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ATTRAT T AT LA gU FHIAT ATRAT &, HIA & (0 24 (AFIHAT T AT SHE TATEAT &l Tohel ATl THT
SARAT T AT % o 36 sAferfaae &1 gy 92 &t IT-gwT (1) FT TI&AT F ATE TIIGIT THRITAT
FAT g 3T Udagrr Arted a7 Srar € & soa arew fAfqawi a7 359 [ty & 91 fGay #i st gurea
g & arg o= o s, R [t &6 =9 stfere@=ar #7 Tiera e arer eI i iagt St=ar w

IqASH FLTS ATV

T3 IS AT AT ATT &F AT IH T&T FIAHIL ATSR, AT @I TLEAT S ATAE T,
TESIT 99, Fear Us, 75 foef-110002 FT 24T regulation@fssai.gov.in 9% -8 & AT ST
AT gl

I Y= AT F g9y § T sate & 39 9o [aia [ 3@ Jreq sl T gt
U AT G GLAT ST {Te TTTEeor g = s

7692 G1/2022 @



50374/2022/REGULATION-FSSAI

2

THE GAZETTE OF INDIA : EXTRAORDINARY [PART I1I—SEC.4]

FIEERCIER L
FTT |

T

1. Gferg A 3T I—(1) =7 fAfAgw &1 w@fery 9 @rer qear 3w 7 (She afiafda arer)
e, 2022 21

(2) ¥ F=fofEd 9% @] gi-

()

T % 7T § TN & oy sfi= afatda st (showsn) |

(@) SRS & T G Heeeh (SrEH Ferterd AT gl |

()

STUHEAT & I°IS @Ter H9edh SraH Forferd ST A7 81 | TEH STUHs § I+ T9F,
TS, TEERTOT TZTAF ATt afegferd gl

(3) T TSI H T TRT 6T AT & TId T |

(4) & TEUA S TEST2 Aoft % S vdtee wiew ¥ o s w7 g
2. gfRwTeTi—

(1) =7 Bt &, ST T TERT F =047 Tferd 7 gh—

()

(@)

()

(%)

(=)

‘SR & GTer AT S a1 Ara=aw, 2006 (2006 T T&1 34) AT B,

“STqATET” & ATTIT STuHer § Icariad et WY @rer a1 @rer arat ST gcder A7 AT e
T TeAeT T | TG STHANT o (10 TUTerq g o A=ior a1 amara & forw & 72 e &
e

“TERRTT GHEE” | AT 0 €9 § IcaTed 39 @i ¥ g e T off e F
A TTOTeR HITTEr T TANT A2 (3T U TS qEera T9RT 7 U o=ar siae™ @l 2,

“GTT IR0 & @ gLaT i A1 Afa=ad, 2006 & &RT 4 % Feadia eroq
ATLA T G AT ST AT TITH0T AT ;5

“STEUHT” & 931920, a9 3T Faarg TRaaq #a1ad & T ST SSHaafar qegisd
qfafT st €;

‘St aRafda @rer (SuH-aren)” | 9 @Te a7 @i §9eh AT9d g, ST s 9
TRITRTERT T TEEar & ST Tfafad ST SS=aid Sttal & 97 g3 a1 ATaT 399 Ih
g, SMAT 9g G SiY QT Foeh ATTIT g, ST e[ Sid TTATRET Sl JgrEdr & S
gfeafda sftai & Icoe a1 9iq 379 <6 4 &,

‘St giaEtda st SShfaatea sha (Shuwen)” & ag Sitaq sta S g, e sregfas
ST TR & ATeqH | Iea ST AT T T4 091 T 8,

“GTeT % ¥ H TANT & o0 S afeatdd sia” § a8 STuRer ATy g S S92 arer
T GT 3 IeqTa o oIy &d ardT F &9 § Frar Srar ar;

