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This document lists observations made by the FDA representative(s) during the inspection ofyour facility. They are inspectional 
observations, and do not represent a final Agency detemiination regarding your compliance. Ifyou have an objection regarding an 
observation, or have in1plemented, or plan to implement, corrective action in response to an observation, you may discuss the objection or 
action with the FDA representative{s) during the inspection or subrit this infonnation to FDA at the address above. Ifyou have any 
questions, please contact FDA at the phone number and address above. 

DURING AN INSPECTION OF YOUR FIRM IOBSERVED: 
OBSERVATION 1 
Your fnm failed to have systems in place to enable compliance with the verification requirements of the 
DSCSA. 

Specifically, 

(A) Your written procedure, SOP-ABN-QA-0040, Version No. 000, titled ''Notification to the FDA of 
an illegitimate or suspect illegitimate product," effective 11/8/2023, is inadequate in that it fails to 
describe systems and processes for ( I) identifying suspect product; (2) conducting investigations of 
suspect product in coordination with trading partners, which must include validating any applicable 
transaction histo1y and transaction info1mation in your possession; (3) notifying the Food and Drng 
Administration (FDA) that suspect product is not illegitimate, when applicable; and (4) othe1w ise 
investigating to dete1mine whether a product is an illegitimate product. 

(B) Your written procedure, SOP-ABN-DC-0004, Version No. 017, titled "Receipt of Finished Drng 
Product," effective 5/10/2024, states in part "Report to the Inbound Impo1t Manager if any questionable, 
suspicious, inisbranded, counterfeited, suspected of being counterfeit, adulterated, or othe1w ise unfit for 
_human use. QA shall immediately repo1t to the appropriate State Board of Pha1macy and FDA within 

4[H> I" The Drng Supply Chain Security Act requires that trading prutners notify FDA 
and immediate trading pa1tners within 24 hours after dete1mining a product in a trading prutner's 
possession or control is an illegitimate product. Additionally, the statute requires manufacturers to notify 
FDA and immediate trading prutners within 24 hours after dete1mining a product is at high risk for 
illegitimacy. 
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(C) Your written procedure, SOP-ABN-QA-0040, Version No. 000, titled ''Notification to the FDA of 
an illegitimate or suspect illegitimate product," effective 11/8/2023, is inadequate in that it fails to 
describe systems and processes to notify FDA and immediate trading partners within 24 hours after 
detennining a product is at high risk for illegitimacy, and te1minate notifications that are no longer 
necessa1y . 

(D) Your fnm, upon receiving a notification of illegitimate product from FDA or a trading paiiner, does 
not have systems and processes in place to identify and investigate illegitimate product subject to the 
notification that is in your fnm's possession or control. 

(E) Your fnm does not have written systems and processes for responding to requests for verification of 
the product identifier from FDA or an authorized trading paiiner in possession or control of a product 
they believe to be manufactured by your fnm. 

OBSERVATION 2 
Your fnm failed to notify FDA within 24 hours after dete1mining that product in your possession or 
control is an illegitimate product. 

Specifically, 

On May 31, 2023, your fnm was ale1ied to an instance of cargo theft involving prescription dtug 
products in your fnm's control. Where there is credible evidence that a product is stolen, that product is 
illegitimate product under the Drng Supply Chain Security Act. Upon becoming aware of the theft, your 
fnm did not submit a notification of illegitimate product to FDA within 24 hours. A notification of 
illegitimate product must be submitted to FDA within 24 hours after a product is dete1mined to be 
illegitimate product. The following dt11g products were stolen during the cai·go theft: 

Description Lot Number 
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