From: Michael Armanious

To: Williams, Tiffany; Calvo-Torres, Virginia

Cc: Prevost, Rebecca; Leiser, Megan; Karen McCulloch

Subject: [EXTERNAL] WCG IBC Services, Sheila Baez-Torres MD , J4B-MC-OKAA and J3Z-MC-OJAA , AdventHealth Orlando
- Continuing Review, Post-Meeting Documents

Date: Friday, April 4, 2025 1:54:03 PM

Attachments: Outlook-A picture .png

Biohazard Sign, LY388 Studies, dated 04-04-2025.pdf
SOP, Biosafety for LY3884961 and LY3884963, dated 04-22-2024.pdf
Photos, IDS Pharmacy, dated 02-10-2025.pdf

Hi Virginia and Tiffany,

Dr. Baez-Torres’s J4B-MC-OKAA and J3Z-MC-OJAA continuing reviews were approved on 03-31-2025
by the AdventHealth Orlando IBC. I've attached the finalized Biosafety SOP and Biohazard Sign, as well
as a redlined copy with any changes made based on IBC recommendations from the meeting. Please
keep these for your records and training purposes and let me know if there are any additional changes
needed.

Please submit the following items as recommended by the IBC:
1. Photos of the biohazardous waste container(s) in the dosing room with the corresponding
Biohazard Symbol be provided to IBC Services.
2. biohazard sign be posted during study agent handling activities, including preparation and
dosing of the study agent, and that a photo of the posted biohazard sign be provided to IBC
Services.

Please let me know if you have any questions.

Thanks,
Michael Armanious

\’ Michael Armanious
IBC Services, Biosafety Analyst

wcg ™  Review Solutions

1019 39" Ave SE /Suite 120
Puyallup, WA 98374
Office:+1 360-252-2816

Michael. Armanious@wcgclinical.com |
wcgclinical.com
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BIOHAZARD

BIOSAFETY LEVEL 1 plus Standard Precautions

ADMITTANCE TO AUTHORIZED PERSONNEL ONLY

Agents: LY3884961and LY3884963, recombinant type 9 adeno-associated viral vectors

Use the following PPE for handling inside a Biological Safety Cabinet (BSC) and dosing: gloves,
gown, mask, and eye protection, shoe covers, hair covers

Use the following PPE for spill clean-up: gloves, gown, mask, and eye protection,

In Case of Emergency Call or See | Bldg/Room Main Phone Alternate Phone

Judith White, MD 100 West Gore 423-292-9352 NA
Street Suite 202
Orlando FL 32806

Sheila Baez-Torres MD 2501 N Orange 407-500-5252 NA
Ave Suite 481 (Available 24/7)
Orlando FL 32804

Rebecca Prevost, PharmD 2501 N Orange 407-303- 2498 NA

Ave Suite 481
Orlando FL 32804







AdventHealth Orlando
J4B-MC-OKAA and J3Z-MC-OJAA
BIOSAFETY SOP for LY3884961 and LY3884963

Dated 04-22-2024

1. PRODUCT NAME: LY3884961 and LY3884963; recombinant type 9 adeno-
associated viral vectors.

2.2,

2.3.

2.4,

RISK INFORMATION:
2.1.

Routes of Exposure: Possible routes of inadvertent exposure to the study
agents include sharps injuries (needle-stick, etc.), contact to skin or eyes,
inhalation, or ingestion.

Pre-exposure Requirements/Recommendations: There are no pre-exposure
vaccinations or tests recommended specifically for staff involved with handling
LY3884963.

Anticipated Effect of Exposure (for Study Staff): Although study staff may
not be exposed to the entire amount of the subject dose, anticipated effects
may include low grade fever, severe abdominal pain, abdominal discomfort, low
grade anemia, anaphylactic reactions and fever.

Staff Restrictions: Members of the study staff who have concerns regarding
working with the study agent are encouraged to self-identify. In addition, without
revealing personal health information, staff can discuss confidential
occupational health concerns with an appropriate healthcare professional per
institutional policy or their primary healthcare physician, who can implement
any necessary accommodations. Staff may decline to handle the study agent at
any time without specifying a reason and with no negative consequences.
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3. STORAGE AND HANDLING:

3.1.

