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	The following questions are not official examples from AAHRPP but are presented as samples derived from feedback from different sources.  Some of the questions are not role specific; the same question could be asked to multiple individuals and/or at different times (ex. ACOS/R&D may be asked same questions as Director and Chief of Staff; questions asked during the Program Overview may be asked during individual interviews).  Many questions asked during the site visit are specifically based upon the initial accreditation or reaccreditation application materials submitted by the organization and the content in files selected for evaluation during the site visit or responses to the evaluation of the Step 1 application materials reviewed by AAHRPP.  This list is not intended to represent an all-inclusive list.  It is intended to provide examples of types of questions asked during the site visit.  



Director and Chief of Staff/Research and Development
Roles and Communication

· What is the Institutional Official’s role in the HRPP?

· What is the role of the Director and/or Chief of Staff in evaluation of the HRPP?

· How do you communicate with the RCO? 
· How do you communicate with the ACOS/R&D?

· Is there a collaborative role of the VA facility with another organization (e.g., medical center, other VA facility) in regards to HRPP function, such as education or quality assurance or quality improvement activities?
· One of the roles of the Director is to establish an educational plan for investigators.  How has the plan been developed and implemented at this VA HRPP?
· What is the strength of the HRPP?

· What is the deficiency or weakness of the HRPP?
Processes
· How are IRB and R&D committee members appointed?
· When an investigator or IRB member states they have “protected time”, how is that operationalized?
· How do you judge the adequacy of resources? 

· What avenues of communication do you use for PI’s and other researchers?

· How do you hear about subjects’ complaints?

Associate Chief of Staff/Research and Development
Roles and Communication
· How do you communicate with the Director to adjust and/or allocate resources to the human research protection program?
· If you are a principal investigator (PI), how do you separate your role as a PI from being the ACOS/R&D?
Processes
· What is your process for dealing with institutional conflicts of interest?

· How do you plan on continuity within the IRB and R&D Committees with you have members that are always going on and off the committees?
· Does your Data Safety monitoring involve patient safety as well as data security?

· Do you write letters to PIs after a proposal is reviewed and is pending minor changes? 

· Why not remove sections on Prisoners, Children, Pregnant women from your SOP since you don’t conduct research on those populations without a waiver?
Evaluation

· How does the HRPP evaluate its performance?

· Is there a process for monitoring research subjects’ satisfaction and/or complaints?
· Are there sufficient resources to carry out the function of the HRPP?
Administrative Officer/Research and Development
Roles and Communication
· What is the role of the Institutional Biosafety Committee?

· What is your primary role within the HRPP?

· What is your role in ensuring that R&D Committees files are maintained as needed by the Research Office?

· How do you communicate issues involving the HRPP to the Director if the Director needs to be made aware?

· What is your role in making sure all educational training records are current for investigators and research staff conducting human research?

· What is your role with the execution of clinical trial Cooperative Research and Development Agreements (CRADAs)?

· What is the role of the AO/R&D for development and dissemination of HRPP policies?
· How do you budget for the HRPP?
Processes

· How do you handle contracts?

Evaluation

· What do you use to help evaluate processes within the HRPP?
Legal Counsel

Roles and Communication

· What is your role in providing assistance to the HRPP in applying laws to research involving human participants?

· What is the role of legal counsel in reviewing contracts with sponsors?
· Is there anything about the relationship with the VA that you find problematic?
· Who do you report to?  

Processes

· How is conflict of interest handled?

· Does the IRB call you if they are doing research in another state?

· What threshold do you use to evaluate conflict of interest since VA threshold’s is different than that of other federal agencies?
· Are there additional requirements or disclosures applicable to informed consent which applies to research conducted within this state?

· What is the age of a child in your state?

· If the IRB approves a surrogate consent process, who is allowed to be a legally authorized representative for VA research studies – does it differ from VHA requirements?

· What types of legal questions do you get at meetings?

· Do you get a lot of questions related to the VA regulations?

