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Updated December 17, 2024

Bio Terrorism, FDA Registration, & CTPAT Statement

This letter is to provide notification to your company that Onset Worldwide is registered with the
Food and Drug Administration in compliance with The Public Health Security and Bioterrorism
Preparedness and Response Act of 2002, and its subsequent stated Interim Final Rule
Regulations. We have renewed registration as of October 3, 2024, with an updated Registration
Expiration Date of December 31, 2026. We have been instructed by the FDA to treat the FDA
issued facility registration numbers as confidential. Accordingly, until further notice, Onset
Worldwide will provide FDA facility numbers only to Government agencies and when required to
support specific product transactions.

Onset Worldwide’s Quality Team is competent in the aspects of food safety and properly trained
for the position including PCQI, HACCP and Internal Auditing Certifications.

Onset Worldwide is a certified member of C-TPAT (Customs-Trade Partnership Against
Terrorism), a supply chain security program established by U.S. Customs and Border Protection
(CBP). Membership in C-TPAT requires that our company and its business partners commit to
minimizing the risk of unauthorized and/or dangerous goods entering the U.S. in one of our
shipments. This commitment requires, among other things, that we ask our business partners
to analyze their physical security and internal control procedures, and certify that they have
taken the necessary steps to protect their part of the supply chain. Onset Worldwide has also
taken these steps and was audited in September 2017 and March 2022 to be a certified
member of the C-TPAT program, and subsequent years have been a Customs documentation
audit review. Should questions arise or further discussion be necessary, please feel free to

contact us at 908-777-5151.

Thank you,
@M

Sara Morriséﬁ, VP

Onset Worldwide

843 State Route 12, Suite B15, Frenchtown, NJ 08825
908-777-5151

QA@onsetworldwide.com
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