NCI-FREDERICK
INSTITUTIONAL BIOSAFETY COMMITTEE

MINUTES
Jury 27,2010

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) |:| Serguei Kozlov

X] Theresa Bell <] ban McVicar (Chair)
& Stephen Creekmore (left at 1:20 pm) & Randall Morin

X] Bruce Crise [ ] shalini Oberdoerffer
X] Eric Freed X] Alberta Peugeot

& Melinda Hollingshead (left at 1:20 pm) & Raja Sriperumbudur
& Stephen Hughes |:| Lucien Winegar

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

|:| Dianna Conrad (regrets)
X] Kim DiGiandomenico

Other

& Paul Lyons (for Dianna Conrad)
|:| Tim Rowe (regrets)

X Karen Barber

[ ] Robert Thomas

Dan McVicar informed the committee of two new IBC members: Dr. Raja Sriperumbudur, Manager R&Q,
Animal Program Veterinarian and Dr. Shalini Oberdoerffer, Head, RNA Processing in Cellular Development
Section. Dr. McVicar asked the committee to introduce themselves to Dr. Sriperumbudur before moving

onto new business.

Kim DiGiandomenico also circulated an IBC contact information sheet so that current information was on
file in the EHS office and so that it could be provided to NIH/OBA to inform them of the new committee
members and any other committee membership changes.

APPROVAL OF MINUTES FROM JUNE 15, 2010 MEETING
The June 15, 2010 meeting minutes were approved as written.
(A motion and second were made. (For: (9) Against: (0) Abstain: (0))

ACCIDENT REVIEWS

Theresa Bell provided accident reviews from May 17 through July 27, 2010. During that time period, three
reported needlesticks occurred, but with non-hazardous materials. One occurred during dosing — the
individual was filling a syringe, missed the vial and injected into a finger; another occurred when an
individual was using a needle to poke holes in parafilm; and the third occurred when a mouse kicked a
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syringe, causing the needle to turn into the individual’s finger (this animal was being restrained during the
time of the accident).

Further discussion arose regarding the incidence of needlestick injuries over a years’ time as well as the
need to know the number of needle uses per day. The committee asked Ms. Bell to look at these numbers
and provide some feedback at next months meeting. They discussed the possibility of enhancing the
current BBP training provided through EHS as well as training provided by LASP to help reduce the
prevalence of these injuries from occurring.

REVIEW OF PROTOCOLS
NEW REGISTRATIONS

Giorgio Trinchieri 10-32: Gene expression in human dendritic cells and cytokine signaling in human cells
The registry discusses the use of primary cells being stimulated with cytokines to analyze signaling. The PI
acknowledged the risks involved when working with unscreened primary cultures and the reviewers felt
there were no other outstanding issues to address. Eric Freed moved to approve the registry as written.
Melinda Hollingshead seconded the motion. (FOR: 10; AGAINST: O0; ABSTAIN: 0)

RENEWALS

Robert Wiltrout 10-29 (06-70): Generation of renal and hepatic carcinomas by targeted gene
delivery/transfer The committee expressed concern regarding the lack of revised sharps handling
procedures in response to a recent needlestick in this laboratory. Concerns with the prior injury led to
much committee discussion regarding the development of training programs for safe sharps handling, and
ensuring that individuals using sharps demonstrate proficiency in their techniques on a recurring basis. The
committee requested additional clarification in the registry for the following: 1. Potential hazards
affiliated with Cre; 2. clarification that only subgroup A of the RCAS system is being employed; 3.
clarification of the mammalian system in B5e2; 4. a note in B5g1 to indicate that reverse transcriptase (RT)
is a viral, not a cellular, enzyme and the (second) block to the replication of RCAS in mammalian cells is not
at the level of RT; and 5. recognition in E6f1 that even one ‘hit’ does not make an oncogene any safer,
especially if the underlying health condition of lab personnel is unknown.

