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W OE AMBANEHERERMRERER, AF B EXHEEI T, X EHEHKAIM
ARRETERGRKAEE A EEEHEDRT B LR EEE AREFT R ELL2MINE
ZENLEENERFUREFRT EERS, BRAPER - R EERAATRNA G L LM
Bk, B E R EER R ET A A% R & E 8B T WA R H
R, $EE2FFRHES REAL TR ER A -—NWEERLREEAEKR, ETHFNE
Mk RWER, EENRAZBERATHREEENE RN AN LA ERCHEHF
WLk ER W E A FNE EU AR FE AR AN VL E, XEERETH
B THERB L AN EERBEEAREFER.

K@M AEIHA HEHE BEBHELHGMO) HEREL HEHBE

Il R DR AR 9 12 0 TR — I T S X AT, AR 22 [ SR T X AR 1 IR B8 S5 48 R L 7 v
) 25 Hir 2 e . SR AR W EOR SR 24 4 AU L ZEOR O B UL 22 S B AR Al sk /b, IRt
ANy St BE A A2 - BOR IR PR A F AT BE 59 A £5 45 B e R R BE R, T Al RE A KURS: BE A5 15 2 A
SOOI e A2 ) 0 S A O 22 G [ ) TR RS, sl b A BRI B BT B Al 2
R R DR B R B AU 5 I B 1B %, PR O 2200 XU W R = B0 T A8 B T B8ORS B IE K AR O
Bl 72 A 2 A BRI 2 A e 2R T XU A AT RE 5 BOHE IR % 2 41 4 ) FH AR W B R L AT
ARELEAT 2 R 52 45 T A W BOR K i 2k AT RE Lk At 2 B S7E B BOR AR 2 & SR LS L I
APl G B o R e e DR B R B M i BRI 2 4 2 5 T X A AL, ANl SR AE B
I Sl 7R HE AR P R N 22 A AR 22 B BT L F 5 o AR AR R PH SR R S fe i e o
Ty S AF 5 A0 BT T 45 7 125, by e ik PR R AR IR B AR 00 M A RIE 5 5 kiR . AR S
A SR H AR
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TE 254 I T8 2 R W B AR WIF S i S 77 b A e JE 5 el 6 s 40 S A IR 5 . AR AT
— BN T 3% [ A9 % 2 DR AR ) 5 BB B O S L AR 20 4D 80 AR A R M A S A A
Pt AR TR LUK 50 11 90 AR A HR S0 e ik DX 1 0y 0 N ol P A B 2 2 DR 0 i 2 AT 9%
T 357 LAk 55 [l 0 e e [R] A W 5 R 1) 3 TR B — L 6 i s 3% ) 7 i 3 S L i A R0 452 ] D )
WE AIE 24 7 B 2 M PRI 20 4, SORRE 1 S I A W BOR =l 15 85 4 i m i 2 BUAS: R4 0O
FEAKF EIR AR B H br o © 13 B A AR My BOR IR B2 56 0 T [ ) A b L 2 A
WA RGERTEZ L E . it Y AR SORAR 8 5[5 4R W) H R 10 BR &R 09 I s MR & s
e 5 [ B i 24 a0 A BIUR) (FDAD A M IR OR 38 78 157 2 e 5 DR B A 3 B o 1 kA o8 S FL L
R IR 253 SR VTR IRIE Be /e A W BAGE B P 9 A8 0, e PHIR IS AR WD BRI BRI 2R
F1% 2 2R R H T e [ 1y SC . FEABE A T T L 3 L Y R R R SO AR AR EOR AR TR
B TR TEFE PR ik 2 Z2 R0 B B M AR 97 (GMO) 78 v [ U 22 Bk FE TR, DR A SO
WL B3 S P A W R e S DR e BE DR A W BOR A B TR AC 45 30, HE DL E 2 DNA
DD AR L

— . FDA XF#% 5L K& 5 a6 3

U2 R R AR W B T T FDA Y 32 28 R 57 2 A CHC I 22 o L 24 i Rk 3 i 75 ) (FFD-
CA)PRIE R B2 i 192 4 5 IR B bR i, 70 58 B 5L L A 7 ot v B b #8005 O SCHE . 78 FDA )
SR B B DR AR s o T AR B B RS IR S kL LT 2 B B 2 R T
B A H i 55 . O T R IR R G 18 32 AR TP B A ST, A A Al G TE FDA X A% R A
s,

