NCI-FREDERICK
INSTITUTIONAL BIOSAFETY COMMITTEE

MINUTES
OcTOoBER 19, 2010

CALL TO ORDER / ANNOUNCEMENTS
The NCI-Frederick Institutional Biosafety Committee was convened at 12:05 p.m. in Building 549
Executive Board Room with the following members in attendance:

Voting

[ ] Michael Baseler (regrets) X] serguei Kozlov (arrived 12:25pm)
X] Theresa Bell <] ban McVicar (Chair)

X] stephen Creekmore X] Randall Morin

X] Bruce Crise [X] shalini Oberdoerffer

X] Eric Freed X] Alberta Peugeot

|:| Melinda Hollingshead (regrets) |:| Raja Sriperumbudur (regrets)

& Stephen Hughes & Lucien Winegar

& Scott Jendrek |:| Rev. David Betzner (regrets)
Non-Voting

[X] bianna Conrad
X] Kim DiGiandomenico

Other

& Jeff Gildersleeve (left at 1:05pm)
|:| Tim Rowe

[ ] Karen Barber

X] Robert Thomas

APPROVAL OF MINUTES FROM SEPTEMBER 21, 2010 MEETING
The September 21, 2010 meeting minutes were approved as written.
(A motion and second were made. (For: (11) Against: (0) Abstain: (0))

ACCIDENT REVIEWS
Theresa Bell reported two accidents. One involved a senior lab animal technician being stuck with a
clean needle and the other involved a senior lab animal technician receiving an animal bite from a non-
infectious animal.

REVIEW OF PROTOCOLS

NEW REGISTRATIONS

Tomas Vilimas 10-46: RNAI screen to identify drug targets complementing EGFR inhibitor BIBW-2992
The proposed research is to identify genes that can be targeted for the treatment of non-small cell lung cancer.
The proposed research will use recombinant gammaretroviruses as the means of delivering short-hairpin RNA
(shRNA) molecules to a cell line derived from human non-small cell lung cancer for the purpose of inactivating
specific genes. Animals will not be used in this protocol. The committee felt that the Pl sufficiently addressed
the safety hazards involved with the shRNA work; however they requested for the SOP to include a spill

October 2010 IBC Minutes - 1



NCI-FREDERICK
INSTITUTIONAL BIOSAFETY COMMITTEE
MINUTES

response section (as it was briefly mentioned but no details were provided) and to correct the wording in the 5™
bullet of page 4 in the SOP to clarify that a BSC, not chemical fume hoods, would be readily available for the
proposed work. Eric Freed motioned to approve the registry pending the clarification and inclusion of the spill
response in their SOP. Scott Jendrek seconded the motion. (For: 11 Against: 0 Abstain: 1 (conflict of interest))

Ligia Pinto 10-48: Determine biomarker levels within human specimens in order to evaluate
associations with cancer and other diseases using Luminex bead based technology The objective of this
proposal is to test human specimens to determine biomarker levels and associations with cancer and other
diseases using Luminex bead-based technology. The committee expressed concern regarding the containment
of the Luminex procedures (i.e. aerosol production, if the procedure was conducted in a safety cabinet or if it
was self-contained, etc.). Dan McVicar motioned for the registry to be approved pending verification of the
instrument by Theresa Bell. Theresa Bell seconded the motion. (For: 12 Against: 0 Abstain: 0)

RENEWALS

Terry Van Dyke 10-47 (07-61): Investigation the Molecular Mechansims of Astrocytoma Development
Using Inducible Genetically Engineered Mouse Models This renewed project continues to use genetically
engineered mouse models of human astrocytoma to study the molecular mechanisms of tumorigenesis. A
select set of tumor cell lines (untreated with virus) will be used for intracranial injection experiments.
Recombinant DNA to cultured cells will be introduced via altered non-pathogenic virus vector (Ad5CMVCre or
Ad5CMVEmpty(control)) and will then undergo further molecular analysis or cell culture. While the renewal
document addressed safety concerns that were discussed by the committee, the IBC wanted the Pl to include
the following statements: (1) Lab staff handling the adenoviral vectors should abstain from working with the
vector if they are ill (particularly with an upper respiratory infection) and (2) (state in B8b1 that) There is
evidence to support that Cre can be genotoxic to mice and as a result, there is the potential for human
genotoxicity as well. Dan McVicar motioned to approve the renewed registry pending the addition of the
clarifiying statements noted above. Steve Hughes seconded the motion. (For: 12 Against: 0 Abstain: 0)

Terry McLellan 10-45 (07-57): Breeding ASP — Approved by lead reviewers with notification to committee at
meeting.

OUTSTANDING ITEMS

Frank Ruscetti 10-31 (09-47): Mechanism of Transmission of Human Lymphotropic Virus (HTLV) and
Xenotropic MulV-Related Virus (XMRV) Responses to outstanding questions were received and the
approval for the registry was released on October 18, 2010.

AMENDMENTS

Twenty-seven amendments were processed and approved between the September and October
meetings; while five were processed but remained outstanding (i.e. waiting for Pl response) as of the IBC
meeting date.

OTHER BUSINESS

- Dr. Jeff Gildersleeve attended the meeting to contest the IBC’s requirement to use a biological safety
cabinet (BSC) for the processing of human sera samples (under IBC renewal 10-41). While Dr.
Gildersleeve presented a compelling case, the committee held with their original requirement (with a
unanimous vote). The committee concurred that while a chemical fume hood (CFH) is a primary
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containment device, it is not designed to typically be used for work conducted with biological
materials. In addition, the current ductwork of the CFH in Dr. Gildersleeve’s lab is connected with all
CFHs within the building, so there is no reasonable way to decontaminate the cabinet (as with a BSC)
should the facility-maintenance workers need to access the ductwork. Additionally, the committee
didn’t want lab personnel to get a false sense of security when working with the samples, since the
samples are human-derived and should be treated as potentially infectious materials.

- Kim DiGiandomenico informed the committee that the new IBC webpages launched at the end of
September and could be accessed at the following url: http://web.ncifcrf.gov/ehs/ibc/. She
encouraged the committee to evaluate the site and offer suggestions to further enhance the
information provided.

ADJOURNMENT

The meeting was adjourned at 1:45pm.

Next meetings: November 16, 2010 (549 EBR) December 21, 2010 (549 EBR)
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