Explanations of IRB and HIPAA Forms –  VA Portland Health Care System (VAPORHCS)

IRB Forms
Accounting of Disclosures 
This form must be maintained and updated to include all disclosures of identifiable information that are made to a non-VA entity. Details of the disclosures of identifiable information must be sent to the Privacy Officer via encrypted email. The spreadsheet contains the minimum information required to record each disclosure.

Application for Case Report Review 
This form should be completed and submitted to pvamc-irb@va.gov if a clinician would like to conduct a case report. For additional information, please review the Policy for Determination of Institutional Review Board Review for Case Report(s).
Application for a Waiver of Authorization and Informed Consent Process for Screening/Recruitment Purposes 
This form may be needed to waive the requirement to obtain subject authorization during the screening and/or recruitment process(es).
Certification of Exemption 
In accordance with federal regulations, if you feel your research project qualifies for an exemption from IRB oversight, this form must be completed and submitted to the IRB for review. Certification of exemptions for VA-only studies should be submitted to pvamc-irb@va.gov for IRB review. Joint OHSU/VA studies should be submitted to eIRB for review. 
Conflict of Interest in Research Form
The Conflict of Interest in Research Form is required for the PI, as well as any Co-PI, Study Chair (working at the VAPORHCS), site PI, co-investigator and/or sub-investigator who will work on the study on their VA time, at the VA, and/or using VA resources. It must be submitted at initial submission and for each continuing review for each of these individuals.
Considerations for Clinical Trials with a Placebo Controlled Design 
This form must be completed if a study design involves a placebo control without standard therapy.
Continuing Review Questionnaire (CRQ) 
This form is to be completed for continuing reviews of studies. This form is not required for continuing reviews being submitted through eIRB. 
FDA Form 1571 (FDA Forms Page)
This form is used to submit an Investigational New Drug (IND) application to the Food and Drug Administration.
FDA Form 1572 (FDA Forms Page)
This form is needed when an investigational new drug (IND), followed by the Food and Drug Administration (FDA), is being used in a Phase I, II or III clinical trial.
Human Subjects Audit Tool 
This tool is used by the Research Compliance Officer to audit clinical research studies at the VAPORHCS. The tool can also be used by research staff to perform internal audits of their human subjects studies.
Humanitarian Use Device (HUD) Application 
This application is to be used in place of the IRQ for a Humanitarian Use Device (HUD). This form is not required for continuing reviews being submitted through eIRB.
Humanitarian Use Device (HUD) Continuing Review Questionnaire (CRQ)
This form is to be completed for continuing reviews of HUDs. This form is not required for continuing reviews being submitted through eIRB.  

Informed Consent Form Checklist 
This checklist is offered to assist you in completing the applicable consent form(s) for your study, but is not required.
Informed Consent Instructions 
These instructions accompany the Informed Consent Form template.
Informed Consent Form Template 
This template allows you to copy and paste text into the template. To see recent changes to the Informed Consent Form Template please refer to VA Informed Consent Reference with Color Coded Changes
IRQ (Initial Review Questionnaire) 
The IRQ is required for all new proposals being submitted to the IRB. This form is not required for continuing reviews being submitted through eIRB.
IRQ Appendices

The IRQ and eIRB system both include prompts for the following IRQ appendices if they are required for your submission:

IRQ Appendix A - Recruitment of Vulnerable Subjects

IRQ Appendix B - Payment for Participation

IRQ Appendix C - Investigational Drugs

IRQ Appendix D - Dietary Supplements, Herbal Remedies, or other Complementary / Alternative Remedies

IRQ Appendix E - Investigational Devices

IRQ Appendix F - Use of Radiation

IRQ Appendix G-1 - Human Biological Specimens Questionnaire - Non-Banked Specimens

IRQ Appendix G-2 - Human Biological Specimens Questionnaire - Biorepositories and Banked Specimens

IRQ Appendix I - HIPAA: Safe Harbor De-Identification Certification

IRQ Appendix J - HIPAA: Statistical Analysis De-Identification Certification

IRQ Appendix L - Scope of Work Form
IRQ Appendix M – Coordinating Center of Multi-site Research

IRQ Appendix N – Distinguishing VA Research from Non-VA Research (note that the VA IRB is only allowed to approve “VA research”, which is defined as research conducted at the VA, using VA resources, or on an individual’s VA time)

Investigational Drugs - VA form 10-9012 
If you will be using an investigational drug (for which an investigational new drug application has been filed with, and approved by, the FDA) in a protocol, you must complete VA form 10-9012. This form is also required if you will be using an approved drug for an unapproved purpose.
PRAF (Project Revision/Amendment Form)  
If you will be amending your project or changing any aspect of an approved project, complete this form and submit it to the IRB. This form is not required if you are submitting a project change through eIRB.
Protocol Template
If you are writing an investigator initiated protocol, please use or reference the protocol template to be sure that you address all required elements. The protocol template is designed to ensure your protocol, informed consent documents, and other protocol-related documents are consistent and in compliance with VA requirements.
If the protocol you would like to propose was written by a third party (i.e., the sponsor, the coordinating center, etc.), please use the protocol template to create a local protocol addendum that addresses specifically how the required items will be conducted/addressed at the VA Portland Health Care System (VAPORHCS).