Two motions were made: the first, by Dan McVicar, was to have EHS and LASP, with the assistance of
Melinda Hollingshead and Raja Sriperumbudur, develop a training module which outlines safe use of
needles in research; similar to a ‘Lessons Learned’ or ‘What NOT to do when using needles in your
research’. Steve Creekmore seconded this motion. (FOR: 10; AGAINST: 0; ABSTAIN: 0). The 2nd motion,
also made by Dr. McVicar, was to approve the registration with the stipulation that the injections be
observed by EHS, with follow-up as needed, and for the Pl to address the clarifications requested by the
committee. Theresa Bell seconded this motion. (FOR: 10; AGAINST: 0; ABSTAIN: 0).

Judy Poiley-Nelson 10-33 (06-105): Quality control Testing of Products by Biopharmaceutical Development
Program (BDP) Process Analytics Group The committee requested for the Pl to confirm if the cells are
fixed when doing FACS analysis. In addition, they requested that the Pl is made aware that both XMLV and
XMRYV are potential human pathogens and should be treated as such. Theresa Bell also notified the
committee of correspondence she received from the PI, just prior to the meeting, regarding the storage of
materials in the BDP repository for a client. Some of the materials would be shipped to a subcontractor,
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but none of the materials would be opened or handled at the BDP. Ms. Bell wanted IBC feedback as to
whether the materials needed to be amended into an IBC document, since they were not part of the PI’s
research, or if a memo from the Pl detailing the materials and their purpose would be sufficient. Bruce
Crise volunteered to review the information on behalf of the committee. Dr. Crise motioned to approve
the document as written pending the clarifications noted above. Ms. Bell seconded the motion. (FOR: 9;
AGAINST: 0; ABSTAIN: 1 (Steve Creekmore — conflict of interest)).

OUTSTANDING ITEMS

Frank Ruscetti 10-31 (09-47): Mechanism of Transmission of Human Lymphotropic Virus (HTLV) and
Xenotropic MulLV-Related Virus (XMRV) Waiting for additional comment from Pl/program manager. Only
lead review required to release approval.

AMENDMENTS

Twenty-five amendments were processed and approved between the June and July meetings; while five
were processed but remained outstanding (i.e. waiting for Pl or lead review response) as of the IBC
meeting date.

OTHER BUSINESS
- DT Animal Injections Observations IBC# 10-07
The diphtheria toxin animal injections were observed for IBC# 10-07 on June 28, 2010 by EHS and a
summary of the findings were provided to the IBC. The committee requested for the Pl to provide a
signed document for how the deficiencies in his protocol would be remediated and to schedule a
second observation by EHS. If the Pl does not respond to the request and remediate the deficiencies,
then the issue is to be brought back to committee.

- Human cell line pathogen screening
Dan McVicar provided a summary of the IBC discussions to-date related to pathogen screening of
human cell lines prior to injection into animals. Dr. McVicar made a motion which was seconded by
Theresa Bell: An investigator must demonstrate to EHS that BSL2/ABSL2 criteria are being met, as
defined in the CDC/NIH publication Biosafety in Microbiological & Biomedical Laboratories 5™ edition.
If the criteria cannot be met, then research with the materials will not be permitted until the
BSL2/ABSL2 conditions can be met and are approved by EHS. Human pathogen screening of cell lines
prior to injection into animals will no longer be required. (FOR: 9; AGAINST: 0; ABSTAIN: 0)

- Breeding of BSL1 Transgenic Rodents
The committee was informed that a Federal Register notice was published for public comment on the
proposed exemption for breeding of transgenic BSL1 rodents.

- IBC webpage / form
Theresa Bell updated the committee on the status of the new IBC webpages and web-to-database
forms.

- Dr. Vineet KewalRamani
Dan McVicar notified the committee of the lack of response from Dr. Vineet KewalRamani regarding
the request for an IBC registration from EHS. To summarize, Dr. KewalRamani was asked to register his
research with the IBC as a result of an accident in his lab. The IBC was notified of repeated non-
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response/non-compliance which was then brought to the directorate. Dr. McVicar requested IBC
consensus to move forward with enforcement through the office of Dr. Craig Reynolds. The committee
concurred. Paul Lyons stated he would notify Dr. Reynolds of the committee’s support.

ADJOURNMENT
The meeting was adjourned at 1:57 pm.

Next meetings: August 17, 2010 (549 EBR) September 21, 2010 (549 EBR)
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