Abbreviated title: Service plan procurement

Statement of Work

Procurement of a service plan for one (1) Emulate Orb and two (2) Emulate Zoe CM-2s
C.1 Purpose

The purpose of this acquisition is to procure a service plan that will allow for the
maintenance, update, and repair of one (1) Emulate Orb and two (2) Emulate Zoe CM-2s
which are essential instrumentation for the development of new approach methods
(NAMs) for evaluation of potential hepatotoxicity of foods and dietary supplements.

C.2 Background

The Human Foods Program (HFP) at the U.S. Food and Drug Administration (FDA) supports
the development and application of NAMs for the assessment of potential hepatotoxicity of
foods and dietary supplements. Emulate is a leading manufacturer of a microphysiological
system (MPS) intended for this purpose, which FDA HFP established in our laboratories in
2017. This MPS is a multi-cell type liver on a chip (Liver-Chip) platform that has been
evaluated for possible human translational relevance in weight of evidence regulatory
decision-making. Thus, to maintain FDA HFP as a leader in toxicological research,
continued evaluation and application of the Emulate system in our laboratories is vital. For
this purpose, a service plan is necessary to maintain and repair the advanced equipment
utilized for this work. As such, this acquisition aims to procure a service plan to ensure
uninterrupted function of one (1) Emulate Orb and two (2) Emulate Zoe CM-2s.

C.3 Objective

Procure a service plan for the maintenance, update, and repair of one (1) Emulate Orb and
two (2) Emulate Zoe CM2s. This service plan is critical to the uninterrupted function of this
advanced equipment utilized in FDA HFP NAMs development and application for the
evaluation of potential hepatoxicity of foods and dietary supplements.

C.4 Scope

The scope of this acquisition encompasses the procurement of a service plan for one (1)
Emulate Orb and two (2) Emulate Zoe CM2s. This service plan shall include full coverage
for parts, labor, and travel, equipment control software and hardware updates, and on-site
application support. Continued utilization of this equipment allows for the development



Abbreviated title: Service plan procurement

and application of human translationally relevant NAMs for the evaluation of potential

hepatotoxicity of foods and dietary supplements.

C.5 Requirements

C.5.1 Task 1: Purchase of a service plan for One (1) Emulate Orb and Two (2) Emulate Zoe

CM-2s

The Contractor shall provide a service plan that includes, at a minimum, the following:

a. The service plan mustinclude:

Full coverage for parts, labor, and travel

Equipment control software and hardware updates performed
remotely or on-site, at the Contractor's discretion

On-site application support including troubleshooting equipment
operation and maintenance, repair, or update of the equipment.
Following any maintenance, repair, or updates the vendor must
restore and verify the equipment is returned Original Equipment
Manufacturer (OEM) specifications before departing the FDA facility
and provide written or verbal communication about the repairs and
updates made to the TPOC.

iv. Acknowledgement of service requests within one (1) week of request.
Service engineer schedule with TPOC and provide on-site support
within one (1) month of request. Equipment shall be restored one (1)
week of on-site support or provide explanation and restoration plan if
more time is required.
C.6 Delivery
Deliverable # | Task # Title Required Format | Due Date Recipient
1 1 Service Plan Contractor format | No more than | COR
forone (1) acceptable 30 days after
Emulate Orb award date
and two (2)
Emulate Zoe
CM-2s

The service plan deliverable shall include, at a minimum:
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1. Maintenance, repairs, and updates to one (1) Emulate orb and two (2) Emulate Zoe
CM-2s returning all systems to the original equipment manufacturer specifications.

2. Preventative maintenance once (1) per year

3. Service requests shall be submitted via email

C.7 Government-Furnished Property (GFP)

None

C.8 Security Considerations

A federal government employee will provide an escort to the service engineer that comes to
FDA facilities to perform any maintenance, updates, or repairs on the equipment outlined
in the service plan. The engineer will not be provided access to any material that involves
non-public positions, and involves the lowest degree of adverse impact on the efficiency of
the Agency. The Contractor shall provide the full name(s) of any service engineer(s)
scheduled to visit FDA facilities to the COR at least three (3) business days prior to the visit
to allow for escort coordination. All Contractor personnel shall comply with FDA facility
access requirements upon arrival.

C.9 Travel

Travel and expense will be covered by the Contractor.

C.10 Place of Performance

Tasks associated with the service plan will be performed at FDA, 8301 Muirkirk Rd. Laurel,
MD 20708.

C.11 Period of Performance

Period of Performance will be 08/31/2026-09/30/2027

C.12 Contract Administration
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The Contracting Officer is:
Name: Jennifer Mun

Email: Jennifer Mun@fda.hhs.gov
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