FDAFSMA (BMIEEEAIN ) : o NEARZA ~ BBF AR ~ BJ 0 REBFREER Introduction

X O D REBEFRIEEROFE (BEFEALCR) 5521 48 (21 CFR) F 1 EHE S S0 R ) (B HEFHEERAMN) FrAlER FDA
HARIRRKX ER, AEIRIIEILAZH - AR LEBUL 15 ERI O] 7 LB F I 1512 KB F AN -

BNEIMERER—NEREWEBIRSEY ( critical tracking event, &#R CTE) , A& 1% CTE AT BN RBBIIEITTE ( key data element, {&EFR

KDE) , BN+ d - S8 MNHREEAR—DEKIZMHA KDE, FERNRFWBEZEHRTSE - GO OISE (BKFEDCSR) (CFR) 5 21 48551.1310

&, TERESAANBRWECENX - AFEEN - EXIEMFWENF L - HHBENANZAOBEE - XMEREE (BmEWHERAN) I HE CTE kI + - BEFED FDA
RRBUBIE KN AVIBEERAZIF - o RIEAGEXIHNNS FDA IREMBURIEKERY CTEEEERX LI F -

M bg—Le KDE A& L1 EIE, TELiERD, FrAXLE KDE B FERNZ NS - AN - fIB17AB KDE B2 415, LIBMICEIZ KDE BERMMAEER, FFMBHBAERIEENENY - 15215 21
CFR 55 1.1310 &, HA MR Y2 MWZREUE -

1 of 49



FDAFSMA (BMEEFREMMANY : ol FERA - 8BFhRk « o] 3 2B FRIEER Definitions

ariB MEERANDY AiE .
EEESRNm BERKETNIMASHESNEAEMm  BEEEER™R —BEAEEBTES K MY - HEXES 112
o ATt i ASOBEBRVES R mpOMIE - R - BRMEREINEFERKRMFEZPE - BItEXNS - NAEGHEGSRREAREUWEENABRZNERN - BmZA RAEGRES” MY TMAEMRKSHNERR - REIHGWES
HBREBTREEMAWERFEAETEMRERE B UM BEERES", o, BEEXMS  “MI'—EE2ENEEm—ARSHERE - fINeEEE - FE 20K - BiK - #E - #iE - ERRESESRE -

v FEERKS, KE OBFRIORRSN) -~ mhlXL - BEELMSSUTIZEHNREEHEKR~RIRE -
EXREWEIREH EEMENEPHN—ISM S RESRTRARW - LA (VIa8RA) MR EE (WaMRBHNERRN) BRTREZWNaMIREHNER - UEAXNEmizh - FUEimL -
Rin 165 1.328 FHEXWKID - MASE 118.3 £k, WTHELESD  “KI'REENE —EYLZE XM ENEESNABEZ/0AM -
B APl U EEE-REM EEZMNEM ERNEMAIAR -
JAf BHER®R, RERAENEEHENBENHED - DY —HENZEE EMRATRESHEBRNWEMENRETMA - /Me - BhstEMAER - SFEARIRT (Magnuson-Stevens B RIFAMEILE) ( (EEEH) 5 16 JR5F 1802(18)
&) PHERSIE - Y BT S T e
(BEMEHBERES ) ZIERE FDA (R&ZEITIEIE) 55 204(d)(2)
EZHOE  FREFINEPERCENEMSSE - “BREHERER —EEEIPANERAMUMIIEmAMINER - FIIRERERRNAMIIEmOFRFTSMIIERHERNES (WNHEEMm) -
ik FERATROANRIDEGE R - 2RERD LETH - FESKmMAMESEFN S ZEANEATHEURERRANBNELUED - RUCENNRTESEKm - SERDXN SR mt T TE/BRK, RETEIMIE/MIMERNIE

Mo RBAFBEFESRmE RN (BHam - AmAbilamiA) 55 201(gg)

EAMEXWINLIEMAES - RWRBIFE - ANRIEY DA (BEMAS DS ) EERTmOTERED - BIRIVESHOESER™m (AW - I - = RIEE ) - KU FEERENRAMENESER=mET/2H - HEEZ - &8 -
Wk, BE. BZF, o BAAES -

& EHEERMNEE LERERFENTHRIED (AN - ALZNENFEZERMTBAVED - AINEFREEPERRR - UANESKFmE T TE/BRK, HREN ZESEK TR/ KFEREARN~m ( AINTENETRE
HITFIR/BEK) ) o EFEEERANIHERMMSNBEN RGN (AN FERNESER=®ES - MANREREENFmarT ) ; B2 - AN (KAem - 8mfBlamA) 5 201(gg)

SAMEXWRESER=REBENNIEMKED - BERGOIEECE - LEIZHE - EH e - S ENARIEEERE -

IR e BEE-RNEEKm (WEMRSHEMRRN ) BTEEK -

XBEEETTER RS EXEHEREFHHEXMNER DIRERDEDNERFICEATRE -

R HEEEBEZ RV ERPRREN IR S -

{31 & i AH SEAEEmNUENETERAGEE  BHIZEWRMR - B1ESH - EhrfuEihit (sutR44r ) URERUERET - WABEABUKEIMIERELUER - BFER -

Hli& /T ERA-—MHEEMEIFERR, HE/MK. T - A - BUERZEemn  SRREFEYEER - fE/MIENEEEE - 2% &l &% - R1T 28 - 3 - FB - WESR™RETTER/MBUKFIRFRBES (Bl 8 EeET T IE/mK

C EFREET)  EA XA T BCA 2% BHE C 138UE C BBIR - RS R RS B8R (BRRIBER )  BEERE - BF - GH - ERAE B8 RN LS - T RIINKIDESE RN - flE/MITERTRK. 2
EHCEFRYED

