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1. FDA 7|2 AIZ 49 H3}
b w9 9 g P
1) Pl #AAM=7HHS3H (US. Customs and Border Protection; CBP)
] vl= BNFAHEEHL v FEJEKE (US. Department of Homeland
Security) 4F8}e] AR 7i@o 7 wIo R £, £Z, BA AL
ddd w7k MES dyste A8 Ade 2t 9}8
2) "= 2]F 4] ek= (US. Food and Drug Administration; FDA)
d v= AFo)tae vla RHUEXAE (US. Department of Health
and Human Services) 4Fete] AR 7|#H o2 wmo g FAN = A|F
o] FDAOI oJ3te] A= HES F53tL YA AFE AAs=

UE 7< }\

] =3 FDA B8 HES Yust A To] FAHI HE == FHE =5
& = Q=R sty 7 AFRE AAS A T AFo] HdH W
TE F53EE 24 ZAE HE & IES 5= d%ES 2 I

Al

=

3) CBP$} FDAS] JF &

1 CBPst FDAE "= 9% HAA 1LatA FHat A+

I FDAC] o3l Adi=E vlo A 2 FoFFshd#FH (Federal
Drug and Cosmetic Act; FD&C Act) ¥ 7|8} HE
o] = Y= ARSI BFF e HUIAEES st A gl
FDA®| 84 wep CBP7F 4%

o= el ARE 2,500 22 olske] 54 £ ookFel U
A4 #H 7] (administrative destruction)<= FDA¢| ¢|3sto] <=3

1 &b s sk AlFe] H) Al A 35 @A FDA/CBP A
oFo]l whElA] FDAo| &3] dnutx o=z 3id. 9k A Fo] FH HF
g =F517] #18td A=A AEY (reconditioning plan)< ©|l T o,
FDA FYA7F wiAd3s ti2 FDA T+ CBP/} A5S 3 4 9l
. TY FT7F FDA ARFA&et wl¢ Tk Adds dirzew
FDAol oJste] =3iEm, He] HojA = A-Fol= CBPol &t 3}

2~ (@]
2 g e

O
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1 AF9 n= 53 A= s oz My o

1 8l el 22317 Mol £ ARE AR CBP AE -
sHE% APHAIZE (24 hour rule), AP AL (Prior Notice), ISF 10+2 &
O A3lE = ALXAZ (24 Hour Rule): +5HA7F AMS (Automated
Manifest System)< 314 CBPoll Z3lE=& A& )4 Aol
5o AFGNA AHsly] Ut A, FFE v 23] =3

37] 4A1ZF A7EA] CBPOl Al&s3)oF $

O AbA 413l (Prior Notice): & Y AF2 Hl= =3 Aol 44
= AR A3E sfiof & A AlAE CBP Al2H] (Automated

Broker Interface of the Automated Commercial System; ABI/ACS)

£ ol&3lo AZEdte AT = EAYEHE 30Y oJHFH, BE
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Ne. s =2 v =3P =2tetr] 8AIRE A, & 3=

vl E2bgto] T=2Fs}7] 4A 7 AR AFA Al E A =S| oF g
1

O ISF 10+2: 8¢ 3&2] A5 Hslax AAES ol9fo F7h4<d
AHE CBPo AEshoF ¢t A= 107 &5 (A=A B 554,
T}, Ak, FHQ, A A AL, EAAA, FUdA e,
T3kl W5, ¥4kA], HS ®E)dl thslA st&9 A3 24A12F 7R
CBPoll B sfof 3, 53| = 270 &5 (& A AlgA, HEely

SE HIAIR) Ol s A Harslof g

O 3l=o| A7l =2kt & FUYEFAAL (CBP Form 3461 Entry/Immediate

| -
o
47 54 F 159 ool AXE dof & FAAE FYBEA
%_ o

#S 93 REF/ AW (EE=: Customs Bond)E FH]3]oF g
a4



HE wE oRE & A

BF 0E )

0 BF WE HUL FF WAL A APl U@ FDAY AA =
Aol AAD AL oIv)atA ¢ BF wEel S8ty soig

S RF 9 Afgo] WAEo FDACIA AN/ AAE 27 A, 4
9 HEL oA wEdol & 5 glom, FDARNE Su Al o
2 A7)