· Where you consulted about "checking the box" [checking the box on the FWA regarding applying the Common Rule to non-federally funded research.]

· Is there an MOU between the VA and the affiliate?

Research and Development Committee Members
Roles and Communication
· How are the roles of the Research and Development Committee different than the role of the IRB?
· What committee(s) conducts scientific review?  Does the R&D Committee conduct scientific review?  Is so, is this provided to the IRB or does the IRB conduct is own scientific review?
· What is the R&D Committee’s role in the participant outreach program? 

· What is the R&D Committee’s role in establishment of local SOPs for training of research staff and/or R&D Committee members?

· What is the role of the R&D Committee in approving local SOPs related to research?

· What if any if the role of the R&D Committee in ensuring that the policies are disseminated?
· How does the Research and Development Committee interact with the IRB?
· If the R&D Committee is to send a notice of R&D Committee approval to the ACOS/R&D, and the ACOS/R&D is not present (absent, sick), who signs the letter to the investigator stating that the research can be initiated?

· How does the R&D Committee interact with “commercial” IRBs or other IRBs, including the VA Central IRB? 
· Is there any pressure from members of one committee on members of another committee?  For example, do IRB members presser R&D members to approve a study?

· Describe the interaction between the IRB and RDC

· Describe the new role of the RDC since the new VHA Handbook 1200.01

· How does the R&D Committee keep people informed about research?
· How does the R&D Committee keep up with what’s happening on other committees? 
· Chair:  How are you made aware of unanticipated problems?  How do you deal with them?

Processes

· How is the R&D Chair appointed?  

· What is the process for appointing (a) new R&D Committee members and (b) IRB members?

· Chair:  How do you ensure R&D is in compliance with training requirements?

· What happens if there appears to be pressure on the IRB to pass a study?

· How do you review devices?

· How does the R&D Committee handle COI:  Example:  If someone submitting a study was paid $20,000 by Merck, what is the procedure?

· How does the R&D Committee review IRB minutes?

· Does your R&D Committee conduct continuing review of IRB protocols?  Is so, what happens if continuing review approval by the R&D Committee does not occur prior to the IRB continuing review approval process?

· If an investigator puts in a modification to a previously approved project requiring approval from radiation safety, what is the process for submitting to the radiation safety committee?  How does R&D Committee know that it was reviewed by radiation safety?

· How does the R&D Committee work when the VA Central IRB is used?  How is this process different?

· What are some of the “hot topics” that the R&D committee encounters?
· How do you ensure that scientific review is adequate?
· Is any research being done at the CBOCs?

· What does the R&D Committee consider to be “proper training” of PIs?
Evaluation
· How does the R&D Committee verify IRB member qualifications?
· How do you evaluate the effectiveness of your outreach efforts?
· How does the R&D Committee monitor the HRPP?
· How do you ensure that the IRB is meeting the VA requirements in its operations?
· How does the R&D Committee ensure that no research is being done without the appropriate approvals?
· How is it determined whether there are the resources (financial, staff, pharmacy, lab, etc…) available to do a study that is undergoing review?
IRB Chair and Members
Roles and Communication

· How were you recruited to the IRB?

· What is the general composition of the board?  How is this adjusted depending on protocols?
· Do you have access to the complete file prior to the meeting?

· Do you get protected time to review the protocols?

· Do you believe there is enough personnel in the IRB office?

· Are you given time to review the protocol prior to the meeting?
· How does the IRB communicate with the R&D Committee?
· Do you ever contact the PI?  Are PI’s encouraged to attend the meeting?  Does PI leave the room during discussion/vote?
· What if a PI is a member of the board?
· What would happen if an investigator wanted to perform a large study and had no support staff?
· What support do you get from IRB office?
· Who has the final authority to decide whether a conflict of interest and its management is acceptable and will allow the research to be approved?
· Who decides with a consultant is needed to participate in the review of a protocol?
· Who decides whether flagging a medical record is required?  How is flagging a record decided?