(—)HERRRmZERE

FFDCA BLRE » £ i A2 7 Fy N ORIk 2 42 Pk 00 £ it B0 13 BRI B0 AT ik MR BRE . B8
B S48 B A B B AT AT AT BRI AR B 1A RO E BT, IR I SO AR S
Y HH S B — A S E @R, WA Z & 2 BB a7, C 2R B B R, A0
M T FDA b, A= 7= R7E DR IE BT & 54 2 RT3 T st vl fe & st (i i dg . “ & sdsim
W7 (food additive) S48 A fa n] B 42 25 18] 454 Dy £ b 199 4 2 50520 Wi £t 45 ik ) 40 ot s 0 556 Oy
Bl B AR A T A AR R s AR H R BTSSR . B SN A e A
AR WEUR B RAR I G E M Z 2L R n L KR — BN R L 217 (generally
recognized as safe) , 4= ;= & 5 AT 76 & & I TP B384 FZ A8 4 Can — Ff B U R 7)) 0 07
FDA HEHE ; W B A RE A — MEIA Ay S 28 4 1 CAn— Folr 8 1 b B B R, 2B 772 35 55 ) FDA 42
2 RE A I B HL 22 2k 55 8 R0 (0 B 2 5l L 28 FDA S 25 ikl I A T4 e 1E 0 & 3 4 {8
o C3RTHRIC  FEDCA SR A i 0 24 1E 6 b 0 Rk S i T M Am a0 s 1 o A 38 ] 44 30

C13 S ULV R -~ 5 [ 5 PR A 0 5 A A B AR TR T B HLJ 7R 7 L (R 2 ) 2015 4R 55 9 .
(23 21 USC 342 (a) (D).
£33 21 USC 321(s).
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Ao BT A S 2 B A P SO 5 B A AR T I 4 DG TR Y T A S 7 U T R A A
RFPEARIC O UNIR A R B R TR B i ZOR SUAR IC ML AE L FDA AR H S Ak
T AL B 7= b 28 T S KA AR T AR FIRE TR TTIE T R S 5T . DO AR B
20 1H B T T LR PR R IR W] RE R RA ST T A AR AU A2 . FDA S & A 5
2 7 A T I 44 T B B AN RS A SRR 26 IR T I B B R A B R
Gi, DO LU A ML E B ATOE F T FDA X B 56 IR £ Al i W4 I FEDCA 8 12 il B IR Y 2%
AR A% D IE e 5 DR 4 B ol (A e 66 DR P 2l B K R IRERE SR i 2 42,

20 T4 80 AFARZ 90 AFARHT L B X Uiy W 457 4 5k DR 62 iy, AR W) BOR 72l B L BIORT L o B
FIO ARG ) FDA i AR 22 ) f, G0 435 e 5 DA £l J2 105 5 JE AT L i i o 4 L F DA i W 487 L %
e A Y G T AR AT R 2 B AT Lk A e D R T A R B D R R R R A i
S5, A A M EOR Y A B FDA ST 0 1 (E A0 53l A WA LU BRAIE 2 AR X T e 5 |
M50 . FDA MRKYESE B R =R BURINA E T 1986 4F K i A CAE Wy H AR R 22 03 8 HE 42 ) X% 52
Jo 46 () J 0 A B SE T 1992 4F & A BUR 75 W IR BT R0 6t b ) £ ) L X FEDCA AH E 453K
UnART 3P T B R DR il S e R A BRAE B R DR A T R A R R e, FDA
A e BN & B A2 s K 19 5 i T BB B T BR 4 2412 i 1 B PR 45 B JR AR
SR CNATD FEPE A 22 2 I 75 2878 S8 A B 22 IR 3R 002 % 80 il B Re A1k i AR 2 06 8 7 vk A =5
52,7 CTIX R W FDA 6 B 3 AR i IR WA 7™ il 32 SCRY BEAR JEL i L 3 15 Wb 99 A 22 8 5 1) 3 B
FEAE—EL,

FDA BBUR A B Z8A T AUV EDHAR SHE 5 HF R H AR R 5 7] A B4 DNA $OR A 8
iy SH 2 e MR LA U P Y o R DR R v o e A TR R AT B Y 7R ) — O R
B BER SR FDA Ay gtk S W) TR 5 A0 2R A 2 4 AT 9% 00 8 il v 2 DUAH 24 A9 5%
SR B K S AEAE IR 2 T 2 DR i v ) 320 E A O AT R O 22 Ax il L, LA 22 TR BE LA
SR R — SR S B A M L R 5| BT R R T . )RR M R R e e
A4 93 5 S5 K ER A N R AR AN B MR ) T — e BN O i e i L et — R AN R B
PRI AL B I BEA A B £8 0