AR 22 (BF/, 957, ¥, #H7] )= ¢ F 91%
A FdA A3 (CBP Form 7501 Entry Summary) 2 TA GF
O 3}=9] T3¢ £ 104 ool 48 #AeF Ha MF/E Oﬂ FeloF g
JAS A A " Hs

49l 3ol FDA #E dlo 9= BE F2] = okl Ex =9l
o thsiA] B9 FDA AFE-4A= CBP 2HE B3 38 nE EXE Aguke
_] CBPS} FDAE &3 A= 93t ZHzte] dHlolg] A|A"S F=31a S

O CBPY Y 5 d©HolH A28 Automated Commercial
Environment/International Trade Data System (ACE/ITDS) <.
ACE/ITDS+= CBPOA SAtA o2 A%S 7HA I e 58 #d 2&
Ak dolEl wE ASYOR, FDAZF AR Sl 5
3l mE $0lE S Aoz 3}

O FDAS 4 oJr_‘r MAL Al2=®l0 2= Import Entry Review,
Operational and Administrative System (OASIS), Predictive Risk
Based Evaluation for Dynamic Import Compliance Targeting
(PREDICT)7} . E=ZF FDA AAMRS] 83 0= &3 AAA T3
#4d AR/ Ee F7F BEE AESSste A2HCE Import Trade
Auxiliary Communication System (ITACS)E AF-&3tal U=
TUA == FAAL (Customs Broker)”} CBPS] ACE/ITDS®l| <4 &l
st ARE A E3H, ACE/ITDS oAM= 3lE +=UEF°] FDAS f

AE wE AEAA BEste] £YE] YRE FDAS £ 58 A
A A" A5



_] FDA= PREDICT# ¥4 Import Entry Review £} OASIS A]2:HlS
AFEEle] 2=9] B A Z L XA 2 HEsty =7 AF7F s A
$ ITACS= T3to] FAAZHEH Ad JHE FHAS

O PREDICT & H|= o2 Fd&H= BT 714 i +YF<= FDAV}
AAHR o2 ddstr] 93t AMgste HAE 7R &4 Al=FH

O Import Entry Review A|2El2 FDA R A= T# AF{FE A
Edtal, B¢ 58 oAFd tiste] =7 AAHS Wy, dF &Y H
AE ZAdst7] st Argste A=Y

O OASIS= FDAY A& We vl= 9 AFY 5H & AFRE
AARS D Hgstr] 93 AF3tE FDA A Z2HQ. nj Ak 2 E 9]
FE3IAEFR StollA FDAZE #&st e TUFY HHA, 2%
2 F2S FRI3tal FDAVE &3 518 oARE AASH7] Yt AL
ste ZEAM2E AE3E Aoln, 4 HAo=E F£9 FH HlolH
g 4%

<FDA 4% 53& HAF A (Electronic Transactions Import Entry Lines)>

Division of Food
Entry Filer Defense Targeting
Oy
pmduct B
“May proceed”
message
FDA District

Entry Reviewer




<FDA 9 &% A HAAAA A (FDA Field and Compliance Workflow)>

FDA District
Entry Reviewer

Detain wio

Physical Exam

Relegse with: |
COMmREnt

'
‘: o | e

R — Release ;
-

Compliance
Officer

3) B# AR A4 2 HE F, FDAS] A%

=
1 FDA 5% 4A#e FDAS FAE W FUEe S8 AF A4

| LY

2 AE &, 1) AFY W= (release the product), 2) F7F BH 8%

(request additional information), 3) A& AF 83 (request

detention of the product)& & & A&

O AF<4 HF= (release the product)2 3G AlFo] Hl= A
THe AL d7idve guojA T, Wt o] Fof AFIH B
A7 dAE Aol FDAS &% A& w2 F Ue

O 57} AE 83 (request additional information)ol+ i) 7} &3
MFE A A9} ii) AE] FDA AAYAAE 873= 497 A
-3} BB ARE FAAGIA 245 Aol ITACSE EaA
FUAT} ST NFE FDA EB AABOA AT F e



