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CITY STATE AND ZIP CODE ------ TYPE OF ESTABLISHMl:NT INSPECTED ___________ 

I a}ettev11le, "IC 28304-3412 J \\.'hole~~U1stribut_o_r ______________ 

THIS DOCUMENT LISTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE($) DURING THE INSPECTION OF YOUR FACILITY THEY ARE INSPECTIONAI. 
OBSERVATIONS AND DO NOT REPRESENT A FINAL AG l:.NCY DETERMINATION REGARDING YOUR COMPLIANCE tF YOU HAVE AN OBJECTION REGARD NG AN 
OBSERVATION OR HAVE IMPLEMENTED OR Pl.AN TO IMPLEMENT CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION YOU MAY DISCUSS THE 
OBJECTION OR ACTION Vv,TH THE FDA REPRESENTATIVE($ OURlf,,G THE INSPECTION OR SUBMIT nus INFORMATION TO FDA AT THE ADDRESS ABOVE IF 
YOU HAVE ANY QUESTIONS PLEASE CONTACT FOAAT THE PHONE NUMBER AND ADDRESS ABOVE 

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

OBSERVATION l 

Your firm failed to have systems and processes in place to ensure compliance \\1th the requirements ofsecnon 582 
(c)(4) of the Food, Drug and Cosmetic Act, as amended by the Drug uppl) Chain ecunt) .\ct (D, C A) 

Speci ficall), 
I\ . Your document "Pharmaceutical and Medical Surgical Equipment tandard Operating Procedure ( OP)," dated 
30 July 2024 (Version 4.0), is inadequate, in pa11. because it fails to describe S) terns and processe for (I) 
identifying suspect product; (2) investigating suspect product in coordination Wlth trading partners, which must 
include validating any applicable transaction history and transaction information in )OUr po se sion and ,erifying 
the product identifier at the package level; (3) making notifications of suspect and illegitimate product to trading 
partners; ( 4) responding to notifications of tilegitimate product; (5) makmg noufications of illegitimate product to 
fDA; and (6) otherwic;e investigating lo determine whether a product is an illegitimate product. 

B. rhc ''Pharmaceutical and Medical urgical Equipment Standard Operating Procedur~ ( OP)," dated 30 July 
2024 (Version 4.0). defers to Trading Pa1tner A and their complian~e de artmcnf procedures for su pect and 

4 
• d h l t'DA • ·r. d (b)l ) '1 ·1 1 •• 

I to ensure t ~ 1s not1 1c ---,-------=--- 1ter 1 eg1umateillegitimate product hand mg an at t ic 1 

product is idt:ntificd. When asked fo r Trad ing Partner A 'l-> relevant procedure<;. >our firm '"as unable to provide 
any documentation. 

C. 'J he ·'Phann aceutical and Medical Surgical Equipment l tandard Operating Procedure ( OP);' is limited in 
scope and, to the extent it does so, provides D C A required verification S) stems fo r \\hen your trading panncr is 
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EM PLO EE(S) SIGN R 

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

Trading Partner A. The OP does not account for the systems and processes to follow when working v.ith A2A's 
other trading partners. 

OB ERVATION 2 

Your firm failed to maintain transaction information. 

pecifically: 
A. Adequate and complete transaction information was not received from upstream trading partners pnor to. or at 
the time of, transactions. For example, the transaction information from Trading Partner B provided on February 
21, 2 025, lacked the drug strength and dosage form as well as the container size as required under section 581 (26) 
of the FD&C Act, as amended by the D CSA. Additionally, the transaction information pro,ided on February 21, 
2025, for Trading Partner A lacked the lot number, date of transaction and date of shipment. Also.,_on Febru?I)' 18. 

4 

2025, while conducting the inspection, FDA ip.vesti ators witnessed boxes containing bottles ofr)( ) I 
(bH4> :mg tablets being picked up by11bH4

> o transaction documentation was pro..,ided for this drug 
product for Trading Partner D when asked by FDA. 

8. Your firm was not able to provide evidence that adequate and complete transaction information was provided to 
downstream trading partners prior to, or at the time of, transactions. For e>..ample, Trading Partner C received the 
transaction documentation only after contactin you on May 9th, 2024. when they infom1ed your firm of concerns 

. h th ] . . f h d d (b)(
4

)w i t e eg1t1macy o t c rug pro uct, 

C. Your firm had product in your refrigerated finished drug product storage area and could not pro, ide ade uate 
transaction information from Trading Partner F when requested during the FDA onsite in pection. Mr.~b><s> ____, 
stated that Tradin Partner F sent the drugs to him unprompted and did not provide any transaction documentation 
C'. (b)(4) 
1or 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATIO~ 

"!';~R,.. OfFICEAOORESSAND PHONE NUMBER OATE(S) OF INSPECTION 

L, l·ood and Drug Administration 2/18/2025, 2/21/2025, 2(24/2025HI 8th trcd \.iE 
A\tlanta. GA 30309 FEI NUMBER 
l(,4_')q_11..,1 
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N ME MO TlnE OF '"IOIV'DUAl TO MiOM REPORT 1s=,s=su""'E=o------------~ 

