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General Information

Who will answer my questions?

The IRB Office is located on the 2nd floor of Building 2, Highland Drive Division of the VAPHS Medical Center in the Research Office (2-West wing). 

The office is staffed from 8:00 AM until 4:30 PM. Kathy Parks, the IRB Coordinator, will be your main contact person as an IRB member. She can answer your questions or forward your questions on to someone who can provide an answer. She can be contacted at:



Kathy Parks



412-365-4295


Kathleen.Parks@med.va.gov
The chairperson for the IRB is Dr. Timothy Carlos. He can be contacted at:  

                        Dr. Timothy Carlos, MD



412-365-4279

                        Timothy.Carlos@va.gov
Additional information about the VAPHS IRB and Research Offices can be found on the VA research website: http://www.research.vares-pitt.org/
Where and when are the meetings?

The VAPHS IRB meets the fourth Monday of each month in the Research Office Conference Room, 2044W, in Building 2, Highland Drive Division. The location of the meeting as well as the date may change depending on room availability and holidays. The location of the meeting will be printed on each agenda that you receive in case you forget or in case there are any changes.

What can I find in the VA Pittsburgh Research web page?

The main link to the website is http://www.research.vares-pitt.org/. On the left side of the screen you will see several links. The last link, Committee Members, is where you will find a list of research committees at the VAPHS. Select “IRB” from the list. You will see the following list of forms and information:
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What are these links?

Information for New Members

Training for IRB Members: This links to the required NIH training for all VAPHS IRB members.

Conflict of Interest Statement (IRB Members): This statement needs to be completed and returned to Kathy annually. She will notify you when it is due.

IRB Member Responsibilities: This is a Power Point slide presentation that summarizes your responsibilities as an IRB member. There are also links to OHRP guidance that is references in the slides, as well as an online version of this handbook.

Useful Information:  These are links to OHRP guidance applicable to IRB meetings and a link to this document.

Resources

Standard Operating Procedures of the IRB: This links to the most recent version of the VAPHS Standard Operating Procedures.

VA Research Consent Form: This links to the consent form template that all investigators should use. If you think that an investigator modified standard wording or submitted an outdated form, you should compare the study consent form to this template.

The Common Rule: The Common Rule is the Federal Regulation that covers all human subject research. The Common Rule has been accepted by sixteen federal agencies including the Department of Health and Human Services (45 CFR 46) and the Veterans’ Administration (38 CFR 16).

VHA Handbook 1200.5: This is an additional VA policy that covers human subject research. It details the procedures that should be followed in the VA system to comply with the Common Rule.

Criteria for Minor Modifications: This links to an explanation of the difference between major and minor modifications.

Banking of Human Research Subjects’ Specimens: This links to additional policies that have been issued by the VA that are specific to specimen banks.

References for Human Research Protections: This is a compilation of links related to human subjects research.

Reviewer Checklists

IRB Protocol Review Checklist: This links to the checklist that you should use for initial protocol review.

IRB Consent Form Review Checklist: This is used for the initial review of consent forms.

Continuing Review Checklist: This links to the checklist that you should use when reviewing proposals that have already been approved and are returning for a continuing review approval.

IRB Waiver of Informed Consent Checklist: If an investigator requests a waiver of informed consent for all or part of the study, use this checklist to determine if the request is approvable.  (The IRB Waiver of Documentation of Informed Consent Checklist is not the same as the IRB Waiver of IC Checklist.) 

IRB Waiver of HIPAA Authorization Checklist: If an investigator requests a waiver of HIPAA Authorization for all or part of the study, use this checklist to determine if the request is approvable.

IRB Device Review Checklist: If an investigational device is used in the study this checklist will need to be completed. Typically the IRB Chair will notify you if you have been assigned to review a study that requires a device review. Consult with the IRB Chair if you think that you need to conduct a device review and were not instructed to do so.  

IRB Waiver of Documentation of Informed Consent:  Some protocols are permitted to obtain information from prospective subjects on criteria for inclusion in or exclusion from the study, and/or enter them into the study proper, after obtaining verbal consent only.  Please use this checklist to see whether the protocol qualifies for a waiving of the requirement for getting signed informed consent.  (Not yet available on the website, this will be mailed with your meeting materials if needed.)

You will not be asked to use the Forms for IRB Chair or Designee.

Why was I asked to serve on the IRB?

The IRB is composed of a wide variety of individuals in an effort to adequately protect and represent human subjects. IRBs typically have members who have specialized knowledge in scientific or clinical fields, or alternatively, who represent disciplines, groups, or life experience especially qualified to bring community values to the ethical review of human research.   

