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DEPARTM ENT OF HEALTH AND HUMAN SERVICES 
rooo /\ND DRUG /\OMINISfR/1 TION 

DISTRh.1 o• n.,E ADDRESS ANO PHO~E NUMBER DA TE(S) OF l'ISPECTIO~I 

Florida 01stnc1 Office 
OJ 03/2025-03/06/2025:,~5 \\ indcrle} PL 

Maitland H. •Z751 FEINUM8ER 
Phont'. 407-•17<;•4200 

3007309137
lndu~II} Information:"" w.fda.gov,oc/mdustry 

NAM[ ANO T TLE OF INDIVIDUAL TO WHOM REPORT IS ISSUE~D------______.____ 

TO: Dean Bert) , President 

FIRM NAM( STREET ADDRESS 

Sterling D1s1ributors. I.I C 4381 NW 124 Ave 
CITY STATE ANO 21P CODE --+-T-YP-E OF ESTABLI-SH_M_E_NT_IN_S_P_EC,,-T-EO--

Coral Springs, FL 33065 Distributor 

THIS DOCUMENT LISTS OBSERVATIONS MADE BY THE FDA RE,;;ESENTATIVE(S) DURING THE INSPECTION OF YOUR FACILITY ~RE INSPECTIONAL 
OBSERVATIONS, ANO DO NOT REPRESE~T A FINAL AGENCY DETERMINATION REGARDING YOUR COMPLIANCE IF YOU HAVE AN OBJECTION REGARDING AN 

OBSERVATION. OR HAVE IMPLEMENTED. OR PLAN TO IMPLEMENT CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS T"E 
08.:ECTION OR ACTION WITH THE FDA REPRESENTATIVE($) DURING THE INSPECTION OR SUBMIT THIS INFORMATION TO FDA AT THE ADDRESS ABOVE IF 
YOU HAVE ANY QUESTIONS. PLEASE CONTACT FDA AT THE PHONE NUMBER ANO ADDRESS ABOVE 

DURING AN INSPECTION OF YOUR FIRM (I) (WE) OBSERVED 

OBSERVATION I: 
From August 2024 to February 2025, your finn engaged in wholesale distribu tion of prescription drug products 
without being appropriately licensed as required by section 503(e) of the Federal Food Drug and Cosmetic Act 
(FD&C Act). 

Your finn received tbH4l units of prescription drug products from a vendor, Distributor A, from August 29, 2024 
to February 4, 2025. Your fi rm sold !b><4> uni ts of prescription drug units to customers from August 29, 2024 to 
February 5, 2024. For example, your firm approved the following distributions o f prescription drug productions 
without a Florida,!b><4> wholesale license: 

I. On I 1/5/2024, distri bution offbl(4f units of tbH4> mg lnjection. tbH4> units was a 
"T.'"~===----~:-'."":'==

41 41 41 counterfeit product with lot # lt>l < The lb> <4> nit is lot # !bl < !bl < lots were shipped under the 
same tracking numberbH4> to a pharmacy i '16)(4) 

2. On 12/09/2024, distribution ofP»l4> unit of1iil<41 mg Injection, lot # !bH4l under -----------""='"-4 ----shipment tracking numbed'>H41 to a pharmacy ir.,_lb_H_1___, 

3. On 12/10/2024, distribution of<bH4> units o !b><4> injection, lot numbers '!bH4l and !b><4> 
unitS off:l mg Injection lot numbers.1otb_H_4>_________ under the shipment 
tracking numbei(b)(4l to a pharmacy in ..r H_ 4_ 1 ___ 
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DEPARTMENT OF HEALTH ANO HUMAN SERVICES 
FOOD ANO DRUG ADMINISTRATION 

OISTRIC1 OFFICI:. ADDRESS ANO PHONE NUMBER CA TE(S) OF INSPECTION 
Florida District Office 
55S Winderlc), PL 03/03/2025-03/06/2025 
Maitland Fl 32751 

