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I Memorandum for Heads of Food and Drug Administration, Environmental Protection Agency, and
Department of Agriculture Regarding Modernizing the Regulatory System for Biotechnology
Products, Executive Office of the President, July 2, 2015 (July 2015 EOP Memorandum). Available
online at:
https://www.whitehouse.gov/sites/default/files/microsites/ostp/modernizing_the_reg_system_for_biot
ech_products_ memo_final.pdf.
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2 Federal Register 81 FR 65414.
3 Executive Office of the President. Office of Science and Technology Policy. Coordinated Framework
for Regulation of Biotechnology, 51 FR 23302, at 23302-23303 (June 26, 1986) (1986 Coordinated
Framework). Available online at:
http://www.aphis.usda.gov/brs/fedregister/coordinated_framework.pdf.
4 Coordinated Framework for Regulation of Biotechnology, Establishment of the Biotechnology
Science Coordinating Committee, Office of Science and Technology Policy; Notice, 50 FR 47174 (Nov.
14, 1985).

2



g LREDR G ~DE M 2B L TV 20T, SR SRR ~DFERICEAFO LD TH 5,

MH# 2 7 DNA (rDNA) . #i#i 2 RNAGCRNA) IS K OMIIER & 72 & 02 02K L < BAJ S TR
LIz BIEEAN ) IS > TH e b SRR 2B BRI Lo /i L0 b R&ERY 27 %
BELDDMNIHONTORRIIEALDEEZEGHE L T, b— T VB Z ORISR T 272 DIZE T H T
RENDIEET N—T 2 H BTz, 5% L < By L7cB s F#EEAN 2 FV CRgE S 7o Bl o Bl
22 05 2 I 5 72 O ICBEF DIEE 2 T L7l R, (B2 v — 713U T o v w72,

5k E DRSOV TIHIERAT S TODIERIT TS BIRIZE SIS LTV D, Lin L b,
& HIEDOPEMIZBI T 2 B SOV TIEBEAF OIEEMEIR THIE AT RE 72BN D BLHI 2 & fESL 3 %
VEDRD D,

PO KO ZRICEAT BRI, FTLVEROBITICE D I b, REICERICE-TE
D OB X DR E RIS D L WO RER B -7z, Hic, R, i—Shiz, BRI
L7 e —FI3 BN LS ITE A, SV DL, MO TREPHIC 7 2 BIE T EETELN D
I, BAR28ITICL o THEI SN TV A OE~OFERHICEEZ KFTH6TH D, 6

FER L LTSk 11986 ED i) 13, BIEEBLO T C o B #ékﬁéﬁ%@
)72 E B SHEOHI 0 BT LEEBI LT\ 5, 29 LT 11986 FEORHFHAFAHT ) |
%%WK%VT%Q?E%%O%%%V(@ﬁ@%ﬁ%)%%%#’Lkob%ﬁﬁ?7/
0 PO— R DR R RIS HEE 2 5 2 b 3OO EERHIE T, IS EPAGREIRHET),
FDA (£hEEME) KONUSDA (#H4) 3. ZHEROBHRICOWTHBZ L,
EEOEE LHEE R B2 52 AT, MBS E 0B emERT, %
DEEAF OB E D X DAL AT 7 ) a OB COREBORE LA ZRGET 5 0
DOHMEATo T2, 11986 FEDOBHIREIFAT | (ZUREDO NS AT 7 ) nY—T nt 2 L FIE
DRI AL LT ATJEBd, B S ETBERTJERT. 2ok R, EPA % U USDA,
DEHIC OV T B LTz, 82 OSHEIIAILE & BRBEO M & (RS 5 (53 7 i & 2o
DT L 72 BN K D I+ IR O IE L DM DNT o AR EWT 5 2 & ailAi, 9

5 1986 Coordinated Framework, 51 FR at 23302-23303.
6 1986 Coordinated Framework, 51 FR at 23302-23303.
7 1986 Coordinated Framework, 51 FR at 23302-23303.
8 In the “Proposal for a Coordinated Framework for Regulation of Biotechnology” which appeared
in the December 31, 1984 Federal Register (49 FR 50356), the Federal Government recognized that a
number of agencies, in addition to the EPA, FDA, and USDA, might have laws, regulations or
guidelines that might be applicable to biotechnology products at some point in research, development,
marketing, shipment, use, or disposal. The 1984 Proposal provided a matrix describing all the laws,
regulations or guidelines that could potentially play a role. In addition to those agencies generally
recognized as part of the Coordinated Framework, the matrix referenced Federal entities such as the
Council on Environmental Quality, the U.S. Department of the Interior and the National Marine
Fisheries Service. The Proposal noted that the matrix would be updated as appropriate, indicating
that the Coordinated Framework was to be flexible in terms of which agencies might play a role in
the regulation of biotechnology.
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9  Executive Office of the President. Office of Science and Technology Policy. Exercise of Federal
Oversight Within Scope of Statutory Authority: Planned Introductions of Biotechnology Products
Into the Environment, 57 FR 6753 (Feb. 27, 1992) (1992 Update to the Coordinated Framework).
Available online at:
https!//www.whitehouse.gov/sites/default/files/microsites/ostp/57_fed_reg 6753__1992.pdf.
10 1986 Coordinated Framework, 51 FR at 23302-23303.
111992 Update to the Coordinated Framework, 57 FR at 6753.
121992 Update to the Coordinated Framework, 57 FR at 6753.
13 1992 Update to the Coordinated Framework, 57 FR at 6753.
141992 Update to the Coordinated Framework, 57 FR at 6753.
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15 Memorandum for Heads of Food and Drug Administration, Environmental Protection Agency, and
Department of Agriculture, Regarding Modernizing the Regulatory System for Biotechnology
Products, Executive Office of the President, July 2, 2015 (July 2015 EOP Memorandum). Available
online at:
https://www.whitehouse.gov/sites/default/files/microsites/ostp/modernizing the_reg system_for_biot
ech_products_ memo_final.pdf.
16 July 2015 EOP Memorandum
17 “Biotechnology products” in the July 2015 EOP Memorandum refers to products developed
through genetic engineering or the targeted or in vitro manipulation of genetic information of
organisms, including plants, animals, and microbes. It also covers some of the products produced by
such plants, animals, and microbes or their derived products as determined by existing statutes and
regulations. Products such as human drugs and medical devices are not the focus of the activities
described in the memorandum. The July 2015 EOP Memorandum definition is not intended to
supersede or amend any formal definitions found in existing regulations or to affect the unique scope
of each law underlying the Coordinated Framework.
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18 See http://[www.regulations.gov/#!docketDetail;D=FDA-2015-N-3403
19 On January 18, 2011, President Obama signed Executive Order 13563, Improving Regulation and
Regulatory Review, which lays out principles that should guide Agency actions related to public
participation, integration and innovation, flexibility of approaches, science, and retrospective
analyses of existing laws. Exec. Order No. 13563, 76 FR 3821 (Jan. 18, 2011). Available online at:
https!//www.whitehouse.gov/the-pressoffice/2011/01/18/executive-order-13563-improving-regulation-
and-regulatory-review
20 On March 10, 2012, President Obama signed Executive Order 13610, Identifying and Reducing
Regulatory Burdens, which lays out the steps that should be taken at the Agency level related to
policy, public participation in retrospective reviews, priority setting, and accountability in order to
modernize the U.S. regulatory system and to reduce unjustified regulatory burdens and costs. Exec.
Order No. 13610, 77 FR 28467 (Mar. 10, 2012). Available online at:
https!//www.whitehouse.gov/sites/default/files/docs/microsites/omb/eo_13610_identifying_and_reduci
ng_regulator y_burdens.pdf
21 On March 11, 2011, the Office of Science and Technology Policy, Executive Office of the President,
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issued principles, consistent with Executive Order 13563, that should guide the development and
implementation of policies for oversight of emerging technologies at the Agency level.
Memorandum for the Heads of Executive Departments and Agencies, Principles for Regulation and
Oversight of Emerging Technologies (Mar. 11, 2011). Available online at:
https!//www.whitehouse.gov/sites/default/files/omb/inforeg/for-agencies/Principles-forRegulation-and
-Oversight-of-Emerging-Technologies-new.pdf
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22 “Agricultural plants” are plants that have a function in agriculture, including crops, trees,
pasture, and others.
23 “Agriculturally important natural resources” are natural resources that have some function in or
provide services to agriculture, e.g., grazing land, flowing streams that provide water for agriculture,
pollinators.
24 “Damage” is biological, chemical, or physical damage, not damage due to market impacts,
including those due to the presence of GE material (Damage is defined thus for the purposes of this
document and the proposed revision of 7 C.F.R Part 340).
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1. EPA