· Who are the individuals who can make exempt determinations on your IRB?

· What is the role of the IRB when a physician calls the IRB Chair and states he or she has a patient who may meet the criteria for emergency use of an investigational drug?  
· What is the role of the community member?  What happens when he/she leaves the room?
· When and how do you use consultants and experts?

· How are serious or continuing non-compliance determinations made by an IRB communicated to the Director?

· Describe the communication process that occurs after the IRB Chair makes a determination on a protocol.

· Who determines if a record will be flagged?

· If an investigator with a dual appointment at the VA and a university contacted you as an IRB member and asked whether his or her activities constituted institutional engagement, how would you respond?

· Does your Data Safety monitoring involve patient safety as well as data security?

· Do you write letters to PIs after a proposal is reviewed and is pending minor changes? 

· Why not remove sections on Prisoners, Children, Pregnant women from your SOP since you don’t conduct research on those populations without a waiver?

· What is the IRB’s role is reviewing CRADAs? 
· How do you notify PIs of questions raised at an IRB meeting?
· Do people approach you for advice about their research?

Processes

Coercion

· What is done if a PI attempts coercion?

· Describe the process if an investigator has pressured an IRB member to approve his/her research. 
· What would you do if someone reported coercion to approve a study at the IRB?
· If a VISN Director proposed to have a study conducted at all sites within the VISN, how would the IRB ensure coercion does not interfere with the IRB review process?

Consent

· Do you observe the consent processes?  When would you?

· How does the IRB determine jurisdiction and hierarchy regarding legally authorized representatives?

· How does the IRB deal with surrogate consents?

· Give an example in which the IRB might consider observing the consent process as a method to protect participants.

· How does your VA review research involving a request by an investigator to use a surrogate for informed consent?

      

Expedited Procedures

·  What is the process for designating members who can conduct review using the expedited procedure?

· How is the IRB notified of approvals using the expedited review procedure?

     

 Exempt Procedures

· What is your process for determining Exempt status for a study?

· Is exempt research by definition also ethical research?

· If your IRB chair or designated IRB reviewer receives a request for a determination of Category 5 exemption, what would you do?

      

Miscellaneous 

· How is the study presented to you?

· What is the process for reviewing the protocol? 
· How much time to you have to review the protocol?

· Under what circumstances has the R&D overturned the decision of the IRB?

· Explain what happens when IRB study approval lapses (expires).

· Does the IRB conduct its own scientific review?

· What is the difference between privacy and confidentiality?

· Give an example of a minor modification and a modification requiring review by the convened IRB because it represented a substantial modification or clarification.

· Describe your process for reviewing investigator conflicts of interest either before or during a convened IRB meeting.

· How are deviations reported?

· How are UPRs dealt with?

· Describe an IRB action that involved greater than minimal risk?

· How do you deal with conflict of interests? 
· Show example in the minutes of when a PI was invited in by the IRB to answer a question

· Show the minutes and paperwork trail for an IRB “Approval Pending Minor Changes”

· How does scientific review work?

· Does the chair ever appoint a designee?
· How do you ascertain if a consultant to the IRB has a conflict of interest?   Do they vote?

· Describe the process for handling a report of non-compliance.
     

Regulations

· What regulations do you apply when making a determination that an activity is human subjects research? 

· If the VA did not officially “adopt” Subpart B, what requirements are followed by VA when a study targets pregnant subjects?

      

Vulnerable Populations

· How do you deal with vulnerable populations?
· How are decisionally impaired subjects handled at the VA?

· How are requests for recruiting subjects who have impaired decision-making capacity evaluated?

· If an investigator submitted a protocol request recruitment of 17 year-old subjects, would your IRB consider the 17 year-old subjects to be children? 

Evaluation
· Under what circumstances would the IRB request an audit of an investigator?
· How are you evaluated in your IRB performance?

