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BELLIEXBE RIEAEL I (41203 —H—), RREA AL, Ua— R AHRRRUHRE BRENIAK 62458

?47D2fr\aﬂﬂ,¥m . BEABES (BICEMANY— LEX D) 31,229

yclospora cayetanensis

pu7EARISS L AEER A, BEECHEBATERENLRR, BREAIA. 20000

ryptosporidium

:l’.ﬁzjﬁ ) BA,SFa—, gravie, /8=5Y—R 27,360

acillus cereus

R EORE. ARk KDEES. WEERIZ S THRENEORAO THVIEFRR, BRENIKN DR, 4170

'L’??’_"_’Tﬁ ) RIREAI. RREA LD BIESNIYTRF—X, ready-to-eat deli meats 2,493

isteria monocytogenes

CIVE =T BRE OBV R E ORI a

ibrio vulnificus

BT Ur ]

Vibrio parahacmolyticus HEEQENXIEEDRNE NA

[z DthE NA 436,106
& EE: CDCIZ&31998~2002F DIAEHEBTIE, URTYTISLBREAE MDY L ERTEHEE L THS 13,814,924
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HEOEHhEERE. AR, ECTH (BERAQBRETIE?)

Ea; ]| 1BH BEHY ABE RELEEH waAno
=1ELR—h (CDC) 76, 000, 000A 325, 000A 5 000A
w FSMA./CFRIZ& 5 53, 000, 000A (1/6) 130, 000A 3, 000 A
7 A LK) BIELK—h (CDC) | GAFEME 14000000A) | (REEHE 55000A) | (HEEERE 900A) | 3451, 900FA
AAAQRE (CDO) 25, 300, 000A 108, 300A 1, 670A
BAADRE (FSMACFR) 17, 700, OOOA 43, 000A 1, 000A
“B# 750, 000A 113, 000A 400\
TSR 6, 3925 A
BAADBE 1, 500, 000A 226, 000A 800A
i 172, 000A 21, 997 A 687 A
AF)R 6, 451/ A
BAAOBE 350, 000 A 44, 000 A 1, 375A
“BH 5, 400, 000 A 18, 000 A 120N
+—ZrSUT 2, 359/ A
BAAOBRE 27, 000, 000 A 90, 000 A 600A
* e 24, 303 A T DN
(25:)8@ . 1182, 706 5 A
10048 TE? 2,430, 000A? Tt 400N 7

2009~ 10 ICEBHFICKDEENEAALMEABFIRLUENORE LGS | ? (BEFHBE RIEEREE)
TEF: TFAOBARBBH K. RRAZHEM S8 £EEH. HUIC2009FCDCE#, FSMA/CFRIZE SV TYER

[ E 1 NCBI (£201141 A DREE T, 199F LIEHARFDRBRTHRIASN-BEHFEREREERO—BITBELVLOEH, BETFHTING A (660~1,2705A)
ABRE#I13F1955,961.A (39,534~75,741 X)) . EL-E T 1,351 A (712~2,268 N) THHEL BFERRDRZ X /OV4ILR HILERT, RIZTITILVaHE, AVE
O/ 8—DIETHY . ABRFIETIE, YILERS, /JAI(LR AVERNIE— Y TSXIOIET. RERATE Y ILERS Y TSXT YRTFYT . /A94)L

ADIETHAHEL TV,

F- KETRERUSNORERTORCIEREREZDN, BMTLLTUAREADTF745F 0 —, hitEA S NRAETOBME. (DR BiEEE FoodNet X FAE

REICKYBFERTVSDO T, EBOND (BEEHFTHED
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FTA)HERDFETCERFR

Now 2010

pestign

The REAL Threat to Americans

People inthe LLS. are much more likely to die from a medical mistake, be killed in a workplace
shoofing, be killed by a drunk driver, or die because of a preventalbe illness than by a foreign "terrorist’

Number of deaths in the United States, 2000-2009, by selected cause”