EPA |3t FOMELBEOREICEMLELA-> TS, EHARA, BEA ., KO%EME
(FIFRA)®D T EPA I EIEZ KIS LT D, HRES, EIE, kﬁ%%@D&CNﬂ@?&ya/4%
_ib\mmiﬁm_%%#ﬁ@éﬂér%®g%ﬁmbfwé B EYEIRHE(TSCA) K ONEEET T
HANC X0 2EPA 138 LWEW Toh o TEFETEARIICERS S v Ty (BNt ok #:THL
ﬁéﬂfné%@)h4ﬁvﬁ/m/—§ hEBUERKI L5, LTI EPA OFEERFAN O T N1
F7 7 ao—8RICEA SN D BEREREZ GO HRNEOM M E CH 5,

a. EARFZBA BREF. KOFEAREFIFRA)
FIFRA ® FC, EPA T#E T TRIC Lo THELN T b D& EHETORIKOIRTE, Fitid K& O % 1
LTCW5, 26Z D7 — IR, Y. A FHAMTCE DAL E & ORI EA Sz
REAIPIP), DFE W AEXTHWNTIERL, HINRBED—f, ZhoNEEE L TEHINS Z
&#%IéhfwéﬁAi EEND, FIFRA OFYETIL, b LA HIIEY —RIZED LN HIET
A SN H A A BB B BRI RIT S WA IIE, EPA 3R E 58 (L, RrEof i
#@TT#%@ WA RFEITESEL 22RO D) T5HZ LN TE S, FIFRAITEREICHT 54
BB LU TOXEIITERL TS ¢ (1) REEHORFR, TR ORERNEN &FE2E
BLTE PUIRBEICKETRAHEZERE. UL (2) Hadh, ERG, (bhihEEFD&C Act) & 2
va v 408 DFEMEZE L2V EMIZEEND BEMEAORE L L TOEREMN L2 TS5 ho&MY
A7, ZOXEITEIKIFTBEEREIN DL 2 DOREBRICER L2 T TR 50, BIh | RBIEH ORI
MY AZ % EADZ 8, T LU CEEFAOMEL LToRMTO (@mRAEEZET) TREHINHERA
EEE . ALBEREED&C Act)E 7 23 v 408 DIMEETIE T H L. THDH, 2GRS OEL T
& LT, EPA [3RIEOMERE L BRERIC RIT T ITER BT BT 23 M Bl iy 7 — 2 LA R LT
Do EOT—F LIEFRAERKIZ, EPA IIBIZ X DREIENE b BAEAEY RO A ST H BRI TRW
BN« OTHRSEARRR I S ENEN D EFHMET 2D Th 5, BEHGEE IIFICKEEOL TR, Mk, B
HMER R K OBRBE BN AR IC B9~ 5 7 — & L 1A EPA IR L2 iE2 572\, 28FIFRA 1370 75 A
SR O HMEER T D 12010 T — Z T D B & B ERIEN & LE SUXE R 5 IR FEPH 2R MHERR %
EPA 1252 C\W5b, TIZ, EPA XM EIZGE U TCT —X OMEE, BT —X O b Ao 7 7 a—
FEBATEHZENHED, EPAIZINLDOT —4 LIFREEE L CHAREASFEZHET 20 TH
Al

EPA |X EUP (EBRAEMRFFA) 28 LTT7 44— 7T XA FE2bHHl L TW5, EUP IZAEE
FE & BRBEIC 3T 2 BB A T3 2 0 72 Bl EOREHIA T T D Z & B RGE L7 BB ERD T2

DHFEICNE 2T — 2 Z 595 2 L2 ARICT DD TH D, EUP IINE T — % ZBiGT 5 7= DI HF
TEDOEBLS NI T CTRE SNIE SO HTIRERZREEDHEMN 2RO 5 6D Th 5, EPA Ol

25 40 C.F.R. Parts 700, 720, 721, 723, and 725.
26 7U.S.C. § 136a(a).
27 7U.S.C § 136(bb).
28 40 C.FR. § 158.
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AR AERYY R 10 2—h—0HHIEERR 1 =— b — RE 17— bh) OkE
8 Z 72 W GETCENE S D EBRIRBROGE 121X EUP II0E L iX s, 208 LSRN ER T HRIES
NIAEY TH 25512018, EUP BUETRWT L 2 ERT 2 -OICHER ITRRS 10 =—h—o+
HSOFIERE 1 == — @RS 1 74— ) OKRZBEZRWI & & EPA [Z@H L2217 5720w, EPA

ERRBR DN ERBT IR A AR B 2 RIE SR WEAIC DA EUP 238171 %, b LikBRic L » TAR S T2
MRS @A EET) & LTERSINDEEITIE. 200 OMEO R O YIE M,
FER L, ALPESIEFD&C Act) 7 3 3 > 408 DFEYEA TS L2 UE 72 H 7y, 80

DT T

—HBENEND L, BERE T OWE, KR - UL HICELE LT EPA B L2 2T O#E L 3
T2 ERFIUTR B RV, BERE L E ARG L2 B RO E R & S b2 i 72 b7 5 1SR
& & FBICBE Y 5 —EORERZ RE LT hide b7 ; 2EPA OBYIRERKZ G 2 b A ISR OE iR
ERET HIOICATETFA L, KO- ULRERRET 5T D08 E 20 2 RAEE I LY ; 9%
Bk U7z RO BEEEICR Y D R AR BT BT 2B MO FHEICHEES < M TR EPA TR L T
WHOEHR L MEEOBEFOBGRE § X A% &+ 5 7212 EPA 2SLEE LHIlET LB — 4 %
R L 72 U7 B 700, 35351, FIFRA 132 0 B3 B G| _Eéﬁ”é FIFRA 3% 5] X i X2 L C
WA T L AT A7 DIT . EPA 2370 < &b 1 BAREMICBGR SIT- AM A T = L AR TS, 36