“STYAT ST TTATRE & AT g AqaanT (1) =9 F@er s e aamdrs, [ed @
AT ST A® UIHE (ST0AT) T HITARTEA AT AN | Jaas e
T LT Troraerd STTHA g STET (2) SHEITHE G o TATAT HITARTSAT T TEAT ST
TTHfd® AT o9 T [9: SIS TGl o7 Ud U Fa2re aaeiehl 7 g adr
TRAE TS| Ud 939 | TANT 70 STd g1 [ 31 FwaT &

“FINTET STUAT” F g STUAT ATHAT ¢ ST e ST TTATe0T & TINT 6 HeAeasd
TR qHEeAT § HI9E SIUAT § 3T &,

“STTUws & Iearted” & Af 9T g O ¥ A1 g Bedr § Sshuwsy ¥ syauw 9w=q oo
STTOHSAT &1 U AT T T2l |
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(2) =gt T e srafarioa aiq srfafeem, Faw a1 BfRaw § aReafua as3i i sfvsriet
T FET AT ZIIT, ST 379 Aty Faw =7 By ®§ sfena 21

3. fAwor, sieTeor, faan, fosft six smama st % e qEigee—

(1) FIE =AT<h, QT ATTEHIUT F TATHIGT & T6aTd, STTHSAT & T hell @rer AT QT F9eh
=1 fAmtor, &=, deTeor, fosfy, wrehe = steger faafa = smama 221 wam

(2) == Rt F Suey sfafRaw F siavg a9 o= [t sear B F ot € s
TR # 78N
4. qATqAIET o & TiHaT—

(1) ShuA-gTer #71 @rer FEr = (Rataysrardas) e s grT [yifta =T %
ATHTY AT TEATAST UF [ o6 AT GT ATTAFHIIT T e aT Teqd HT

(2) =T sraes e 1 % su-fFfaaw (2) F @< (F) ¥ U U Sstrows staiq aaiEwor e
AT  forT Trgrr qerd ATt Safed ST T8 Hiufe (STeudT) ¥ A F daer § g a1
UHT ST H SArerad Grer ITaewor i g7 a7 = mfgu)

(3) fafa=w 1, & su-faffaw (2) i g (F) ¥ FfAET Stowst F "= o 397 =T fist ar
a9y yE 9T (F) F fow R s i Fufa § @ fEar TS 969E € 9 ¥ S U,
TTEAL, F 3T FAATY TRAdT HATAT (THSSURUSHIET) T T SAAa GaiATdh gersiiar, Tqaifrs
®T F TSOEAS SOl T FITARTH F Feeor, [, s, vt v fafawtr & g&5taa e 1989 &
FTATAT g STHT H| T ATAEA SIS THT o Zieoli=ah Grer (S qafad 9rer) gq Taa<o qgaid o dared
T 1120 & ST oA ST e 2

(4) ST A W@ & [oIT G IR Jg HeaTad HaT 6 aas g0 Yoqd &awor i
TEATAST AT TS AT 6 AR g 3T A7 gF g AT ST w7 T Grer A START & forw geierd g am
GELL

(5) ETEr TR s &l UF Afera qwar dmr & Jiae, afx sraeas g1, A agra®
TEATAST, STET AT ETSTHII TEA FIA HT (A9 3 Tl 2l

(6) =TT TV O THA, WTR AT & 3Taae il qrady 7 9 F 52 7g & faes 1 997
el of TFHAT gl Tg THT AT I BATT F oI°r F212 A7 "t § T AHEw 4 % 39 G (4) F wehi"
ATTH H Fls AT TF AT HIATS T3 2

(7) T ITTAFHTT T GREAT AT & e 9 G A0 g7 Weiig IeT & Jqar
ATeET &l T AT (HeEd wT qhal 2

(8) AT FRATT TATAF TAIHId ITH &I % dAT& FT AT ST AT (TT FILATL AT STLATIA 31T
TR fafaa, 2011 7 fgd ST & SIqam arsa« ard Ham