1. Smoking related deaths
2. Obesity related deaths

3. Deaths from medical mistakes

4. Deaths due to lack of
health care

5. Americans murdered by
other Americans

6. Drunk driving deaths
7. Pedestrians killed by automobiles

8. Terrorism related deaths

4,924,000

‘*Sources: stpeteforpeace.org/threat

Coke lime ol BEARETEEIS ANEE
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EHLNEORSERFE L

& BHARBEROEEEELLBELE-GEE. BAPEOREGHHARECD
TBESETHALMATIITOATNET
RTHIERLA., BREREMNICEALTIE, EEE LS, Bf-L
T HzHheE. ZE2LGEZOMN?

¢ BEROBRBEEEOFIETH. BARICTRER. EYORAXTFHMN
ZTDHMOEHICKY, N\OBEZ/LESBNALHEILDIDHRELNHY.
ZLUIHIRMEIBMERFEARILSI, HEZLBPESNREDONSES
B 24FRURNICRFOKRERICEITHAC L, EShTWS

¢ R REFRICEHTIOE. RVOOHLEELZZHL-ERN. BhE
ZHAERARERICERL. ZOEFANRIZHESh, ROSE (BEFH
BAEEELRERREERBERRERETSHTRREER)
[CEESID BN, BRICETIRPEREGHELT, HREIZE
AbNTWS
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EHLNEOR SERFEE R

® EHKEEAFR—LR—UHE R2BHEEHREICLSTR264E6H20 HiTDRH)

BATEDREICHNDAN FITRA?
BEFEEOHET (BPEFRAERR., BHRIE) I2XDHE. ERH25FED
1T, BHE(F9314 (20,802 N) HEShTWET, chik. BE
EBESANBDRELEEMLEALETZ#A 1D TY
BHE(CH->TLWTE, BEEIAIZITI G =Y. BEESALE
hEEZMLEN-AGEXEENTHWEETA, TTH B, ERICZIE
%imig_ [ERMNZELEADADEBHREICHINOTNSESS, ELvhbh
\

¢ BANR/OJAMIASENTIE EFICITMEN Y., BULMEKDO S
DIHE . EEFDHI THET LICH > TIHLNZEIZHZYET
BXE, BREDOEBEZRIETSHFHEZET . BHEDIRIOEXEE
ST . B/DHELAF TWADTIEELAM?

& KXMEFETHRALEREXRZAERR A FEXBRICEINE,
F(BRANIF) RGN HDIERGE BZ KGN EFBZGL,
REIFZEZASLSESE N T5HE. BRFZBAGVEFIZLTHELE ]
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FA)AZETEBEPEHILEF DB

& THINIEFLERDPEHIEE T~ DR,

vV 19505RK. DX OHICO—IIA—ILEZEBHELEICIEHEEIH
shdé. BROREEIZOVTE, TAYRIDEBRAIEEY.,
1958 ENER TREENZTOHON-MEEZERFMPELT
FRTHERELTHTI—FKEINKESNT:

v 1973FFDAIK. HEFICELHMERA VW -SHEHBRERICLIEF
MEMRT—RIEIE. FERFMYILIZ. BRADEZEN
BT S MFA—BEIREI(AD)AFIESH ., GRAS (Gene-
rally Recognized As Safe---—fRICRE£LBHONLB RFHM

M BREIZDEA -2 (BERMSIZIFFY gardeniaZk, TE)

v 1997F D) b KEEEIZKY. TFood Safety Initiative] (BAE
SHERE) A RBISHh . BFEERBUTFARME. S MNBAFHREEE
Z5EHNEERERREV AT LA [National Food Safety
System] M FEE
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FA)AZHETEBRPERHILEF DB

v 19964, FDAIZUSDALD #FRAFEIZLY. CDC (Center for
Disease Control and Prevention-- &R EEF L 42—)
[2&>TEIP (Emerging Infections Program) D—E&L T,