EPA Hi#lZBE T 2 22 215 #HIL EPA O =7 %4 |~ www.epa.gov O AFTT 5 Z Lk s,
1ER FIFRA FD&C £
tyay 2 BROES tyvay 408 : FFARHLIA/ A HERIE FH BRS
)vay 3 Bk
t)vas 5 . EUP
IO/ R i 4 KL A% OR 38 A | UE R R e 5 B SV o0 B
(PIP) R
IRGERTRBR 7 v 2|« FFAHIPHFFARE | - FFPARPHFFARIE | - FPAHIPHATAH
SEpRE] SAN 1 BRsh 1 BRAh
- EUP - T - EUP
- EUP
WRGERTHL 7 e 2| - FRPARPHFFA R | - FPARPHAPA R | - FFAHL PR/ A R
SEpRE] SAN 1 BRsh 1 H BRsh

29 40 C.FR. § 172.3.
30 40 C.F.R. § 172.10(a); 21 U.S.C. § 346a(a)(1).
31 7U.S.C. § 136a-13).
32 7U.S.C. § 136f; 40 C.F.R. 169.
33 7 U.S.C §§ 136f(b); 136g(a).
34 7 U.S.C. § 136d(a)(2); 40 C.F.R. Part 159, Subpart D.
35 7U.S.C. § 136a(c)(2)(B).
36 7 U.S.C. § 136a(g).
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EPA [aI% COBEREERAT UL | o BERGEFEAT I | - BERFEFEAT XTI
FEAT JEAT JE1T

- PPAEIPRE RSN | - FPAELDHATARIDE | - AP/ HEE
AEFEAT SUTFEFEAT 1 FABRAMRE D FEAT | 38 I FRAMRED FEAT X
(TIEFRAT (3IEFEAT

1. AT 7 7 er—8G () (B4 % EPA SO

b. EAEA, EIEMS, (LVEAEEFD&C Act)E 2 v =3 > 408

EPA X FD&C £t/ 408 1280 . &fh (EMHETE 25 Te) (24 U 2 R3OS TOMRBY XELE O
DREY) (BEWIC TRIELFIREY) L\ o) 284, BIEWXIERICEEALHER LR E L
TOET O EKE X IWE OLEMEZHH L T\W5, 37FD&C JEIT &N @Rtk £2ET) 28,
ZFRNEHT D0 LW ET OS2 IO\ CEFA R ST 7 25 %6 0 8 o o B L
N Z B T2 B | CRENT 2 Z L 21 L L LTWD, SEEHTE 2HERAME I R TORESINIARIZLD
BTEMOBETOMDREZE G H, & FXUTEDH BB O T O BIEA~O G RB N ELZ KT S0
WD BRI SN B DA O EPA IXEWNE L AR (b~ EEMWA) W72 AT 2 3 &
(R RFERW L ~L) UTFFAEPHE AR & D D 2 Rk D, 9EPA 1%, RO A% M
STV ATREMED B DL FIREY OWE K O RIZHE SN T, BEOREMEERIET 5 DITRKER L~
NEFRE L < TRWEHIWT Lo G A I CF AR E BRI & HIE T 2, 7R HE I S35 25 % P 8 H Brsh
TEARZR S OSUT =R b DR H D, Bz, i @A EZET) & LTERN LZEED 7
A=V FT A FORRE L TOME ORI FIREWICOWTIRE LIZRFEFEITT 556 TH 5, FDA
I3 EPA 232t (B HEEI 25 1e) 108 N0 BRI FREMICE U TRROE L 723 HilE 2 50 92
L L6, EPAIIH LTI ATTHAI EAFGOFEEIZL DO THA 9 &, FRHMEZEE
XIZE HT RS EIR L T D, 40

c. HAEWEHENETSCAIZ Z 7 R m—7 3= 0 21 i DOLF R L > TIEIES
=]+
TSCA O, EPA IFEWM NA AT 7 /) vur—Op3E, EXEKOHEEE AT IS OILWFEIRIZ SV T,
Z s TSCA AN LATEICHRA SN T RWRELZEL eI S T o 56, BEEEEEA-
TW5, BEFEOBOHHICH 2MAEMEEZHETO T LWMEFEWE ) 1L, T, U, pb3EmR
W, R SUTFEFED, AERICRE SN XU B 2T 0T WA 2 28 EFCSUTIBR B IS E 2 XX
FTARGHRY 27 Zkd 2720, BHXIIZOMDIEY 27 BRZZETH 2 L7, TSCA O FT
DELERTFEEDHR TH 5. EPA T EIWMEW 2 S LBEFOLFIEICOWT, TORGE, A, A,
P E A 18 M OVBE BT & o TIEER SUTBRBR IS E 2 R TARE R ) 27 213 2720, Bl 2 i

37 21 U.S.C. §§ 301 et seq.
38 21 U.S.C. §§ 346a(b)(2)(A)(Q), ()(2)(A)G).
39 21 U.S.C. § 346a(b)(2)(A)(ii) or 346a(c)(2)(A)Gi).
40 21 U.S.C. § 346a
41 15 U.S.C. § 2601 et seq., as amended by the Frank R. Lautenberg Chemical Safety for the 21st
Century Act, P.L.. No. 114-182 (June 22, 2016).
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@%ﬁ?éoﬁ%Aﬁ%@%ﬁuTwiﬁﬁ%@@%é (LB ELED T2 D DR, I~ AT R LT —
R BRI A AT 7 7 m Oo— B BB 5 B3 R OV R B ; RELEM BRI
M&U%%%E;A4ﬁmﬂﬁ8#%%@ﬁ¥mm;f@&@ﬂ@&g;%@ﬁﬁﬁﬁf%%&Um@
FIET TSCA M HERA SN TW R WBRITRAE NA 47 27 /o —8LO2TOEDMOIEH, TSCA
IR R & RN Y, LBESh . RS RS (B UREEPEAITER) . 72132 BWA.
RO kga% EPA OFEENOINL T D, 2ZFE L H CER FICHKT 21E30 DNA &R U Tk

ROVE S VI BISF TR SN DWMEM &, RIRDBICHBE SN AEMD b ORI FH#EM DO EX
IR ST Ko TR SN iAEmiL, TREo) AL BirLwv)) MEmEZ 2 6, 1> T Litoid
R E DRI R L T2 D,