DA A — b S5 DX 5 A — AL GEAE WIS 245 B8 il B 0 — B 52 FDA WA A9 8 35
By BRARAT IR DS R W] 2l R BOW UM A 8 a2 2 AU . 7 A TR IR W AT 1 6 22 4 KU
OIS TE T S0 IO TN A P 5 DA A Ay = il - TG R X 107 4y 52 o 5 ) AT — JBE A O e 42 Y7
Mo AEHEA T AT 2838 FDA Hftt . (HOR AR AN BEARAR  — BB A O 2 2 4 1 " i 37
FEDAE A RO B2 S UE 4 22 FDA L5 A AT AR S s m 7 & it . x5 HAb &
it BRI A B R E AR R A RS 4 L FDA MG M A R e L B B — ol

43 21 USC 343(a)(1) and 321(n).

£53 21 USC 331—336.

(63 FDA, “Statement of Policy: Foods Derived from New Plant Varieties”, 57 Federal Register
22984, May 29, 1992.

72 Ibid., p. 22990

83 Ibid.
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NI AR A, 5 HFORFRAT B OR 57 AR S W), OF HORIGE FDA A 89 Bl 2 51 0 e i
AW 9 FDA B BOR A WA $2 Bt 1 ek X2 22 i 8 R A2 7 R A JRIE (AT
PR 5 5 R A DR 2R A 4 B P L BOROME L EE SR S A A MR B BT S 1 R Y e
58 IR A i S B RS B SRR

FDA S0 5 55 D2 d 1936 BB A2 £ 24 S 0 5L mod — i, AR 22 [ 500N D9 A O 2 i
A1 B R TR A 0t S e 7 A B A (HD FDA ORI ™ iy B9 2B A O B [ 7 iR B O 2 48
FERS B AN 2 AN DA DA 7 i g S DALl Tt o e A5 T 0 1 A D Xk I B st ) B XL 2
HIAFTE Bk = S A A L W B 51 4 AHZ S5 RS F ROk a5k, i RUACE . FDA #9ILR &
ST R A BB S B AR BIAR Z R B SRR OB R TR R s A E I
AR B 4 XU 55 RO A 0y S At A ] 7 A A 1 3 A B R A XU A AR FE T R O 7 A
FAAE RN 3% —FE

S T IR B A T Y 0T A e DR R o A LD R A T R Y R FDA I8 B X B B
SRR R S A DR A A R R E A R N B A SR I B % etk S
Fr MR BG4 52 4 FDA thy FOoF 28 PP AN 5 J8 4598 S 15t 45 A 7 1 A 2 A £ e ik DR 2
4, FDA T 1997 4 A A CUR [ B 5l Bl (9 £ 5 % 00 B2 P 98 ) 810 28 1 A 7 R % e A3
9 2 B0 45 B LU FDA O 56 35 D3 dh 22 4 S (I i) 08 DL o CYLOXF 45 52 % 1) B 5 5 T | s
FDA % R E=AJ7 mp . B m & A Uiy ER S AR R HE RN
A O R BUR AR EAE 1997 4F A 2008 4R ) A T B K B A R E
WZE R . %A T BRI 9 00 I FDA FE X 56 3% I8 £ 0 52t & I . L e 8
BERR A R AR O L B FDA B K 2 1E PF A A B T 2 7 3 40 4 e ik DR A o it 2 A
HRBATH A 7 e 2 5 C, ZRRFX T FDA W+ 20 A 45 . O il i a2 5 e W R
B F YR BN | Al 19 22 AR B0 . % BE DRI O 22 05 3 A B S TR R A R e E O
Tt o CISIELAE BE S T L o A T R DA B o A R R 4 4R B AR SC (B R Bt 0 4 A o W A
JE o DT T BE S 0K W7 04 15 8k Al A M T 5 R 4 T A R A, T

I Eo

{91 See Emily Marden, “Risk and Regulation: U.S. Regulatory Policy on Genetically Modified Food
and Agriculture”, 44 Boston College Law Review , 733, 749—751 (2003); Sheldon Krimsky, Nora K. Mur-
phy, “Biotechnology at the Dinner Table: FDA’s Oversight of Transgenic”, 584 The Annals of the American
Academy of Political and Social Science, 80, 82 (2002).