- FYFol R FDA AA/AAE @ AL AP 24, 4E £
H T5 EF X33 FDA Ade AAY s}

7 (detention of the product)‘—;—

of #¥ Harel ffubto] WAHNS o 27

- A R AEzAE S8 F A AAF |l =

physical examination; DWPE) ti/do|AY, =& &4 Y 87 =40
=85

= Z = [e) ) 2= 3T
FE3A 23k A9 T%%O

1

_I_%

(the appearance of a violation)?]]
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1 AZ) oy

G 2Py AAlA FDAE 2%, S4E, ¢JoFE, o817,
X 5 7 AEnelEs Ag8s 2

9 FHel 25 RE AN

1 3% Aae a2 gig 2229l daln, 38, #9947, 3,
£, 7%, 38 AHolY 5 e FaolA 448 F dx, a3
A ARE GO E AE £ ANE AT 5 UL

1 FDAE Ar1doz #UFd g WSS A AEol FF BA
NEe FESEA oRE DU FDANA AEBL R 242
95) FDA 4742 Bl 5 98

I FDASIA A/ A B 4E9S 878 ARE s 3
2 1) A¥S A9 APol 94g W, 2) AFH BAY HA 9
Weol Qg W, 3) AmAL 54, FUA A W el g
W, 2 4) LH A/ A A% 31&
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TUA SolA A FF Al2" Ee SAA FH (lA> ‘Notice of

FDA Action’ =+ ‘Notice of Sampling’; OASIS A|2~8-& =U3 o]
% FDAT 3% Al2ElS ©o]83} Notice of FDA Action ¥4& &

g5t o= AE AFH tist] FHsla, FARAA S BRE
Ly
D FDAZ<] 74/\].//\1/\]_ o Nz
O FDAZ} Al&<= AFHs LAt
3HE AAF (7S] consignee),
Action)= &3 &
O Notice of FDA Action o+ FDA7} ZHAF == AIZS AF
HFsta A= 54 FdFel 7IAEHY AeH, 5
HF A 53 22 7AZS AR 71 e
%A 4. Notice of FDA Action
O FDAZF AZ&S AMFHT olFox FAA, FEU, HAALAA
gt AMEFo] AAHA AFH AHHAE A
of thet FAA< ARE FAT

o

o]Z & XA A: Notice of FDA Action
= 4%, YA (importer of record),
A

AN Al S A A (Notice of FDA

ofl

LS
>

o o
o

f
ol
ol
&
) fo
i
o,

<Notice of FDA Action - sample collected JA|>

Notice of FDA Action Notice Number 1
Entry Number: ABC-xocoooe-x Page: 2
SAMPLES COLLECTED
L!neACSI.-"FDH. PlDdilC!‘DESCE‘lpt.Ié.l ............. Est.Cﬂst .............................
113 |CALIFORNIAPEPPERS 1$300 |

Sample: 12 KG - Sample consists of 12 subs/16 oz (1lb) each of fresh Anaheim peppers
collected at random from lot BXXXXX, Sample was collected aseptically from 12 master cases
and packed in 12 whirlpak bags.

1 FDAZ} A/ A A =5 AZ] AFHE AAHNG =, &0 &35
o] YUY RE o]FH 4%, FDAE CBPA 3T =S FYI
S = WFIEs FAANA AuiE 274 (demand for redelivery)

0 ol

—
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_] Notice of FDA Action ©] &8 o]%of T FYFo] BF=A &
kL FUAA7E FDAS] FAE FASA <= 4-F, FDA= CBPAl <
YAFANA demand for redeliveryE WdsiEetal 83T + YoH,
& % FdFel TUFE drEEojor g5 9un|g FDA AAH/
A e AE AAFHE I8
( O o

bond action)S HE F Sl

of AAT AT hhAE 2
S AFol 7] Sito] Y& AOE AFFe] £l WES 2
TEk AL S A FAAE AE A4 NIES Rag
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H 4% FDA- YA, FE<l, TAIANA Notice of FDA Action
(Notice of Detention and Hearing)< 33t =9 +9 HH E&
Zo2 2] 9 71 AAS SJo gl lRHALL FAD
R R L
% 2 A0l 0@ FAE Ve FUA, FEU xE 3
© s BAA 71" 54 @x7HA] FDA 250
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oAl AY, AFH =9 Nt /\}ﬂol NAE A 2 AT,
Notice of FDA Action/ Refusal of Admissions %3} 5}
TY Ades AHE