TSCA O FTiE, KMEMNLR/MEH % MR T 22 DORUKH 2 U R 7 FHI#R 2521 5725, TSCA
DALFERITH > T W BRIIRAE OB & 460 HRNCELER X EPA IC—EDHERERET HZ &
NROHNTND, EPAITIRHENTZEREZRONT NN L > THET S : 1) MCAN (AW DR
EIEENCEIT 2%, XL 2) TERA (TSCA EBRAFFAIHGE) (RINOMEEIL. BEMAEMEELD
HEfE DS HISE TV D, RIZICHZEBIR BB H 2 IC & D, ) #iEDEM & MCAN XX TERA U 2 7 3F
il & SEhiti 9~ % 7= DI AT 2 1F T 40 C.FR. 725 N 1997 40 A3 5 TSCA NA 4T 7 7
a V—EYMOERICB W TEE T REFIE] KO [TSCA A 477 7 aP—#HMOERIZET 5
Algae 5#42) # B LRSS CEICMES K I T D, &7 — X2 T, EPA | 3EE
H7e e N OREREE BREEICET 5 U A7 Tl AR SN TV S RFENER B FIAT 5, TTSCA A 4T 7
Ja—HOIERIZE T 5 Algae FEEIEE] WO SCEIX, FilcHBLLIEA AT 7/ ano—oiE
e ZDORERFEEDI-DICIRH SN LETH D Z L E2#IT 5, TUTHRT =X LIERN D
Tz FIHT 572002 TORND TSCA BANCTRST SN D Z & ZRIZT H DI TOMRE 2 H 5
L& 9 LD EPA OEHZ ML TW5D, £ Ofithod BE 9~ 2 B EATIZ B L CITBM OB LWV XUIHET S
nt%ﬁﬁﬁﬁéhfwéo%L%ﬁ%ﬁﬁ%:i%ﬁé#xﬂﬁﬁﬁﬁw\XMTMAK%6<$%
(2B 2 B OB L S LB Ao Al E. BEIRT R O 72 O EPA ICEE S5 2 L A HEE T2, 43

2016 /-6 H 22 H, ANV KHEN 777 R v—T7 =70 21 ORI L ML O
TEITEA LT TSCA 1TEGT &vtz, kT TSCA XIS A AT 7 /uP—%2%R L LTWEDITT
X2V, SRS AT 7 ) aP—0FET v AEZBELTND EZARH S, TSCA ICIT4<, BMA
W% & el LB S THICE A S5 FTIC EPA 23F D22 M SV CRERBAY A L2 1 g7
SV ENS L HTLWEEN MDD > TWD, £72, EPA PNEMMAED 2 & e LML E MM ME R
BRICREERHEED Y A7 2 b1 b LRV E I LTSS, TOFE2ARTDHZLHERODTND

EPA (321 CHIEN IR SICHIR T D 7o IR IR ﬁ@&ULMﬁ%%aﬁéb@%%%$¢5 &
XKD OF, K2 iXiEfE Rl SIS AT 7 7 a P =858 L OBMROMEEZ /R L T\ 5,

42 15 U.S.C. § 2601(2)(B).

43

https://www.epa.gov/regulation-biotechnology-under-tsca-and-fifra/forms/contact-us-about-regulatio

nbiotechnology-under

44 Frank R. Lautenberg Chemical Safety for the 21st Century Act, P.L. No. 114-182 (June 22, 2016).
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BEAG, EIRREE ([ LIRSS ), EIE ., B, & Ok
US.C. §2602(2)(B)&XM8, RIS TR b DDENZ 1TSS THEEL, A TP RE, NA T X

X 2. XfZFT 7/ ul—8E0 EPA ## : TSCA

Ty T g, NS Y R ONEFI K IEE DD EFEEE DAL PER D S,

14

TSCA 17232 3(2)(B), 15



2. FDA

FDA 1. b FRUEWAEE CeEMIIANLEZET) . BHEN,. B FEROEMAEY ., b ALY
AR O ERER (£ 128R) 28T O 2 HH L Tunb, LLTiX FDA OFENIZH 5 FEAN
AFT 7 s a RN T L EERERE GO OMHE R ECH D,

a. GE (Bi=z7##az) mcHkd2e & @ik

FDA iZ, BETTFZMALTAEINTZLOEED T, & (B FEEWH) RORMKS OL 2%
RFFET 57202 FE L LTFD&CIED 2 DO g VITKIFEL TV D

UJ:H&C&@mem%mmmﬁﬁmﬁmo%%bﬁ WOMERE A FT D L9 Aefil &

DO IIHERME EH R TVEINEATHDIEHEE (b LZOWENEORRLEADKRD THHY
BT, BMICE ENLWE O &I EF R ﬁ%f“z@;é%é}\ FDA |[3Hi&E %259 5 Z &3 HIskD) . FDA
X OMERIC KD Bz diGhbHRT 5 (ZFORMERTTLEZHET L2 L bE0) Z LNtk
5 ;LT

( 2) FD&CIEDE 7 T a 409 DEMIFNDIRE, 6FD&C LD F T, A&

BIMENTWEIZ, ZOMEPERINTEHBICEWT—KPICLZETHDL EROLATVD
(GRAS=generally recognized as safe)?>, XIXBIBFRIN SN TV DA EZRRE, &L TH S () :
ZOEEMD EPA I X o> THEE SN TWDEEE, T2 DD FD&C VEDHT L E) =35 K
BLE TR ST D8 LW B AEEY) . 1TFD&C IEDE 7 > 3 2 409 1%, & TORMEIIZ OV
TENZR-IET D OIEN SN HER T E N2 & IZHRINT 2 DI SN2 ERICBE D Y e < ke
HIOARZER L TV D, KR I TORWERTRINOERIZTEMNERETRWNWI &2V, FD&C
Bt 7 v ar 402)@2) e DHE(LHEDK G L 70 D, WEMINIY & —RICZRETH D LRH B
TV (GRASE D /i\%ﬁ I TOMENER SN HBOFET THIZE N & O)/\iiéﬁiﬁﬁ%énl’(
o SORLININY) OAGRITHEAMAR THREINTWD, —HEMTIMNAKE I D &, BEFEB LT
EAPESOFERMIM E LT 30 HARITHND, 51ﬁuu¥fi@ﬁﬂ¢@0)7¥kan\ IX. NEPA (E%Eﬁﬁ%ﬂzﬁfi) 5281

45 21 U.S.C. § 342(a)(1).
46 21 U.S.C. § 348.
47 21 U.S.C. § 321(s).
48 21 U.S.C. § 348.
49 21 U.S.C. § 342(2)(2)(0).
50 21 C.F.R. §§ 170.3(1) and 570.3().
51 21 U.S.C. § 348(f); 21 C.F.R. § 171.110.
52 The National Environmental Policy Act (NEPA), 42 U.S.C. § 4321 et seq., establishes a consistent
process by which Federal agencies must consider the consequences of their proposed actions on the
human environment prior to a decision. NEPA requires Federal agencies to prepare a detailed
“environmental impact statement” (EIS) for all major Federal actions significantly affecting the
quality of the human environment. 42 U.S.C. § 4332(2)(C). The Council on Environmental Quality
(CEQ), an agency established by Congress in NEPA, has promulgated regulations that are applicable
to Federal agencies in their compliance with NEPA. See 40 C.F.R. §§ 1500-1508. As well as
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HEOFMRTHH D,

1992 /12, FDA X U LVMESSFEICHRT 280 &V 0 A OBORSGE AT LTz, & 2 CTIEBAT
DIEBEWENASAL AT 7 ) a =AW THRE SN YICHRT 2RI oL IcEA s
2, B LT D, 8FDA [ZFAUCHI EHEV T, 8 LWES ISR T 2 &I T 2 2 Toies
PESEZ OO IR _E ORGSR DO RTICARR L T\ D 2 & 2 ERIZT 5720, BIER R L]
BT O A BN LTz, 542D OFRREIIAEY ) DB T2 2 COFBLEN X L X7 OWIERN TR T 1L
F—FRE L BEOMBEEZEA TN, AL, ML BMICE EN D2 TOFFEAMEN R
SRR & U CIRFERTERZ B 2 0, NIRMEO B OB E 2 R B E USSR BER D LUV R R
EMDEENNIREICERT D L O RFIETERINTDEN, EWIHETH D,

