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TA)AH

(1) BLIROIHI D24

T AU ATBNT, MaREE AR L2 HRNER TSR LRy, BEFOH#
flo 55, MiaEERmOLEEEEROEm CHEMAHVEL DL LT
Federal Food, Drug, and Cosmetic Act'(VL FIFD&C ¥ £V 9, YBFET D, HYi
348 RIFRMIIC BT 2 BIH 2 D TR Y . RG> E, TERIIICHE
MT 22 L1280, EEEZIIHENICELOS 2D, £ITRVELY
B, HDOVTRSHOMWEITEEE KT, EEEE LELWE ] (FE 321 5:(s))
EIRKERINTVD, ZNETICHFAI 22T & DRWEREINY OERIZ
7= - TiL, U.S. Food and Drug Administration(EL FTFDAJ & W95, NZ K DFFRI
WL S, HIREEE RSO I Y- T, RGNS T 27T 2 5S4
L7, #RiRD GRAS HlEZ HWT, BRI OFF Ikt G ofs & #i-4 5 = &
DLBEIIRDEBZBND,

Fo, MREEEMLT. BFEORRBRHOMRIZL 22 bDEEZDLND,
FDA X O U.S. Department of Agriculture(VL N TUSDA | &9, )X ENZENFTE
THRMIEICHHIZEDTEY | & T EICHBERFIREFHFMIIHE L TWD

&2 A, BURDOHKIVESLA O T Tk, M &L, FDA BNVEEET 2 R
DHBRIZRDEEBEZBND, B, B, MIEEEZE R ISR U7 ZomBHl A7
TEL720D, L0 & B 0 MfakE S & i~ O R HH O H 2 1 2 720 0
FIOHIE T TR ED IV TV D, Rk, Bis FRHEEINC iPS Mila 4 TE
AU CEOET 2l 2% & i IS BT 2 BsilC DWW T, BRI TR %,

Q) BihE LTOREMEOMRE X OE RO D OEE 3 L BT OHE?

BB T A2 ML, USDA ® b & ICfFFET D Food Safety and Inspection
Service(LL FIFSIS| &9, )¥ LTV U.S. Department of Health and Human Services @

http://uscode.house.gov/view.xhtml?path=/prelim@title2 1/chapter9/subchapter4 &edition=prelim

https://www.fda.gov/food/domestic-interagency-agreements-food/formal-agreement-between-fda-and-usda-
regarding-oversight-human-food-produced-using-animal-cell



http://uscode.house.gov/view.xhtml?path=/prelim@title21/chapter9/subchapter4&edition=prelim
https://www.fda.gov/food/domestic-interagency-agreements-food/formal-agreement-between-fda-and-usda-regarding-oversight-human-food-produced-using-animal-cell
https://www.fda.gov/food/domestic-interagency-agreements-food/formal-agreement-between-fda-and-usda-regarding-oversight-human-food-produced-using-animal-cell
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t LITAFET D FDA R EICEBE LT\ 5,

FSIS I, i AdfZE D, MEEE2BZ T+ 28MCE,. £ BKHBLOE
OMTdh, ZFEAAGE., LHEEBIOZOMIMA, 725 CIZIIRRIZ OV T,
LM, WE, BRMFRICET MM ATE LT\, T, FDA (X FSIS 7
FrE T 58 ERAZET X TCORMFENE LOTEHNICOWT, 24, BE
B ROEMERICET 2HH 2 PrE LT b,

B R RO 5 B, KR AICEET 5 FSIS & FDA O&FEI S HEEDT-H D &
LT, 2019 4 3 A2, ENEnO&EE & EEE2F L2 EXREE3 L T2019 4
BEIEVI, PAEINTVD, 2019 FAETIE, HBERNOLEMEICEREZY
T, FDA M EITHFERA OHER BRI 2 Bl - BB 21TV, BiRR O FEE L
L OTRATOFAHFHRZIT) 2 &, TORMREE FSIS ICHIAT 2 Z L3 HLE
ENTWb, F7z, FSIS (X5 THROFEEMEICBIT D, BEE~O—ED
v — 7 5E DR B CRE T IO E 5 FICH YT 52 L L anTn
%o 2019 FEAFEDOL & Tlid, FDA 2, BERANOFEE L HEMIICHEZ1TY 2
LIk, BEREAOREFEZEICOVWTORMBB L OMRAEED, ZONAEN
FSIS LA ENDH Z LI2L VY., WM RIC X AR OFEE T BB GIEIC
KIS 5 E VI HIERHINRIAEN TS, E512, FSIS 3L FDA X, &
S U, Mlaks B2 F A Lo 2 8 Z e MEORE IS T 2
LD LENTEY ., BEBDLEITHOVTOHHY B OB I ED Hi T
W5,