AdHE 3= 90 ol ®tF E= HIZIAES sioF &

O ;
s
U:SEI‘]FQ

4 e

hoAE B Awd 8%
1) FDAS] “E& A AAF glol 97’ (DWPE)

1 FD&C Act, Section 801(a)= FDAZ} a3 HS urdt Ao g Hol:=
Y S ALY AS WA E Frtsta s

] FDAE= HAHAA =& AEHY 2 E838A HAF Aol 7wst
2 3, BEF A A2E ARUS vle o g FD&C Act @ & F4
= gk Ao g Hole st=d tiste FYe AL F U=

1 5% 3Eo] HAd Td FAHS YNk Aol ddeE AL T
sl A= Rt Aol e ALE BHe T8 2AV 2 &



»}9—‘34 et A7 Xﬂ%f{} ¥ AHol| wehA g e v
Felol A7k mE ARE 5 e
| FDA—E 1974338 ‘B2l HAA glo] JF’ (Detention Without
Physical Examination, DWPE)' & A}&3stal glom, o= vt A&
e YRt Hols AFe vl £ olgo] AAY, FFox 4
Hho] & AS R Holx= 7 AHE0] e A7l 283
_] FDAZ} &85l e 945 (Import Alert, A& o2 <

2] AR
F A4 PrE)e] SR U= AE, AR, FUAF S UT Y
S5 F404 ZelF A flo] FDOWPE) HE tiael d 5 e

_] DWPEZ} & A9 FDAE $£9UA, F82 S|4 Notice of FDA
Actions U335t 3l=o] DWPEZl HAR= FTASHL T A&

Sk
<Notice of FDA Action - DWPEYA|>
Notice of FDA Action Notice Number 1
Entry Number: ABC-ooooom-x Page: 2

DETENTION WITHOUT PHYSICAL EXAMINATION

The following products are subject to refusal pursuant to the Federal Food Drug and
Cosmetic Act [FD&C Act), Public Health Service Act [PHSA). or other related acts in that they
appear to be adulterated, misbranded or otherwise in violation as indicated below:

;'L'iﬁé}a;'ii's}'hté;é;""”""'""""""i'P'il'.:'.a'ﬁefﬁé&r’iﬁt’ib’ﬁ'""""""'?"Rég;'ialﬁ'eh'ﬂié”'""""""""
113 | CALIFORNIAPEPPERS | October 10,2022

FDE&C Act Section 402(a)(2)(E). 801(a)(3); ADULTERATION
The article is subject to refusal of admission pursuant to Section 801(a)(3) in that it appears
to bear or contain a pesticide chemical residue, which causes the article to be adulterated
within the meaning of section 402(a)(2](B) of the FD&C Act.

_18_
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0}1] d

e |

g =7} E
252l 24 glol o5e
- of|: “Import Alert #25-21, Detention Without Physical Examination
of Enoki Mushrooms from Korea (the Republic of) due to Listeria
Monocytogenes” > 2| 2~H g0} B A EA U2 2 HS AMFE $ha

MM U= e oA 83 AAF glo]l ATz R7FH
= e
O = AER= A=A == AFol daiA Tld 5 Aon, o=
54 AxA e AFe] s U T8 A S8Ad AAF /lol o
TE o+ e Ane

- 9. “Import Alert #16-120, Detention Without Physical
Examination of Fish/Fishery Products from Foreign Processors Not
in Compliance with Seafood HACCP” > <4t= HACCPS F3}
A FL Y= THEHAIRSTH FdEHe ofF ®H et AFS Y
7BEe| T

- ;. “Import Alert #16-119, Detention Without Physical
Examination of Fish and Fishery Products for Importer and

Foreign Processor (Manufacturer) Combinations” > o7 % F4F |

Fol A&He THe S &2 FAdA B A= THEdA A
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A= Y AR gdd

- o: “Import Alert #45-02, Detention Without Physical Examination
of Foods Containing Illegal and/or Undeclared Colors" > &} 7}&}%]
re mE AW 2o Aivh FRECl db AEL £Y A
]

