
New IRB Member 
Orientation

Part I:  Overview 

Presenter
Presentation Notes
Welcome and thank you for joining the IRB.  The role of the IRB differs from that of other review boards in that the IRB’s mandate is the protection of research subjects not the review of the science being proposed.  That said, the IRB does look at the design and soundness of the study being proposed.  If there is a concern that the study can not answer the research question, then the IRB can not approve a study that would needlessly expose subject to possible study risks.



Topics to be covered

• Why are there IRBs?

• What is the IRBs job?

• What is the IRBs Mission Statement?

• What are the IRB Metrics?

• What is the Orientation Program for New Members?

Presenter
Presentation Notes
There is a lot of ground to cover.  This orientation will be divided into several modules to cover all the material and to allow you to easily return to specific modules in the future.



Why Are there IRBs?

• Protect the rights of human subjects 
participating in research.

• Research and therefore the advances that 
come from that research CAN NOT happen 
without human research subjects.

Presenter
Presentation Notes
Without individuals being willing to volunteer as research subjects there can not be clinical research.  The alternative is individual physician trial and error treatment of their patients.It is critical that the research community honor the willingness of subjects who volunteer and accept the risks of research.  If that is forgotten, subjects will not volunteer.  Subject populations have very looooong memories as demonstrated by African-Americans’ reluctance to join research studies.   This means that the advances needed by all ethnic groups remain unknown.  It was once thought that what worked for white men would work the same for women and children of all ethnicities.  In fact it is now well recognized that is not the case.   For example, medications that work well for one gender or race do not work as well in another gender or race; and children are not just miniature adults.  Subject diversity is a key ethical and regulatory aspect of human subject protections. 



IRB Overview 

• Protect human research subjects
• Ensure they are willing subjects

• Ensure they know what they are agreeing to join,

• Ensure they know they can withdraw without prejudice,

• Ensure adherence to Belmont Principles 

• Ensure adherence Federal Regulations

Presenter
Presentation Notes
The IRB’s job is to:	1.  protect the rights of the subject, 	2.  eliminate &/or minimize study risks, 	3.  ensure that the consent clearly informs the subject of what 	they will be asked to do, why and what the risks and benefits 	are of participation in the study and 		The IRB is not a review board examining the study design and science of your study to decide if it should be funded.  The IRB’s only job is to protect the rights of human research subjects.  Without individuals willing to participate in research trials, there would be no clinical trials or advances in medicine.	4.  adhere to all ethical, regulatory and institutional standards.



IRB Mission Statement

The University of North Carolina at Chapel Hill is 
committed to expanding and disseminating 

knowledge for the benefit of the people of North 
Carolina and the world. An important part of that 

commitment to knowledge is research of the highest 
quality on all aspects of the health and behavior of 

people, and such research is only possible through the 
participation of humans as research subjects. Human 
subjects are partners and participants in research and 

a precious resource to the university. At UNC-Chapel 
Hill, human subjects research is a privilege, but not a right.

Presenter
Presentation Notes
 Please note that the first obligation of the IRB Mission Statement is the protection of the human subject; not to serve as a support office for researchers.That does not mean that the IRB does not assist researchers.  The IRB can best assist the UNC research community by serving as an internal consultant on human subject research.  The IRB staff are knowledgeable and current on the latest ethical concerns, federal guidelines and new regulations.  IRB staff are also a wonderful resource each having worked with thousands of research studies over the years.  It is likely that any challenges faced by researchers are ones that staff have seen in other studies and can share those solutions with researchers.  The IRB is also concerned that the research community provides the best information possible about their proposed study, so the IRB members have the information needed to review these studies



Association for the Accreditation of Human 
Protection Programs

Presenter
Presentation Notes
 UNC has received Full Accreditation from the Association for the Accreditation of Human Protection Programs.  



IRB Office Basic Facts

• ~4500 active protocols/year
• ~9877 activity items/years  
• 6 IRBs – 5 Non-Biomedical & 1 Biomedical
• 7 IRB Co-Chairs
• 9 IRB Coordinators 
• 6 Office Assistants
• Plus 9 directors, administrative & computer 

support staff

Presenter
Presentation Notes
The IRB Office reviews over 4000 active protocols each year.  Additionally, there are approximately 9800 other activity items reviewed by the IRB Office, i.e., exempt requests, expedited reviews, adverse events, final reports.  There are 4 BioMed IRBs, a Social & Behavioral IRB and a Non-Compliance & Adverse Event IRB  that each meet once per month. The IRB Office staff is composed of IRB Board  Coordinators who assist the chairs in arranging the monthly IRB meeting.  The  Administrative Support staff assigned to the board you serve on is your contact for questions about the monthly meetings.  The Administrative Support staff also attends the IRB meeting and maintains the quorum count and the voting log.  Should you need to leave anytime during an IRB meeting, please linger at the exit door until the Administrative  sees that you wish to leave and nods that you will not break quorum and it is OK for you to leave.   