It is important to remember that each type of member is equally significant on the IRB. Although scientific members may feel that a research study is well designed and safe for subjects, the community or veteran members may be able to provide arguments against the study on the basis of what is accepted in society. This diverse representation is what makes IRB review work.

What items will I be reviewing?

Types of Submissions

Initial Review - The first time a study is reviewed it is called an initial review. Although all IRB members are expected to review all of the items on the agenda, two reviewers (Primary and Secondary) will be assigned to complete a detailed review and lead the discussion for each initial submission. The primary and secondary reviewers also must submit reviewers’ checklists, and a brief summary of the project, with any suggested changes to Kathy prior to the meeting so that copies can be made for distribution at the meeting. One additional “non-scientific” review is assigned for each initial submission to review the consent form and any advertisements.  The purpose of the non-scientific review is to make sure the information in the consent form and the ads is easy to understand and not coercive.  You will not be assigned any initial reviews at your first meeting.

Continuing Review – Federal policies state that all protocols must undergo a substantial review at least once each year to remain active. Most studies are assigned a continuing review interval of one year from the last continuing review. This means that the study must undergo continuing review and be approved by the committee before their study expires. Some studies may be assigned a continuing review interval of less then one year, but no studies may be assigned a continuing review interval of more than one year. The continuing review submission should contain all of the materials that were approved at the initial review plus changes and any new findings about the research. Although all IRB members are expected to review all of the items on the agenda, one reviewer will be assigned to complete a detailed review, complete a “continuing review checklist,” and lead the discussion for each continuing review submission. You will not be assigned any continuing reviews at your first meeting. 

Modifications/Amendments – Sometimes during the approval period an investigator may want to make a change or addition to the study or the consent form. Many times these will be minor and will only be reviewed by the chair, but in the case of a major modification the whole board will need to review the information. Note that this review focuses only on the modification or amendment and requires less information to be submitted than the continuing review. Thus, a modification review cannot take the place of, or post-pone, the continuing review.

Adverse Events – When subjects are enrolled in studies, the Principal Investigator must be aware of the subject’s physical and mental health. Any problems with subjects are considered adverse events. Adverse events must be reported to the IRB. In adverse event reports the investigator must explain the problem and state whether it is related to the research. If it is related to the research, the investigator must state whether or not the consent form needs to be modified to notify subjects of the potential problem. The IRB must decide if the investigator’s interpretation of the event is appropriate. 

Study Closure Report – Investigators must notify the IRB when a study is closed. They must respond to several questions in a report to the IRB. Typically this results in a one-page memo to the IRB. Unless the IRB has concerns about the closure report, no additional materials need to be reviewed. 

Types of Review

A Full Board Review is conducted by the entire IRB Committee. This is the standard type of review. When a question exists over whether something is eligible for expedited review or exemption, it will be sent to the full board for a determination. 

An Expedited Review is conducted by the IRB Chair or the Chair’s Designee. There are specific categories of items that may be reviewed though expedited review. At each meeting the full board is notified of items that were approved through expedited review. Nothing may be disapproved through expedited review. If the chair or designee does not approve a submission through expedited review, the submission must go to the full board.

Studies that do not fit the definition of human subjects research as defined in the Common Rule may be deemed exempt from IRB review. There are specific categories of items that may be exempted from IRB review.

Requests for Waivers

All human subjects research requires the written informed consent of each subject prior to the implementation of any research procedures (including data collection) unless the IRB has specifically waived the requirement. Many informed consent waiver requests cover just a portion of the study, such as the data collection involved in screening subjects for a research study.  The IRB may find it appropriate to waive the requirement for informed consent entirely or it may waive the requirement for documentation of informed consent. 

In April of 2003 a new set of Federal Regulations relating to human subjects research were enacted. These regulations are referred to as HIPAA (Health Insurance Portability and Accountability Act). HIPAA requires written authorization prior to the use or disclosure of private health information (PHI). Sometimes investigators will request a waiver of the requirement to obtain HIPAA authorization.

Preparing for Meetings

How should I prepare for IRB Meetings?

Get your packet

You will get your packet no less than seven days before the meeting. It will either be mailed to you via interoffice mail or Federal Express. Your packet will contain an agenda that lists everything that will be discussed at the meeting. The agenda also notes which IRB members are assigned as Primary and Secondary reviews for each submission. Typically your name will be highlighted under your assigned protocols in your packet. The packet will also contain the minutes from the past meeting and minutes from R&D Committee meetings. Your packet will contain all initial review submissions, continuing review submissions, modifications, adverse event reports, closures and notifications. If you notice that anything is missing from your agenda packet, notify the IRB office immediately.