E
s 7 AFel =84 744 l A7E F dee A7

“Import Alert #16-105, Detention Without Physical

£

Examination of Fish and Fishery Products from Specific

Manufacturers/Shippers Due to Decomposition and/or Histamine,

and/or Indole” > 3]2E}Yl, JAE & FIH/HEAE AFE oF %

Tak AlFe] B AzA/ A Y AES g

O T ZEE "= 92, BE B I7ldA FdHs 54 FAF

ﬂ]ﬁﬂ/‘i dPE g flom ols gEw B ARAR sl T Al
v sl 2 eUE  flee e

- 01] “Import Alert #16-20, Detention Without Physical Examination

of Puffer Fish” > 5o (puffer fish)+ % dE g

- ¢ “Import Alert 16-39, Detention Without Physical Examination

of Ready-to-Eat Seafood for Listeria monocytogenes" > 2] Z~H|2]o}

Hr APl EAV 22 @S A E RTE FH| O sfidbE AFS Y 7

H oo

o

>
—|—l

AR ZF, AA g2E (Red ListeE 27 A
ol AREE A, AF, =71 Pg2EY

O Yellow List: ¢ X 5, 34 g 2E (Yellow List)v &3t 4
A7y 2FEE AA, AFE, F7F d2EY. dA S0 S Ax L
A 7IEs A&sta YA fuke] Aol AE FH £
A AAL e FUF A4S 878k Aol dd

!
O Green List: ¢ 2AXH F, 54 g]2E (Green List)&= &4 g

4

1o o o

e

P>
lu
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N4 sjAlFE o] DWPE ©A| 7|E= SFahe dA, AF, =7F g =EY
8 AR SAEHl T AAAA EHA AA glo] AF5oE

A F = AR A

= 2 <)
O FDA7}I 4 &Y ME A s & A9 EHAR] AF H7bE =&
827k e

O FUF°] 7tHA EL AFAE It AU, AF 8 7=
oo E ATA A Tt

O A ZxEof FAE s F T} SHE AT 22 AT
O FYF°] A=A F2 4k

O FYFol o e FEA

Verification Program; FSVP)©] ©
0 &9 AlAo] FDAS AAF = ut Alalo] =iy AL
O 3 Aol FDAS HALS ARF 7§

T

A 9 FEAE dF AES vmoz Y57 ol AF, Al
ZAL, YA 5 #HEst] FDARRE £ AR SAE oY =&
TY AFE B2 olgo] A dstd A HAEE AldsfoF &
T T HAHoA 3HEo] =8 Zd A glo] AFLeE o FE
FDAZE-E Notice of FDA Actione F#H3 A%, EXE e 44
2, FERl s g0 AfFE FXAC 71" 713 Yel FDAC

9 negoz 9] Aud SAH DWPEE e 3}



£-0]
1Y 25 £ A gAEq SAEHY Je AFE, AXAL FUA S
2 HA g 2REA IAHAY, 5 Z2EZ o|HAEZA e ol
© 2 DWPE A% 9F tiato]

=)
[o
Lo
-y
o
o
i
i
o2l
=2,
>
Y
b
~

DWPEZEH 3|AH7] Yars ¢ AR HA gl ~EdA 34
3= 2 S FDA] A YsloF

O s 3t=ol thaix #d 2 vt EFo] S oPlste =
Asol AR ol 7ol T 9 el #HHE AAHE BF EF
& AY<S FDAVE &A1 & = S7E HBLE, FDAE % 7
Ho] A 22BN AFE, A2A, &EQAE, AwAL =7 Be g
o]

AALE siASE 24 U E

O FDAC HH Al A= AFY A

- fEto] MARE FEAQD Al gk A R A ZX|of| e A
HA, AeA 5

- fEles B4 9 A EEA
Aef R | A FDAZF 7R3 Q)
st e HAE F e A8

CAA 2A e AP 2 AR

4, HACCP plan

5 T
g E5dle] A4F dde we

~ AA =232 A"A, A8 =2 A AR B S, AEd 24
A3, EUEF 5 A3, A37|de] A Brt A 5 AN
AHRe At AEH s AEsta lee HAE ¢ As
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frt

