The Community IRB Member:  Neighbor and Partner

The U.S. Department of Energy sponsored a conference on the roles of the community institutional review board (IRB) member on April 8-9, 2002, in Gaithersburg, Maryland.  Attendees were IRB community members, other IRB members and Chairs, and IRB managers or administrators.    Presenters included experts from foreign International Ethics Committees (IECs), Federal agencies in the United States, universities and private hospitals, representatives from advocacy organizations, and nonprofit professional organizations and foundations.  The presenters were well qualified and rewardingly diverse in profession and interests.  Several VA IRB members were in attendance.  

This Information Letter provides information on topics discussed at the conference that will be helpful to VA IRB members.  We hope the following discussions and suggestions from the conference will help you consider roles for your IRB community members.  The conference website link is: http://www.er.doe.gov/production/ober/humsubj/.  There will be additional follow up conference materials there in the near future. 

What is the requirement in the VA regulations?  

(1) The Federal regulations (38 CFR 16.107) Each IRB shall have at least one member whose primary concerns are in non-scientific areas. This person must always be present to have a quorum.  

(2) Each IRB shall include at least one member who is not otherwise affiliated with the VAMC and who is not part of the immediate family of a person who is affiliated with the VAMC. 

(Note: The regulations require an unaffiliated member and a non-scientific member.  One individual frequently fills both positions, but that does not have to be the case.  VA policy also recommends that “community” representatives such as clergy, attorneys, practicing physicians, and representatives of legally recognized veterans organizations be considered for IRB membership. There is no formal designation of a “community member” in the regulations, however.) This meeting utilized the term “community” IRB member to mean an unaffiliated person representing the “community of human subjects.”

Conference attendees and speakers discussed the concept or definition of “community.”  Sister Carol Taylor, CSFN, RN, Ph.D., Georgetown University Center for Clinical Bioethics, discussed the difference between “communities” and “lifestyle enclaves.”  A “lifestyle enclave” is a group of people who choose to be together because they are similar in some dimension of life that is important to them – for example, the amount of money that they have, or the kind of professional status that they have.  A community, in the strong sense, is a group of people who are different, yet interdependent.  They are bound by mutual responsibilities arising out of a common history, of which they have not chosen to be a part, but for which they are nonetheless responsible for carrying on.  Our voluntary choices lead us back to “lifestyle enclaves” where we feel comfortable.    But generally, our concept of community is that of a place in which people know and care for one another. 

In relating the “community” to the functions of the IRB, Sister Carol defined her concept of a “Community of Concern. ”  That is a group or groups of people who understand the issues at stake, such as family members of veterans with Alzheimer’s disease, and who also share an overarching concern for the common good.  They may have a deep personal commitment to finding the solution for Alzheimer’s disease, but will sacrifice that personal goal to accomplish a larger common good.  For example, protection of the human subjects participants on all the projects their IRB reviews.   

It was suggested that the designated IRBs should look for representation of the interests of the subjects (veterans, for example), and also representation for the interests of the subjects with the diverse health care needs specific to that institution’s research portfolio.  There are many advocacy and community organizations with interests relevant to VA research.  In some IRBs, one community member can represent several populations.  In others, the IRB may need more than one community member. IRB's might consider having at least two or three community members, if able to recruit that many.  It helps make sure the community viewpoint is represented at all meetings.  Secondly, if the community member is also the non-scientific member, then there will be less trouble maintaining a quorum (a nonscientific member must be present.)  Also, the community members won’t feel alone and isolated.  It will be easier for them to speak up.

The Unique Role of the Community Member

The community member provides the individual’s or the subject’s perspective.  They are also called public members and lay members.  They satisfy the requirement in 45 CFR 46.107 and 38 CFR 16.107 that specifies that there must be represented on each IRB sensitivity to such issues as community attitudes.  “Each IRB shall include at least one member whose primary concerns are in non-scientific areas, for example, lawyers, ethicists, members of the clergy.”  Ideally the community member serves as a consumer representative, and as an ethical conscience because they are not affiliated with the institution.  They are in the best position to analyze the informed consent document for clarity and understandability.  They can be invaluable in discussion of the risks and benefits of a proposed study.  They can function as an effective link between the investigator and the community.  Because of their unique qualities, they should function as an equal voting member of the IRB.  They are often a good choice for monitoring the informed consent process.  As successful contributing members they help restore public trust in research through their experiences with the IRB. 

Most of the conference attendees agreed that their IRBs had not clearly defined their roles for them.  Most were treated as equal, voting members.  All needed support and special training to become effective.