QA/QI vs. Research Checklist 
This checklist should be completed and submitted to pvamc-irb@va.gov for IRB review if there is a question regarding whether a proposal is considered human subjects research or a QA/QI (Quality Assurance/Quality Improvement) project.
Radiological Procedure Chart 
Use this chart as a reference to complete sections of the Informed Consent Form that deal with radiological procedures.
Reportable Events Form (REF) 
This form is used to report events that VA policies require be reported during the conduct of the study. This form is not used for reporting events in the eIRB system. Events that fall into any of the five categories listed at the top of the form must be reported to the IRB. Reports must be completed and submitted to the IRB within 5 business days of awareness of the problem/event. Please see the VHA Handbook 1058.01 – Research Compliance Reporting Requirements for details of what must be reported.  The Reportable Events form replaces the Human Research Event Report Form (which replaced the old Unanticipated Problem Report form). If a HRER is already in use for a study, additional reports should be added to the current HRER form. To report the first reportable event for a study, please download and use the Reportable Events Form (REF). 
Repository Initial Review Questionnaire (IRQ)
The Repository IRQ is required for all new repository proposals being submitted to the IRB. 

Repository Continuing Review Questionnaire (CRQ) 
This form should be used for continuing reviews of data and/or bio repositories. This form is required whether you are submitting through pvamc-irb@va.gov or eIRB.
Repository Standard Operating Procedure (SOP) Template
This template should be used for all repository submissions that receive data and/or specimens from contributing studies. The repository SOP template is designed to ensure your repository is consistent and in compliance with VA requirements.
Request for Waiver of Informed Consent Documentation and 
Request for Waiver of Informed Consent Process 
These form(s) must be completed and submitted if the research project proposes to waive or alter any elements of informed consent or the documentation of informed consent or waive the HIPAA authorization requirements.
Research Personnel Change Form 
This form should be used when an individual is being added to or removed from the research team. All applicable attachments should be submitted with this form to the IRB to avoid a delay in processing. This form is required whether you are submitting through pvamc-irb@va.gov or eIRB.
Research Project Finalization Report 
This form should be submitted at the end of the research project, i.e., when all data are gathered/analyzed, and any final report(s) or publication(s) are complete. This form should also be submitted if you would like to de-identify the data and continue to conduct data analysis. This form is required whether you are submitting through pvamc-irb@va.gov or eIRB.
Research Recruiting - Template Phone Script 
This template phone script should be used to follow up on a letter sent regarding possible participation when no response has been received or when a clinician has given verbal or written permission to a clinician (clinician must co-sign note in CPRS indicating this permission) for contact. This phone script is only for use to determine an individual’s interest in learning more about possible participation.
Research Recruiting - Template Recruitment Letter 
This letter template should be used when a clinician has given permission for a patient to be contacted regarding possible participation in a specific research study. The letter includes information for the individual to indicate if they have interest in participating, and notifies them that if they do not return any information that they may receive a phone call.
HIPAA Forms
Authorization for the Release of Protected Health Information for Research Purposes  - VA form 10-0493 
If your research project requires informed consent from research subjects and will access or collect protected health information, the boilerplate language in this form should be adapted to be consistent with the research study. At the time of informed consent, the research subject must also sign this authorization.
VA form 10-0493 – Page 5 Instructions
If your research project includes an optional contribution to a repository, do not check any boxes on page 2 under the section titled, “Use of your data or specimens for other research.” On page 5, enter the main study title (i.e. study contributing to the repository) in the “Study Title” section. The name of the repository the study is contributing to should then be entered in the 2nd or 3rd text field under the checkbox titled, “Further optional analysis of my specimens occurring below:” At the time of informed consent, the research subject must sign the bottom of page 5 in order to authorize the contribution of their data and/or specimens.
Authorization for the Release of Protected Health Information for Research Purposes  - VA form 10-0493 – Page 6 (for studies with multiple repositories)
If your research project includes more than one optional contribution to a repository, use page 6 for each additional repository using the same instructions as for page 5. At the time of informed consent, the research subject must sign a separate page 6 for each additional repository in order to authorize the contribution of their data and/or specimens 
Research Preparation Application 
If you are a VHA Investigator conducting research preparation with Protected Health Information from the Portland VA Medical Center, you must fill out this form and submit it to the Portland VA Medical Center Institutional Review Board prior to beginning your research preparation.

Research on Decedents' Information Application 
If you are a VHA Investigator conducting research on VAPORHCS decedents’ protected health information, you must fill out this form and submit it to the PVAMC IRB prior to beginning the research.
Revocation of Authorization 
If a research subject would like to revoke his/her authorization for use of his/her PHI, he/she must fill out this form and submit it to the principal investigator.

VHA Notice of Privacy Practice (VA Web Site, PDF)
This notice describes the uses and disclosures of protected health information (PHI)  by VHA, as well as the patient’s rights and VHA’s legal responsibilities with respect to PHI.  This notice may be given to Veterans at the time of enrollment in a research study conducted at the Portland VA Medical Center if they wish to have a copy. Non-Veterans research subjects must always be given a copy of the VHA Notice of Privacy Practices at their first research visit for each study they participate in (providing a link to the notice is sufficient if the subject is agreeable to that format). In addition, an acknowledgement of the notice must be collected (VA Form 10-0483) at the first research visit, per study.

VA Form 10-0483 (VA Web Site, PDF)

Acknowledgement of the Notice of Privacy Practices. This form is an acknowledgement of receipt of the VHA Notice of Privacy Practices.
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