“ CDC — FoodNet " #&&irLT-;
SR FTELIOM, BMHEIZHROT, XK AOD7.7%I1241=%
23,00,000AZR—RELT. BRPE. BREREZ. ZENT
EEBHTEMNRSDINEZEA., BES. XVVIBFEBNDE
DQ&A, BWMIEEE. WELIFEEAVI—E1—%FRLTHRED
SLRELERINELSEFENTTHON, FRBEDIEIRELERE
FERABDVATLNEHLDDOHD EocoliT @

vV BIC2XSTOERHSTHARELERS. BREORREELEZ/N\IT
J7Z DDNAZBHFHEL. /NILRIT—ILESF ILERKEIZCDC
DT—R3— AT LIZRIFTHER TS PulsNet "ZBFE. ch%

Copyright ©Terahara Masahiro - : 14

All Rights Reserved.




FA)AZBEITEBERDPEHILEF I~ DBE

EEEE D “ PulsNet International ” 23 AL . BRI B S
REDEBERNENRREIZITADKIITHE-T-

v BHREIIHLTCDCEIROET HFDA, USDAFR {RFEMBE DI
He ORATFLFIAIZEY., BIAIFO-157D %, SIE. FFiE
BIZKAHETH., VIILERSERELABREDEERATHEREE. &
BEOHE. ETHORRL, BREEHRELTRHR-BB, X
TEA5EII2H-1=

20004EFDA, CDC, £ %8 DR FR#EAD % =&Y, EHS-Net
(the Environmental Health Specialists Network === IBIEf&&£
ARV YRRYET—  ZHRELNDORBBEEZIEBIT ST,
BIZEERBEREBROZVLANVE BEDLAMNUIZEITS
BRERRAORHELLEZITVD. REHLEE TOHREEZITOTLVS
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FAAZHETEBERDPEHILEF DB

v
v

20014F9A 11 BRI ZHTOEH(9-11) RE

2003F/NAATOEDHEITICKDITA)HICEEHTS2E REEHE
SR B ERBAMA. FEEDOASISEREEN O E1—42— BEURT
LZPREDICT EBRFASNBIBRTD T —F—R—XIZHYIYE

2004 FE 4 BB ROMEMYFERERINLD:-O BREET7IS
VTSV 1EERE. MM BEDIF (Sprout) , FERE., /\—T A
AVEENEBRBRLEELNTNVEBRICSHT S TEEEINEILSNT-

20099 AFDAIZ B RIZLAEMEMMDRELEREDATHEY
MBI ELLT-15E . (FoodNetZFE? ) DSNSEFHEALT
BN, TR GERERA I @RI S LaEFHIL

2011F1AA/N\TR#FEICLSIBEREEHEIEE(FSMA) D
FSMAIZKSEBEYEREEN . ETORORRDREHEHED
ERK. Hazard o #r, PUILT U EB O X T LIEE, SSOP, OPRP,
BERME. ExSTUCCMPIERADERKIE. ZeHE. 7—FT47x
‘/Zf REBDODFBE - FL——2J OBERUELZSLEILENRE—
cLT=
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BEHNLEEREGREV AT LS

. ‘_ BHBRRED B RRERE .
ATV 7ORIL=T (RE) DR EELAL (EEMEEREE L)
BT 5L RALOD. TOREE GRED
| EARITRRERLLE KERIZSSRE]  BAGAREE BHEE)
KEbhAERERNDRE T
| : g%ggf‘dﬁ%‘(ﬁ%ﬁ;ﬁIETEETEEFEJ%%
, |- MeHEbEoTHERIBRORK w5 | - EHEETHE A (CD0)
i
R, B SLRT— RS LESAD EARHEEORREET (R RLRER
(PFGE)/\3—VDEE (FSIS) . BREZELT (FDA) . RIER LT (EPA))
ERNATAERNRE EREET 5 (CDO0)
LR BRL T DA R Rk oy | - MEEHORRE
AR, BEE, SLRIA—ILET VERHE i - N .
3 |- PREBALEUSHRULGISEMNREN | gy |- BERoREBISSY REERAT (N RS
REROEA ;