—REITE > T, FDA BNHFEET 2 LMK OREICET 2FHEERICIZELTRNEEND - XA AT 27 )
22 AW LR & ZNDNHK LI & ZADRBRIEMOLTR ; By AR E & 2 N A A
T/ u =R NI RMOSEME L HEH OB ; HA LB FOBE, AHEOKEICBET 5
T ZOHBSUIER LB R KO dh D A5y SUTRFEIS T 2 i S22k 5 = 2
5 HR Lo s PR 2 2 BAEY AT B OT ORTORBREY ORE T2 Z ., BAShZBET
FEMIC Lo Ta—RENTERBEWDOT AT T 47 1 — SH&RE ; BEEM ORI OTEED LW L
NV —FE RN L BT D IE A OB EY 2 3 DR DN L EICHE R D &Il Lo ARL ; Bis+
R 2B ORLRR IR &M ST E OO —fRBNZTHEY S5 SnFEIZ R 2 & il OFLECUIME
BLa, EEQREREBMICHRIIRAET 2HMEITFRICER LT, B LR ; KB FHHEBLZ
BOT VX =S EFHIHES 2BAEMEN B RETEE I NS 2R, 2 TOREELT
Z OO EOBERIFR L, 7 — & LIEWDSH LWL TED O O RS BER DI ETE - 7o dn il
MOEOREMEF T LI ICEETH D &imBAICE T Havizif, FDA 13472 T3 %5, FDAIZET L
ORI R Z B OV TV A MIEHT 5, ZOW#E7 v AIERTERS AL B O TIHRND,

specifying the process for preparation of an EIS, the CEQ regulations provide that Federal agencies
may prepare an environmental assessment (EA) to determine whether a proposed action is likely to
have a significant impact on the environment, thus triggering the need to prepare an EIS. 40 C.F.R.
§§ 1501.3, 1501.4(e); 1508.9; 1508.13. CEQ regulations also provide that certain types of federal
activities may be “categorically excluded” from NEPA review if the class of actions has no significant
environmental effect, either individually or cumulatively, and there are no extraordinary
circumstances in a given situation. 40 C.F.R. § 1508.4. Public involvement and the participation of
state, tribal and local governments is an important component of the NEPA process. Each Federal
department and agency is required to publish procedures, in consultation with CEQ, that identify
how NEPA will be implemented for its typical actions. 40 C.F.R. § 1507.3. EPA’s decision making has
generally been deemed to be ‘functionally equivalent’ to the NEPA process. See, e.g., Merrell v.
Thomas, 807 F.2d 776 (9th Cir. 1986). EPA does not therefore perform a NEPA analysis in addition to
its environmental assessments of products under its purview.
53 Department of Health and Human Services. Food and Drug Administration. Statement of Policy:
Foods Derived from New Plant Varieties, 57 FR 22984 (May 29, 1992).
54 See Consultation Procedures under FDA's 1992 Statement of Policy - Foods Derived from New
Plant Varieties (June 1996; Revised October 1997). Available at:
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/Biotechno
logy/ucm0961 26.htm.
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B> THRB A A T L2 L 2Rl T A2 2 L2 FiT 452 LIk o TARDEEEARSF > T
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2006 41 FDA 1% T&&E B OH LW FEIZ L > TIED 28 LWIERRIR Y L Ry o BRI R &
VIR 28 ) & W O BOERA~DIES 2 RAT LTz, 52 OFESHI RN HIRICBFE H OB Y
SRR OFHFERIEY X BO RN LT MO0 T 7 7T MZOWTHIIL TS, o
PV A=Y A FNE® ﬁuuﬂﬁa_fﬁﬂ%l%\étlﬂm‘é#@rb%@?%ﬁﬁx FDA & &MWLt S 2 ancffun v
UL TRBICRERE TIRA LS AICE L 5000 LW AR ZEMEOEIICHREMAIZE Y filie X 912
FEFENTWS, FDA X, 20787 T AIHML TWAEEITEOMEICHET DR MICBEY 54
TOREMER ORIH EOEMZE KT 5 FDA OR7EHT ik FIE (FDA 0 1992 FEER SCEO O Dl
WY FRIZ R T 2 &5 ST 2 FIRAZ S8, 56 (1996 46 A ; 1997 4F 10 AlZtkhi)) = HnT
HEBERIIZ FDA 00 LD 358D L THEL TS,

BT ARTZ@ Y . TN ENOREIC KD P RAKGR O RO I e £ R IZEIN S LI WE IS
> T, FD&C HEIZ K> THRGEHTAGE DA RO HND Z &3 5, BAIZEINS N2 WE D IRGERTERE D
HRETHDLPEP DT, BAEESIITHE A ITRET 2 RPN LZETH V%Y T DIEHRLET

LTWD Z L ERFET DRENH D, HERZ L THDHN, BHIEHEN FDA L O TIREHT 7 7k X% 5%
TLEHTH-TEH, EITH E@E}i;ﬁ“é@%#ﬁéf/\(fﬂﬁf%é & ZPRAIET D MERCHY 22 AL
b%, b LEENZORBEE RIS E, FD&C EIZ LY FDAITEERM K TED & 9 itz i
783 5% LTl %%ﬁ?’féﬁﬁdp%é SEEITAIITEEE, W) a— ELISA, EL
kD, ROIFERRAE E5,

b. EInHHZ B

FDA |38 E /2 2>\ T FD&C IEOFTHEENM S HLE K O FDA OFaf THLAITHM L T b,
FD&C iE0trvay 201(@(WONCH T D T3] OFERIT b b XULZE OMOEMW) OIROHEE TV T

DOMRBICHEZRIFTZLABRILEY (BAZR) ] 2EATWD, STRIGF-HFM, ST 2
DNAGDNAER TH > T, ¥ DNA | n’*ﬂﬁLiﬂ@J%@ﬁ%LX i%%éab TR RITIEEERL
TWLH DL FD&CIEIZK T 5 Z DY DO ERIZH TldE 5, FD&C iEIT8H RGO FHEN H Y
ERBITHZ L aEELE LTS, 8- T, E&/Lﬁuﬁka LD BEITIRTE S 4D R OB 1A 2 B (2