(9) =& A Tw F sqar ST o 7T qgaia F T AteEdd o ST Sated el Tidhid &
Ty ATEITIT orat i TTASl AT ATITAT H A q1F &F qg AT AT F9 & U7 I8 S\
T Tl &f TS 8, F G o &9 | IS § 7 IqTT A0

(10) BTN FAT TATAF AEH R T I 219 % 30 AT F Fa< @rer I & Jeqef & a9e
T FT FHhaT g

(11) =T STterE forfed & 10 aard gu ot @rer Far T=1ae &0 QU 10 T e
EIREEEREREINEEGEIE AR ERTR]

(12) STIHIET I % d1G [ohell G HILATE TATAH il Tg [9ATH gl 1 9< o STuH-arer Ty
& forg grivee €, UHET |rer avq &1 [AEir, srad, G staar {aeer Ea a1 SO T 9T e s
T (@1 STaTear) A T, 2017 & I9asi & dqaT, @ ITEEor #7256 a1d 6 =47 <d gu, 39
FTIE AT F FEH ISTUAT |

(13) sTfsier TgaRT 37 faeme "@ed (ASHIST) F Aty qg=meFar ar-sihia wre’ afgq T ot
Strowetr, TS @Ter TTTereor g @Ter SYANT & (o0 srqerfad FFam 73T g, &1 9+ et T & aqaes
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FT AFLTRAT AT GIR(T | GTeATTeh, FTQ FRET SHTTHSAT T TIRT ST AT GG THIE ATRAT 6 & | 63T S1aT1 8
AT THT SraeqT | SHSUHT ¥ AqHIET ATT9TF 2|

(14) R 1 % su-ffaw (2) & @ (%) =7 (@) ¥ ARy sfowrer w7 o fag ser &
AT F ®T H TE 64T ST

5. AfeRT—

(1) A 1 ¥ su-faffew (2) % 93 (%) 97 (@) § gaida Tt grer 3camel 92 She afataa
Sfrer erfaer @ ersat & &r Jaer AT ST AR At Scare ® oot ¥ v widerd ar sfaw stuw gues
HIS[E 3l

(2) g St g | e FRU 10 IeuTet 3 3Rr 9T ue famEr =1
(3) =g et shruw arafIr it T reht =T sk e sufRerfa it Fofa & ot wsT )

(4) TfF=w 1 % Iu-fafaaw (2) F @ (1) F JgaR 39 SHuA IRl & o yasy a8 g e
TINTET STUAT T ATETHT & IAT A7 77 970

(5) TH AATAT, THT SHTUA-TT, GTT FLAT 3T A (Fepfoi) fafF=m, 2018 va @mer e 3w
AT (AT e wqeie) g, 2020 # iy TR i AafonT sraeaandTett T SqaTad we|

6. stfefaaw & qga 9T U o RAfATET F SraEml @ AT ST —

= AT & graem 9% Sidge g9 St o /4t sfrow-aren, arer geEr {7 /s (@
IITE qT9F 3T @rer qgasy) faff=m, 2011 & @ q o arer a9t Fafaa Iagm™i a7 ST S|
SHUH-@TEr, GTe AT 7 ATF (950, AT i saterg) afaae, 2011 & a1 o arer a7 gafaa
ST T AT SATATAT F20|

TH TITAFE, T FTARIEL SATHTLT
[FArsTTI-111/4/579T./414/2022-23]

Food Safety and Standards Authority of India
NOTIFICATION
New Delhi, the 18 November, 2022

F. No. 1/Standards/GMO&F/Misc/FSSAI/2018.—The following draft regulations, which the Food Safety
and Standards Authority of India proposes to make with previous approval of the Central Government, in exercise of
the powers conferred by clause (v) of sub-section (2) of section 92 read with sub-section (2) of section 22 of the Food
Safety and Standards Act, 2006 (34 of 2006) is hereby published as required under sub-section (1) of section 92 of the
said Act for the information of all persons likely to be affected thereby and notice is hereby given that the said draft
regulations shall be taken into consideration after the expiry of a period of sixty days from the date on which copies of
the Gazette containing this notification are made available to the public.