· How do you receive feedback about your performance on the IRB?
· Do you use the IRB reviewer tools?
· Describe how your IRB evaluates cultural issues that may be applicable to a protocol.
· How would you improve the IRB? 
· Discuss the new mission of evaluating scientific merit of studies.
VA-Representative Members of IRB
Roles and Communication

· How long have you served on the IRB?

· How do you see your role on the IRB as VA representatives?

· What you do or who do you contact if, when reviewing a protocol, we notice areas that do not comply with VA policy/regulations?

Processes

· Are investigators are invited to the IRB meetings to discuss their protocols?

· What specific concerns might you have with an aging Veteran population as potential subjects?  How is the determination made as to whether a Veteran is able to understand and sign a consent?

· What other specific concerns might you pay particular attention to when reviewing VA protocols—e.g. mental health issues, references to the military?

Evaluation
· How do you like the new electronic system for IRB reviews? 

Research Compliance Officer

Roles and Communication

· What is your job?  What do you do?

· Who do you report to in the chain of command?

· Was there an RCO at this facility before you took the role?

· What is your biggest obstacle or challenge you experienced in assuming the RCO position?

· What kind of outreach activities do you do?

· What is your role in communicating with the IRB and R&D Committees?

· What is your role in quality assurance and quality improvement activities?
· What is your role in developing/disseminating new policies/procedures? 

· During convened IRB meetings, what is your role in the IRB review process?

· What is your role in writing and/or ensuring that suspension or terminations of IRB approval are reported to the appropriate agencies by your Medical Center Director?

· Who makes the determination that an incident is serious non-compliance?

· Who is responsible for ensuring that an IND or IDE is valid?
· What is the IRB’s role in handling/reviewing COIs?
· Who are SAEs and Unanticipated Problems reported to, and by whom? (internal and external reporting) 

· Are there regular (annual or more frequent) meetings between the RCO, the IRB director, and legal counsel?

· Who completes the Director’s Certification?

Processes
· Is the short informed consent form used at the VA?

· How is auditing coordinated with an affiliate IRB?

· What are your methods to ensure that quality monitoring of the HRPP is occurring?

· What are your reporting methods? Who do you report non-compliance to? And when do you report by?

· If you found an inconsistency between the date on the informed consent form and the date informed consent was obtained according to a progress note, what would you do?
· Do any of your investigators hold an Investigational New Drug Application (IND) or Investigational Device Exemption (IDE)?  What additional regulations apply?  How are these studies overseen? 
· Why is study XYZ considered a non-human use study? (e.g. autopsy study)
· Can an investigator’s brochure be used to validate the IND? How does the IRB ensure that deficiencies are addressed appropriately and expediently?

· Your application indicated XX cases of non-compliance? What are some of the common issues at your site and how were they addressed?

· Exactly how many active protocols do you have currently? Why is the number different than what is on your application?
· How are COI issues managed and reported?  

· Are there checklists or other review guides for R&D Committee members?

· Regarding FWA reporting requirements: are all or just federally funded studies involving SAEs or UPs reported by the IRB to the FDA/OHRP?

· How do IRB minutes reflect the order that items are reviewed at meetings? How are minutes flagged to reflect when VA protocols are reviewed and whether VA-representatives are present?

Evaluation
· What kind of audits do you do?  When do you do audits?  What types of studies do you do audits for?

· What kind of audits do you do for IND studies?  Do you have IDE’s and IND’s at your facility?  If you have a researcher that will be going through the IND process for the first time, who trains them on what kind of reporting they need to do? Who receives your audit reports?
· Because some investigators are dually appointed between the VA and your affiliate, and the same studies often take place at both locations, how do you find out if they have any problems at the affiliate site?
· If the IRB requires flagging of a subject’s medical record, when and how is investigator compliance evaluated? 
· What is your opinion of the HRPP at this facility?

· What is your opinion of the investigators, R&D staff, leadership? Are they sufficiently adept/trained/qualified to perform research?

