NCI-FREDERICK
INSTITUTIONAL BIOSAFETY COMMITTEE
MINUTES

FEBRUARY 15, 2011
549 EXeCUTIVE BOARD Room (12-3pm)

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 (left at 12:40p)
X] Theresa Bell <] ban McVicar (Chair)

& Stephen Creekmore (left at 12:50p) |:| Randall Morin (regrets)

& Bruce Crise |:| Shalini Oberdoerffer (regrets)
X] Eric Freed X] Alberta Peugeot

|:| Melinda Hollingshead (regrets) |:| Raja Sriperumbudur (regrets)
& Stephen Hughes & Lucien Winegar

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

X] Walter Hubert

X] Kim DiGiandomenico

Randall Morin also informed the committee that Alberta Peugeot, manager of Occupational Health
Services, was stepping down from her position and a replacement for her spot on the committee would be
forthcoming.

APPROVAL OF MINUTES FROM JANUARY 18, 2011 MEETING
The January 18, 2011 meeting minutes were approved as written.
(A motion and second were made. (For: (10) Against: (0) Abstain: (0))

ACCIDENT REVIEWS — hone to report

REVIEW OF PROTOCOLS
NEW REGISTRATIONS

Terry Van Dyke / Sunny Jansen 11-07: Induction of mammary carcinogenesis in genetically engineered
mouse models (GEMs) to study mechanisms of early mammary tumorigenesis This lab utilizes inducible
genetically engineered mouse (GEMs) models of breast cancer-- in which transgene activation occurs after exposure
to Cre recombinase--to study the mechanisms of mammary tumorigenesis. The objective of this proposal is to
achieve targeted expression of Cre recombinase by performing direct injection of adenoviral Cre into the mammary
fat pad. The Pl sufficiently addressed the hazards of both the adenoviral vector as well as the potential hazards of
Cre recombinase. The committee had no additional comment. Serguei Kozlov moved to approve the registry as
presented. Bruce Crise seconded the motion. (For: 10; Against: 0; Abstain: 0)

Bruce Shapiro / Arti Santhanam 11-08: Experimental determination of RNA structure and function based
on computational predictions This IBC registration is aimed at setting up a wet lab to test computationally
derived predictions for RNA nanobiology and delivery systems for RNA-based Nano devices. The work can be divided
into two projects: assembly of the nanoparticles and testing them in cell lines and delivery of the nano-material.
The committee discussed the two safety levels indicated by the Pl for the work being conducted and all concurred
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that all work should be conducted at the higher safety level (BSL2). Additionally the committee had some confusion
regarding the described use of sharps and also requested for the Pl to take out references to future (proposed) work
to avoid confusion as to what is actually being reviewed/approved. Steve Creekmore moved to defer the registry
back to lead review pending response to the clarifications noted above. Steve Hughes seconded the motion. (For:
10; Against: 0; Abstain: 0)

RENEWALS

Robert Gorelick 11-03 (P140904RGAO01, P150703JLAO1 and P200790LHA04): Structure-function studies of
retroviral proteins, retroviral assembly, and immunological control of retroviruses This lab conducts
structure-function studies of retroviral proteins, retroviral assembly, and immunological control of retroviruses.
While this was a renewal from combining two pathogen registries, the committee wanted a more specific
description of training and demonstration of proficiency in the protocol. In addition, they wanted the registry to
include more specific detail for how various hazards are kept separate and it was not clear how the Adeno-based
vectors were being used in the research (based on what was outlined in the table the Pl provided). Lastly, the
committee wanted additional information added either as an Appendix or within the SOP to identify special
concerns of working with each identified agent, with specific emphasis on the adenoviral vectors (and
decontamination) and NHP samples which could potentially contain Herpes B virus. Steve Hughes motioned to
defer the response to clarifications back to lead review and then circulate to full committee via email for final
approval. Dan McVicar seconded the motion. (For: 9 Against: 0 Abstain: 0).

Jeff Lifson 11-09 (P200704JLA01): Pathogenesis and immunological control of human and non-human
primate retroviruses This is a renewal to continue studies on the pathogenesis and immunological control of
human and non-human primate (NHP) retroviruses. The work involves the manipulation of retroviruses, including
mainly HIV-1, SIV, HIV-2, chimeric SIV/HIV and XMRYV, to examine properties and requirements of viral replication
and immune responses necessary for control of viral infections. Some of this work will involve the use of full-length
proviral plasmids that will be transfected into cell cultures to generate viruses for study. Additionally, virions will be
studied by various biochemical or biophysical methods. And lastly, blood and/or tissue samples from NHP that were
injected with some of these viruses under a Bethesda protocol will also be analyzed in the Frederick lab.

The committee felt the registry gave a good description of the work, how staff was trained and hazards involved
with the different agents being manipulated; however they wanted further clarification for a few items. The
committee wanted the Pl to specifically state that no work with the agents in storage (EBV, HTLV) will be conducted
unless the IBC is notified and has reviewed the proposed work first. Additionally the committee wanted clarification
regarding Herpes B virus and the primary macaque cells that they are receiving from Bethesda. (Is there any
potential for these samples to be suspected of containing B Virus and if not, why?) Regarding the inactivation
protocols, the committee wanted confirmation that the samples treated with 1% Triton have a final concentration of
1% Triton. Furthermore, the researchers should not assume that even though samples are treated with 1% Triton
that everything has been inactivated; there still should be some level of caution when manipulating these samples.
Lastly, the committee wanted clarification of the use of sharps for delicate tissue trimming. Steve Hughes moved to
provisionally approve the registry pending clarifications mentioned above and approval by lead reviewers. Eric
Freed seconded the motion. (For (9); Against: (0); Abstain: (0))

OUTSTANDING ITEMS

Patricia Steeg / Joji Nakayama 11-02: Examination of effects of loss of LPA1 mediated signal in MDA-MB-
231T xenograft model: Pl is having problems with transfecting the cell line. Currently project is on hold
until Pl determines the feasibility of the proposed study.
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Trinchieri/Noer — IBC 10-60 Flow cytometry core lab: Dan McVicar provided the committee with a draft
matrix for how the lab can process samples, but it did not take into account the volume of samples
processed. This matrix would only be used in-house and would also be used to drive the questionnaire
that is supplied to Pls requesting the service. The committee provided feedback and suggested that the
Core provide a list of the current types of cells they are processing in order to refine the draft matrix.
Additionally, Dr. McVicar will consult with Michael Baseler and Mac Trubey to determine what processes
they have in place for similar type of work.

Michael Kuehn —IBC 06-102: The Pl was given two renewal requests during the month of December. As
of the IBC meeting, a renewal had not been submitted. Committee moved to contact Pl with final request
and notification of IBC delinquency policy.

AMENDMENTS
Twenty-one amendments were processed and approved between the January and February meetings.
One amendment was still outstanding as of the meeting date.

OTHER BUSINESS

The NIH/OBA updates to NIH Guidelines regarding the use of transgenic and knockout rodents was
distributed to the committee and discussed. As a result of these updates, the committee concurred that
no more breeding protocols will be required unless two transgenic or knockout/in animals are being bred
together. Steve Hughes also pointed out that the updates do not identify proteins that are connected
with neurodegenerative diseases and that the committee should agree upon an in-house policy regarding
the treatment and handling of these animals.

ADJOURNMENT
The meeting was adjourned at 1:40pm.

Next meetings: March 15, 2011 (549B) April 19, 2011 (549 EBR)
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