Objections or suggestions, if any, may be addressed to the Chief Executive Officer, Food Safety and
Standards Authority of India, FDA Bhawan, Kotla Road, New Delhi — 110002 or sent on email at
regulation@fssai.gov.in

Obijections or suggestions, which may be received from any person with respect to the said draft regulations
before the expiry of the period so specified, shall be considered by the Food Safety and Standards Authority of India.
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Draft Regulations
CHAPTER |

General

1. Short title and commencement—(1) These regulations may be called the Food Safety and Standards

(Genetically Mod
(2) They

(@)

(b)

(©)

(3) They
(4) They

ified Foods) Regulations, 2022.

shall apply to-

Genetically Modified Organisms (GMOs) intended for food use.
Food ingredients produced from GMOs that contain modified DNA.

Food ingredients produced from GMOs that do not contain modified DNA. It includes
ingredients/additives/processing aids derived from GMOs.

shall come into force from the date of their publication in the Official Gazette.

shall not apply to genome edited crops of SDN1 and SDN2 category.

2. Definitions—

(1) In these regulations, unless the context otherwise requires: -

(@)
(b)

(©

(d)

(€)

()

9

(h)

(i)

@)

(k)

“Act” means the Food Safety and Standards Act, 2006 (34 of 2006);

“Approval” means a permission to manufacture or import any article of food or food ingredients
produced from a GMO, intended directly or indirectly for human consumption;

“Conventional counterpart” means a similar food produced without the use of genetic modification
and for which there is a well-established history of safe use;

“Food Authority” means the Food Safety and Standards Authority of India established under
Section 4 of the Food Safety and Standards Act, 2006;

“GEAC” means Genetic Engineering Appraisal Committee under Ministry of Environment, Forest
and Climate Change;

“Genetically Modified Food (GM-food)” means food and food ingredients composed of or
containing genetically modified or genetically engineered organisms obtained through modern
biotechnology, or food and food ingredients produced from but not containing genetically modified
organisms obtained through modern biotechnology;

“Genetically Modified or genetically engineered Organisms (GMO)” means any living organism
that possesses a novel combination of genetic material obtained through the use of modern
biotechnology;

“Genetically modified organism for food use” means a GMO that may be used as food or as a
source material for the production of food;

“Modern Biotechnology” means the application of: (i) in vitro nucleic acid techniques, including
recombinant deoxyribonucleic acid (DNA) and direct injection of nucleic acid into cells or
organelles, or (ii) fusion of cells beyond the taxonomic family, that overcome natural physiological
reproductive or recombinant barriers and that are not techniques used in traditional breeding and
selection;

“Modified DNA” means DNA, which as a result of the use of modern biotechnology, is different
from the DNA present in the conventional counterpart;

“Produced from GMOs” means derived, in whole or in part, from GMOs, but not containing or
consisting of GMOs.
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(2) The words and expressions used herein and not defined, but defined in the Act or rules or regulations
made thereunder, shall have the meaning as assigned to them in the Act, rules or regulations.

3. Prior approval for manufacture, storage, distribution, sale and import etc.—

(1) No person shall manufacture, pack, store, sell, market or otherwise distribute or import any food or food
ingredient produced from GMOs, except with the prior approval of the Food Authority.

(2) The provisions of these regulations are in addition to, and not in derogation of, any other rules or
regulations made under the Act.

4. Procedure for grant of prior approval—

(1) The food business operator (manufacturer/importer) of a GM-food shall submit an application as per the
format prescribed by the Food Authority along with necessary documents and fee to the Food Authority.

(2) If the application is for a GMO referred to as in clause (a) of sub-regulation (2) of regulation 1, clearance
from Genetic Engineering Appraisal Committee (GEAC), the national competent authority for the environmental risk
assessment shall be submitted to the Food Authority.

