2/’ SOUTH FLORIDA
SINGLE SOURCE CERTIFICATION

Authority is requested to make the following purchase under the provision of USF System Regulation
USF4.02010(IV)(A)(2)(b) as a non-competitive purchase available from only one source. By submitting this form,
department acknowledges that existing exemptions will not apply to this purchase. Single source requests exceeding
575,000 must be signed by a Procurement Director and posted publicly for (3) business days.

DATE: 12/07/2022

TN25 Rituximab Followed by Abatacept Versus Rituximab Alone in New Onset Type 1 Diabetes Orencia Placebo Saline Syringe Packaging, Storage and Shipping

ITEM(S):
price: ¢ $123,804.62 FUND #: 6163108232
SUPPLIER ID: REQUISITION#:

suppLiEr Name: PCI Clinical Trial Services

FEDERAL GRANT: @Y QN

In your words, describe the equipment, commodity, or contractual service. Explain how these specifications
are essential to the accomplishment of your work:

PCI will provide secondary packaging, storage, and ship supplies to the central pharmacy.
This is an integral intermediate step to provide the PCI manufactured placebo syringes to
the central pharmacy for study use and distribution. PCI was the only company who
communicated they had the capabilities to create a match to the active agent for the
clinical trial in development.

In your own words, describe the reason(s) the item is not subject to competition from other sources and
how the stated specification(s) restrict the requisition to only one supplier. Description may include unique
features/compatibility/specifications/availability/delivery time frame etc. (Note: Price is not a valid reason).

Timeline and producing a match to the commercially available syringe for Orencia is why PCI is most capable of
this scope of work. PCI can fulfill the scope of work in 13-17 weeks after approval of the contract/quotes. The
project was discussed with another company, Catalent but relayed that their syringe fulfillment line was already
booked out 10+ months, which didn't align with the need to start this trial in late Q1 2023 to early Q2 2023.
Additionally, Catalent informed they weren't confident they could mask the placebo arm to the active agent
syringe.

In your own words, describe the due diligence conducted to validate this supplier as Single Source.
Description SHOULD list all other suppliers with item(s)/service(s) with similar functions, your efforts to
identify other suppliers, and why these suppliers would not qualify to submit a competitive quote.

Talked with a total of 3 potential suppliers: 1) PCI Clinical Trial Services, 2) Patheon, and 3) Catalent. The same scope of work
was conveyed to each of these 3 companies, all of which who have production capabilities to support the pharmaceutical
component of clinical trials. As noted in the prior description, Catalent could not meet our trial timeline and lacked confidence to
manufacture a placebo match. Patheon informed they did not have capabilties to produce a syringe match to the BMS Orencia
syringe; they only offered to source Orencia from their distributor, which we already have through Eminent for all of our other
clinical trials. For these reasons, PCl is the most capable of the 3 companies contacted to executive this scope of work.

Digitally signed by Michael A.

Michael A. Hernandez Hemandez sTarT 3/16/2023  ¢\p 3/21/2023
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