Biohazard Signs: When the study agent is in storage or being handled, a
biohazard sign will be posted at the entrance to the room.

ACTIVITY ROOM NAME(S)/NUMBER(S)

STUDY AGENT STORAGE HD Storage Room, IDS Pharmacy 4th
Floor, Suite 481

STUDY AGENT PREPARATION Clean Room Suite, IDS Pharmacy 4th
Floor, Suite 481

STUDY AGENT DOSING Main Hospital, CT Exam Room 102

BIOHAZARDOUS WASTE STORAGE | CT Exam Room 102, Main Hospital

(FULL CONTAINERS) Shared Chemo Waste Room, IDS

Pharmacy 4th Floor, Suite 481

3.2.

3.3.

Personal Protective Equipment (PPE): The following PPE must be used
when handling LY3884963, LY3884961 and any contaminated biohazardous
material:

Preparation (BSC):
Xl GLOVES [X] GOWN [X] MASK [X] EYE PROTECTION
X] SHOE COVERS, HAIR COVERS

Dosing:
X] GLOVES [X] GOWN [X] MASK [X] EYE PROTECTION
X] OTHER - Hair and Shoe Covers

Spill Clean-up:

Xl GLOVES X] GOWN [X] MASK [X] EYE PROTECTION

Preparation: The study agent will be prepared inside a Biological Safety
Cabinet (BSC) in the Pharmacy’s segregated compounding area by a trained
pharmacy technician of the study staff, overseen by the trained study
pharmacist. The appropriate amount of study agent will be withdrawn from the
required number of vials using a non-safety needle into a syringe. The needle
will be recapped using the one-handed scoop method. In the event dilution is
required, the appropriate number of study agent and buffer vials are thawed at
room temperature, and a certain amount of buffer is withdrawn from the buffer
vial into a syringe using a non-safety needle, which is recapped using the one-
handed scoop method, and removed. The study agent is then drawn from each
study agent vial into a syringe using a non-safety needle, which is recapped
using the one-handed scoop method, and removed. A new needle will be used
for each study agent vial. The buffer and study agent syringes are connected to
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3.4.

3.5.

3.6.

each other using a syringe transfer connector, and the entire contents of the
study agent syringe are added to the syringe containing buffer. The syringe
transfer connector is removed from the syringe containing the diluted study
agent, the syringe is capped, and then inverted five times to ensure even
mixing. A sharps container is located within arm’s reach for immediate disposal
of used study agent vials and needles.

Study Agent Transportation:

3.4.1. External Transport (to be conducted according to DOT regulations):
The study agent syringe and ancillary kit will be transported inside a
rigid, leak-proof container labeled with a biohazard sticker. The syringe
and kit will be transported between handling locations within the
transport container by a DOT-trained staff member by car via public
roadways.

Dosing: The study agents will be administered to subjects in the Dosing Room
by a trained member of the study staff via sub-occipital injection with
radiographical guidance. The ancillary kit is attached to the syringe in the
dosing room just before injection. A biohazardous waste container is located
within arm’s reach for disposal of used study agent syringes and ancillary Kkits.

Decontamination (after study agent handling):

BSC and Work Surfaces: Peridox RTU with a wet contact time of 3 minutes.
Sterile isopropyl alcohol wipes will be used after-disinfection with Peridox RTU.

. BIOHAZARDOUS WASTE DISPOSAL: Biohazardous waste bins are available in

all areas where the study agent is handled. All disposable material that potentially
comes into contact with the study agents, including PPE, will be discarded as
biohazardous waste. Full biohazardous waste containers are collected and
decontaminated off-site.

. SPILLS and EXPOSURES:
5.1.

Spills: Only trained study staff members are allowed to decontaminate spills of
the study agent. In the event there is an accidental release of the study agents:

1. Stop, notify others, isolate the area, and allow aerosols to settle for 10
minutes.

2. Put on appropriate PPE as listed in section 3.2, if not already worn.

3. Remove any broken glass or sharps with a forceps or other applicable tool,
and place into a sharps container.

4a. For Small Spills (defined as less than 5 mL):
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5.2.

