IACUC Training Scenario (IACUC Composition) #3 2011

IACUC Composition
Who should be appointed?
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The following scenario may be useful in stimulating discussion about making determination about IACUC membership appointments and committee composition.  To facilitate discussion, pages 1-4 of the scenario may be distributed prior to the IACUC meeting.  After a few minutes of discussion during the next IACUC meeting, the remaining pages may be distributed, as a summary analysis.
Ann Marie Segal, the IACUC Coordinator at the Hometown VAMC, was having a stressful Monday morning after oversleeping, forgetting her lunch, and getting a speeding ticket.   Then, when she opened her email, the first message in her inbox was from Bob Baker, a firefighter, who served as the nonaffiliated member on the Hometown VA-IACUC.   His email stated that he would be retiring and moving to Key Largo, Florida, in six weeks.  The next IACUC meeting scheduled two weeks from today would be his last.  This was not good news and it got worse.  A short time later, Ann Marie opened an email from Sister Mary Margaret Callaghan, saying that she would be leaving her position as principal of St. Francis School in Hometown, to open a new school in Belize.  The next IACUC meeting would be her last as the lay member on the VA-IACUC.   The loss of these two members would make the VA-IACUC no longer constituted to conduct official business.  In a near panic, Ann Marie called the IACUC Chair, Dr. Carmine Rossi, to alert him of the situation at hand.  Dr. Rossi took the news in stride and tried to calm Ann Marie down.  He suggested to Ann Marie that they merely appoint one new member to fill both positions.  Ann Marie had misgivings about Dr. Rossi’s idea; she thought the best course of action would be to identify a new nonaffiliated member and a new lay member as soon as possible.  Dr. Rossi said he would ask his neighbor, Marshall Harris, a Coast Guard recruiter, about serving on the IACUC.  As Ann Marie hung up from her phone call with Dr. Rossi, the Hometown VAMC Attending Veterinarian, Gina Diaz, walked into the IACUC office and asked Ann Marie why she looked so frantic.   Ann Marie explained the situation and Dr. Diaz said she would ask Lucy Lawson, a member of her book club.  Dr. Diaz said she might be able to ask Lucy about serving on the IACUC this afternoon, because she would be in the orthopedics clinic.   Lucy’s husband, Sam, a retired US Army Colonel, had had knee surgery recently and Lucy came with him to Hometown VAMC for his Monday afternoon physical therapy appointments.   Ann Marie was still concerned, so she asked her friend, Catherine Cox, a caterer, if she would consider being a committee member.   With everything that had happened that day, Ann Marie was having a hard time organizing her thoughts; so she made up three rosters indicating the proposed new members and the IACUC roles to which they could be appointed to (see below).   With the approval of the R&D Committee, which version of the roster would you recommend to the Medical Center Director to ensure the Hometown VA-IACUC is appropriately constituted?
VERSION 1:   Hometown VA-IACUC Roster
	IACUC

