NCI-FREDERICK
INSTITUTIONAL BIOSAFETY COMMITTEE
MINUTES

AuUGUST 16, 2011

CALL TO ORDER / ANNOUNCEMENTS
The NCI-Frederick Institutional Biosafety Committee was convened at 12:03 p.m. in Building 549
Executive Board Room with the following members in attendance:

Voting (Quorum =9)

& Michael Baseler |:| Sarah Hooper (regrets)

X] Theresa Bell [X] scott Jendrek

|E Rev. David Betzner |E Serguei Kozlov

|X| Stephen Creekmore |:| Dan McVicar (Chair) (regrets)

|:| Bruce Crise (regrets) |:| Randall Morin (regrets)

X] Eric Freed [X] shalini Oberdoerffer

|X| Melinda Hollingshead (left at 1pm) |X| Raja Sriperumbudur (left at 1pm)
& Stephen Hughes & Lucien Winegar

Non-Voting

<] Walter Hubert

X] Kim DiGiandomenico
Prior to the meeting, Steve Hughes was asked by Dan McVicar to stand in as acting chair in his absence.

APPROVAL OF MINUTES FROM JuLyY 19, 2011 MEETING
The July 19, 2011 meeting minutes were approved as written.
(A motion and second were made. (For: (12) Against: (0) Abstain: (0))

ACCIDENT REVIEWS

One accident was reported. The individual was disinfecting a biological safety cabinet (BSC) with towels
wetted with Cavicide and sustained a laceration to the right middle finger from a broken Pasteur pipette
that was left unnoticed inside the BSC. The individual was wearing nitrile gloves at the time of the incident
and after consultation with laboratory staff it was determined that no infectious material had been used in
the cabinet at the time of the accident. Senior lab staff were very responsive during the investigation and
re-reviewed laboratory SOPs with all staff following the incident. They also notified staff of the accident so
as to avoid similar incidents in the future.

Theresa Bell also notified the committee of an incident in the animal facility in which an animal cage was
placed back on the rack incorrectly, leading to the animals being without water. When the cage was
removed, a used syringe with intact needle was found in the feeder. Additionally, the individual who
conducted the procedure had not been added to the animal study protocol (ASP), had listed the incorrect
ASP on the cage card and had injected Listeria into the animals. Those involved with the incident and their
supervisors were contacted and an incident investigation is still in progress. LASP and ACUC were notified
of the incident and a subcommittee was formed in which to address the issues of concern. Ms. Bell was
requested to be part of the subcommittee and will update the IBC as necessary.
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REVIEW OF PROTOCOLS
NEW REGISTRATIONS

Randy Stevens 11-40: AIDS Monitoring Laboratory: Work with Clinical Specimens from Patients Recently
Vaccinated with Adenovirus Serotype 4 Recombinant Vector Candidate Vaccine The primary function of the
AIDS Monitoring Laboratory (AML) is to receive, process, and test clinical specimens from patients with HIV or other
emerging/re-emerging infectious diseases during treatment with a variety of antiviral and immunomodulatory
agents. In this project the laboratory will receive, process and store whole blood, serum, plasma and mucosal
secretions from patients enrolled in a NIAID-sponsored, IRB-approved Phase-1 clinical trial of the candidate vaccine
Ad4-H5-Vtn. The laboratory will not work directly with adenoviral vector stock nor will the lab be involved with the
culture of the vector. Work with material containing vector is limited to the processing of clinical specimens from
patients who have received the adenovirus vector. The IBC requested confirmation that samples were only
processed and frozen by the AML and that no other manipulations would be done. Steve Hughes moved to approve
the registry pending the aforementioned clarification. Lucien Winegar seconded the motion. (For: 9 Against: 0
Abstain: 1 (Mike Baseler — as this is his lab)

RENEWALS

Thomas Sayers 11-35 (08-36): Modification of tumor antigenicity and cell death in vitro & in vivo — Tabled
from July meeting, this renewal is for two ongoing projects in the lab. In project 1, the objective of these
studies is to assess how the immune system promotes tumor destruction in vitro and in vivo at the molecular level.
In order to examine this, mouse tumor cells will be modified by gene transfer to express specific antigens such as the
viral antigen hemagglutinin. In project 2, recent work from our laboratory indicates that mouse and human cancer
cell lines contain a small subpopulation of cells that express the embryonic transcription factors Nanog, Oct4 or
Sox2. There was some committee discussion regarding the Sleeping Beauty and PiggyBac systems that are being
employed; however these systems are considered reasonably safe, especially with the experimental design of this
protocol. Melinda Hollingshead moved to approve the registry. Theresa Bell seconded the motion. (For: 11;
Against: 0; Abstain: 0)