 BEISECTEABRAHE <L > THIE~ DB

H 8 FDAT 274 1 b (http://www .fda.gov/ora/fed_state/NFSS/Outbreak_Coordination.pdf)
(BRINERERRLEEREBRANOREED—H)
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B, BOTHE],

& BEIANE->TINM-HEE,
§1. XKRIEL.Z2OENADTL =, ---
§2. HAADTULN=, -
§3. BREBTAEMIFLNEBLGOT, HLVE, -

mm) 5, BBIAOHBETERGOL, BRAGWV ! | == ?
1. [, EMNCHEXELBIETOIRTE]

§ 2. [X. BBEIAIX, ENCTREERE>T=M. ROV EDOES
DHRIZADTW-HRETRIRFENI-CEZTEHSERIC
[FLdEDL, BROEEZ —BHZHOHSRICIILMAL

§ 3. TlX. BBIAL. BTHUV =, - ZALLBOTHEZRIL
=%, JmBRICIZFTMT . Bof-

) OoEY, BBSADOMEEOBKIAFEEL. [ChiE#IZ. 15
— TREFE->TLNBESITENIELNN, -1 (BIEEEZIE
PxxxDFIE . YN, ZAH?)
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LRSS DI R Tl

¢ TIE. RLIEN. HBEARELTOLVAM Y TEXLEHEDL
ISH o1, HHIIEESLETH? I
§1. <RI BOEMNASTI, -+ Il'ﬁ;‘

§2. HAA-OTULVz, -~
§3. MEARBFLNELG ST, L THUV, -+~

§1.& §2.
a. [IBFEHLEMN A EEZHY, ROTHSN-HES
BT, 8o

b. FRLTRABETEIEDHBIIESIBERONLZLDS, [EE
H T, thDEIZFTo1=
§ 3.
a. BT . HUOV-ONBHETFES=0ORSh o=, FFAHNE
hof=-Ohd Fh %Ly
b. RELRILFEo=ZeNETHI-I=A, Bo-DTEH-Y
f2ot=ha ! LEELTRH T

* ZHlmS5L §3. £§3. b. FIACDCIZKIEEENM - EBEALIET
PHIXTBhERE 1FHIELEEICES
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BEHNEOEREE, LWOBALMC?

& BHAEOEDEHEHL., EMCERBREICKIYRREINFESINT-IR
ENREITBHAENINEZVRATLN, EEOFEREEFHOKLD
—AITBELRNEE EEFEBEABFLRMLITINVS

& EFEE. RETBEEFERHEMEFMEIZRT. BPEHREORE
RED-ODFEFICEATHRAEME ZHEHTHY, 2013FICEILE
EQERBEREROEARDY IL—TH, EWEEXNERELT, CDC
MDFoodNetFZZEEYILIWNT- T, BEALBEICLIEHNEE. FH1E
E#BEMMORBRET—SA—RESETHh O FONIEI—DLETOHEESE
BEEIYHLETA, 2011 FE D HETE T3,500,000A , HILERSIE
720,000 A &S, BEEMNLHEENRE SN, Q011FEEFHEHKETD
2,341 AM1,5001%)

& RERECH FERL—FIT—EM_EBETLZERLTEY, BREMIC
BI58FISES BRERRL TV SD TIKELNESS5H ?
mm) EHELSE.BEORFERETRICEIVALGVETY, AE
MIT, BBIMNGREREZTV. ERPSOREHZERLALTHNHSF
MZELHRNETEGEULM?
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FA)HDEBHEEZEZDHF—T—F

® TA)HOBHEEEZEZLHF—7—F;

1. Br&ELlL; (CDC--- Center for Disease Control and
Prevention KR EB PR 2—1)ICLEES;

“A foodborne-disease outbreak (FBDO) is defined as an
incident in which two or more persons experience a
fsiméla’gr iliness resulting from the ingestion of acommon
ood.

