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David Emery (IBC Chair), M ne / Medical Genetics.
Ashley Fleischman, ASUW Student Répresentative

Elaine Jong, HH Primary Care Cir / UW Campus Health Sves
Stephen Libby, Laboratory Medicine

David Russell, Hematology

Carol Sibley, Genome Sciences

Paul Swenson, Seattie-King County Dept. of Public Heaith
Donald Wang, ZymoGenetics o

Estella Whimbey, Healthcare Epidemiology and Infection Control
Bruce Whitney, Environmental Health and Safety (BSO).

Members Absent; William Atkins, Medicinal Chemistry

Handouts:

Mary Lampe, Laboratory Medicine
Pamela Morris, Comparative Medicine
James Woods, Environmental & Occupational Health Sciences

Susan Alexander, Enwranmental Health and Safety
Patricia Azeltine, Environm Hesalth and Safe
“JoAnn Kauffman, Eﬂwr{ar}m&mai Health and Safety

Membership Roster
Powerpoint Presentation

1. CALL TO ORDER

1a.

2. APPROVAL OF MINUTES from December 14, 2004 Meeting

2a.  The minutes from the December meeting were unanimously approved as submitted to the

Chair David Emery called the meeting to order at 1:08 p.m. Ashleigh Fleischman, ASUW
representative was introduced as the newest member of the committee.

membership.

3. A!MiNiSTRATWEI!NFORKE&T[‘N UPDATES

3a.
3b.

E)eanna Frost (in tuticnal lzosf_ i _ty Qﬁ‘“ cer) submr d her resignation effective Apri

11, 2005.
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3c.

4. SPECIFIC RES EARCH PROPOSALS

4b. Principal Investigator: A. Dusty Miller

instttutxmal Biogafety Committee
e&hng Mmutqes

Research Title: An Open-Label, Phase 1, Single Administration, Dose-Escalation Study of
AJGVPEDF.11D in Neovascular Age—Ralated Macular Degeneration (AMD), 1BC reference number
1425-593

8?;&? Summa Thls isa r&—rewew ofa ciimcai gene transfer The study invi

Sb it a;.Raart an Racammendatiens The rewsed apphcatmn was mw&wad by iBC

this- study tf.s pat:ems with less severe AMD Dr RUSSER fecammends appmval by the IlC-a‘f'the
revised protocol and Dr. Emery concurs with this recommendation.

biodefense and emerging mfectt@us dtse
proceeding in accordance with the re
University Siting Cammlttee The
currently a UW application for the construction g ; w0
then come up for review before the committes. T e IIC is fuily engaged in revzew;ng the IR
research, given some preliminary recommendations and will continue to be involved in on-g

review. |

If contacted by the public or the press, 1BC members have every right 1o discuss thi
feel free to do so. Interested parties may also be referred to Theresa Doher -
President for Regional Affairs, Office of Regional Affairs and Tina Mankowski, | rector, HSIUW
Medicine News and Community Relations. |

The University of Washington Infectious/Biomedical Waste Management Plan | rder
development and the committee has already reviewed two draft vers a5
reviewed in depth by two IBC members: Pam Morris and Don War &
present at today's meeting but has conveyed to chair, David- Emery h lan.
Dr. Wang also recommends approval. There was no further dlscussian by 1 e
ve_te was taken and the plan was approved unanimously.

vestigator: David A, Saperstein

to re~m1t;ahan In additlon Dr. Saperstem has requested t{; exter‘zd the study to mclude pai;ents w;th
less severe AMD.

The vote for the approval of this application was done electronically and the resulls ﬁaf that vote are
as follows:

15 APPROVE
1 ABSTAIN

Research Title: Transduction of the Upper Airway Epithelium in Patients with Cystic F;bmszs by an
AAV2 Vector that Encodes Human Alkaline Phosphatase
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AAV are g&nemily ccnsidered very safeand am appmv&d far use at BSL«’: "Fh&ra areno
outstanding safety issues with the pmp&sai

Subcamm;ﬁeeﬂe .rt and Recommaﬁ”at -“""ns_:. .' }Tha 3ubmmm1tiee ccnsmted of Mary La_m' e‘-(ilC

h33 been shewn ta be safe. The AP gen& isa ﬂ” hi
zmmum respansa The study precedures carry a nsk but patmnts are aﬁeq

mmal dose tev&ts are faund to be safe. Wzﬁiam Gsmme in his summary rev;ew' 'staied t
no concerns r&gardmg the bsesafety of th;s pr@teml tc; paﬁents and staff Dr i_sba

c:f the pratacat

Mary Lampe could not be present at today’s m&etmg but conveyed her appmval aft
chair, David Emery. There were two questions raised as to whether it had been reviewe
(yes, such as the RAC) and whether the Muman Subjects Office had looked at it? (Yes, and w
again when the IBC gives final approval.) A vote of the committee was called (two memimfsshawng
recused themselves) with the following resuits:

9 APPROVE
2 ABSTAIN

The A. Dusty Miller protocol was approved by the commitiee.

4¢.

Dave Emery reiterated that research proposals that inciude human gene transfer or environmental
rﬁlaams bmsafety !evei 3 res&arch or seiect agent feseamh is rewewed and mtad f)n by the

naxt cammittea mﬁetmg

Bruce Whitney, Biosafety Officer, is predominantly responsible for res amh involving 4
and exempted select agents and toxins. There were two approvals since the last con
meeting of 12/14/04. One approval is for principal investigator, Michae! Katze, ]
2 protocol involving a mouse strain of influenza. The second approval: ; _
protocol involving human cell lines containing EBV with Melissa Austin as prmmmi investigator.

5. IBC MEMBER TRAINING ~ David Emery

5a. Dr. Emery pmvsniad training on the function, responsibilities, and operating guzd&imes af th__
committee as required by the NIH.

ba. &6 from the floor.