· What are the strengths of the HRPP? Weaknesses?

· How is participant outreach evaluated?

IRB Coordinator and/or IRB Administrators

Roles and Communication

· What education and training have you received?
· Who is responsible for HRPP at your institution?  

· Do you have enough staff to do the job?

· If you are understaffed, does this put subjects at risk?

· Who is responsible for scientific review? 

· When a request comes into the IRB office querying whether another institution in engaged (multi-site research) in the research, who makes the determination?

· What are the IRB responsibilities when the PI is the main PI of a multi-site study involving other engaged institutions for a non-exempt study?

· How do you work with the Radiation, Safety, and Biosafety sub-committees?

· How are IRB decisions communicated to investigators and in what time frame does it occur?

· Who is responsible for ensuring that you complete your required educational training?  What kind of training were you provided?
· Who is responsible for keeping the IRB rosters and FWAs current and who is responsible for submitting it to the appropriate regulatory agencies?

· What is the role of the RCO in your duties?
· Is it a good idea to have the RCO report to the IO so should that person report to the ACOS?
· How well do you represent Research Week, and how can you do it better?
Processes

· When a request comes into the IRB office querying whether an activity is human subjects research, how is it processed?

· What is the process for pre-review?
· Who generates minutes and when are they generated?
· How are reviews assigned?
· Do revisions go to the original reviewer?
· How do you insure there is not a conflict of interest?

· How are requests for exempt and expedited review processed by the IRB administration?

· What are your practices for emergency use of drugs and devices?

· How do you verify issues with IND/IDEs?

· How do you ensure you are being updated on VA regulations?

· Do minutes reflect who was in the room for discussion/vote?

· How do you request support resources?  How are they received?
Evaluation
· Do you have a formal evaluation of your performance as an IRB member?
· How would you improve the IRB?

· Do you have any areas of concern?

· What is the biggest area on noncompliance at the VA?
Investigators and Research Staff

Roles and Communication

· What is your background and experience in research?

· Describe your study.
· Have you turned down any studies and why?

· Who decides about risk in research?

· How available is the PI to answer your questions and concerns?  How helpful has your PI and R&D Service been?
· Has the R&D Office has been helpful and accessible?
· How are you informed regarding R&D updates and regulations?
· How do you keep track of the differing requirements of the VA vs. university? 

· Who do you consult when you have questions before submitting the protocol? Do you have access to IRB members?
· Describe the interactions between the IRB and the VA R&D committee.  

· Describe the sequence of regulatory reviews between the IRB and R&D Committee.  

· What type of support do you receive from the RDC?

· What do you do if a research subject has a complaint?  Who do you report it to?

· How you obtain answers to questions or convey suggestions to the human research protection program?
· What is the difference between a data safety monitoring board (DSMB) and a data safety monitoring plan (DSMP)?
· What type of support does the VA facility provide you and/or your research staff for training in how to conduct research at the VA facility?  Tell us about your training program? What kinds of trainings have you had?
· What would you do if a subject called on the weekend and had broken his or her last vial of study medication and needed it replaced?

· Do participants find the studies to be meaningful?  Do you give out study results?

· What do you do if a subject makes a complaint to you about the study you are conducting?

· How and who decides whether you will do a study?

· How do you interact with pharmacy? When you give a study drug how does that process work with the pharmacy?  

Processes
Adverse Events/Unanticipated Problems

· What is the difference between an adverse event and an unanticipated problem involving risks to subjects or others?
· How have you been trained on AE and UPRs?

· What is an example of a UPR that you have encountered and what did you do?

· Give some examples of Adverse Events

· Who decides if an UPR meets threshold to be reported?

· If a problem was not serious and unrelated to the research, is it still an unanticipated problem involving risks to subjects or others?

· Provide an example of how you dealt with an unanticipated problem and an adverse event involving research subjects.
· What is the VA policy for adverse events?  How do you determine if an adverse event is related? 
· Tell us about "tracking" any less than serious adverse events. 
· What are the differing timelines for VA reporting of SAEs?