WRIEREAED HGHIC M EHH, 7 — & BHAME, UL S

ik

Tl

VA

(WY

=1

AIRE(HDO LBV | BEOIRTFEISY 720 FHOBRMIRINMBAER S 56, IR
HIE L CRBIRINICET 2 HEICE T 27 2 BT 2083 H 5, bHWE
DB L T 256, 7 AV D THHOEHZRO 5N 547 DI,
FDA (2% L CR LTSI H i (Food Additive Petition)Z#2H L. T DA 2% 5
VRN % ([F1TE 348 5R),

BN OFF 2 HEE T 25815, BiEE L & bICRMINM 0L, (b
BRSO D). DER L0 - AR ORI B3 5 3T

https://www.fsis.usda.gov/sites/default/files/media_file/2020-07/Formal-Agreement-FSIS-FDA.pdf

Title 21 of the Code of Federal Regulations(https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfi/CFR

Search.cfm?CFRPart=181, LA [HEFAHAILE 21 CFRI &V H, HPartl81 1T, B ~OEREE 7= I1XM

PO DD BN 5 BRI S TN D,


https://www.fsis.usda.gov/sites/default/files/media_file/2020-07/Formal-Agreement-FSIS-FDA.pdf
file://///zfs001-kac0017.jurists.co.jp/public/Private/endo_s/UserData/Downloads/Title%2021%20of%20the%20Code%20of%20Federal%20Regulations(https:/www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm%3fCFRPart=181
file://///zfs001-kac0017.jurists.co.jp/public/Private/endo_s/UserData/Downloads/Title%2021%20of%20the%20Code%20of%20Federal%20Regulations(https:/www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm%3fCFRPart=181

OfEHR, FHER, EHE, ZeMEICBET 57 — %% % FDA ICHH L2 T iud7s

B 722\ ([RITE 348 S5(b)).

BRI OFF AT Z52 17 % &, FDA 1%, HEEEOZME%. KAl 15 BN
ICHEEEZZHETLINE I A2 HEFERICEMT 2 (EAHHIE 21CFR Part
171.1G) (1)), HFEENZE S NZEAICT, ZHE@BMEDO BA205 30 BLINIC
77 AV 7 EREMEHRIZEE I N D (FG)Q). Z D% OF £ TOMMIL
EE STV, SRR 24 1 A & ST 55,

BRI OIRGEFRIEDOBAFHFEIC Y720 . BAITMEE L SIS,

A4 B4+ - GRAS

RIFET OBHI ORI E LT, BMICER SN 2WEN, BRI LE LR 5
A1 % W) (Generally Recognized As Safe)(PL FTGRAS] & W9, IR T 556, A
WEITAESTIICEY L b o L LT, BRESINICET 2 BHI2 A S h
72 ([RIVE 201 £5(s))e GRAS X, Z OB OBEMFEOM O AL E 72 13RBRIZ LY |
—EOHEAEMICE T 28642 FNELEETH D ERAIEH SN T L2 METH
V. OFFMFEZRFREIZ@/GM E L THEDILTE 7281958 4 1 A 1 HELRTH
LEMSNTWEMEOLRAITRD, )ZRA L U CHIK 45 GEA SIS
21CFR Part 170.30(a)).

D TiX. GRAS ERH DI, BTSN OFF AR NI L SNHGE &
A% DRI L OVER 2B EIREHLA EOR D, — IS E R LT 5720
OFFERREIL & 1X, BEIZAICENTWAIMIZE D b0 & S, A TRABRO
RS RCIEM b B ie 2 & TE H(EMAMBIAILE 21CFR Part 170.30(b)), FDA X
GRAS [ZOWTHAHIEZ IR > TEHT, 2DV IZIGRAS #7177 T L
(GRAS Notification Program)] z 38 | L TV > % (Substances Generally Recognized as Safe
Final Rule, #F}E ) 81FR54960), Z D711 7T Lix, RIERESNTHHWED
o HMHFTIED GRAS IZi%4 T 5] L) Z &% FDA IZH EMICEATE 5 &0
IHETHD, ZOBHMITH ETHENRLDOTHY . FDA ~OHAHH TR S
NTWD DT TiEZewn,