Keep in mind that the information contained in the IRB review packet is to be kept confidential. Investigator’s ideas and findings expressed in their written protocols are their intellectual property and should not be shared with individuals who are outside of the IRB. 

Review the agenda items

Although you are free to review information included in the IRB review packet in any order that you feel the most comfortable with, the following recommendations may help you to manage the large amount of review material the first few times you review.

Review minutes

The R&D Committee minutes are for your information only. You do not need to comment on them. 

You should review the IRB Committee minutes from past meetings that you attended for accuracy. If you notice a problem with the minutes you should call Kathy immediately. If you did not attend the meeting you may still want to review the minutes to familiarize yourself with the types of decisions and discussion that occurs at the meetings.

Review the New Submissions that have been assigned to you

It is recommended that you read the consent form prior to reading the protocol and then again after reading the protocol to determine if subjects will be provided with adequate information during the informed consent process. Remember, research subjects typically do not receive copies of the protocol. 

Make special note of any survey instruments or recruitment materials that are noted in the protocol. These should be submitted to the IRB for review and approval. If they are not in your packet, contact Kathy immediately.

Primary and Secondary reviewers are required to complete the reviewers checklists and get them to Kathy at least two days prior to the meeting. The IRB reviewer’s checklists are available on the Research Office web page. If you find problems with the protocol or consent form, you must provide comments explaining the specifics of the problem and provide a suggested solution (if applicable). You may complete and submit the checklists electronically or by hand. Primary reviewers are also expected to write a brief summary of the study to present prior to the review and to be maintained in the IRB file.

You may comment on formatting, grammar, spelling, and punctuation on a separate sheet and give those comments to Kathy to forward to the investigator. These errors do not need to be discussed at the meeting unless clarification is needed.

Review the Continuing Review Submissions that have been assigned to you

The continuing reviews should be conducted the same way that the initial reviews are conducted with additional emphasis on any changes that may have taken place since the last review.

Special checklists are available for continuing review on the Research Office web page. These should also be submitted, along with a brief summary, to the IRB office at least two days prior to the meeting.

Review other New Submissions and Continuing Review Submissions

Only primary and secondary reviewers are required to fill out reviewer checklists. Other members are expected to review the submissions and be able to participate in discussions about each submission. 

What if I have a question when I am reviewing a protocol?

If your question is about a procedure or statements in the protocol which are not clear, please do not hesitate to contact Kathy Parks or Dr. Carlosl, who will get the answer from the investigator, or, you are welcome to contact the investigator directly using the phone or email information on the first page of the consent form.

If your question relates to federal or local policies, refer to the website to review the VA or Federal Regulations or the VAPHS IRB Standard Operating Procedures (SOP), or contact Kathy or Dr. Carlos.

If your questions are related to standard IRB practices or procedures then Kathy can assist you.

If your question relates to science or safety, Kathy can identify the appropriate consultant to answer your questions.

Documentation of Review

If you are a primary or secondary reviewer, you are required to submit your completed reviewer checklists to Kathy at least two days prior to the day of the meeting. In addition to your protocol summary and checklists, you should also submit comments related to formatting, grammar, spelling, and punctuation on a separate sheet. These comments will not be discussed at the meeting unless you feel that they may alter the meaning of the text. 

Other reviewers are encouraged submit their written comments prior to the meeting. However, to avoid confusion, only the primary and secondary reviewers should submit checklists.

When filling out the checklists, assigned reviewers should include comments and recommendations with regard to areas where the protocol or consent form is found to be deficient. This will facilitate the discussion and allow the other reviewers to either agree or disagree with the comments and recommendations offered by the reviewer rather than composing these comments and recommendations at the meeting.

The reviewers are asked to recommend an IRB action, a risk level, a level of scrutiny, and an adverse event reporting level. For continuing reviews, the reviewers must provide justification for changing the previously assigned risk level, level of scrutiny, or adverse event reporting level.

What are the IRB actions?

1. Approved - No changes are requested.

2. Contingently Approved - Approvable with minor changes to be reviewed by a designated IRB member.  In this case suggestions for change should be specific. The reviewer should provide exact wording changes and requirements for the investigator. If all of the wording changes and requirements are included in the revised submission, it can then receive final approval without being reviewed again by the board.

3. Tabled - Approvable with substantive changes that must be reviewed at a convened IRB meeting, or deferred pending receipt of additional substantive information that must be reviewed at a convened IRB meeting.  For example, the entire consent form may need to be rewritten, or the investigator may need to more adequately describe the recruitment procedures.
4. Disapproved - Usually a study is disapproved if the general concept of the study is considered unacceptable to the board. This includes studies that are considered ethically inappropriate or that pose a serious safety concern. Sometimes studies are disapproved because it appears that the investigator needs to invest more time into the protocol design.