TO· Mr. Anthony L. Bryant C[00 & Prc<,ident 
RWNI~ - ---- STREET ADDRESS 

\2-\ 1 TEGRA IED LOGISTIC l"lC 1830 Owen Dr Ste I 0 
CITY STATEANOZIPCODE TYPE OF ESTABLSHMENT INSPECTED 

I 'l}Ct!Cv11le, ,c 28304-3412 Wholesale Distributor 

OB. fR\ \TIO 3 

Your finn failed to respond to a notification of illegitimate product and keep record~ regarding susix:ct product 
investigations and disposition of illegitimate product. [582(c)(4)(B)(ii1), 582(c)(4)(A)(iii) and 582(c)(4)(B)(v)]. 

, pecificall>, on Ma) 9, 2024, a meeti ng between your firm and Trading Partner D was held. 

• Your firm \\a:, made aware that the packaging on 
1
bH

4 
> ~istnbuted by your firm "was not the standard for the 

product. The vials lacked a NOC and scriali1cd barcode. 1 he outer carton listcd lbH•J ........,--,-_-4 the 
• • h d . . h (b)(4) dd" • ) hgeneric name m contrast tot e accepted pro uct \.,,h,ch lists t e name at ___.,.. 1t10 y, t e 

b)(~) . . (b)(4) I. . . (b)(4) , 
mt vrnls and pni ts vials for the lots respcctl\ el> onl> contained hnear barcode, 

foreign language on the box and an [ngli h language ~ticker placed over the foreign lan6 uage on one side of the 
box. I he package insert for these products were also printed with foreign language as the mam language. The lbH

4 
> 

unit vial for lot lbH4 _jid not contnin any barcodcs. 

• Your firm was unable to provide records demonstrating that you identi tied additional illegitimate product in >our 
posse!ision or control, and appropriately handled and investigated such product in coordination with Tradmg 
Partners C and L 

OBSbRVATION 4 

Your firm failed to work with only Authori:1cd lrading Partners as required b, section 582(c)(3) of the I-D&C 
Act, as amended by the OSCSA. 

~pecifically, your finn purchased product from frading Partner Land Ji lTibuted it to 1 rad.ing Partner Cb> means 
of a drop shipment. Tradi ng Partner L failed to provide.: l rading Partner C with complete Transaction Information 
1 rading Partner J:-, is not authori1ccl because the) lack appropriate licensure and don't ha, c current annual reporting 
to FDA. 
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'110.1.'E ANO TllLl OF INl)t 1DUAL TO V.hOM !{£PORT IS SSUEO 

TO: ~1r Anthon> I Bryant CE:.O & rres1dcnt 
F,R'lt-~ -- - ------i,-5-TREfTADDRE c; 

11.2A ll\!Tr GR\ Tl D l OGI'") r1c INC 1830 Owen Dr <;te 10 
CTY STATEANOZIPCODE - - - - ----- TYPE OF ESTAB IS~'JENWSPECTEO 

Fa)ctt"\1lk, C 28304-3412 I Wholc~alc D1~tribu1or 

OB [Rv \ TlO 5 

Your firm fa iled to appropriately idcnt1f} l.uspcct product. I or ""ample,> ou did not identify as ~uspect product, 
produc1 purchased from a source that was nl!\\ to your firm. thJl did not posse<;s th\. nt.ccssury "hok ile drug 
distnbution ~tat liccnsure. and wh re the 1 '\ urcc pro, ided incomplete and quesuonable document , v.ith the 

. . . 1· d (b)(4) transaction ongm 1ste as 

OBStRVA flON 6 

Routrnc calibration of mecbamcal an<l electronic equipment is not pcrfom1cd according to a \\.Titten pr gram 
de 1gned to ensure proper performance and l!nsurt: thm Slorage and handling c.ond1t1ons to not aJH:rsd} a tcc:t 
drug product. 

pcc1ftcall), the drug receiving suite 1s not being monitored for temperature and the rcfrigc.;ratcd (2-8A(') finished 
drug product storage area ha had no record ofcali bration Additional!',, no kmp~rature mapping stud1Lc; ha\c 
been performed. to ensure that the temperature readings are rcpresentati, e of the temperature throughout the 
refrigerated fin ished drug product storage area. 

• Your firm failed to perform an mitial calibration of,our 2-8°(' refrigerator' digit~! tempera1urc monitonng 
") stem, thcretorc, there 1s no a-..surance that the refrigerator is u ed to tore fim~he<l drug product 15 adequate 

• {b)l4) (bf(4) . ll>H4)
• On l ebrua 18, 2025, v.e ohsen.cd }Our 1irm torcd r ot.____~ , p1rauon:.__________, 

<b>l
4
> at the incorrect temperature. fhl!.,_I6>_<

4
_
1 
__ \'m, qorcd in the 2-8 C refngcrator while the box 

{6)14) , '(6)14)1 

label states torage hould be fro/en at C to C. 
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