Confidentiality/Privacy

· What is the difference between privacy and confidentiality?  What are examples of reportable events?
· How do you ensure subject privacy in the conduct of studies?

· How do you ensure that your study files are secure?
· What are the special privacy issues of veterans?  
Conflict of Interest/ Coercion

· What is a conflict of interest, how do you disclose it, and to whom?
· Do you get bonuses or incentives?

· Do you accept incentives?  

· Do you ever get bonuses from sponsors?

· Do you accept recruitment bonuses?

· What incentives are you allowed to receive as an investigator?
· Do you address potential conflicts of interest for research in specific or just for VA in general? 
· How do you handle a patent when part of your research?
Consent
· What training did you have on consenting? What additional training did you have related to research? 

· Is there any ongoing assessment of your ability to consent? 

· Who consents patients?  Is the PI present?

· How do you use a short form for consenting?

· What is your process for consenting over the telephone?
· Describe what is meant by informed consent process.

· People in the military do as they are told and often take a simple question as a command.  How do you make sure they know that the study is voluntary? How do you ensure that a subject understands the difference between the voluntary nature of the study and an order? 

· Do you ever “reconsent” subjects?  If you do, who informs you when it is required?
· After initially obtaining informed consent, do you reassess whether the subject wants to remain in the study?
· How do you ensure that you are not using an outdated consent form?

· What do you do for participants who did not speak  English - What does the consenting process entail – how do you know they understand?

· Where are consent documents kept? Are consent forms kept within the medical records or separately? 
· How do you assess a subject’s ability to consent?

· How do you know if participants understand the consenting process?

· What is the process for requesting IRB approval of a surrogate consent process?  Who is allowed to be a surrogate for purposes of informed consent?
Continuing Review
· If your study had continuing review and approval until June 1, 2009, what is the last date the study could be conducted according to your IRB SOPs and remain in IRB approval?
· If a study’s approval expires on 11/1/09, what does that mean?  When is the last day that you can conduct research?
· What happens if your projects is expired (does not get renewed) while you are in the middle of a study? What happens to the participants who are still in the study?

· How are continuing review applications submitted (what forms, who completes the documentation)? 

· Have you submitted amendments for your project between CRs?  What are some examples?

Expedited Review
· If an expedited review amendment is approved, does the full committee also review?

           

Miscellaneous 

· How do you get more resources if you need them?

· What would you do if a participant invited you to an event or party such as a baby shower? 

· How do you know you need to go through IRB for a possible project?

· What sort of situations would require returning to the IRB after approval? 

· How do you find information about submitting a project through IRB?

· How long does it take a protocol to be approved from beginning to end?

· Do you submit a protocol to the IRB and R&D at the same time?

· Do you have to submit two separate research protocols (to two IRBs) if you have a joint VA/UNIVERSITY project? How does that work out? Who does the training for the investigator? 

· Where is study information kept?
· How do you decide whether an activity you are designing constitutes human subjects research?

· What is a “sound” scientific design?

· How do you know when to flag a medical record to indicate a subject’s participation in a study?
· What do you have to do at this VA Facility in order to be allowed to conduct human research?  

· What is the difference between a protocol deviation and a protocol violation? 
· What do you do if research misconduct is suspected?
· What would you do if the research project had to be terminated/shut down?
Recruitment

· How are subjects recruited?
· How do you approach a subject?

· How does one promote equitable selection of subjects?

· What is an example of an unfair recruitment strategy?

Regulations/Policies/Procedures
· What is a source document?
· How do you keep abreast of changes in research-related directives? 

· Where are organizational policies and procedures kept?

Risk

· What is meant by minimizing risk? 
· What sorts of risks are associated with your specific research projects and how do you minimize them? 
· What is the difference between a minimal risk protocol and a greater than minimal risk protocol?