FDA |ZX%3 % GRAS HANZY 72> TiL, [GRAS #frDER(GRAS Exemption
Claim)] & V9 | MEWEICET 2R 250, EHSMA. GRAS O LN DR

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-questions-and-
answers-about-food-additive-or-color-additive-petition-process H#& S &,

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-questions-and-
answers-about-food-additive-or-color-additive-petition-process DIEHZE 1 12T, FH B O Al B &5
DBENZDOBBERBDND & INTND,



https://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-questions-and-answers-about-food-additive-or-color-additive-petition-process
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-questions-and-answers-about-food-additive-or-color-additive-petition-process
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-questions-and-answers-about-food-additive-or-color-additive-petition-process
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-questions-and-answers-about-food-additive-or-color-additive-petition-process

4)

W ORFRIZRFEA TR £ 72 IXORR) 2 B AT EE LR Ll o720,
F£72. FDA ~OilHIL, WE O, M8 O 4% k% GRAS &2
IZE SRR E G L O TRITER S22,

FDA %, FHEE) D GRAS HBAZZME L TH5H 30 HLUUNIZ, D% H 4
#6935, D%, FDA 1% 180 HLIN(90 H & CIEE AHE, )IZ, GRAS HEAINIxT
LEE A ETTHEET L2 L L0, HFEEILFDAIZL27F & LTOMHE
ITH ST, FEFRREEARF-TICRTEEZITY 2N TE 5T, 7238, GRAS HA
ZATOBRIC S, FRICEMITLE L SR,

PLEXD | MEEEERICOWVTY, Z0REREICBW THHR O LRNY
MMEFA SN DEE. FDA OFF A Z 5S4 570, GRAS %U&%ﬂﬁﬁﬂ“é LR
Db DEEZBND,

EVEOFHmIEAE, M {5 L ORIl RO AR O A

T eV ORHb S E

BRI OV TIE, 2 O OESS £ 7215 GRAS HlEOFIHOWT
DLGEIZBNTH, ZOWENER SN EHEET TEETH D & ) GRS
TSR, 22 TWI IR Bk, HaRiEEAT HRMEEDN, Yk
%Eﬁ%@%ﬂémt%é®%ﬁTfﬁ$fi@w&mamﬂ%@wfwéﬁb

EEWRL, YZWEOWE R, BIER SEERRRE & RN~ OFEEIC KL D8,
BMENL AV Z TN D 72 01— RAVIC wé%%ﬁ%@éﬂékéﬂfwé
GEFRAIEE 21 CFR 170.3(1)F L OF 570.3(1). F7o. BRI DL 4D
IZY 7o T, 7L & b WEOLFERIREE, BEMEOME, RE~DEEDM
A=Y TN

A FHERE R ONFE O
BRI OFEATFAIC SN CiE, BEERICIRE SN EHRO 2 b, ZettEo

T = ARG D T2 OIAT o T FEBIT L, BEM#E . faRImIcs
ENDEMEOY A NEIFIREND, . HRDRMEENSRHIRINY OFEH]

7272 L. GRAS TIER\W & DFEFRIZ R > T E ORBEZRET 572912, GRAS BEI~D[RIZE %5
TOBIFEEITH 2 L BRLWE DR S H 5 (https://www.fda.gov/media/101042/download ME3F 14 &
B ),

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-questions-and-

answers-about-food-additive-or-color-additive-petition-process T Q £ [,



https://www.fda.gov/media/101042/download
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-questions-and-answers-about-food-additive-or-color-additive-petition-process
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-questions-and-answers-about-food-additive-or-color-additive-petition-process

)

IR L7cE . TOBMITENERICFEE S v, EAHARICHES D Z &
(272 %5,

GRAS [ZOWTIE, FEEHEDZE LT L1200, TO—HNEABAILEICY 2
ML TARINTWD, £7-, GRAS WHHIEZMEH LIcGE, Higsniy
'H1X GRAS Notice Inventory®® X Y5 U A MMZHgd 4L, FDA 2@EENAICHI-ED
72VVGRAS THDH Z LIZHOWTEEN RV, )& W9 4iX. "FDA has no
question" & DFLHN INDH Z L &0 D,