IRB Member Orientation- 1st. IRB Meeting Attended

1. Observe meeting of the IRB you will join,

• Usually schedule this for the upcoming month

• Provides opportunity to meet new board and be 
introduced to them

Presenter
Presentation Notes
There are three parts to the orientation program:			1st.:  Observe a meeting of the IRB you will join	2nd.:  Meet with the Training Coordinator, Charlotte Coley, to go over how to review protocols, prepare a primary review and also meet with IT to learn how to use IRBIS as an IRB Member.	3rd. :   Meet with IT for IRBIS training for IRB Members



IRB Member Orientation-2nd. IRB Meeting Attended

2. Prior to your Second IRB Meeting

• Meet with the Training Coordinator on how to present 
IRB reviews

• Meet with IT about IRBIS

Presenter
Presentation Notes
Prior to the second IRB meeting you attend you will  meet with the  Training Coordinator  to discuss how to prepare a primary review.  You will  pick a study from the agenda for that meeting and prepare a primary review checklist for the study you choose.  This will be a practice review prior to the 3rd. meeting when you will be assigned as a primary reviewer for that meeting.  The reason for our meeting is to cover any questions  you have about the process.  At this meeting you will also meet with IT, David Tegnell,  for a training session on how to use IRBIS as an IRB Member.  IRB Meetings are held  Brinkhous-Bullitt room 219 beginning at 1 pm and ending between 4 & 5 pmThe meetings are held using laptop computers.  You can use one of the IRB laptops or bring your own laptop.  You will need your net ID and password to access the  IRBIS for the meeting.There are two IRB staff members attending each IRB meeting to provide support.   The  Administrative Support Staff’s tasks in the meeting are to maintain the quorum count during the meeting.  Please do not leave the meeting room without letting the Administrative  Staff realize you are leaving.  Please stand at the meeting room door till the Board Specialist sees that you would like to take a break.The  Administrative Staff member also keeps the voting log.  The log is attached to the minutes of each meeting and records total votes for each agenda item.  Yeas and Neys are not recorded, only the total vote, those that were absent for the vote and those that abstained from voting.  IRB tradition is to abstain from voting on those protocols that you missed part of the discussion for because you were out of the room.Absent votes are recorded for those that were out of the room when the vote was taken and those that are out of the room because they have a conflict of interest .  A conflict of interest exists if it is your study, your spouse or student’s study or if you have a conflict with the study sponsor.  Should you have a conflict of interest that the IRB staff will not readily recognize, please send an email to the IRB Chair and IRB Coordinator for your board to alert them to this conflict.   It maybe necessary to re-arrange the meeting agenda to ensure that there is sufficient quorum to review the study.



Orientation Topics Covered

1. Workflow of the Meeting

2. Meeting attendance and substitutes

3.     Educational offerings

4. Deferrals 

5. IRBIS

Presenter
Presentation Notes
Workflow of the IRB meeting:  IRB meetings begin with a short 10-minute education session, introduction of observers & visitors and a conflict of interest inquiry.  Meeting attendance & substitutes:  You are expected to attend all 12 monthly meetings of the IRB you serve on unless your department has organized meeting coverage in another way.  For example, some departments  have 2 members sharing coverage of an IRB.  It is your responsibility to arrange for a substitute if you can not attend a meeting.  Arrange to trade meetings with another IRB member from your department.   If no one from your department is at an IRB meeting, then any protocols from your department will be pulled from that meeting’s agenda and reassigned to a meeting when there will be an IRB member at the meeting.  Federal guidelines state that the IRB must have the appropriate expertise at a meeting in order to review the items on the agenda.  Deferred Protocols:  Submissions that are not complete will have to be tabled until there is sufficient information available about the study for the IRB to make a determination about the study.  If you have a study that you feel should be deferred, please send an email to the IRB Chair noting your concerns prior to the meeting.  The study will not be pulled from the agenda, so your concerns and those of the other members can be entered into the minutes.  Following the meeting, the  IRB Coordinator and chair will communicate all the questions and concerns to the investigator.  Once  the modifications have been made, the IRB  Coordinator will contact you to set a date for you to return to any of the upcoming IRB meetings to present the deferred study.  Deferred studies are first on the agenda and you are free to leave following your presentation.  



Meet the IRB Chairs & Staff

• IRB Staff Listing with phone numbers & email 
addresses can be accessed on the Office of 
Human Research Ethics’s (OHRE)– IRB website 
at IRB and Office of Human Research Ethics - UNC Research

http://research.unc.edu/offices/human-research-ethics/
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