Where to Find Community IRB Members 

Can advocacy and professional organizations represent the community, and are their members good choices as community IRB members?  A number of advocacy groups were represented at the conference, and their response was “YES.”  The conference attendees identified the qualities generally found in members of community advocacy groups:  They

· Have a personal commitment

· Are willing to spend the time needed

· Understand the concept of representing someone who cannot represent himself/herself

· Are or have been successful working professionals in some field.

· Often are bilingual

· Possess analytical skills

· Are less easily intimidated by scientific professionals on the IRB

· Help restore public trust in research

Other Possible Sources of IRB Community Members:

· Minority groups

· Churches

· Equal Employment Opportunity (EEOC) District Offices

· North American Treatment Advocacy Forum

· Women Alive

· Local American Association of Retired Persons (AARP)

· Retiree groups

· Tribal and Native American organizations

· Professional societies

· Coalitions of volunteer groups

· Local community business groups

· Representatives of legally recognized veterans organizations

Recruiting Community IRB Members

· Identify the areas relevant to your organization’s research portfolio, and look for the potentially interested organizations in your local area.

· Seek out national groups that have local chapters. 

· Offer free workshops with information relevant to the community in health and ethics issues. Interested persons will come.

· Work with volunteer bureaus

· Identify community media outlets, and provide small informational articles or notices

Keeping Community Members Motivated

Education

The institution should provide training to the IRB members about the role of the community members.  Being assertive is not enough.  The other IRB members MUST understand and respect the contribution of the community members.

Provide education in “IRB” jargon.  Help them learn the verbal shorthand as quickly as possible.  Provide some basic education and glossaries in medical and scientific terms important and relevant to your research program.

· Provide a “what to look for” list for protocol review

· Have an IRB “packet”

· OHRP Online Training

· IRB 101

· IRB Forum website www.mcwirb.org

· OHRP Guidebook

· VA manuals/ best practices guides

· University of Rochester Manual and test

· CITI

· Include them on institution-wide emails, meetings, or tours to establish institutional awareness (for example, grand rounds)

· Link them up with other current or past community IRB members on your IRB or on other IRBs.

· Provide assertiveness training if they feel intimidated.  Reinforce their important role, and give them the tools with which to work.  Often they are the “lone voice” on the IRB

· Educate continually, not just once.

· Educate the other IRB members in the nature of the community role, so that the position engenders respect, and it is not a token.

· Provide a mentor on the IRB.

· Consider sending them to educational conferences such as VA Day @ PRIM&R, PRIM&R itself, and/or regional OHRP/FDA/VA conferences, especially if they’re being held near your location.  They will learn and be able to “network” with other community IRB members.

Rewards

· Time off for the activity: Work with their employers (local corporations) so they can be provided with this

· Honoraria

· Tangible recognition of service

· Free training

· Make it relevant to their interests

· Treat them with respect

· Include in IRB social events or create an event to honor service

· Refreshments/coffee/education at meetings for all IRB members

A Quick Survey of the Attendees

In a polling of conference attendees (36 responders), “community members” provided feedback regarding their perceptions of the practices of their local committee.  When asked what qualities they look for in selecting new members, the majority endorsed a sense of altruism (concern for the good of all—researchers and subjects) and having sufficient time available as the most important.   This was followed by analytical ability, articulate in communication, and last, assertiveness.  The majority felt their committees listen to the feedback from community members and that feedback from all members is regularly sought in the discussions.  There was also a majority who noted the role of the community member is not well defined and that there is no available “job description” for being a member of the IRB.

Community members were asked to consider whether or not they served roles on their local IRB beyond meeting a federal regulation.  A significant majority endorsed their roles as:

· Advocating for and representing potential subjects 

· Providing a perspective that is unique from other affiliated members 

· Offering additional clarity in the consent process

· Ensuring the PI and IRB are aware of the human factors that subjects will experience during the research (including anticipated emotional experiences)

· Ensuring sensitivity to the needs, values, strengths and weaknesses of the potential subjects

Community members were split on whether they serve in the role of educator to the rest of the board.

Finally, the majority of community members have access to e-mail, but most have never heard of the IRBForum Listserve.  The majority said they would be interested in participating in such an e-mail forum.

Products from the conference will be available in future from the conference planners and DOE.  

· Clearinghouse of resource organizations will be available this summer

· List/Serve for community IRB members is possible

· Department of Energy Newsletter will highlight this meeting and announce follow up 

· Small groups from the meeting will do further follow up.

For further information in VA, contact Priscilla Craig, Health Science Specialist, ORCA, via Outlook or at 

202 565-8162.