roles
	Current Roster

	IACUC 
roles
	Proposed Roster

	Chair
	Carmine Rossi, MD

Chief, Gastroenterology
	Chair
	Carmine Rossi, MD

Chief, Gastroenterology

	Veterinarian
	Gina Diaz, DVM

Attending Veterinarian

SRS Committee Member
	Veterinarian

	Gina Diaz, DVM

Attending Veterinarian
SRS Committee Member

	Scientist
	Linda Sharp, MD

Surgery Service

R&D Committee Member
	Scientist
	Linda Sharp, MD
Surgery Service

R&D Committee Member

	Scientist
	Ravi Patel, PhD

VA Research Scientist

Professor, Neuroscience

Megapolis University
	Scientist

	Ravi Patel, PhD

VA Research Scientist

Professor, Neuroscience

Megapolis University

	Scientist
	Jun Wu, PhD

VA Research Scientist

Associate Professor, 

Molecular Biology
	Scientist

	Jun Wu, PhD

VA Research Scientist

Associate Professor, 

Molecular Biology

	Lay Member
	Sister Mary Margaret Callaghan

Principal, St. Francis School

 resigning
	Lay Member
	Catherine Cox

Businesswoman

Owner, Covered Dish Catering

	Nonaffiliated

Member
	Bob Baker

Hometown Metro. Fire Department 

resigning
	Nonaffiliated Member

	Marshall Harris
Coast Guard Recruiter


VERSION 2:  Hometown VA-IACUC Roster 
	IACUC

roles
	Current Roster


	IACUC 

roles
	Proposed Roster

	Chair
	Carmine Rossi, MD

Chief, Gastroenterology
	Chair
	Carmine Rossi, MD

Chief, Gastroenterology

	Veterinarian
	Gina Diaz, DVM

Attending Veterinarian

SRS Committee Member
	Veterinarian


	Gina Diaz, DVM

Attending Veterinarian

SRS Committee Member

	Scientist
	Linda Sharp, MD

Surgery Service

R&D Committee Member
	Scientist
	Linda Sharp, MD

Surgery Service

R&D Committee Member

	Scientist
	Ravi Patel, PhD

VA Research Scientist

Professor, Neuroscience

Megapolis University
	Scientist


	Ravi Patel, PhD

VA Research Scientist

Professor, Neuroscience

Megapolis University

	Scientist
	Jun Wu, PhD

VA Research Scientist

Associate Professor, 

Molecular Biology
	Scientist


	Jun Wu, PhD

VA Research Scientist

Associate Professor, 

Molecular Biology

	Lay Member
	Sister Mary Margaret Callaghan

Principal, St. Francis School

 resigning
	Lay Member
	Marshall Harris

Coast Guard Recruiter

	Nonaffiliated

Member
	Bob Baker

 Hometown Metro. Fire Department 

resigning
	Nonaffiliated
Member 

	


VERSION 3:    Hometown VA-IACUC Roster
	IACUC

roles
	Current Roster


	IACUC 

roles
	Proposed Roster

	Chair
	Carmine Rossi, MD

Chief, Gastroenterology
	Chair
	Carmine Rossi, MD

Chief, Gastroenterology

	Veterinarian
	Gina Diaz, DVM

Attending Veterinarian

SRS Committee Member
	Veterinarian


	Gina Diaz, DVM

Attending Veterinarian

SRS Committee Member

	Scientist
	Linda Sharp, MD

Surgery Service

R&D Committee Member
	Scientist
	Linda Sharp, MD

Surgery Service

R&D Committee Member

	Scientist
	Ravi Patel, PhD

VA Research Scientist

Professor, Neuroscience

Megapolis University
	Scientist


	Ravi Patel, PhD

VA Research Scientist

Professor, Neuroscience

Megapolis University

	Scientist
	Jun Wu, PhD

VA Research Scientist

Associate Professor, 

Molecular Biology
	Scientist


	Jun Wu, PhD

VA Research Scientist

Associate Professor, 

Molecular Biology

	Lay Member
	Sister Mary Margaret Callaghan

Principal, St. Francis School

 resigning
	Lay Member
	Marshall Harris

Coast Guard Recruiter



	Nonaffiliated

Member
	Bob Baker

 Hometown Metro. Fire Department 

resigning
	Nonaffiliated Member


	Lucy Lawson, BA

Retired Librarian

 Hometown Public Library


Training Objective:  The goal of this exercise is to familiarize the IACUC with the VA requirements for IACUC membership and composition to ensure local IACUCs are properly constituted.
Which version is the most appropriate?
The OLAW/PHS Policy and the VA use similar, but use slightly different terms and definitions to describe IACUC members, who are not affiliated with the institution or not involved in science or research (see table below). Note:  The PHS Policy definition states the unaffiliated member must not be involved in animal research, while the VA Policy places this restriction on the lay member.
	PHS Policy
	VHA Handbook 1200.7

	Nonscientist - a person whose primary concerns are in nonscientific areas.
	Lay member – a person who must not be involved in animal research.


	Unaffiliated member - a person who is unaffiliated with the institution except as a member of the IACUC (sometimes referred to as a public member).  The unaffiliated member should have no discernable ties or ongoing affiliation with the institution, and may not be a member of the immediate family of a person who is affiliated with the institution. Immediate family includes parent, spouse, child and sibling. Appointment of an individual who is unambiguously unaffiliated is the best way to fulfill the letter and spirit of this provision. PHS Policy incorporates the Guide 
 which does not permit the nonaffiliated member to be a laboratory animal user.
	Non-Affiliated Members. To comply with the USDA AWAR, each IACUC must include at least one member who is not otherwise affiliated with the VA medical center, and who is not part of the immediate family of a person who is affiliated with the medical center. The person chosen should provide representation for general community interests in the proper care and treatment of animals


Version 1 - Catherine Cox, the caterer, has been selected to serve as the lay member and Marshall Harris, the Coast Guard recruiter, as the nonaffiliated member.   Ms. Cox’s career does not have any involvement with animal research [see 8.a.(1).  Marshall Harris is qualified to serve as the nonaffiliated member, because he is an active member of the military and has no affiliation with VA [see 8.a.(3)]  Of the three versions, this version provides the most appropriate proposed IACUC composition. Please note:  Lucy Lawson could be appointed as a lay member, if Catherine Cox declines the appointment [see 8.a.(3)(a)].
Version 2 – Dr. Rossi made the suggestion that Marshall Harris could serve as both the nonaffiliated member and the lay member.   PHS policy indicates one individual may serve as both a nonaffiliated (a.k.a. public or community) member and a non scientific member as long as that individual meets the requirements for each position. However, pg. 12 of the ARENA/OLAW Institutional Animal Care and Use Committee Guidebook states:

“There are no specific prohibitions regarding individuals filling more than one role on the IACUC, but OLAW strongly recommends against the same person serving multiple roles because the responsibilities and authorities vested in each of the positions are distinct and often require different skills.  Appointing one individual to more than one of these roles may circumvent intended checks and balances.  Also of importance is the perception of conflict of interest, which can lead to allegations of improprieties from various sources.”
Consequently, Dr. Rossi’s recommendation is acceptable; however, Handbook 1200.7 strongly recommends as a best practice that separate individuals be appointed as the lay member and nonaffiliated member [see 8.a.(3)(c)].
Version 3 - Lucy Lawson cannot serve as a nonaffiliated member of the Hometown VA-IACUC, since, she is the spouse of a veteran, who receives medical care at the  Hometown VAMC [see 8.a.(3)]. This roster lists Mr. Harris as the lay member, a position for which he is qualified.   As noted previously in the version 1 discussion, he is also qualified to serve as the nonaffiliated member, but he should not be appointed to fulfill both roles on the Hometown VA-IACUC. Furthermore, Mr. Harris should not be appointed as the lay member and then be expected to  serve as the nonaffiliated member as well on occasion, when the designated nonaffiliated member becomes unavailable (e.g., due to resignation or absence), unless he is also officially appointed as the nonaffiliated member.   OLAW guidance states “If an appointed member who fulfills one of the required specified positions (i.e., scientist, nonscientist, veterinarian, or unaffiliated) leaves the committee so that that position is no longer filled, the IACUC is not properly constituted and may not conduct official business until a member who fulfills the required position is appointed by the CEO (or designee). “ Each IACUC member should be appointed to serve a single role on the committee; to avoid confusion, the appointment letter from the Medical Center Director should list the name of the appointee and the IACUC role to which the individual is being appointed to. 
Excerpt from VHA Handbook 1200.7 – Use of Animals in Research 
8. INSTITUTIONAL ANIMAL CARE AND USE COMMITTEES
a. Membership, Composition, and Terms of Service. IACUC members in consultation with the R&D Committee must forward the name(s) of nominees for the IACUC to the medical center Director. The medical center Director must officially appoint members in writing, to include specifying the length of the appointments (see subpar. 8.a (6), this handbook). 

(1) Composition. The composition of the IACUC must meet existing requirements set forth in the Animal Welfare Act (see 7 U.S.C. §2143[b][1]) and PHS Policy (see subpar. IV.3b). At this time, a minimum of five members are required to serve as voting members to constitute an IACUC. Only a properly constituted IACUC may conduct official business. The required voting members include a Chairperson, the Attending Veterinarian, one scientist with animal research experience, a non-affiliated member (must meet the criteria in subpar. 8a[3], this handbook), and a lay member (who must not be involved in animal research). NOTE: Changes in PHS policy or USDA AWAR that alter IACUC membership requirements will supersede the membership requirements in this paragraph. 
(2) Chairperson. The IACUC chairperson cannot simultaneously chair another subcommittee. The Chairperson needs to be a more senior scientist with animal research experience and good committee management skills. 

(3) Non-Affiliated Members. To comply with the USDA AWAR, each IACUC must include at least one member who is not otherwise affiliated with the VA medical center, and who is not part of the immediate family of a person who is affiliated with the medical center. The person chosen should provide representation for general community interests in the proper care and treatment of animals. 

(a) A veteran who volunteers at the medical center is considered to have an affiliation with the institution and is disqualified from serving as the non-affiliated IACUC member; however, appointment of such veterans to the IACUC in another capacity, such as lay member is strongly encouraged. 

(b) Veterans who do not use a VA medical center for medical care may serve as the non-affiliated member on that medical center’s IACUC, as long as they have no other affiliation with the medical center and are not in the immediate family of a medical center employee.
(c) The designation of lay members as both the lay member and the non-affiliated member is discouraged. Recruitment of separate individuals to fulfill these roles is a best practice. 

(d) Non-affiliated and lay members of the IACUC may be compensated for travel expenses and time, as long as such reimbursement cannot be construed as compromising their ability to fulfill their independent respective roles on the IACUC. 

(4) At least one member of the IACUC needs to be a member of the R&D Committee. 

(5) Subcommittee on Research Safety. The VMO, VMC, or a member of the IACUC needs to be a member of the Subcommittee on Research Safety, unless exceptional circumstances prevent such participation.
Resources:
VHA Handbook 1200.7 – Use of Animal in Research (2005) http://www.va.gov/vhapublications/ViewPublication.asp?pub_ID=1268
PHS Policy Service.  Policy on Humane Care and Use of Laboratory Animals – Frequently Asked Questions.  IACUC Question 1. (US Department of Health and Human Services, Washington, DC, 2006; revised 2010).  http://grants.nih.gov/grants/olaw/faqs.htm#IACUC_1
ARENA/OLAW, Institutional Animal Care and Use Committee Guidebook, 2nd ed., 2002. 
http://grants.nih.gov/grants/olaw/GuideBook.pdf
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