- AxAow Ha 58 Ay Sl M 54 FhE A A=
0 %Y ARel AR Aw A7t HAHAL S YFAE FASS
Sure] ge] upebA thekstel, Aol whebA S Al 2ol
dA3 AAFAEA A A BA PFE FFT BB
%oz 1T 59 FHo] HATHE AL HFE AT/} BLY & e
S o>+ 3HEY YN Aol AFHYL, o] F ALHOZ 58 of
g TAS 0T Y Bl HUee ANGE AR

S g Aol AHE Sy BB A%HA MF £Y FB ARE
AN gstel, HES Baste] WS e FYHA FA A

-7 59 oge] wol, QA A7 ) (o 6hY W 53] £ BB
Folojof T2 A 24 AR

O DWPE?Q] Z#5Fo| webx FDA| AAslof sl Azl /< F
53 3o 7|Fo] UE 4 JOoEZE FDA 933
AR Al 219 diste] gRlst= Aol B a3t

N
- AA> S EHA 2 ASATE FRrE Y AR sAE w4

= 2 G
~ FDAE #d W75 5% 3t=c] LT 53& d&H3oE
s Y THol s18d ARE 87T F UE
~ A A 2AE FEA ASA Be AR ZAT
B o4 EAEHA ¥s= dFElor stAY e siY =7,
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Z3o] Had u, Notice of Sampling 3 #-& o2&
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] FDA<¢] Notice of FDA Action - detailed BR A A A&dt= g7
e dtFow 10€0]H, tig7|3to] F=3F 3% FDAo| 4 &
A & F A=

_] FDAE Notice of FDA Action - detained XA Wol &2 oF
A7 Hl= fRE ARl tiste] MsZ oz T)Aska Sl

1 9= FDAVE A7 99t Algo] EAj8kA] ¥5& FHIAAY
Ee HAuE AES AARE F JIEF AEHY HAF (reconditioning
process)E FDAY| AAHT + A

1 A=A A3} (reconditioning process)

O AxA= AAFsts 47, FdA= A AES AAS] S 4
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XA E A= ok o
- AA> Y S fRbste] Az A R AJMAE A=
= A5, 1) AR AARA L A, i) SHEE A A ARl iR
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5o ARE AEFE F U

- JAI> 29 (adulteration) S AHFE FEo] AFH AF A=A Al
A B AJMAE AEshe BT 1) AFEel EdF R LAHAEA
of oF, i) 29 Mt TF, i) 9= AAS= A 5= =
st AZE ASstAor & o] A AF AAL 29 4B

& i
ofUe, AFol FH), 4 9 waHE AL ve] B84 o aa
5 2@ AR 2A ARE AZd ok F

o A=A AAHA Z AIA (Form FDA 766, Application for
Authorization to Release or Recondition Non-Compliant Articles)+<
FDAS] A|2=HQl ITACSES T3llA Ao + Us

O FDAE FdAY AxA AMAME HEZ H AxAS 9 ==
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thate] 9k A& A8 F FDAZRRH AIFE sHEd diste] A
At 8L B 7EE dolol o

O TUA7} FDAC] A=A A7t == e< THIW FDA
A SN Abgbe] ks A EHAEA AAF R oRB7EE sk, ol
FglM 285 = w82 FDAVE REEA &=

- A2 AAe] wEbA AR " Skl ek FDAS AAF B BV
oA FDAS] =A<l AA e AE AAVE AAIE 7
O AzxA AaE AN 3=o] FDAS HA 81 H7HE F3st
st 7Y sUkE e g don, FAsHA X AT
do] & A+

- FDA® A=74 das A
ehds) AR ol

shio] Aol ojs| AT
3%, A 2 5
<FDAA =AY 213 A

tsfj At

- Form FDA-766 Application For Authorization to Relabel or

]1:1
2T

Recondition Non-Compliant Articles>

APPLICATION FOR AUTHORIZATION TO RELABEL OR RECONDITION

NON-COMPLIANT ARTICLES

FORM APPROVED: OME No.0910-0046
EXPIRATION DATE: 613072023

Public reporting burden time for this i of i i is d to
average .25 hour per response, including the time to review instructions, search
existing data sources, gather and maintain the data needed and complete and review
the collection of information. Send comments regarding this burden estimate or any
other aspect of this information collection, including suggestions for reducing this
burden, to the address to the right:

An agency may not conduct or sponsor, and a person is ot required to respond to, &
collection of information unless it displays a currently valid OMB control number.