“BREBEOERFEEL . ALERZERLEZA, BLEEN
UEDEHDOAD, ALERDBERICBLEEREES "
(accident [ZEREMLGBREER. incident (FEXLGEHICRET IEELEL
ATREME D H DB )
2. SAHCODHA; Serious Adverse Health Consequences or
Death to Humans and Animals

ANEEYICEELRBELEDES. LVIFICESRETER
- SEFIRBICFR 21 Part 7.3 “Class 1.”Y)a—JLAR B &

Copyright ©Terahara Masahiro 21

All Rights Reserved.

BR~NDEREAMBELHERHDEN

® THROBRIZIEK, WETEHERHPZFOHANEALTNT, BRA—H—
(2 EoTIETE-FELEHTDIEEDKRERELLD
ChERLICHSERKIFEAERTRET, & < M/VEERE., AIZIEFE
HBEOTISHOHH, BB OREEICWEHBREE, Thé R IH
FIZ—HICERTLEO TRy —XDHYES

& —HTAANTIE, FDANEARBRDOBRRIFBLALEEDOTNEY
KEVRIZHHBETFIENEYHIF LS. N\ERETHHRYDE REDR
AZRBOHTHEY. BFEFILEDHBRLRILORAEMNFE L. [COLRILIE
BRAZZAINIE L-LETIFOoNDLOEN. BEGCERAMDEAZ.
BHEFDBALZHICEZ®A S LIIBEATEEGL EHE
The insect fragments are classified as an aesthetic (358, B %) problem. Food Defect Action Levels states that

these contaminants “pose no inherent (A E #7%:) to health”
BIZIENTIEEY WEDOF ) 7T—EEYBEIN, ---) EBRIESHEIN BRAOBERSIZIZTEHALY)

(BBRRSS. BEOBRITHBORLOFRKI RV DITERELELY)

¢ EEFBEDRIVRIE. TXTVEM EZ—ILRE
(&, AR EARGEEDCHARSIUAES, BAREGER Il i
EEHNERSNLUERY, AFROCEURFIMIE, BAKO R
EIZERTIVS, ELTLVS B, &
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FDADELE 1)a—)LIZDUVT

€ Warning Letter (Z&8)

LEZBEMEEDOFDAMAE. Bl [ECenter for Food and Applied
Nutrition (BREZLECARELVS—) HORTIN, EEFERD
fefaL. BIRA (#1a15~30B LR ICREZERITHEDELE
T, ENGHRADEGOD, IREXOEL HRBHANARS
N HRATOXRGEHROHONEMEES ., HEBROELESA,
BRI IILBRITINECENH DS, BRELBHON-IFET
Close-out Letter (8 T&) MR HfTINhD

€ Recall (Ya—)L -S&EYR)

1) FSMARMDE206%. F207EICETEFDAIZRFIF)a— LT
()5 %, SEIRAI 21 CFR Part7. Subpart C [TEJE
BERmEEERIE, Ua—IILHEEDODERZEZHF ToNT-

2) HELN, PAYAIZKRITAR)a—)LId, MEEEERKEBETMIZITS
Ja—)L&, FDABKLNMIUSDAD EFFICE I<ED &, FDAD HIB e
LY [ZEFE ToEHIR ) 23— )L O ITIETET S a—)L, thDMmiEE
[TKAlENB;
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Ja—JLIZDLNT

a. BRMBEEREN. AEEREOH RN L. BEICTHIGIEL
T LS mDORMEICRMAEETKEE L. BLITFEERSE
FIZLY, hiGHLEIRT S)a—)L (BEER)

b. #EFDA, USDAR. B LMEBERITEE D EFITE DL

L= =

THH5Ua—)L (HREZEEEMRIR)

