9/° SOUTH FLORIDA

SINGLE SOURCE CERTIFICATION

DATE: Sept. 20, 2022

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.

Meeting Hotel to host the TrialNet Steering Committee Meeting in 2023

ITEM(S):

TrialNet Stud
PRICE: § 200000 FUND #: y
VENDOR [p: 2000065910 REQUISITION#:
VENDOR NAME: B/otec - PCl Pharma PURCHASE ORDER #:

FEDERAL GRANT: U Jy| N

Describe the equipment, commodity or contractual service and how it is to be used. Provide the justification for the single
source (note price cannot be used for justification). Attach additional pages if necessary. The Justification should describe in
lay language. The service/commodity and its intended use, The reasons the item is not subject to competition from other
sources, The necessity for purchase, and why only this service/commodity has unique features or qualities that will
accomplish the required needs of the buyer.

We have received funding through the NIH to conduct the activities associated with the TrialNet Coordinating
Center. In order to maintain appropriate national authority regulatory approvals associated with the importation,
Qualified Person release, shipping and final disposition of investigational medicinal product (IMP) in the EU
countries, it is necessary for us to contract with Biotec Services.

As continuation of a relationship dating back to 2004, we have been specifically instructed by the NIH to contract
with Biotec Services for IMP depot services required to operate clinical trials in the member countries. The
operation of these clinical trials, in accordance with the specific directives of the NIH program staff is of central
importance to the continued success of the project. We therefore ask that this documentation serve as sufficient
justification for a sole source for these services.

MIChael A, Digitally signed by Michael A.
Hernandez
H érnan d ez ___ Date: 2022.09.27 09:35:39 -04'00'
Purchasing Agent Date Approved by: Date

Authority: USF4.02010(IV)(A)(2)(b)

PUBLIC POSTING
START DATE 9/27/2022 END DATE 9/30/2022

Last Modified: 05/10/2021

OFFICE OF THE UNIVERSITY CONTROLLER, PROCUREMENT SERVICES
University of South Florida | 4202 E Fowler Avenue, | Tampa, FL 33620-4301
813-974-2481 | usf.edu/
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