FEit/UMBERPhone 407-475-4200 
3007309337Industry lnfonnation: "W\\Jda.gov/oc/industry 

NAME ANO TITLE OF INDIVIDUAL TO WHOM REPOR'·r..,,1s"1...ss;::-,u,:-eo=--------

TO: Dean Berry, President 
FIRM NAME ----------------,-,S::-::T:-::-RE=,E::-::TCC"A-=-Do""'R'""E-=-ss-=---------------

Stcrhng D1stnbu1ors, LLC 4381 NW 124 Ave 
CITY, STATE ANO ZIP C;:::O~O~E-------------~------

TYPE OF ESTABLISHMENT INSPECTED 

Coral 'pnngs, FL 3306S Distributor 

OB ERVATIO 2: 
Your llrm failed 10 comply with the requirements ofsection 582(c) of U1c FD&C Act, as amended by the Drug 
Supply Chain Security Act (DSCSA). For example: 

1. Your firm conducted transactions with trading parlners who are not authorized trading partners in violation of 
section 582(c)(3) of the FD&C Act, as amended by the DSCSA. Specifically, on August 29, 2024, your firm 
purchased product covered by the DSCSA from another drug distributor, Distributor A. Distributor A does not 
hold appropriate state licensure and has not made annual reports to the FDA. In addition, by November 2024 you 
were made aware that this distributor may be d istributing illegitimate product, and you continued to work with 
Distributor A until February 2025. 

2. Your firm failed to respond to requests for information from federal and state regulators as required by section 
582(c)(l)(C) of the FD&C Act, as amended by the DSCSA. For example, a request for records about suspected 
counterfeit or diverted product identified at a phannacy in /'>)(41 ~ated I l/19/24, sent via certified mail and 
delivered to Sterling Distributors at 4381 N.W. 124 Avenue, Coral Springs, FL, 33065 by the fb)(4> !Board of 
Phannacy was not responded to. In addition, the !'>)(4> Board ofPharmacy first reached out to Sterling on or 
around 1/8/25, seeking information about suspected counterfei t or diverted product identified at a pharmacy in 
(b)(4J On 1/23/25, the ~)(41 7 Board of Phannacy followed up via email and certified mail. The 
(b)(4J Board of Phannacy did not receive a response from Sterling on any of the communications. Finally, 
when the Food and Drug Administration presented you with a Request for Information Letter on 3/4/24, you were 
unable to provide FDA with the applicable transaction information and transaction statement. 

3. Your firm failed to respond to notifications of illegitimate product from trading partners as required by section 
582(c)(4)(B)(iii) of the FD&C Act, as amended by the DSCSA. For example, your finn was notified by a 

dispenser that they were concerned they had received fa lsified 1'>)(4> 1from Sterling after product was returned 
to the dispenser. The manufacturer of the product determined that the product was counterfeit. The dispenser 
returned the product to Sterl ing on 12/5/24 and your fi rm took no action to investigate the product, identify other 
illegitimate product in your possession or control, incl_uding product subs_equently received, and notify trading 
partners as required by the DSCSA. Your firm also failed to cooperate with the manufacturer's investigation into 
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DEPARTMENT OF HEALTH ANO HUMAN SERVICES 

FOOD ANO DRUG AOMINISTRA TION 

DISTRICT OffICE AODRESS,:A:;:N;;;O:--;:;P:;-;H:;;:ON::-;E:--:N-:-:-U::--:l.lc::-8E""R:--------­
DATE(S) OF INSPECTlml 

f' lori da D1M1ict Office 
55S Winderley PL 03/03/2025-03/06l2025 
Maitland FL 32751 

FEI NU\48ERPhone: 407-475-4200 
3007309337Industry lnf~rmntion. "ww.fda.govloc/induwy 