(103 See Alan McHughen, Stuart Smyth, “US regulatory system for genetically modified [ genetically
modified organism (GMO), rDNA or transgenic] crop cultivars”, 6 Plant Biotechnology Journal , 7 — 8
(2008).

(113 See FDA, “Guidance on Consultation Procedures — Foods Derived From New Plant Varieties”,
October 1997, available at http: //www. fda. gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatory-
Information/Biotechnology/ucm096126. htm (A SCHT 51 B 4% % Rl FL A 3k B 35 B FDA 4% b 33 45 B¢ 5 B0F 56
el 2 9 3 dg J U ) FLJUI R O 2016 4F 2 3 26 H . %5 B R A ERED.

(123 Alan McHughen, Stuart Smyth, supra note 10, pp. 8—9.

(133 Ibid., p. 8.

(14 Emily Marden, supra note 9, pp. 751 —753.
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FDA & RUSE A BORIF IR A ml g fa 5 AR MR &t A b, 158 0 2R A TR G &
B — b b TR I A B AT BB S T O R X B T RE R R B R T
ZWEAE S AL . R R RE AT R 45 I AR N OGE T B WRRR R TR A A S
BHAEY B S BIANFE 20 T2 70 AR AR —Fh 2 58 A 5 ARk B A A A R 1 Jh B EE 2 B
ARk B, B FFDCA #E 148 (£ it B R 455002 FDA MU & i 2 2 E 2 T H e
B 1E % A L R AN i B 2 s A e B T B AT 2 ARGE P T R R R
TG ER, B H AL L A A 28 KU R T 42 FDA WA, X R IE R & & e s —
Ko HUR LR SR MY RLE . — A R A T TR N B A G T N
Yk (B A E A G R S B FDA Sk v B, et T ok A R ) B
A BB AT 2R 4 4 AU A 1 S VR A FDA K T LA™ 32 1) 3% (0 45 & 5 T 6 17 48 47 B0 4
AR 11 ) B BB 6% PR B £ 22 4 . X FDA MR G SE D & i 2 58 3B B . FDA 3 g5 Jil
B AR T IR A A I R A7 FL R R B A BT AL B S A D R R
. FDA Ay, i3 S5 it 2 DL UE 5 356 DR 6 & 10 22 45 L i G 75 I O B R G 3R IR & fh st 45 T 4%
SIWEAE . S B PO C AW T AR B R L TUE e R R A T SR
S AN BE AR A DT SR T IR AU T SRR s Y o A R O AR B SRR T B, FDA
AA R CB B S SN 38 b TR A R G

FDA & i & & % ) 2 77 46 79 32 222 o0 1 B 78 FFDCA HE 4 T 4 W R ™= i i % &
ML 32 AR 2 0 S8 T A W B R 7l & TR ORI 4 B A fi BRE 22 I 2 2R F L 0B G0 7R T 2R D
H b BRI BOM O 5L LR s TR D 4 . X 5 FDA BE 22 iff A= W 4 R = ok &
J ST W NATT X i B TR A ) A i F R B AR — 2, T80 FDA HT B, B B e S R
) B b A2 B R AIE A AR ZE 4, SOk ok AN L B A AR T DDA E R LA B
TR 4 o e R B 0 2 4, JF B R 252 FDA % )28 W 45 A7 o o B e 7 %6 35k A & o 2
7R, R OR R SR AR A R . — EUE AR T R A R L A R T RE W AT
0 1) A= A O A —— X T B Ok Uk, LR SR E T YA R A RE . BE ST B PRI UL (B D
25 1 R OA 4R IR 4B B 5 T 0T R T X FDA AR ST L {H X RN 2 0 A BT 9 BT A L AT
4 22 4 B o T B0 BB N T A B R U I RS L AR R L FTRE AN R B . — U7 T & FDA
%5 SRR B AR 5y — 5 R Se i) FDA /9 A R & W R 7 v] B -5 B0 ROMEME S R B 3
R P LRI AN 5K FDA B & f 2 B gy 7 08

SR FDA BB SR 52 B 9% 35 F13E BUR AL 2L (NGO) I Bk R, B ATTBR BT FDA 195
Fe LA K FDA FAEH A 2= 19 56 Z 3 F 23 01 oh , (19054358 P o 37 Jo s i 1t 45 7 S0 2 i FDA
P B oG AR OB R ] 00 5 L DR B S 0, SR T A SR DR B AR T L O X
SRy B ot VA A ) A R R A i AT SR S A DR G S i U AR O R T A ROR 4

153 FDA, supra note 6, Part V(A).

(16) Emily Marden, supra note 9, p. 747.