C. 21CFR Part107IEIEAHNRAILTURILIH TR,
FEATHYAYRORREFTERL GGG LERRA
IT&EIE)a—LEBILDRERLEN
(ERZRFEEIR)

d. FSMAEE2065IE D%, SACODHABR RZBIGEEEM
HERXBEFRBEAZEREICKS)a—IILETHENES. FDA
(% QD ENEELE . SV EFDA B B D#{TIEIZE S<EUR
IO EMTES (GEFIEUR)
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J)a—JLIZDLNT

F-.HHCREIIEE. 7S izUa—ILIEDTHE. HERET

ERICEHL., EROBE-BE-FHE-E£F 8L (Senate Health,
Education, Labor And Pensions Committee), RU TN IR
X —-EHZEESR (House Energy and Commerce committee)

[CHLTERBEEZRHTIBHERD

EFE) ChEXBIICUSDANEET SHEFR. B, . RUZEDM
ITESDOYI—ILLHD
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1Ja—J)LICDLNT

Ya—)LDOS¥E (EHIRAI21CFR Part7ZES3LLARY )

LR RE A @) ERER (%)
RMEEROBEE., EMICTKY. A .
5 = JRATYT  RYYRRX, 0-157, ¥)L .
95X 1 3;;|-EiDHAa>EIﬁEﬁ75%6iwew 45, PSRRI, % HEEFT
SAHCODHAZE & D " EHEANE JE94)LA, GRASLISI DB R -F
95X 11 (. BREERIFIEZMIZEE. BE my. % INEEET

TEHW/EN)I—L

EEORES. BHIZSORMBE | go o MM/ WFLTIRE

932 M DAL EN, BDYT—IL BYCRIRT. F HRREFT
8 B EIRSE. ERE~NOMR., WRILE., BEOHEEZTIEHERAORE

LR A [R5, EHESED100%

LRI B 109% Ll E100% K #EESr —R /A r—ATHIED £, RE

LRI C B4R, EHEED10%

LAL D BEIURsE. EHEED2%

LR E TOBELNENES
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Ja—JLIZDLNT

2) Ya—)L¥FIE

B GEEEENB TG HIRERT)a—ILETS5 TR
LI=3mE& . &£ HigFDAR®O)a—/)La—TFT 14+—4— (District
Recall Coordinator) 8L &, HMN DB EBREELEREZ LY, HE
REVCHREEE. BEADEMNEITVN., TORDFEELERE.
OA—TAR—3—IZHET S

* FDAO—TAR—2—ELDERNE. FDA R—LR—D
[Recalls, Market Withdrawals, & Safety Alerts | [ZEF#75
FelEiii A H D

- FEVA-ILOMR BRORE-FEZ. EAE6R. EEE.
XE.BVEENFOHEESTITOIHEEDHA(EI VAL BED
FDA® Div. of Dockets Management TAFTE5

FDAIZ. Ya—IILDBHERRIZIHECTHREBEREENSERIN
5 )a—)LERESFREBEL)I—ILLRILDREERIGES
A
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BMARMDERYHFL

¢ RE~NOHEMARMRIIHT HER;

1) Warning Letter (Z&E) -+ Bt

2) Import Alert (S WAZ &
FOARNEXRGREFEEFIRIVZE T HELIEL., B, R DM,
BOVIEXZRELTRTISIESET. RARAMDERXERR
EAERIYE (Detention Without Physical Examination) fa&lL
THMAZESEINS
ZUBREERBATEMOILEIULIMT S HZBEINEL. FDAS
RBEL-HERT (FSMAKXHE202%) THREZTLWCOHRRTERE
FDAIZ#HESHh, (RERERIIMAZEDEIR) TOBRLTFELS
B, LYyRJRMIRBEHELARINS (REDHITIE, RERSHMSTEE
BREH. BVEFDAOERERTREHRRER. F)
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BRER. ERISHT HEDIMIT