55 Available at:
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatorylnformation/Biotechno
logy/ucm0 96156.htm
56 Available at:
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/Biotechno
logy/ucmO 96126.htm
57 21 U.S.C. § 321()(1)(C).
58 See 21 U.S.C. §§ 331(a), 351(a)(5).
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U—%& G TN o 1) HEoEZ : Bin %2 B 2 503 2 IR 72 50l & s 2 B ic
DWTATOINTWAHHER ;. (FEAIAL) BB THEEDD FFHIFHE . 2) rDNA RS X2 oo
70 DB R OZINBPODIC U TAER SN ORI ; E s FH#HEZ B D %5 D5 FFHIFFE - 3)
rDNA R UTZE DD T ) DAL EINEN ST TEKR NS DR Z T HLE L THEFES
WMDY B TR B DT DFFH - 4) B2 Y & OREFEOREIZEAT 20
BT — 4 B FOZEMSTE © 5) ZEREARRZZRTHRE U X O IR SNFE C2IRE2F BT
5L BEIT D AR Y — DRV BT L DOF L CTRAGEID L2 6) 2T DOBREIR 2B O Ffh,
ZLTEMHERDIBRFEBRZEMOLE. TR OBEFHEX MR T 28480 P ET - XX
L > TRT DI ENRETHLINOFN ; & L Tia ROZZ 1/ - 7) BAGTH X B+
DEAFEE DR > TN D & FRT DFHEE R > TnDd 2 & DI,

b M SN LEY, ALK, IERESOTIEH S XITZ0 b0 L LTHEH S S2WE
AL B A X BIZ O\ TIEL, FDA @ CEDR CEWRHm & OWFFEE % —) . CBER (455
Al & OFgEE % —) . T CDRH (BE&s M OUFPEE B o 2 —) NENENOHEROFEIN TRl
FAHEZ BT L > THEOGN D ZN 0 DG OFFHEICONWTEIEZ A>TV D, Bz B>
WTC, EOFEN L KR ARITHEOST <56 C FDA NERMNERNT 2 XL 5 2T — & I @A Ffo

59 42 U.S.C. § 4321 et seq.
60 As applicable, in accordance with NEPA, regulations issued by the Council on Environmental
Quality (CEQ) (40 C.F.R. Parts 1500-1508), and FDA’s Environmental Impact Considerations
regulations under 21 C.F.R. Part 25, and to encourage public transparency, FDA has sought and
considered public input in the agency’s evaluation of the potential effects on the environment of the
United States from an investigational use or approval of a new animal drug. However,
confidentiality requirements generally prevent FDA from disclosing the existence of or releasing
information contained in a new animal drug application file, including NEPA environmental
documents, before approval of the new animal drug. In most cases, permission from the drug sponsor
is required. See 21 C.F.R. §§ 20.61, 25.50(b) & 514.11.
61 21 C.FR. § 514.1(a).
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FDA 13 FD&C #£ & PHS (WRE/AEY—E R) {BEICESWTE FHEEY, AW 5r0 )k O ERE S =
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(BRI N oo i R SR [ i o T AT

20154 7 H®O EOP REIZFHFH SN TW DY, XA AT 7/ no—8EofHAIcL > TESZE b
Y AW R R ONE BRSSO HENTIHIED Z OFGHO X TIEAR VWO T, ZOXXETITEEMIT

62 Generally, confidentiality requirements prevent FDA from disclosing the existence of or releasing
information contained in a new animal drug application file before approval of the new animal drug.
In most cases, permission from the drug sponsor is required. See 21 C.F.R. § 514.11 & 21 C.F.R. §
20.61.
63 Guidance for Industry: Regulation of Genetically Engineered Animals Containing Heritable
Recombinant DNA Constructs (June 2015). Available online at:
http://www.fda.gov/downloads/AnimalVeterinary/GuidanceComplianceEnforcement/GuidanceforInd
ustry/ucm1139 03.pdf
64 42 U.S.C. § 262.
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65 40 C.F.R. Parts 1500-1508.
66 7 C.F.R. Part 372.
67  See http://www.aphis.usda.gov/biotechnology/brs_main.shtml
68 7 U.S.C. §§ 8301 et seq.
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69 7 U.S.C. §§ 7701 et seq.
70 The current biotech regulations, 7 C.F.R. Part 340, which were codified prior to the Plant
Protection Act, only invoke the Plant Pest Authority under the PPA. A separate regulation enforced
by USDA, 7 C.F.R. Part 360, does include noxious weed protection applicable to both GE and non GE
plants. Under the regulations at 7 C.F.R. Part 340, USDA/APHIS has authority to regulate the
importation, interstate movement, or release into the environment of certain GE organisms. The
GE organisms regulated by USDA are those produced using plant organisms, DNA from plant pest
organisms, or those for which there is otherwise a reason to believe that the organism is a plant pest.
7t Information for submitting a petition for nonregulated status can be found in 7 C.F.R. Part 340 §§
6(c) and at
https!//www.aphis.usda.gov/aphis/ourfocus/biotechnology/permits-notifications-petitions/petitions.
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72 Information on submitting a regulatory confirmation inquiry can be found on APHIS web page at
https://www.aphis.usda.gov/aphis/ourfocus/biotechnology/am-i-regulated
73 See https://ceq.doe.gov/ceq_regulations/Council_on_Environmental_Quality_Regulations.pdf.
74 See
https://www.aphis.usda.gov/aphis/ourfocus/biotechnology/permits-notificationspetitions/petitions/ct_
pet_proc_imp.
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76 See 225-00-2000 Amendment 1, Memorandum of Understanding between the U.S. Department of
Agriculture Food Safety and Inspection Service and the U.S. Department of Health and Human
Services Food and Drug Administration. Available online at:
http://www.fda.gov/AboutFDA/PartnershipsCollaborations/MemorandaofUnderstandingMOUs/Dom
esticMOUs/uc m441552.htm
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153 The 1986 Coordinated Framework (in Chart I at 51 FR 23304) identifies a “lead agency” among the agencies responsible for
regulation of a specific product category or use. This Update to the Coordinated Framework does not identify lead agencies because the
concept caused confusion and was mistakenly interpreted. For example, stakeholders have incorrectly understood the lead agency as
being responsible for making all relevant regulatory decisions, guiding developers from one agency to another, or being the conduit
through which communications between developers and regulatory agencies flow. Further, this concept may incorrectly lead some to
believe that one agency would withhold an authorization until other agencies had completed their regulatory work. Notwithstanding the
1986 concept of a lead agency, these agencies have developed a successful network of coordination and communication that can assist
developers in navigating the Coordinated Framework. For discussion of the types of coordination and communication that occur
between EPA, FDA and USDA, see section E of this document.
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EPA. FDA KX O*USDA IZ X 21 A FT 7 ) v V—EEOEE L EOBERE

DRA AR AR ST
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bt MR USDA/APHIS 154 FDA/CVM 156 FDA/CFSAN
W ESR Y 27 % 4 7= | USDA/APHIS USDA/FSIS
5356 W BTEMERY 27 2L
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EPA/OPP USDA/APHIS/VS

154 USDA/APHIS oversees the importation, interstate movement, and environmental release of the plants (that pose a plant pest risk)
that are used for food purposes. USDA/APHIS does not regulate activities in confined facilities such as laboratories and greenhouses.
155 FDA has a voluntary food safety and regulatory consultation process for human and/or animal foods derived from genetically
engineered plant varieties to be used in the food supply and recommends that developers of such products partake in the consultation
process early in the development process (see
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/Biotechnology/ucm096095.htm). Particular
uses of foods (including food substances) may be subject to certain premarket requirements; the fact that a food or food substance does or
does not come from a genetically engineered plant has no bearing on those requirements. FDA also conducts a program that is focused
on the early food safety evaluation of new non-pesticidal proteins produced by new plant varieties under development for food use. The
program is designed to pro-actively address food safety concerns that might result in the event that material from plants under
development for food use is inadvertently present in the food supply at low levels prior to having been the subject of a completed food
safety consultation with FDA. FDA anticipates that firms participating in this program will continue to interact with FDA using the
agency’s premarket consultation procedures, which considers all relevant safety and regulatory questions associated with food from the
variety.