(3) If a GMO referred to as in clause (a) of sub-regulation (2) of regulation 1 is to be used as seeds or other
plant-propagating material (cultivation), food business operator shall parallelly submit an application to the GEAC,
Ministry of Environment Forest and Climate Change (MoEF&CC) for compliance to Rules 1989 for ‘The
manufacture, use, import, export and storage of hazardous micro-organisms, genetically engineered organisms or cells
rules, 1989. The application may be submitted in the relevant Form 1B, Application for environmental approval of
transgenic plants (Genetically Modified Plants) of GEAC.

(4) In order to prepare its opinion, the Food Authority shall verify that the particulars and documents
submitted by the applicant are in accordance with the information sought and examine whether the food is safe for
human consumption.

(5) The Food Authority may direct the applicant to submit additional supporting documents, data or
clarifications, if required, within a specific time limit.

(6) In giving its decision, the Food Authority shall endeavour to respect a time limit not exceeding six
months from the receipt of a valid application. Such a time limit shall be extended whenever supplementary
information from the applicant as provided for in sub-regulation (4) of regulation 4 is sought.

(7) The Food Authority may either grant approval or reject the application as per the format prescribed by the
Food Authority on the basis of the safety assessment of the food.

(8) The food business operator shall, after grant of approval obtain a license as per the procedure specified in
the Food Safety and Standards (Licensing and Registration of Food Businesses) Regulations, 2011.

(9) After an approval has been issued in accordance with this Regulation, the authorised holder and the
parties concerned shall comply with any conditions or restrictions which have been imposed in the approval and shall
in particular make sure that products not covered by the approval are not placed on the market as food.

(10) The food business operator may file an appeal before the Chairperson of the Food Authority, within 30
days of receiving the letter of rejection.

(11) The Food Authority may, for reasons to be recorded in writing, suspend or revoke any approval granted
to any food business operator.

(12) If a food business operator has reason to believe that the GM-food for which the approval was granted
poses any risk to health, he shall immediately suspend the manufacture, import, sale, or distribution of such an article
of food and take steps to recall the same under intimation to Food Authority in accordance with the provisions of the
Food Safety and Standards (Food Recall Procedure) Regulations, 2017.
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(13) A GMO, with a ‘Unique Identifier Nine-digit Code’ of the Organisation for Economic Cooperation and
Development (OECD) that is approved for food use by the Food Authority, will require no further approvals.
However, if the GMO is to be used as seed or other plant-propagating material, approval is required from GEAC.

(14) GMOs as referred to in clause (a) and (b) of sub-regulation (2) of regulation 1 shall not be used as
ingredients in infant foods.

5. Labelling—

(1) All food products as referred to in clause (a) and (b) of sub-regulation (2) of regulation 1 must be labelled
with the words ‘Contains genetically modified organisms’, if the product contains one percent or more of the GM
ingredient considered individually.

(2) This label must appear on the front of pack of pre-packaged products.

(3) This labelling requirement also applies to adventitious or technically unavoidable presence of GM
ingredients.

(4) This labelling requirement is not applicable to GM-food products in which the modified DNA is not
detectable as referred to in clause (c) of sub-regulation (2) of regulation 1.

(5) In addition, all GM-foods shall comply with the packaging and labelling requirements specified under the
Food Safety and Standards (Packaging) Regulations, 2018 and Food Safety and Standards (Labelling and Display)
Regulations, 2020.

6. Requirement to comply with the provision of the other regulations made under the Act—

Without prejudice to the provisions of these regulations, all GM-foods shall comply with the relevant
provisions, as applicable, under the Food Safety and Standards (Food Product Standards and Food Additives)
Regulations, 2011. The GM-food shall also comply with relevant provisions, as applicable under the Food Safety and
Standards (Contaminants, Toxins and Residues) Regulations, 2011.

S GOPALAKRISHNAN, Chief Executive Officer
[ADVT.-111/4/Exty./414/2022-23]
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