& BEREH.ERICHTDHEOHIT

1) BEREE®S (Administrative Detention)
2003FED/NAATRE, RUFSMAEE2075&ITE DI<21CFR
Part 1R &k->TidibIh. FDAREE L UIZMER D HHEEMN
E&AF R (Adulterated) . LMEF K45 R (Misbranded)
ThHHLEML-BERZE. TDBETHEMREZHL., IEEI 515
LIRET CRUBRDRELZITV., E=EFEAHIELZELONDS

BEOREHRIE30BEL. EHBROBZEII2BLIA., TOH#
BRIEHENSI0BLARIZFRIRBELILTETICENTES
FDAIZFIRELIITHO2HLAIZEY) T £ETL, BLIITOH5H
LIRICEBED#GES, ., BIRERETS
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BEREH, ERISHTHEDHIT

2) BROELWEIZ (Seizure) &, ZLIES® (Injunction) &

FDCAEEBECFRBBIICEICEREROREREICERSN.,
FDAIZKHREBFRIDDARELS

3) BROFEERL (Criminal Prosecution)
ERBROMEICLINE. MEICLIBELEERGEOINEEN
D=-HDOHEE, ENBOHON-EEIE. FDAONREBEEERER
[CEHEELHEFRORRLELS

4) ERFHEO—BELGS
FSMALIZKY . FDANNZHZBHRDEER MHAEMIEXREZ T
BEEE. HLLIEEL=5FTSACODHAIZRTAB L& THDHEFDA
NEEFL-EE . ZLUE R ERREHRET B EILERE T HER
MFEDAIZEZ SN, Z7A)ARITOEHEEZHFERICHERINS

1B) 7:;);):2\4“wdﬂﬁﬁr:;éﬁ%ﬁﬁmﬁm HE., FERICERDSE
A
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CGMP Part 117 20134k RXFZ M (TECORELES)

D. Proposed Revisions to Current Good Manufacturing Practice Requirements of Part 110
(Proposed Part 117, Subpart B)

In order to modernize current CGMP requirements, the proposed rule would make revisions including:
* Modernizing and updating the language throughout (e.g., by replacing the word “shall” with the word “must” and by
using certain terms consistently throughout proposed part

E. Proposed New Requirements for Hazard Analysis and Risk-Based Preventive Controls
(Proposed Part 117, Subpart C)

1. Written Food Safety Plan (5594R— 117.126~)
We propose to require that the owner, operator, or agent in charge of a facility have and implement a written food safety
plan that includes as applicable:
» Written hazard analysis; We propose to require that the written hazard analysis ~
« Written Preventive controls; The preventive controls would include as appropriate:

* Parameters associated with the control of the hazard and the maximum or minimum value, or
combination of values, to which any biological, chemical, physical, or radiological parameter must
be controlled;

« Food allergen controls; (&)

« Sanitation controls;

« A recall plan: and

« Any other necessary controls.

» Written procedures; establish and implement written monitoring procedures and ~

« Written Corrective action procedures; establish and implement written corrective action procedures that ~
< written Verification procedures;and

« Written Recall Plan; require that the written recall plan be developed for food with hazards ~, ~ , ~

9. List of Required Records ((604R— 117.175~)
We propose to establish a list of records that would be required under proposed subpart C, including the written food safety
plan and records documenting monitoring of preventive controls, corrective actions, verification, and applicable training for
the qualified individual.
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FSMAIZH &D<H R Al (CGMP)D AR

€ Proposed Revisions to current Good Manufacturing Practice Requirements of
Part 110 (cGMP)  (Proposed 21CFR Part 117, Subpart B)

The rule proposes each covered facility to prepare and implement a written
food safety plan, and documentation. ( a corporate entity that may have
multiple facilities (its every facility to have its own written food safety plan.)

hazard analysis,

risk based preventive controls, ([RXXIZTFEDEF#MHY)
monitoring procedures,

corrective actions; verification; and,

recall plan

recordkeeping
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Hazard, Sahcodha Preventive Controls Verification and Validation ‘

USAGAP Environmental Pathogen
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Control
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(CFR Title 21 Part 117) Clean Transportation
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