Evaluation
· What is your personal opinion about the IRB?  Do you have any concerns?  What is the turn around time you can expect from your IRB?
· What is your opinion of the effectiveness of the IRB and R&D Committees?  Are they  fair and timely?
· Are the R&D staff helpful?  Who would to ask if you have a question for R&D?

· How can an investigator oversee research staff effectively?

· How does an investigator decide that research staff is “qualified” to do what needs to be done in the study?
· Describe the DSMP plan for the selected protocol.  What makes it effective?
· How do you ensure that there is sufficient documentation to support the interactions or interventions done with the subject in the IRB-approved protocol?

Investigational Pharmacist or Pharmacist Responsible for Investigational Drugs
Roles and Communication

· Does the investigational pharmacist or a pharmacist representative sit on the IRB? 

· How do you know a study has been approved and how do you know when it is complete?

· What is the time lapse of pharmacy notification when the IRB suspends or terminates a study, and how is it communicated?
· If your pharmacy is responsible for security of some of the investigational devices, how is that addressed?
· What is the investigational pharmacist’s role in IND verification/validation/determination whether one should exist?
· Does your VA facility have any studies in which the investigator holds the IND and serves as the sponsor?  If so, what, if any, is the investigational pharmacist’s role in education or assisting the sponsor-investigator fulfill their drug accountability requirements?
Processes

· Do you require a hard copy of the prescription and the consent?

· Is there separate dedicated space for investigational drugs that is separate from the non-investigational drugs?

· Have you ever had an occurrence involving emergency use of an investigational drug?  If so, how did the investigational pharmacy ensure that informed consent had been obtained since there is no IRB-approved consent form?

Evaluation
· What is the system in place to ensure that the correct person is prescribing the investigational drug and that the patient is actually a subject in the study?
· How do you ensure that there is sufficient documentation to support the interactions or interventions done with the subject in the IRB-approved protocol?

· What type of quality assurance activities is the investigational pharmacist directly involved in, and what other entities within the VA facility receive reports of those activities (both quality assurance and quality improvement)?
· How often to monitors visit?

NPC Administrators

Roles and Communication
· What is your relationship with Regional Counsel and the Office of Technology Transfer?
Processes
· Explain the variances found in the CRADA templates.
Evaluation
· How do you ensure 100% compliance with CRADAs?
Privacy Officer

 Roles and Communication
· How do you interact with the IRB and R&D Committee?
Processes 

· How do you handle situations in which a study involves subjects from both the VA and an affiliate?
Affiliate Issues

Roles and Communication

· How are issues between the VA and the affiliate IRB addressed?

· Are meetings conducted regularly between the VA and the affiliate?
· What type of support does your VA HRPP provide to the affiliate IRB (affiliate IRB if the IRB of Record for the VA HRPP)?
Processes

· If you have investigators with dual appointments and there are two IRBs (one at the VA facility and one at the academic affiliate), how is it decided whether the investigator with the dual appointment requires IRB approval at both institutions?

· If your IRB of record is an academic affiliate, how does the IRB coordinate conflict of interest management issues with the academic affiliate and the R&D Committee?
Evaluation
· If there are studies being conducted at both the VA and the affiliate by the same investigator, how are audits conducted and communicated?
· If you could change anything about your relationship with the affiliate, what would it be?

Community Members 

Roles and Communication

· Do you as community members get overwhelmed or over shadowed by the scientist members?

· Are PIs available at meetings to answer questions?

Processes

· What are some examples of questions that you ask during an IRB meeting?  (Issues discussed were assessing risk level, placebo, 8th grade reading comprehension level, informed consent detail, etc)

· What is the process followed in the IRB?  Do you use evaluation tools and how much of the meeting material do you actually review?

· At continuing review, what information is provided?

· What training do you receive?   Initially and on-going

Foundations Director

· How do you evaluate needs of research projects?

· How do you assign resources?

Conflict of Interest Administrator

· Hypothetical situation presented and asked for how would be handled
· How is Institutional COI handled?
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