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Stephenson — 23-0022
Amendment: HVTN
307: A phase 1 clinical
trial to evaluate the
safety and
immunogenicity of V3
glycan targeting ferritin
nanoparticles
expressing native-like
HIV-1 envelope trimers
followed by boosts with
mRNA lipid
nanoparticles encoding
native-like HIV-1
envelope trimers in
adults without HIV

NIH Section: 11I-C

Contreras — 26-0003: A

Discussion / Follow-Up
Quorum present for meeting.
No issues or questions regarding these minutes from members. Presiding
motioned to approve, motion second, minutes were approved.

Review/Clinical Review: The BSO presented the risk assessment. This is a
previously approved clinical trial testing the safety and immunogenicity of V3
glycan targeting ferritin nanoparticles with adjuvants followed by a boost with
the mRNA LNP V3G CH848 mRNA-Tr2, (an mRNA LNP, encoding a soluble
HIV-1 Env trimer). The new amendment has added an optional second boost
with DV702B2-RNA (mRNA LNP encoding a transmembrane gp145 HIV-1
Env trimer); the does will be 50 mcg. Original doses schedules do not appear
to have been altered. DV702B2-RNA will be received and prepared by
research pharmacy staff and transported to the Clinical Research Center
(same location as the other vaccine preparations). Safety precautions for
staff (PPE, training, waste disposal, decontamination) will be consistent with
original study design. The lab has been inspected and is in good compliance.
Staff training must be confirmed prior to final approval.

Biosafety Level Approval:
Biosafety Level-1 (BSL-1)

Discussion:
No additional questions or concerns from committee members.

Vote to Approve:
For: 10

Against: 0
Abstain: 0

Review/Clinical Review: The BSO presented the risk assessment for this
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mouse and porcine
animal model of skin
wound infection

NIH Section: 1lI-D
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new protocol. The lab will culture Pseudomona Aeruginosa (recombinant
strain PAO1 P1-lux for strain PAO1) and Methicillin-resistant Staphylococcus
Aureus (MRSA / recombinant strain S.aureus SAP149 for USA300), from
frozen glycerol stocks and inoculate them into skin wounds of animal (mouse
or pig) models to establish infection. In the mouse model, one single skin
wound will be made (1cmx1cm) in the dorsum and in the pig model, 12
individual wounds (1.5x1.5cm) in the lateral dorsum p/side, thus 24 wounds
total. After inoculation the wounds will be sealed up and healing patches
may be applied. These procedures will be carried out at RW8 (Dana 8) in
room RW-0858 in a BSC. Surface disinfection will be done prior to and
following use. BL-2 PPE will be worn at all times.

The lab is in communication with Dr. Kirby’s group for agent specific training
and staff training must be confirmed prior to final approval. The lab was
visited recently by the BSO to ensure proper facilities and equipment are
accessible. A safety container for transport will be used on (same floor 8) and
downstairs to SL-3 ARF. No rDNA work will be conducted however the
strains used will be recombinant, expressing a fluorescent reporter gene
only.

Biosafety Level Approval:
Biosafety Level-2 (BSL-2) for lab work
Biosafety Level-2-N (BSL-2-N) for housing for rodents

Discussion:

Several questions/concerns were discussed regarding this protocol and
committee members determined that they need more information on the
following items in order to vote on this protocol:

Clarification on Proposed Work: The BSO and the IACUC member on the
IBC committee understood that this protocol would be for swine work only
and that mouse work was being conducted at another institution. The
committee is also seeking confirmation on which pathogens will be included
in this work.

Addressing Pathogenic Environmental Exposure Risks: More information
is needed pertaining to where the work will take place and what procedures
will be in place to prevent exposure. One member noted that the swine work
related to MRSA is unlikely to be approved because of the lack of appropriate
containment for this work; swine work cannot be completed in a BSC and
bandage and wound checking would need to occur in a sterile operating
room, which is where all other animal procedures occur. However, there is a
potential for the Pseudomona Aeruginosa work to be approved, once clear
protocols and procedures are worked out with the PI.

IACUC Approval: The committee determined that in order for this protocol to
obtain IBC approval, the Pl must clarify what work is being done, what
pathogens are included, where the work will take place and what the
containment and special precautions are for this work and these must match
any IACUC submission.

The Chair summarized that before the committee would move forward with a
vote on this protocol, the following items are needed:

1. IACUC protocol matching IBC submission will be needed—for either the
mouse work, the pig work or both.

2. Clarification on what species are being used in this work— Pseudomona
Aeruginosa, Methicillin-resistant Staphylococcus Aureus, or both.

2. If the mouse work is approved, the committee will need information on,
and the protocol will need to include, where the work will happen, transport
information, disposable cages.

Committee agreed to table this vote pending further information.
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Scheduled Business

Reported Incidents
Adjournment
General

Scully — 26-0004-R:
Analysis of double
strand break repair and
stalled fork repair in
mammalian cells

NIH Section: llI-D, llI-E

Next meeting

Meeting Minutes

Review/Clinical Review: The BSO presented the risk assessment. This
protocol is a consolidation of work originally approved by Harvard COMS.
The lab will work with several recombinant technologies, including
CRISPR/Cas9, DNA plasmids, and replication incompetent retroviral
vectors. Genes of interest include those involved in DNA repair, DNA
damage signaling processes, replication fork stalling, as well as tumor
suppressors and genes related to oncogenesis. Additionally, both
commercial and non-commercial human cells will be used. The lab has
been inspected and is in good compliance. Staff training must be
confirmed prior to final approval.

Adenovirus based vectors are mentioned in the description, however not
listed under viral vectors. They should be added prior to final approval.

Biosafety Level Approval:

Biosafety Level-1 (BSL-1) (E. coli)

Biosafety Level-2 (BSL-2) (Adenovirus and murine retrovirus) and human
cells

Biosafety Level-2+ (BSL-2) BSL-2+ (lentivirus with oncogenic inserts)

Discussion:
No additional questions or concerns from committee members.

Vote to approve:
For: 10

Against: 0
Abstain: 0

No incidents to report
Meeting adjourned at 1:30 PM.
The next meeting will be held on May 6 at 1:30 PM on Zoom Meeting
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