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
5150,000 must be signed by a Procurement Director and posted publicly for (3) business days.

DATE: 7/16/24

ITEM(S): International Investigational Pharmacy Services for TrialNet Coordinating Center grant

suppLIER ID;_0000065190 REQUIsITIONg; 189195427
<UPPLIER NAME: BIOTEC SERVICES INTERNATIONAL LTD

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:

A clearly delineated area of the scope of work of the TrialNet Coordinating Center grant is the
provision of operational components of related clinical trials, which are operated outside of the
US. In these cases; the country-specific Competent Authorities require an EU-based
Investigational Central Pharmacy in order to inspect, inventory and provision the investigational
medicinal products to each of the active clinical sites. Without this service, no study activities can
occur and therefore the required work cannot be completed.

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).

The services described above are not subject to competition from other suppliers due to the unique nature of the
partnership between the University and Biotec. Due to the extended period of time that Biotec has served in this
capacity; there exists great efficiency (in terms of time) in the initiation of newly launched TN protocols. Many
required documents are not unique to a given protocol; in this way the exisiting relationship is leveraged in order
to expedite new protocols coming on line and greatly increase the quality of the service(s) that the University is
able to provide to the needs of the Grant.

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.

In an effort to continually provide the highest level of value and service to the TrialNet Coordinating
Center grant; the staff of the TNCC is always on the lookout to solicit competitive quotes from
alternative suppliers. In this case, and due to the unique nature of the services being provided (ie.
federally-funded, academic consortium, multiple drug substance clinical trial(s), conducted in
multiple (EU and NON-EU), ex-US countries, no alternative exists in the marketplace.
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