156 FDA/CVM is responsible for reviewing under its new animal drug authorities the safety and effectiveness of an introduced rDNA
construct in the genome of an animal, including animal health, human and animal food safety, and whether the desired trait is
expressed. See FDA Guidance for Industry 187, available online at:
http://www.fda.gov/downloads/AnimalVeterinary/GuidanceComplianceEnforcement/GuidanceforIndustry/UCM113903.pdf.
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157 Livestock includes horses, cattle, bison, sheep, goats, swine, cervids, poultry, and other farm-raised animals, including farm-raised
fish.

158 FDA/CFSAN has responsibility for ensuring that most food for human consumption (whether derived from genetically engineered
sources or non-genetically engineered sources) is safe, sanitary and properly labeled. FDA shares this responsibility with USDA/FSIS.
159 USDA/FSIS is responsible for ensuring that the nation's commercial supply of meat, poultry, egg products, and fish of the Order
Siluriformes is safe, wholesome, and correctly labeled and packaged.

160 FDA has a voluntary food safety and regulatory consultation process for human and/or animal foods derived from genetically
engineered plant varieties to be used in the food supply and recommends that developers of such products partake in the consultation
process early in the development process (see
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/Biotechnology/ucm096095.htm). Particular
uses of foods (including food substances) may be subject to certain premarket requirements; the fact that a food or food substance does or
does not come from a genetically engineered plant has no bearing on those requirements. FDA also conducts a program that is focused
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on the early food safety evaluation of new nonpesticidal proteins produced by new plant varieties under development for food use.
program is designed to pro-actively address food safety concerns that might result in the event that material from plants under
development for food use is inadvertently present in the food supply at low levels prior to having been the subject of a completed food
safety consultation with FDA. FDA anticipates that firms participating in this program will continue to interact with FDA using the
agency’s premarket consultation procedures which considers all relevant safety and regulatory questions associated with food from the

variety.
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161 FDA/CBER and FDA/CDER each have regulatory responsibility, including premarket review and oversight, for human biological
products within their jurisdictions.
162 FDA/CBER and FDA/CDRH each have regulatory responsibility for certain medical devices. While FDA/CDRH has regulatory
responsibility for most medical devices, FDA/CBER generally has regulatory responsibility for medical devices related to licensed blood
and cellular products. For additional information regarding the division between FDA/CDRH and FDA/CBER of regulatory
responsibility for medical devices, please see Intercenter Agreement Between the Center for Biologics Evaluation and Research and the
Center for Devices and Radiological Health, available online at:
http://www.fda.gov/CombinationProducts/JurisdictionalInformation/ucm121175.htm.
163 A veterinary biologic produced and distributed in full conformance with the Virus-Serum-Toxin Act, 21 U.S.C. §§ 151-159, and any
implementing regulations is not subject to new animal drug review under the FD&C Act. See 21 C.F.R. § 510.4.
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89 Commercial R&D means that the activities are conducted with the purpose of obtaining an immediate or eventual commercial
advantage and it includes R&D funded directly by a commercial entity regardless of who is actually conducting the research and R&D
not funded directly by a commercial entity, if the researcher intends to obtain an immediate or eventual commercial advantage

9 Exclusions from TSCA are food, food additives, drugs, cosmetics, medical devices, pesticides (but not pesticide intermediates),
tobacco, nuclear material, and firearms. See TSCA Section 3(2)(B), 15 U.S.C. § 2602(2)(B).
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91 A person who manufactures, imports, or processes a microorganism is not subject to reporting requirements if the microorganism is
solely for research and development activities; the microorganism is used by, or directly under the supervision of, a technically qualified
individual (TQI) as defined in § 725.3 and the TQI maintains documentation of the procedures selected to ensure compliance; there is no
intentional testing of a microorganism outside of a building or vessel which effectively surrounds and encloses the microorganism and
includes features designed to restrict the microorganism from leaving; and there are containment and/or inactivation controls. See 40
C.F.R. §§ 275.234-275.235.

88  New chemicals that are not specifically excluded are subject to EPA's oversight and TSCA premanufacturing review.

92 Exclusions from TSCA are food, food additives, drugs, cosmetics, medical devices, pesticides (but not pesticide intermediates), tobacco,
nuclear material, and firearms. See TSCA Section 3(2)(B), 15 U.S.C. § 2602(2)(B).
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93 Pesticide intermediates are subject to TSCA, not FIFRA.

36




B3 o1

EPA/OPP

T AL A IA E T RFE A 3 i) ©
Hk T\ b 854. EPA/ OPP %, AR
F R O\Bh &R0 o A7 31 )
TORFRBORZENEEHR, B ME
BREE D22 AVEIC ST IR & B
BInFRME2BHIT 5,
USDA/APHIS
WM ERY 27 2475385

AN
=

FDA/CFSAN

t NHEMOSE . FDA/CFSAN I
t Mk DM EDOLREMEIZHONT
EPA M| LIS O CEAE S 2
FDA/CVM

iy ARt %E . FDA/ICVM [$8)
MNZ L DB OLREMEIZ OV T EPA
HHI LA O TR 5

EPA/OPP

EUE7/ NNy F S PN
bisYa. EPA/
OPP 3R FIRAF D
Bao kLol M
XL B R
DB ST D
Sy HET 5 2 & T,
v hEEMOREO
LEVEERIET 5,
Bl - B O O E
B AR R OES X
(B2
USDA/APHIS/BRS
B fEER Y A
7 ELTEbTHE
FDA/CVM

EPA/OPP

I BAR AR TH D5 A .
EPA/OPP i, t MNAKUEMWH RO
T OFRMFRIEIK T 2 RFRBEOLE
MAEED, B M ROBREORSMEIT DN
THAMEE ARSI 2, Ziudsth
-7 )T BHRREMEEERD—
HCh BB BN TV T A
Wb Eie,

USDA/APHIS

AP EDERY 27 & b= 538

AN
=

EPA/OPPT

BemAltHmE LTRSS
AR TR E 2R L, WS s
THRREMD DD, AH, TR R
A ANBE A TR Tl B 5
FDA/CFSAN

b MR OSE FDA/ICFSAN (T AR

EPA/OPP
HERIE A R L o
TELNT=, XA
RN DB
TR SR L
LTSNS
H 95, Zivh DR,
Tt A LUCEWY
RRE O RAT R
(D RH R
DEEMNZEE DT,
EPA/OPP (2 X » T
b hERREOL A
PEIZ W THLRI &
o,

94 For certain antimicrobial uses, the antimicrobial is considered both a food additive and a pesticide under the Antimicrobial
Regulation Technical Corrections Act of 1998 (ARCTA) with pesticide residue food safety regulated by FDA under the Federal Food,
Drug, and Cosmetics Act (FD&C Act), and human and environmental safety regulated by EPA under FIFRA, e.g., antimicrobials to
preserve water contacting food where food processing occurs and food packaging preservatives.