(173 1Ibid., pp. 747 —748.

(183 Alan McHughen, Stuart Smyth, supra note 10, p. 9.

(191 Sheldon Krimsky, Nora K. Murphy, supra note 9, pp. 81—82.
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AN © A A B ok A L S92 B X e 5 TR 2B 4 sl AR 3. NGO 3 35 5 78 156 12 g %
FDA $&8 A 38 i i 25 Be B 1E s 28 FDA B9 Pk bn e B R VA TSR AR B 38 1T, AR
PE VR IA U B 52 2 57 S B FDA A8 B b () — S8 [a] 81, 40 76 [ 8 o 2 B b 2B 7 i SR 10 15
BARTEEE LK BIETFE FDA Pt A B o HBUR A i 5 1, 200

g 8] R J5 B TN AE 5 2 A A5 L, FDA B T 1999 4E 2847 RAI W IE S, iz W BLA 7 2 00,
FDA W82y 5 T3 6y 15188 B AT 32 200 1 16 5L DR B il 22 4 18 5 15 21 R st R 75 7 10 5 [
B, 2O BN R TTIZ Y] FDA IR % R B A S 2 K T LIk sE. BT 2001 A&
A AR TR T R ) L SR T AT B B TR T K R R R Mk AR REJBCRT 120 K )
FDA $2583% 77 i B RR 22 T8 BEAG (5 B FDA 278 120 RIN4E T2 E . 2% U 7E A S0k
Fa i (2016 AR 4TS HORAESK 2 VLA , FDA J 85 58 3 33 5 A ¢ W] 5% 36 IX 0 o BOSR A7 BT 072
I gk S om G FL R S v AR R R A B B N, R Wl FDA SR BURE Sk 7 A% 1Y)
T, 1L A ARAAE S AT i — 2 3 FDA TPk W . I3 0 . FDA 2R KM 7 2 I &
i — B A B ABUE O 2 o7 280t FDA W) AT FDA 5S35 £ VR /5 W 1Y
0 TN AT B A T RUE A A 4, C2 A B 9E N FDA AR A BB 6 H L (H A
FLATAT Y S v RN T R AR A SR SR B WA B R AR TN
8] 77k 32 S R FDA AT s G JE PR & — & 22 4y, C20)

(Z)HEFRRMIRICIEE

0 A0 5% PR B bR 10 [l BT FDA A7 IR R 7™ i A2 1992 4F 1Y FDA BUR W R
7 Bl R DR R A0 R A — £ B T 1 R A LD R A R — R BT R R
fi AN ] T H AR Gkt g B i, A2 F S 8 44 RN T3S 12087 1 0 B0 I Y R T 9 R
B2 A S S, D0 07 3 A 3 Y AR A I SR A O U, A R A R A 5 R N 1 A%
G S RN, A TR AR D . WA S5 AN [R] 0 2 DR R A T AR AR IR
5] 85, FDA A 7E 5 E BB S ARic 8 X R (21 USC 321 (o) AEE M I EEEE R L
WA B MRS A B A, B AR R 2 0, EA DNA J5 ik Ak AL 58 Fh o i fe o
FACT SR AR, B R 588 Fh 5 2R B H bR — 250, 405 5 R 7 17 DURR AR IE IF AN SR AT:
il B X MMER . FDA B, B R R EE A A9 3 R S8t (& 164 28 W) 2 28 bR e A AR 4 & b
Pric bR S, B A EE 2 B L AR — AN SRl B B R A B 2 R R G AR
B A A B0 0 A AT AR S [ A B R e 4 KURS 7 26X B BR L, 7 FDA LB T L fE R
A i SR U ) — IR B R A 5 O R (TG R i ik R kA R 2 38 O ) JB T Wl i AR e T

20) Emily Marden, supra note 9, pp. 749—756.

213 1Ibid., pp. 756 —757.

(223 FDA, “Premarket Notice Concerning Bioengineering Foods”, 66 Federal Register 4706, January
18, 2001.

(23] Emily Marden. supra note 9, p. 758.

(241 Tbid., pp. 766 —767.

(253 FDA, supra note 6, Part VL.