D of Health and Hurman
Services Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

Please do NOT send your completed form
to the above PRA Staff email address.

SECTION 1 Instructions for completing the FORM FDA-766 are found on pages 3 and 4,

3. ENTRY NO. AND LINE NO.

1.TO: Director of
Division, Food and Drug Administration

Application is hereby made for authorization to bring the article(s)
below into compliance with the Federal Food, Drug, and Cosmetic
Act and other related Act(s).

2. APPLICATION DATE

4. PRODUCT

5. QUANTITY

6. QUANTITY TO BE RECONDITIONED

7. PRODUCTION CODES

atall times. The

8. Redelivery bond has been posted by the applicant The article(s) will be kept apart from all other article(s) and will be available for

will be carried out at:

and will require about
compliance i given in the space below:

days to complete. A detailed description of the method by which the article(s) will be brought into

We will pay all supervisory costs in accordance with current regulations.

9. APPLICANT AND FIRM NAME

11. APPLICANT'S SIGNATURE

10. ADDRESS OF FIRM

SECTION 2 - FDA ACTION ON APPLICATION

12.T0: (Name and Address)

13. DATE

14. Your application has been:

[] Denied because:

[] Approved with the following conditions:

Time limit within which to complete authorized operations

When the P i are fill in the importer’s certificate on the reverse side and return this notice to

this office.

15. SIGNATURE OF DIVISION DIRECTOR 16. DIVISION 17. DATE

FORM FDA 766 (11/20) Page 1
S Puicing Series GO 4434700 EX
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<Notice of FDA Action - Refusal of Admission % A]>

Motice of FDA Action Motice Number 4
Entry Number: ABC-jposoonex Page: 3
REFUSAL OF ADMISSION

REDELIVERY WITH FDA VERIFICATION REQUESTED

Examination of the following products have been made and you have been afforded an
opportunity to respond to a notice of detention, Because it appears that the products are not
in compliance, you are hereby notified that they are refused admission.

i Line ACS/FDA i Product Description i :
|004/005 | LEMONdietarysupplement [ |
Refused: LB

EDEC Act Section BOL(a)(3): 403(r)(1)(4)/(B); misbranding

The article appears to be misbranded in that the label or labeling bears an unauthorized
nutrient content/health claim. PRODUCT LABEL STATES UNAPPROVED HEALTH CLAIMS:
“CONTROL MILD ASTHMA, PREVENT COMMON COLD".

For the District Director of Customs:

A request has been made to Customs to order redelivery for all the above product(s), in
accordance with 19 CFR 141.113, which were conditionally released to you under terms of the
entry bond, Failure to redeliver into Customs custody will result in a claim for liquidated
damages under the provisions of the entry bond.

These products must be exported or destroyved under Customs supervision within 90 days
from the date of this notice, or within such additional time as the District Director of Customs
specifies. Failure to do so may result in destruction of the products. Distribution of the
products may result in their seizure and/or injunction or criminal prosecution of persons
responsible for their distribution.

You are required to have FDA verify the identification, exportation, or destruction of the above
products, Contact the individual listed above to arrange for the required verification,
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21 USC Chapter 9 Federal Food Drug and Cosmetic Act
http://uscode.house.gov/browse/prelim@title21&edition=prelim

Actions & Enforcement
https://www.fda.gov/industry/import-program-food-and-drug-a
dministration-fda/actions-enforcement

Automated Commercial Environment/International Trade Data
System (ACE/ITDS)
https://www.fda.gov/industry/import-systems/automated-comm
erclal-environmentinternational-trade-data-system-aceitds

Detention & Hearing
https: //www.fda.gov/industry/fda-import-process/detention-hearing

Entry Screening Systems and Tools
https://www.fda.gov/industry/fda-import-process/entry-screeni
ng-systems-and-tools

Examination & Sample Collection
https://www.fda.gov/industry/fda-import-process/examination-s
ample-collection