9  Examples of such pesticidal applications include double stranded RNA used for RNAIi gene silencing.
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96 An MOU is a formal arrangement between an agency and other Federal, state, or
local government agencies; academic institutions; and other entities. The MOU
constitutes an understanding between the parties but is a nonbinding arrangement.

97 Other MOUs that are generally applicable to an agency’s programs may also be
relevant to the agency’s regulation of biotechnology products. For example, in 2015,
FDA’s Foods and Veterinary Medicine Program (including CFSAN and CVM) and EPA’s
Office of Chemical Safety and Pollution Prevention established a formal mechanism,
through an MOU, to share information in areas of mutual interest, consistent with
programmatic goals and resources that will assist in public health protection and the
effective and efficient execution of Federal responsibilities. (See
http://www.fda.gov/AboutFDA/PartnershipsCollaborations/MemorandaofUnderstandin
gMOUs/DomesticMOUs/uc m457193.htm.) As another example, in 2012, FDA and
USDA developed an MOU that establishes policies and procedures to enhance the
exchange of information between participating agencies of USDA and FDA related to
food safety, public health, and associated regulatory, marketing, trade, and research

39



98

- 2009 4E 7 I, EPA OBEIET 0 7T DO /S A A K OVEYLP5 IEFR & USDA o @b
WIRRIEFTONA FF 7 7 o o—HH—1r 2 (BRS) &2 PIP (HWiiRkisaEH) ol
MmO R FHIEAEM R A LA L AT 2 B0 TR FREFEAERXSHE MOU
(09-2000-0052-MU) % fiift L7z, EPA & USDA O GNENZNOHHNEE D=1
PIP B ORET — 2 2 FE L TV 5D, Z0 MOU T¥ENRH LT — 2 0
FHSEE, TOMREE LToOT—ZiHiiigko g, KOFENZhOERIZES R
FIRHICRIA T 272007 a2 X L FIENHNL SZ, 20 MOU X, W4 7086 %E
BF O PIP BlloFME L2 H L+ 5720 0FEICHATS ETofhiala=
g—arO—RFERIZBfEIZ L TW5,

2011 4£ 2 A 2 B, EPA, FDA X% USDA/APHIS /A 45 7 / v V—Hi#|¥— & 2 (BRS)
X, SR & 030 DRI T B R i OB BRI ) T 3 D DRERI D1 )
Lasa=kr—a sz HEET 572912 MOU (10-2000-0058-MU; 225-11-0001) %
it Liz, 9 20 MOU O F T, 3HITIE—~DRHZRI SN WEHHRE S ., &
(GFHHREY) & 30 DR T 5 BT AR A2 AT Z LICaBE LTV 5,
3AITITMAICKLEILE U TENTNOEG T HBEY & D) DBk T 285m0
Bl 7 e 7T MBI 2 IEARE#RZ AT 57201220 MOU % ik LT,

2012410 H 22 H,EPA b #m0722 & K ONEYLBL IEER(OCSPP) &3 7 1 77 L ER(OPP),

activities substantially affecting the public health (See
http://www.fda.gov/AboutFDA/PartnershipsCollaborations/MemorandaofUnderstandin
gMOUs/DomesticMOUs/uc m294512.htm.) Likewise, in February of 2013, FDA and
USDA/APHIS re-established a Memorandum of Understanding to clarify procedures
and responsibilities to resolve jurisdictional issues and questions concerning the
regulation of certain animal products such as veterinary biologicals under the VSTA, or
as drugs under the FD&C Act. The MOU establishes a standing committee comprised
of experts from the Center for Veterinary Medicine (FDA) and the Center for Veterinary
Biologics (APHIS), who review proposed products cooperatively to establish
jurisdictional authority (See
http://www.fda.gov/AboutFDA/PartnershipsCollaborations/MemorandaofUnderstandin
gMOUs/DomesticMOUs/uc m359217.htm.) For more information about FDA’'s MOUs,
see
http://www.fda.gov/AboutFDA/PartnershipsCollaborations/MemorandaofUnderstandin
gMOUs/default.htm.

98 USDA also has internal MOUs that may be applicable to USDA programs such as one
related to testing services in the event of a compliance incident involving a regulated
product between USDA/APHIS and USDA’s Agricultural Marketing Service and Grain
Inspection, Packer and Stockyards Administration.

99 Available online at:

https!//www.regulations.gov/#!docketDetail; D=EPA-HQ-OPP-2011-0038.
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100 When a genetically engineered
organism or product involves new species
or organisms or novel modifications that
potentially raise new issues, the
authorization may not qualify for a
categorical exclusion.
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101 Confined field trials either stipulate
specific measures or performance
standards aimed at preventing the
unintended release and persistence of the
regulated organism in the environment.
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102 FDA anticipates that firms
participating in this program will
continue to interact with FDA using the
agency’s premarket consultation
procedures, which considers all relevant
safety and regulatory questions
associated with food from the variety.
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103 In such cases, it is the responsibility of
those marketing the rose in the U.S. to
ensure that the rose does not enter the
food supply.
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104 When a genetically engineered
organism or product involves new species
or organisms or novel modifications that
potentially raise new issues, the
authorization may not qualify for a
categorical exclusion.
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105 Biotechnology notifications are
required prior to experimental activities
on small test plots to allow EPA to
determine whether an EUP is required
for microbial pesticides whose pesticidal
properties have been imparted or
enhanced by the introduction of genetic
material that has been deliberately
modified (40 C.F.R. § 172.45).
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106 When a genetically engineered
organism or product involves new species
or organisms or novel modifications that
potentially raise new issues, the
authorization may not qualify for a
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107 Biotechnology notifications are
required prior to experimental activities
on small test plots to allow EPA to
determine whether an EUP is required
for microbial pesticides whose pesticidal
properties have been imparted or
enhanced by the introduction of genetic
material that has been deliberately
modified (40 C.F.R. § 172.45).
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108 KPA is required under TSCA section
8(b), 15 U.S.C. 2607(b), to compile and
keep current a list of chemical substances
manufactured (including imported) or
processed in the United States. This list
is known as the TSCA Chemical
Substance Inventory or simply the “TSCA
Inventory.” A chemical substance not on
TSCA Inventory is considered a “new
chemical substance.” See TSCA section
3(11), 15 U.S.C. 2602(11).

109 40 C.F.R. 725.205 - 235
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110 When a genetically engineered
organism or products involves new
species or organisms or novel
modifications that potentially raise new
issues, the authorization may not qualify
for a categorical exclusion.

11 If risk-associated issues are identified
during the TERA review, EPA may extend
period of review beyond 60 days.
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112 As an example, food safety or other
regulatory issues could involve the
presence of an unapproved food additive
in the resulting animal food product.
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123 Animal Health Protection Act, 7 U.S.C. § 8302.
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133 Section 2(j) of FIFRA [7 U.S.C. § 136()].

134 40 C.F.R. § 174.3.

135 40 C.F.R. § 174.3.

136 40 C.F.R. § 172.43.

137 Section 2(u) of FIFRA [7 U.S.C. § 136(w].

138 40 C.F.R. § 174.3.

139 40 C.F.R. § 174.3.

140 40 C.F.R. § 174.3.
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