminated.

7. I will maintain an accounting of disclosures of VA PHI to all non-VA entities.

8. I am aware of how and to whom to report a suspected or confirmed loss of VA information, and I take responsibility for the security of the information and who has access to it.

9. I will be responsible for the ethical conduct of this project and for protecting the rights and welfare of the subjects. I, either as the Principal Investigator or Responsible Clinician, assume responsibility for all study-related health care decisions related to this research project

10. I affirm that all responses provided to the IRB, including those on IRQ appendices, are true and that this study will be conducted according to the information provided here.  

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
VASQ
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