4b.

i. Overlay the spill with a paper towel and saturate the paper towel with
10% bleach solution.

ii. Allow the paper towel to stand for a wet contact time of 10 minutes.

For Large Spills (defined as greater than 5 mL):

i. Overlay the spill with paper towels and saturate the paper towels with
10% bleach solution, or full strength bleach for spills >25ml.

ii. Allow the saturated paper towels to stand for a wet contact time of 10
minutes.

Dispose of the contaminated saturated paper towels into a biohazardous
waste container.

Clean up any remaining disinfectant with another paper towel.

Discard all material, including PPE, into designated biohazardous waste
containers.

Immediately after completing the clean-up notify the Principal Investigator
and staff members as required per Institutional policy.

Exposures: In the event that there is an accidental exposure to the study
agents:

1.

Remove and dispose of contaminated PPE or clothing into a designated
biohazardous waste container.

For Skin Contamination: Wash the affected area immediately and
thoroughly using soap and warm water.

For Needle Stick Injury: Wash the affected area immediately and
thoroughly using soap and warm water. Cover with a sterile gauze
dressing which must be discarded into a biohazardous waste container
when removed.

For Eye Contamination: Rinse the affected eye thoroughly using an
eyewash, making sure that the water flow across the affected eye is from
the nose to the outer corner of the eye. If only one eye is affected, avoid
contaminating the other eye (the affected eye must be below the other
eye). Maintain the eyelids open and ask the exposed person to look up,
down, and sideways, thus more fully exposing the eyeball to the wash. In
the event of an eye exposure, the exposed individual should be referred to
a healthcare professional (eye doctor).

After completing first aid measures, notify the Principal Investigator and
other staff members as needed per Institutional policy. In the event of an
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‘overt exposure,” the Principal Investigator is required to notify the
Sponsor, the IBC and NIH Office of Science Policy (OSP). The exposed
staff member should be referred to an appropriate healthcare professional
according to Institutional policy.
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AdventHealth Orlando

JAB-MC-OKAA, J3Z-MC-0JAA, V940-002
Dated: 02-10-2025





Storage Room

(J4B-MC-OKAA, J3Z-MC-0OJAA, V940-002)






Pharmacy Workspace

Infusion Center, 4th Floor, Suite 481, IDS Pharmacy
(JAB-MC-OKAA, J3Z-MC-0JAA, V940-002)

Secured workspace Workspace interior

This Room is used to pass study agent vials through to the clean
room but that no manipulation of study agent occurs in this area.





Preparation Room

Clean Room Suite, IDS Pharmacy

(JAB-MC-OKAA, J13Z-MC-0JAA, V940-002)
USP 797 and USP 800 compliant
BSC, Sharps Container, Biohazard/hazardous waste






Dosing Room, Main Hospital,
CT Exam Room 102

(JAB-MC-OKAA, J3Z-MC-0JAA)

Portable eyewash bottle in room






Sink and Plumbed Eyewash

Clean Room Suite, IDS Pharmacy
(J4B-MC-OKAA, J13Z-MC-0JAA, V940-002)

Handwashing Sink & Plumbed Eyewash Station located in
anteroom of Cleanroom suite, < 10 ft from BSC






Dosing Room

Infusion Center, 8" Floor
(V940-002)

Dosing Room Sink & Eyewash Station
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Shared Chemo Waste Room

(J4AB-MC-OKAA, J3Z-MC-0JAA, and V940-002)

4t floor, preparation disposal exterior and interior






Biohazardous Waste Storage-
Main Hospital, CT Exam Room 102

(J4AB-MC-OKAA, J3Z-MC-0JAA)






Biohazardous Waste Storage-
Infusion Center, 8" floor

(V940-002)

Exterior door Interior






Transportation Container

(J4AB-MC-OKAA, J3Z-MC-0JAA, V940-002)

Transport Container
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