€267 Ibid.
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DLy 10 B s B

TE] Z YR A LI Al L FDA T 2001 4E & A (P2 b 16 g - 15 7 £ b 2 5 0k A %
TR A AR LR B ELZE ), WA T el AR A L L B S bR D AR I, A 45
VIR R 28 AR B AR 1 24 5 T3 43 36 DL w A9 AR 22 O T 2 66 PR 0 4t s 9.2 1) R, — S 3 SR 52 it 5 o
PEFRIC o B H A4 3Rt o o SO N AR A B 1 A0 P LR S 5 o G TR A b o AR A S Ak
5, 2T FDA F5 i V8 A4 TR 245 BRI PFIe  H AN B 48 th 7E T 3 b A 8 i e 1A
B il A AT AT AR A BR S AL AR 208 KA i E R G T RAA M IE” (0 FDA“ 38R B A
UG AT o] £ 8 A A5 2 BB OB A S SRt L 1k RE A5 ) 4598 I S — b £ it 3 1 43 AU A 2
WA TR EAE 7 30T B FEDCA B 19 00 75 4 8% 19 “ B Z 31 527, FDA i 5
EAEOREE I & TR AR Il 280

it B8 FDA (948 75, 24 515 50 & S8 TR TR s, 7 3 R & f T A LR AR e JE 3 O 3 36 A
B 0 ORI AL G i, L 2% S0 R 48 O AN 2 DL R 208 B I R R 4 B AR I
AN s @ & R B it BCH2H o A e T B0 2R 5 T A A8 4 B0 T 7R FRac P iR 1 i O Fe Ak A
1 B TR 0 AN R AR IO 7R R MO [ s D5 B DR B P A UL S B 4
PR AN & DUAR AN g5 50 T 7E AR i o bm th 2O B0sT . BRI 2 A Bl R S B A TRl R o B B SR R B
i AT [ JEARIE . FDA 3B IAH AR EFHE L N7 (GM — free/ GMO — free) Z 28 [ I Al #3 id A B
2B AT RE A SR AR IC o PR O R IE £ i v 58 4 A B B DR a0 2 TR HE 1Y L R AR A
It H A AR IC U W] BE U2 T 0 9 0 A S 5 A e R DR R0 1 B AN I DT S BOAN IE 2 3
G, (29 FDA BFFAZR XA SR & Sk dnic . R E A A AT 5 2 AN H IR, W &
U B R DR 7 o R 3 7 o ST 5 A 1 R B T A N e BRI B IR B RLE B R A
JIT T AR R HLPRAT RO, AN BB IE A A5 0% . MES 2 . FDA X% 56 R £ 5 R BRUE (L 58 AR
ST TE AR LSRR IEATIAE T 3% R AR Y 7 32 SCIA TS F T 0 DA B R 1B vk A Y
JEAEBAT

SR A Bl 7l X 7 A AR B R R ) e e VAT RPN, DLE R B R A
YER W FDA & T 2006 4 & A 7l 46 B ¢y 2 B T 10 i 00 38 3 7 A 0 ot o A 7 1) 3 i I
ZHFE AR R S TN @l ), FDA SRS R T4 W4 AR A B 8 HE 42 ) 45 3¢
A S AR g A BT AN B A R A 2 S, 80

27)  Emily Marden, supra note 9, pp. 760—761.

(28) FDA, “Draft Guidance for Industry: Voluntary Labeling Indicating Whether Foods Have or Have
Not Been Derived from Genetically Engineered Plants”, January 2001 (updated December 3, 2015), available
at http://www. fda. gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatorylnformation/ucm059098.
htm.

293 Ibid.; Emily Marden, supra note 9, p. 760.

303 FDA, “Guidance for Industry: Recommendations for the Early Food Safety Evaluation of New Non
— Pesticidal Proteins Produced by New Plant Varieties Intended for Food Use”, June 2006 (updated May 13,
2015), available at http://www. fda. gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatorylIn-

formation/ucm096156.htm.
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5L TE 1992 FZ )5 ZCEMHE ARG IR A HESL )5 5|, FDA 38 52 4% A B SCF g X,
X I BT i 24 5 Aot 1 ) R 3 45 T A R A L A 3 A R DR A 2 A P M R O A
)R, B SR A R R 5 B ) I LA i 22 R LA TN A9 < R 77 . L FDA 56T B} 2 (14 31 415 A
FIWT X T A X AL 3L & S I8 45 T 7 BRI AR R L OF A SRR T A B AL,
FEMLJE LA (1992 —2006 4F) , FDA BAR HUR AR T 8A B HEAL ) 1 5 A BSR4 (1992
AR R A 2001 4F BT AT AD A=A 4R B (1997 AR H R E R TE 2001 4 H E AR D
6 FLZE RN 2006 AR S VRN HE m ) L (E EIAR 4f b b B TR 5L G A DT AR
G4, AEH R A 10 4R A FDA B AT & A 1 AT ] B 5 sl ik S