NAME ANO TITLE OF INDIVIDUAL TO WH()MUDOREe',P;;::;O:;;RT:.-:1;;;-s.,,s;-;;S7::UE"'O:--------

TO: Dean Derry, President 
FIRM NAME 

STREET ADDRESS 

Sterling Distributors, LLC 4381 NW 124 Ave 
CITY STATEANO ~ TYPE or ESTABLISHMENT INSPECTED 

Coral Springs, FL 33065 Distributor 

this product. The manufacturer first contacted your firm on 12/17/24 and followed up via voice message and email 
on 12/ 19/24 and 1/3/25. These subsequent communications were not responded to, and Sterling never addressed 
the manufacturer's questions about the returned product. Notably, your firm continued to receive product 
containing the same lot number from the same distributor, Distributor A, and your firm continued to distribute this 
product. Your firm continued to receive shipments of this product from Distributor A until January 28, 2024, and 
last distributed product containing this lot number on February 3, 2025. 

4. Your firm failed to appropriately identify and investigate suspect product in your possession or control as 
required by section 582(c)(4)(A)(i) of the FD&C Act, as amended by the DSCSA. For example, you failed to 
identify as suspect product, and investigate accordingly, product distributed from a firm that you knew, or had 
reason to know. had been identified by a trading partner and two states boards of pharmacy as distributing suspect 
or illegitimate product. Your firm continued lo purchase from this distributor, Distributor A, through February 4. 
2024, and distribute the same lot numbers you had been alerted to by your downstream trading partner and the two 
state boards ofpharmacy, up until February 5, 2025. 

5. Your firm failed to collect and maintain transaction information and transaction statements as required by 
section 582(c)(l)(A) of the FD&C Act, as amended by the DSCSA. Your finn also failed to share transaction 
information and transaction statements with downstream trading partners as required by section 582(c)(l)(A) of 
the FD&C Act. 

6. Your !irm failed to make notifications to trading partners of illegitimate product in your possession or control as 
required by section 582(c)(4)(B)(ii). Specifically, after receiving a returned unit of counterfeit p>H4J Jfrom a 
dispenser, your finn did not conduct an investigation in coordination with trading partners. For example, you did 
not verify the product identifier with the manufacturer by confirming that the product identifier upon the package 
corresponded to the information assigned to the product by the manufacturer. 

7. Your !irm failed to have systems in place to comply with the verification requirements ofsection S82(c)(4) of 
the FD&C Act, as amended by the OSCSA. f-'or example: l) your firm failed to have systems in place to identif\. 
suspect product; 2) your firm fai led to have systems in place to conduct investigations into suspect product, ., 
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DEPAR1 MENT OF HEALTH AND HUMAN SCRVICES 
FOOD AND DRUG AOUJN1S1RATION 

OATE(S)Of INSPCCTIOtlDISTRICT OFFICE AJORESS ANO PHONE NU'-'SER 

Florida D,stnct Office 
55~ \\ mdcrley Pl. 
Mai1lanJ l·L. 327~ I fEI UUMOCR 

rhonc 407-475-4200 3007309337 
lrnfastry lnformttion. "w,, fda go, oc/mdustry 
N~NO r,nE OF INOMOU"-L TO WliOM RE PORT IS ISSU!:D 

TO· lk.:in RcIT), Prcs1drnt 
-:..~M'E TsrREET ADDRESS 

,1381 NW 124 Mc'- c.- ling Distributors. LLC 
TYPE Of ESTI\BUSHUENT INSPECTEDilATC A.',,O ZIP CODE 

Distr1h111orCoral Springs. H . 33065 

1ncludmg systcrh for coc rdtnallon ,vith tn,dmg partner~: 3) )Our tirm foiled to have systems in place to moke 
notifications of 1llcgitimalc product lo I DA and trading partners: and (4) your firm failed to have systerns in place 

to resrx1nd tor : ficat :m, of ilk~ t1mai..; product. 
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