Z OE T & 145 2 B

T ARl E B L, FOMAEEE L il E RN A EoTm e
D& - FEH 2 FRH O3 FH oA

HDHEEN, A F TR (Bioengineered Food), 726, B ¥WEEE
Iy IPOPERDMFEN R TIIE LW, BARR TR Z & 2V R 2 08
RENT R NIELT A6, N A LFERMICEYT S 2 L2 RTRRNE
B oz, Sarffz 217727 3l z2F A U, Hijass i 2 i
L7ESEic. ABUEDHEMNR 2SN D AREMEDR H D8, BUIR, M oA #1304
L b B Tixzewn,

A iPS A A TE M U CRUIaREEE R il 2 AF - 7o 56 OB s 1R 2 L o o
E:

iPS FfEZIEH L7 &R I SN NI R R Y TH DM, "It 7 [REE,
A F TR h(Bioengineered Food)Z B9 2 Fn i O I H 0 155,

v EEEHTEET 2 K

AN, TYeBE, Bk ZofMoOAKRE T O GETRESNME £
IR, B, SEY). T OMOEER SR, ol E IR R S wE T,
Ba b2 5 D1(FE201 R EEFRSNTEY, TOMMGIEZSE, FDA D
FHIARBPLE L 0D, ZOT0, MlaREEMIE O 2R 2561203,

10

11

https://www.jetro.go.jp/ext images/ Reports/02/2020/d49dee7dc93e8132/2019us-foodrp202003.pdf

https://www.cfsanappsexternal.fda.gov/scripts/fdcc/?set=GRASNotices

National Bioengineered Food Disclosure Standard(https://www.federalregister.gov/documents/2018/12/21/2

018-27283/national-bioengineered-food-disclosure-standard)



https://www.jetro.go.jp/ext_images/_Reports/02/2020/d49dee7dc93e8132/2019us-foodrp202003.pdf
https://www.cfsanappsexternal.fda.gov/scripts/fdcc/?set=GRASNotices
https://www.federalregister.gov/documents/2018/12/21/2018-27283/national-bioengineered-food-disclosure-standard
https://www.federalregister.gov/documents/2018/12/21/2018-27283/national-bioengineered-food-disclosure-standard

B FDA OFRIARNPLE LR LD EEZLHND,
(6) FaH
7 FDA OZFH#il

FDA NFTE T HRMIC DX, [AlE 343 RICED L FHOR TP L SiL, 4
BFRETOROEAICIE, RYERE U THNBEGIONBE 28 2 5 G ARk
IND, BaFROBARE 72N E BN 21CFR Part101~108 (ZEH H 41T
W5, BRFHHONESE X, BEEEEOWImES T 6T Y, FDA 13F
ROIKGBRLFF A 2T > TN DO, fFIRIBHLMEFAEIC L > T, AYEER
DEBEEZEHRLTEBY, AYBRRBD - AT, YR TRETo T FHES ~
DEELEOEST, FEELOAK, MEBG|IOEEIEE Voo fENE BILD,

FEARN e FoRFIET, HFBAIZE 21CFR Part101.1 35 X Y Part101.2 [ZHEN &
5, RRICHLERERIZLLTO LB TH 5,

®FDA FDOFIRIEH

BB
N e . D) EMDOAFR, kI FH (statement of identi
@ = % F /R /3 £ )L (Principal EZ;E;WZ‘&% (statement of identity)
Display Panel, & /%0 EH
S ))

@ 1% # -3 % /v (Information (D) BAEER | TS T IR OA TR X OMERT

@) FAEY 2k

Panel. 4308l @) 7 LT (T LF—HINME)
OFS S8
() i A i D U FE[E 44

ZD o, OOF#AIFIE(statement of identity)|lZ DV Cik, NEBLCHE SN D4
R ToE o RN o A WAVANRY" RN Ed R P N A E S 1L R PY AT ¥ N k-
L. —RERATRS 2WGE X TRAMEZ 320 &0 it e lek. E£7213—
IREIZ B &S B ARZED B FR(E O REOYEE W A7 A, ) & il L7l
BN EINTWD, NERATHESNDATR] LT, @A L > TZEDOR
i D T 3612 B9 % MM (Standards of Identity) SBUE SV TV D b D&V 23, Hillig
FER AT OV TR, A3 B s AR EBRE S CIIBUE ShTunienizo,
MR T 5 T L AWIHETH 2 (i3 L TlbE L7 S TR & ORI
RAEUSHAR, VK ICEREITI LERD D,



A FSIS O]