FDA Dashboards - Inspections
https://datadashboard.fda.gov/ora/cd/inspections.htm

FDA Import Alerts
https://www.fda.gov/industry/actions-enforcement/import-alerts

FDA Import Process
https://www.fda.gov/industry/import-program-food-and-drug-a
dministration-fda/fda-import-process
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http://uscode.house.gov/browse/prelim@title21&edition=prelim
https://www.fda.gov/industry/import-program-food-and-drug-administration-fda/actions-enforcement
https://www.fda.gov/industry/import-program-food-and-drug-administration-fda/actions-enforcement
https://www.fda.gov/industry/import-systems/automated-commercial-environmentinternational-trade-data-system-aceitds
https://www.fda.gov/industry/import-systems/automated-commercial-environmentinternational-trade-data-system-aceitds
https://www.fda.gov/industry/fda-import-process/detention-hearing
https://www.fda.gov/industry/fda-import-process/entry-screening-systems-and-tools
https://www.fda.gov/industry/fda-import-process/entry-screening-systems-and-tools
https://www.fda.gov/industry/fda-import-process/examination-sample-collection
https://www.fda.gov/industry/fda-import-process/examination-sample-collection
https://datadashboard.fda.gov/ora/cd/inspections.htm
https://www.fda.gov/industry/actions-enforcement/import-alerts
https://www.fda.gov/industry/import-program-food-and-drug-administration-fda/fda-import-process
https://www.fda.gov/industry/import-program-food-and-drug-administration-fda/fda-import-process

FDA Import Refusal Report
https://www.accessdata.fda.gov/scripts/importrefusals/

FDA Import Refusals
https://www.fda.gov/industry/fda-import-process/import-refusals

FDA Import Systems
https://www.fda.gov/industry/import-basics/import-systems

FSMA Final Rule on Foreign Supplier Verification Programs
(FSVP) for Importers of Food for Humans and Animals
https://www.fda.gov/food/food-safety-modernization-act-fsma/f
sma-final-rule-foreign-supplier-verification-programs-fsvp-imp
orters-food-humans-and-animals

Import Trade Auxiliary Communication System (ITACS)
https://www.fda.gov/industry/import-systems/itacs

Investigations Operations Manual 2022 Chapter 6 Imports
https://www.fda.gov/media/75256/download

Reconditioning of Imported FDA-Regulated Products
https://www.fda.gov/industry/fda-import-process/reconditionin
g-imported-fda-regulated-products

Registration of Food Facilities and Other Submissions
https://www.fda.gov/food/guidance-regulation-food-and-dietary
-supplements/registration-food-facilities-and-other-submissions

Search for Import Alert
https://www.fda.gov/industry/import-alerts/search-import-alerts

Voluntary Qualified Importer Program (VQIP)
https://www.fda.gov/food/importing-food-products-united-state
s/voluntary-qualified-importer-program-vaip
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https://www.accessdata.fda.gov/scripts/importrefusals/
https://www.fda.gov/industry/fda-import-process/import-refusals
https://www.fda.gov/industry/import-basics/import-systems
https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-final-rule-foreign-supplier-verification-programs-fsvp-importers-food-humans-and-animals
https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-final-rule-foreign-supplier-verification-programs-fsvp-importers-food-humans-and-animals
https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-final-rule-foreign-supplier-verification-programs-fsvp-importers-food-humans-and-animals
https://www.fda.gov/industry/import-systems/itacs
https://www.fda.gov/media/75256/download
https://www.fda.gov/industry/fda-import-process/reconditioning-imported-fda-regulated-products
https://www.fda.gov/industry/fda-import-process/reconditioning-imported-fda-regulated-products
https://www.fda.gov/food/guidance-regulation-food-and-dietary-supplements/registration-food-facilities-and-other-submissions
https://www.fda.gov/food/guidance-regulation-food-and-dietary-supplements/registration-food-facilities-and-other-submissions
https://www.fda.gov/industry/import-alerts/search-import-alerts
https://www.fda.gov/food/importing-food-products-united-states/voluntary-qualified-importer-program-vqip
https://www.fda.gov/food/importing-food-products-united-states/voluntary-qualified-importer-program-vqip