Simone Difilippantonio 11-36 (08-47): Breeding and maintenance of experimental colonies for genetically
engineered mouse models of inducible lung carcinoma, ovarian carcinoma, and glioblastoma BREEDING
ONLY Notification to committee

Peter Johnson 11-37 (04-08): Molecular genetics of the C/EBP family of transcription factors This renewal
is for the continuing research in the regulatory pathways that distinguish normal cells from cancerous cells, focusing
on the control of gene expression by specific DNA-binding transcription factors. In particular, this research involves
the C/EBP (CCAAT/enhancer binding protein) family of transcription factors. The group aims to understand the
regulation of C/EBPs by oncogenic signals as well as their target genes that contribute to tumorigenesis or tumor
suppression. They employ genetic approaches involving genetically engineered mice (GEM) and cells derived from
these animals, cell biological studies in tissue culture, and biochemical experiments using mammalian cell extracts or
recombinant proteins produced in E. coli. Virally transduced cells are also engrafted into mice as part of these
experiments. During IBC discussion there was concern regarding the following, that warranted clarification from the
PI: (1) Confirm that laboratory staff sign-off on the SOPs once trained and proficient in techniques; (2) how much
time passes between transduction of cells and transplantation into animals; (3) are animals restrained or
anesthetized prior to injection); and (4) how are the Myc and Ras oncogenes separated to avoid complementation?
Steve Hughes moved to conditionally approve the registry pending approval of clarifications listed above by lead
review. Scott Jendrek seconded the motion. (For: 11; Against: 0; Abstain: 0)

Peter Johnson 11-38 (08-12): Transcriptional control of cell proliferation and tumorigenesis in the mouse
BREEDING ONLY - Notification to committee
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Victoria Virador 11-39 (08-45): Propagation and characterization of BAG3 transgenic mice BREEDING
ONLY - Notification to committee

OUTSTANDING ITEMS

Trinchieri/Noer — IBC 10-60 Flow cytometry core lab: No new updates to report. Waiting on response
from program regarding SOPs.

Ji Ming Wang IBC 08-53 — Delinquent IBC notice was sent to Pl and immediate supervisor following an
accident investigation that was discussed at the July IBC meeting. Pl met with Theresa Bell and Kim
DiGiandomenico on 08/05/11 and was instructed as to what was needed for IBC.

AMENDMENTS
Eleven amendments were processed and approved between the July and August meetings.

OTHER BUSINESS

NIH Biosafety Policy for Cell Sorters — Per request of the committee at the July IBC meeting, a conference
call during the August meeting was arranged with Kevin Holmes and Steve Perfetto (NIH-Bethesda). The
call lasted for thirty minutes. Drs. Holmes and Perfetto provided some historical background for how the
policy developed. In June 2011, the draft policy was presented to the scientific directors at NIH and is
waiting for their approval. If the policy is approved, it is currently only an NIH policy and would not be
imposed at other federal agencies; however it was communicated that it would possibly be adopted as an
industry standard. Steve Hughes expressed the committee’s concerns regarding the classification of non-
infectious murine cell lines being handled at Biosafety Level 2 (BSL2) during a sort and asked about the risk
assessment that served the basis for this discussion. Drs. Holmes and Perfetto explained that the aerosol
hazards are much higher from a cell sort (12,000 particles/cms) than with dissecting an uninfected mouse,
which would be handled according to animal/biosafety level 1 precautions. Since the aerosolization
hazard was higher and there is potential of unknown endogenous pathogens being in the murine cells, the
policy was written to err on the side of safety and handle this type of sort at BSL2. After the conference
call ended, it was suggested that Dr. Craig Reynolds be present at a future committee meeting to discuss
how the NIH Biosafety Policy for Cell Sorters would be implemented.

Formal Process for Appointing and Renewing IBC members — Kim DiGiandomenico and Theresa Bell
presented a document to the committee to formalize the appointment and renewal of IBC members. Ms.
Bell and DiGiandomenico explained that they are in the process of documenting IBC practices and
procedures, as required by the NIH Guidelines, and the committee would need to review and approve
them. Should an NIH-OBA site visit ever occur, these types of documents would be requested. Prior to the
meeting, Dan McVicar said that reference to the requirements for the committee according to the NIH
Guidelines should be incorporated into the policy. No additional comments were provided. Once the
updates are made, the committee concurred that the document could be voted on via email.

Confidential information in IBC registrations — During a recent IBC review, one of the lead reviewers
inquired about confidential/proprietary information being in a registry or being excluded from a registry
and if there was a need for IBC members to sign a confidentiality agreement. The committee requested
for Theresa Bell to discuss this matter with Marianne Lynch, the SAIC-Frederick IP Attorney.

ADJOURNMENT
The meeting was adjourned at 1:50pm.

Next meetings: September 20, 2011 October 18, 2011
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