ARG RS, FSIS OFE T 5BW(GERN. HEAR)E2IEZ O LICH
Y3 DA LS R ETER(ERIEE 21USC607), X ARBIRZDOMLAO
FTRIZOW TR & A LARETES(ERENEM# 21USC457) 2Rl E LT, i
ZAVGEITIHAIEE OCFR Part317M(E AR KOOI T3 L O Part3815(F & A
BLOZDOILENCHEESE FSIS OFFIKGRNMLEL RV | HHAREERITN
. IKGEEAT O 2 ERRO LN, FoRICHERFEHIZLL O L BY Th 2 (G
F 4 HI4E OCFR Part317.2),

@ SIS FoFRIEH
Qe
@USDA ##FEH]~ — 7 (official inspection legend)3s & OFRE Mi ik &=
©OlFFS
@R #
OREER . MEEE FIIXIREEE 04K L OMERT
@551 72 B\~ | 0> 1 7 (special handling instructions)

Dz 272 BB\ E OV (safe handling instructions)
OFS = N
QIFEEA RRDKRIR L 72 5 BRI OGE TR PEEA

(7) HEtH o Bl
7 HEEAHP
019 FFAREICHREH I TWD K oIz, MlEtsE R MmO ~DIIEAIIC FDA

~OFHIFHR ?i’ﬁ S L OHHIORIERED 5TV, 2022 4121, "Premarket
Consultation on Cultured Animal Cell Foods: Draft Guidance for Industry" 23 /A% S 415

12

13

14

15

https://www.law.cornell.edu/uscode/text/21/607

https://www.law.cornell.edu/uscode/text/21/457

https://www.law.cornell.edu/cfr/text/9/part-317

https://www.law.cornell.edu/cfr/text/9/part-381

10


https://www.law.cornell.edu/uscode/text/21/607
https://www.law.cornell.edu/uscode/text/21/457
https://www.law.cornell.edu/cfr/text/9/part-317
https://www.law.cornell.edu/cfr/text/9/part-381

Tl Lo TVAS, HEHRO S u A Tl flatiE A A T A A e
ML il 5% 0D Bk o 1E RS B (2 1CFRPart 117)55 OB ~D#E SRR SN D b
DEINTWNA,

A oA

HIfE R R R L O FRICET 2B E LTI, 2021 48 9 o, EAARELEE
TR E ARBREILEOXMR L 72 5B R T 2R B4 & AT RO FR R
(2B S HANCBIT % 60 A OE REEN 2 S iz, FEAFEETIELLTOAIZ
DEBADNFEHEINLTNDY,

& BT DR S

OER MBI ERL G RLE G, UITRL, ) PEiiasEiiiz i TiEbnizZ & %
HEEICHMBED Z LICE - T, EROBREG L DL E K D <& D,

ZAIMET 2% 6. WEEXNT 2720128 D X 5 REEEZRIT L&), ZIHLL2WEE, 8Lk
WD,

QEBEROEMAICIE. EO XS BRAEAERT &) (s Rail %, )

OEAR LEROBROT I PERE LTHAVLN TV D REMOERICIE, EO XD REHERLID,
@OREADOFERAIZED X D 2 AFENMEA ST\ b, HERFIC L CURBE I8 E 5 2 5 v
MDD D D,

OREADOEMAIZED X S 72 AFENMEA ST\ b, EROHEE ICEEE L RTT rEEENH 5
%

O— AN STV ERICET 24 (KR — Z (Pork Loin) J %) . & 2 WIESRRBNIC L - T
B DT AFNE, BRERICEWTHIRBROEETHNTI W,

QBRGSO EEFFET HHE (T 1), (A7 —% %) ZREEROBE LA CHBIFEEICHNTH &
AV

@EERIZOWT, BEAERREESCESRREEICE S S HRRIREELZRIT D&M,
OWHEFEOHEA M OB BREICE N T, HENORESLHREORMIT, #EROARNE ED L) IR
2%

OMRA L, TEERIED ) FEONTEICKERNEZTMRIZE DD, BT 570010, EREFEIET
0,

16 https://www.fda.gov/food/guidance-documents-regulatory-information-topic-food-and-dietary-

supplements/foods-program-guidance-under-development

17

https://www.fsis.usda.gov/policy/federal-register-rulemaking/federal-register-rules/labeling-meat-or-poultry-

products, https://www.alic.go.jp/chosa-c/joho01 003051.html % Z R,

11


https://www.fda.gov/food/guidance-documents-regulatory-information-topic-food-and-dietary-supplements/foods-program-guidance-under-development
https://www.fda.gov/food/guidance-documents-regulatory-information-topic-food-and-dietary-supplements/foods-program-guidance-under-development
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