What are the risk levels?

1. Minimal.

2. Greater than Minimal.

Risk assessment includes physical, social, psychological, and economical, as well as overall risk assessment and is designated as minimal or greater than minimal. Minimal risk is defined to mean that the probability and magnitude of harm or discomfort in the research are no greater in and of themselves than those encountered in daily life or during the performance of routine physical or psychological examinations or tests. 

What are the levels of scrutiny?

1. Low – The study will be reviewed again within one year,

2. Moderate – The study will be reviewed again within six months.

3. High – The study will be reviewed again within three months.

What are the Adverse Event (AE) Reporting Levels?

AE1 - All serious AE and all unanticipated but not serious AE need to be reported to the IRB using the current adverse event reporting form. 
AE2 - All serious AE that are at least possibly related to the study procedures and all unanticipated but not serious AE that are at least possibly related to the study procedures need to be reported to the IRB using the current adverse event reporting form. 

Typically AE1 is assigned to greater than minimal risk interventional protocols, and AE2 is assigned to minimal risk observational studies. 

IRB Meetings

The IRB can only convene if it has a quorum. A quorum is achieved if over half of the members are present (in the meeting room or contacted via teleconference) and one of the members present is a non-scientific member. IRB business can only take place with a quorum; thus, quorum must be maintained throughout the meeting.   Please be sure to clear your schedule for at least 3 hours on the days of IRB meetings.

What if I can’t attend all or part of a meeting?

It is important that you notify Kathy as soon as possible if you know that you cannot attend all or part of an IRB meeting. This will allow her to notify the other members if the meeting needs to be cancelled, postponed, or shortened due to a lack of quorum.

What will we do at the IRB meetings?

The first half hour of each IRB meeting will be educational. Then the IRB will vote on past minutes and discuss new business and informational items. The following items are then reviewed: initial reviews, continuing reviews, study closures, advertisements, amendments and modifications, adverse event reports, and notifications. Notifications are for the IRB’s information only and do not require a vote.

During the review of protocols, the primary reviewer speaks first. Since the checklists and written comments will be distributed to IRB members, the oral presentation can be limited to a brief protocol synopsis and comments on deficiencies in the protocol or consent form. Items that are found to be acceptable do not need to be verbally presented. 

The secondary reviewer speaks after the primary reviewer and should limit comments to those that are in addition to or those that are in opposition to the comments presented by the primary reviewer. The secondary reviewer does not need to reiterate comments made by the primary reviewer or repeat the synopsis of the study. 

Once the primary and secondary reviewers have completed their oral presentations, the floor is open to other reviewers. Comments should again be limited to those that are in addition to or those that are in opposition to the comments already presented. It is expected that disagreement will exist over some issues and not all votes will be unanimous.

At any time any reviewer may make a motion to vote. Typically votes are taken to approve or disapprove the entire protocol; however, sometimes issues arise during the review of protocols that require a vote prior to the final vote. For example, if a protocol is considered approvable with substantive changes to be reviewed at a convened IRB meeting, reviewers may need to vote on an individual recommendation that will be included in the approval letter.

Remember that the IRB must decide on a risk level, a level of scrutiny, and an adverse event reporting level when voting to approve a study.

Summary

The VAPHS Research Website: http://www.research.vares-pitt.org/
Checklists:

Initial Review - 
IRB Consent Form Review Checklist

IRB Protocol Review Checklist
Continuing Review – IRB Continuing Review Checklist
Special -
IRB Waiver of HIPAA Authorization Checklist


IRB Waiver of Informed Consent Checklist


IRB Device Review Checklist

IRB Waiver of IC Documentation Checklist

Meeting Motions:

Motion to Vote - Discussion has been thorough enough to allow the IRB to effectively vote on approval status of the protocol.

Motion to Split the Vote - Discussion has stalled on a specific issue, and it is evident that a consensus will not be reached on that issue. This is a call to vote on that issue prior to voting on approval status.

IRB Actions:

1. Approved - no changes

2. Contingently Approved - minor specific changes required, can be approved without returning to full board
3. Tabled - substantive changes required, must be reviewed again by full board

4. Disapproved

Risk Levels:

1. Minimal

2. Greater than Minimal

Scrutiny Levels:

1. Low – one year review interval

2. Moderate – within six month review interval

3. High – three month review interval

Adverse Event (AE) Reporting Levels: 

AE1 - All AE need to be reported 
AE2 - All AE that are at least possibly related to the study procedures need to be reported 
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