W LA X FDA 6 56 D38 5 A B0 434 vl 0B 6 1 2 56 DR B B AR e i A B L
TR L B AR B F L H R 45 kA F 5 ML IR . M Lar 20 248 FDA
XoF 2 2 ol A SR A 9 ER I AR R SR L AT R G R ) 1 6 50 B A S5 (AR R I E P R A
LN AE 5 AT TR I B X T IRAT AL AL T e oMl P e 1 25 UL DO 43 L {H R
FEEMSE FDA Xt FRFEIEYS B4 05 vk MR 22 4508 DL S BIRE B 1 B F R 4%, 1E 2 Xt
b 2 B Bl R v A 0 T R R L AL FDA 28 T 25 4 L AR G Ml g D 1 2 36 TR B 9 48 4 R AR
1 7] R, DA 78 G- 470 A £ i 22 4 10 TRV s L A BB 6 LAt 25 )7 12 32 25 1 4 36 D B R 3 254 R 1 25
Ak, Itk 35 B A e AR 7 1 T AR AR R Y 25 )

T AR ER R i AR W 36 B

TE 3% [ A= W B A A B A Al 0 T B A DT A R N AR W B SR R AR . RO E T TR Y
SR e R I A B CAPHIS) HAA 67 57 % ik D AR ) 9 o 11 85 1 o i B8 358 B e (O T A
56 ) 1 ol AL, R B ) EBR R 2 A A R 4 12 ) (PP A AN 58 31 55 UK 2 ) (NEPAD 45
FI b 2 PR 47 B 558 0 45 7 56 [ AR T 5 2 R i . AR CREL ) AR 97 06 ) RO IR B S AL ) 3 o
(plant pest) 4 B, T AH 1) T LG 5812 , I8 o6 AT A] A= dm i 0T A9 AR 9 . B8 B RE S TR A 1) P B
Xt AL B R ATE AT 0 Ll E AT A Tl e 7 i A L 4 IR 4 1) R 5 Ry 22 R R g A
G R AR IR MESH Y R RE VA B A A O AR A S 2 S
(22 8y | B AT ] B A R PR Wy o 25 . C31 ARl 08 TR T A AR 7 0 R BT s B R DR A L T O R
VB IR 52 PR A Wy i 2 B A Wy s e PR A, LB AT o A Ao — i B LB W) 3 o L R
DRI A 0 0 20 AL 0 T R 0 DT 2 Al A RS LA DAL T A D i ARl AR 52
A 0 A R R R B S DR AR RO AL B R AR ARSI IR A i A AR T LB B
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313 7 CFR 340.1 (2003).
(323 Alan McHughen, Stuart Smyth, supra note 10, p.5; Emily Marden, supra note 9, pp. 768—769.
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(33) Emily Marden, Ibid., p. 769.

(343 Ibid., pp. 769—771.

(353 USDA., “Genetically Engineered Organisms and Products; Notification Procedures for the Intro-
duction of Certain Regulated Articles; and Petition for Nonregulated Status”., 57 Federal Register 53036,
Nov. 6, 1992.

36) Alan McHughen, Stuart Smyth, supra note 10, pp. 5—6.
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(38) Monsanto v. Geertson, 561 US 139 (2010).

(393 USDA, “USDA Announces Decision to Fully Deregulate Roundup Ready Alfalfa”, News Release,
January 27, 2011, available at http://www. usda. gov/wps/portal/usda/usdahome? contentidonly =
true&: contentid=2011/01/0035.xml.

(40) Peggy G. Lemaux., “Genetically Engineered Plants and Foods: A Scientist’s Analysis of the Issues
(Part D”, 59 Annual Review of Plant Biology » 771, 795—796 (2008).

(413 Alan McHughen, Stuart Smyth, supra note 10, p. 5.

(423 USDA— Biotechnology Regulatory Services, “Strategic Plan 2015—2018: Protecting Plant Health
through the Regulation of Genetically Engineered Organisms”, January 30, 2015, p.2, available at http://
www.aphis.usda.gov/biotechnology/downloads/brs_strat_plan_15—18.pdf.

(431 USDA — APHIS, “Determinations of Nonregulated Status”, available at http://www.aphis.usda.
gov/biotechnology/ petitions_table_pending.shtml.
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tp://www.aphis.usda.gov/stakeholders/downloads/2015/SA_arctic_apples.pdf.