&R gE—TW - E-FENSTUEH#R (KBem - AWAEREE) 5 415
EIMEBRED  FNNNSEERATEICEMIOED - KBS R ZHRREN - F  ZFNRE—TTEE—1TKT - BENMNSBIRAESNCER - FEEMET EA RS -

FEF MR MM EEEXEERDEBREESURERR - AUEMSARHARRIBERH AR DM EANEZEZIY - X—THRBWEFEEPREMRT - AIBEEMFENMEMEZERS - WM ATEEE (EAKRWBUEE) 55 501 % ()(3)
RATALE ( (EEDAER) 35 26 455 501 & (c)(3) ;) MISKMHF RERAUINIEEN M E RN -

o EHEURRHMARS, WEAAETHERI - @REE FE8KNMSHRIED (AW : ATEZE - ARUNEREmmMARIED (HIW : 235 24K - RE - #BERAEHERATHEEZ) ) - EAEEF (BKHam - Y ANEHm
E) 201 % (N FAMEXHESHR=RETDAH (KPR AYWAEREE) 5 201 & (gg) RATEXWNMIEMED -

A AENA BKEW - ATME -

KEA EEABVMEREREFMNDA, SFEMNNERN/ZIRM - DIRMNNEESE -

OB BEAEE 1123 FPEXRI~m -

i Te L EENEMNEL  BE~RBN (EEmEER  Bed - eitE  BAN) 8RS - 8RHA - WTE~m - ~mBRRopEE A MR/ AT R TInEIR -

AER @ 2t (B Em  AmAEmE) 5201 & () RFLUEXNEERTR",

ik BEMBNEPH—IEGF  EmENST—HRAERE (FN - BEFESEH ) SOBRZLIMIEMARZEW - ZWEERWEWARKZNER - AMZEWHNUTRE-HEIith R E B EE W T3 — AR E IRt S -

SEXH REBFIARAFANBURS G - CRIEE - EPJEEmBENETERERERSHNMINEZMRBEIETR - SEXHILAGER - INEMAREIRS - SEXGRUGEEARTIRES - XWITE - RAKZEN - T
EfERE - KRR HUREICE - #IRAE - £7HE - WS - BHIEBAUE -

SEXHRS EEIREBFSEANIRRAS -

BIE RHEHEEmAEROERZHEHAENNERNKRN - “BE'FASEANGREBETLERERERNRNE - PREENEMAERIDEEET EMNEHRERAVELIRH -

(1) AANKREHERONE - AIINEBEIE - FEZE - MVHE - N&EE - REIE ~ /N\2h - W -~ /N\izis -~ JBIE -8R - 28Rt - BERERE - BREEENT #&EEE ; A

Q) NREEMNEBYRER AENEERKZEIE -

2 of 49


https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-1/subpart-S/subject-group-ECFRa32e21d2cb23347/section-1.1310
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-1/subpart-S/subject-group-ECFRa32e21d2cb23347/section-1.1310
https://www.ecfr.gov/current/title-21/part-1/section-1.1310#p-1.1310(Commingled%20raw%20agricultural%20commodity)
https://www.ecfr.gov/current/title-21/part-1/section-1.1310#p-1.1310(Cooling)
https://www.ecfr.gov/current/title-21/part-1/section-1.1310#p-1.1310(Critical%20tracking%20event)
https://www.ecfr.gov/current/title-21/part-1/section-1.1310#p-1.1310(Farm)
https://www.ecfr.gov/current/title-21/part-1/section-1.1310#p-1.1310(First%20land-based%20receiver)
https://www.ecfr.gov/current/title-21/part-1/section-1.1310#p-1.1310(Fishing%20vessel)
https://www.ecfr.gov/current/title-21/part-1/section-1.1310#p-1.1310(Food%20Traceability%20List)
https://www.ecfr.gov/current/title-21/part-1/section-1.1310#p-1.1310(Harvesting)
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https://www.ecfr.gov/current/title-21/part-1/section-1.1310#p-1.1310(Key%20data%20element)
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https://www.ecfr.gov/current/title-21/part-1/section-1.1310#p-1.1310(Location%20description)
https://www.ecfr.gov/current/title-21/part-1/section-1.1310#p-1.1310(Manufacturing%2Fprocessing)
https://www.ecfr.gov/current/title-21/part-1/section-1.1310#p-1.1310(Mixed-type%20facility)
https://www.ecfr.gov/current/title-21/part-1/section-1.1310#p-1.1310(Nonprofit%20food%20establishment)
https://www.ecfr.gov/current/title-21/part-1/section-1.1310#p-1.1310(Packing)
https://www.ecfr.gov/current/title-21/part-1/section-1.1310#p-1.1310(Person)
https://www.ecfr.gov/current/title-21/part-1/section-1.1310#p-1.1310(Point%20of%20contact)
https://www.ecfr.gov/current/title-21/part-1/section-1.1310#p-1.1310(Produce)
https://www.ecfr.gov/current/title-21/part-1/section-1.1310#p-1.1310(Product%20description)
https://www.ecfr.gov/current/title-21/part-1/section-1.1310#p-1.1310(Raw%20agricultural%20commodity)
https://www.ecfr.gov/current/title-21/part-1/section-1.1310#p-1.1310(Receiving)
https://www.ecfr.gov/current/title-21/part-1/section-1.1310#p-1.1310(Reference%20document)
https://www.ecfr.gov/current/title-21/part-1/section-1.1310#p-1.1310(Reference%20document%20number)
https://www.ecfr.gov/current/title-21/part-1/section-1.1310#p-1.1310(Restaurant)
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