Preparing an IRB Submission
For the VAPORHCS IRB

In an on-going effort to make submitting to the VAPORHCS IRB a smooth and efficient process we have provided some guidance below. The following guidance is intended to help you prepare a submission to the IRB. We hope this is helpful and welcome feedback regarding this document and the IRB submission process. 
GATHER & COMPLETE ALL REQUIRED DOCUMENTS
· Proposed Project Questionnaire (PPQ)
· Abstract – guidance for the abstract is located on item 1 of the PPQ.

· Protocol  - our website includes an protocol template to aid in ensuring your protocol includes everything it needs to include. 
· Initial Review Questionnaire (IRQ)
· Either an informed consent form (Informed Consent Form Template) & HIPAA Authorization (Authorization for the Use and Disclosure of Protected Health Information for Research Purposes) OR Request for Waiver of Informed Consent Documentation OR Request for Waiver of Informed Consent Process. 
Additional documents that may be required, depending on the study specifics: 

· Data Safety and Monitoring Plan – required for studies that are greater than minimal risk and for multi-site studies. 

· Drug/Device Information

· Questionnaires or Surveys

· Recruitment Materials – including an Application for a Waiver of Authorization and Informed Consent for Screening/Recruitment Purposes if you plan to screen for potential participants prior to consenting. 
· Screening Scripts – for example, if you will be screening potential subjects over the phone for eligibility. 

An explanation of what each IRB and HIPAA form is intended to accomplish can be found at http://www.portland.va.gov/research/documents/irb/explanation-of-IRB-forms.doc/.
KEYS TO COMPLETING THE IRQ
Based on how you answer the IRQ questions you will be prompted to submit additional documents, all of which can be accessed through http://www.portland.va.gov/Research/piservices/rd_forms.asp#alphabetical. 
Before you begin the IRQ, please keep the following in mind: 

· The IRQ is a little bit like a “Choose Your Own Adventure” story. How you answer each question will determine what additional forms you will need to complete and what forms will make up the final submission. 

· Consistency is the key. You must be consistent throughout all of your documents. For example, the number of subjects to be recruited and how data is stored need to be the same on the consent form, protocol, and IRQ. 

· Be aware of the links embedded in the IRQ which will lead you to the additional documents you’ll need to complete. 

DATA SECURITY AND PRIVACY: 

The PVAMC Privacy Officer and Information Security Officer review all IRB reviewed protocols to ensure that VA research meets all VA requirements to protect participant data and privacy.  The IRQ includes a section on how data is collected, transferred, and stored. Please ensure that the information contained in all documents regarding data security is consistent.

Consider the following when completing your IRQ submission:

· How will data be stored (electronically, hard copy, etc.)?

· Where will data be stored (VA network drive, OHSU network drive, OHSU office, etc)? 

· How will data and/or samples be transferred from one location to another (hand carried, sent by FedEx, carrier pigeon)?

· How will data and/or samples be identified? If data will be coded, how will the code be determined (will it be based on the social security number, random code, etc.)? 

OTHER IMPORTANT CONSIDERATIONS
The VA IRB can only approve the work that will be done at the VA. Therefore, the protocol will need to clearly indicate what work is conducted here and what work, if any, is conducted elsewhere. 

What is required for study participation and what is “optional”? Is this explained clearly throughout the documents?
Is standard of care being withheld from any study participants?  If yes, why? Can the study be conducted without withholding standard of care? Provide detailed information about this in the protocol and in the consent form. 
Are there any inconsistencies within any given document and/or among documents, including the IRQ? Common inconsistencies include, but are not limited to;

· Study purpose

· Sample size and age range 
· Study procedures – the consent form should accurately reflect the study procedures outlined in the protocol 
COMMON SCENARIOS THAT REQUIRE ADDITIONAL FORMS
Subject Recruitment & Consenting: 

Will you screen subject’s medical records prior to written consent/authorization? For example, will you want to identify eligible subjects through CPRS records or screen subjects over the phone prior to obtaining informed consent? 
· If yes, then you’ll need an Application for a Waiver of Authorization and Informed Consent for Screening/Recruitment Purposes
Will you collect data and/or samples without informing the subjects in any way, or obtaining individuals’ written consent, for example, through a retrospective chart review or blood/tissue sample analysis? 
· If yes, than you’ll need a Request for Waiver of Informed Consent Process
Will you want the documentation of the informed consent process to be waived completely? That is, you will be informing subjects about the study, but you don’t want them to need to sign an informed consent form, because you think that would increase the risk of a breach of confidentiality. For example, you are proposing a study in which an anonymous questionnaire is completed by participants who will receive an information sheet describing the study.  
· If yes, please complete the Request for Waiver of Informed Consent Documentation
Biological Specimens:

Will this study involve the banking of data and/or samples for future research?
·  If yes, you’ll need an IRQ Appendix G-2 (Human Biological Specimens Questionnaire - Biorepositories and Banked Specimens. 
Will specimens be collected and used for the study, but not banked?
·  If yes, please complete the IRQ Appendix G-1(Human Biological Specimens Questionnaire - Non-Banked Specimens.
Drug/Device Studies:

Will this study involve the use of an investigational drug? 
· If yes, all or some of the following documents will need to be completed: 
· IRQ Appendix C (Investigational Drugs), 

· Investigational Drug Information Record - VA Form 10-9012, 

· Considerations for Clinical Trials with a Placebo Controlled Design 
Will this study involve the use of an investigational device? 
· If yes, you will need to complete the IRQ Appendix E (Investigational Devices). 
Please note that trials involving drugs, biologicals, and/or devices most likely require registry on the website www.clinicaltrials.gov. Please see the informed consent form template to determine if this language will be required in your consent form.  
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