(45) Emily Marden, supra note 9, p. 772.

€463 1Ibid., pp. 774—776.

(471 Peggy G. Lemaux, supra note 40, p. 776.

(48] Emily Marden., supra note 9, p. 773.
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(507 Biotechnology Industry Organization (BIO), “BIO Statement on Prodigene, Inc.”, November 15, 2002,
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(513  Alan McHughen, Stuart Smyth, supra note 10, pp. 5—6.
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(523 USDA— Biotechnology Regulatory Services, supra note 42, pp. 5—11.

(533 Ibid., p. 2.

(543 USDA. “Biotechnology(BRS)/ Program Overview”, last modified November 20, 2015, available
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(55) Emily Marden, supra note 9, p. 776.

(56) 1Ibid., pp. 776 —777. EPA #iiAf 0 X4 4135 : EPA, “Proposed Policy; Plant— Pesticides Subject to
the Federal Insecticide. Fungicide, and Rodenticide Act and the Federal Food. Drug and Cosmetic Act”, Nov.
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ing”, May 16, 1997, 62 Federal Register 27132.
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(75) Monsanto v. Geertson, 561 US 139, 147—149 (2010).
(76] See eBay v. MercExchange, 547 US 388, 391 (2006).
(771 Monsanto v. Geertson, 561 US 139, 161 (2010).
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(783 Monsanto v. Geertson, 561 US 139, 164 (2010).
(793 Monsanto v. Geertson, 561 US 139, 166 (2010).
£80) See Diamond v. Chakrabarty, 447 U.S. 303, 316—317 (1980).
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(813 See USDA, supra note 39.

(821 See Daniel J. Herling. “As Maine Goes, So Goes The Nation? Labeling for Foods Made with Ge-
netically Modified Organisms (GMOs)”, The National Law Review, January 12, 2014, available at http://
www.natlawreview.com/article/ maine— goes— so— goes — nation.

(831 Grocery Mfrs Assn v. Sorrell, 2015 U.S. Dist. LEXIS 56147 (2015).

(84) Syngenta v. County of Kauai, 2014 U.S. Dist. LEXIS 117820 (2014). For similar case, see Hawaii
Floriculture and Nursery Association v. County of Hawaii, 2014 U.S. Dist. LEXIS 165970 (2014).
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(851 See U.S. Chamber Litigation Center, “Grocery Manufacturers Association v. Sorrell”, available at
http://www.chamberlitigation.com/grocery — manufacturers — association— v— sorrell.

(861 See Shubha Ghosh, et al., “Brief of Patent and Intellectual Property Law Scholars as Amici Curiae
in Support of Petitioners on the Issue of Joint Infringement”, p. 1, available at http://www.americanbar.org/
content/dam/aba/publications/supreme_court_ preview/briefs — v3/12 — 786 _pet_amcu_ pipls. authcheckdam.

pdf.
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(871 See US Congress, “H.R. 1599 — Safe and Accurate Food Labeling Act of 2015”7, available at ht-
tps://www.congress.gov/bill/114th— congress/house—bill/1599/.
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(881 Emily Marden, supra note 9, pp. 780—781.
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Abstract: Biotechnology is critically important for modern society and its regulation remains a world
issue which shall not be ignored. Along the product — based approach, the Food and Drug Administra-
tion, the Ministry of Agriculture, and the Environmental Protection Agency, among other federal agen-
cies in the United States of America (US), take their responsibilities respectively in regulation of the ge-
netically modified organisms (GMOs) and their products by applying the relevant federal laws, and in
consequence the regulation of GMOs has been able to ensure both food safety and environmental safety,
and meanwhile to relieve the regulatory burden for the biotechnology industry in the US. The federal
courts in hearing cases involving GMOs generally respect the professional authorities of federal agencies,
and help to resolve the disputes by fairly applying the relevant federal laws, and therefore play a positive
role of defense in maintaining the product—based approach. The Congress tries as well to unify the feder-
al system for regulation of transgenic {ood in the US by legislative activities. With scientific basis and the
legal framework, the federal legal system constitutes believably an effective mechanism for regulation of
biotechnology in the US., which has the following basic elements, among others: a scientific, rational and
prospective system of laws, specialized executive agencies, a fair and effective judicial system, and pro-
fessional disposition of scientific issues and legal issues respectively. These elements can be valuable for

China to break the current dilemma and deadlock in regulation of the GMO issues.

Key Words: Biotechnology; Transgenic; Genetically Modified Organism (GMO) ; Genetically Modified
Food;Regulation
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