GEore = & @-»

AT

wfefae AT
TYIT Y AFIO

TSI, W R, 038

[9=2 797 @ wifare afsgfre]
SoleeToR! IR AT
AR, I '8 TR AR N
ATRC- *TT

ey
I : 20 [T 80y I&IW/0q TElR 2038 JBW

T2 3R.00.0000.099.0¢.00b.55.JOb—TLE AT NN T TR (@,
TR TSI GIRfRIEl NS, 2038’ ATCAVH FCACR | O SRR LF F4T ZCe |

3 | O TR NS, 2038 SAREHE FFT A |

AgAfST SF

TG ARSI
T |

(0Y9Y)
W:ﬁ?ﬁf 0.00
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d.

GO GRSt NS 2038

VI @ S :

3.

AR

sleeeTe@l LT HIPH GArY 8 TR AfBoRAE 2o 3T 2w
it “Afi™ 8 GRERPa Ty ¢ T’ @3 R MRAew v
QIR JM& M AR 4wy (=1ofel ¢ FYOERE A SN &= i3,
vy, 9, Bt ool cria oiyfae SRegfes Fam IR osife|
93 O R AfPEEte @b wwEs  esfifves
(Gawe)/fafe: TfEwze wofifies (@aawe) FR Aera Tog =l o
Ty IREW e fum 3w Arsrerm) wifesiey GReafbay s siesi
2 FIGTRAT (@G o= ety (Cartagena Protocol on
Biosafety) s @ zeam &Reyies Heom ocmet &=f==ioat
Ao T GREIAB@ ATHE AWEAN Fig=ere, =P 3
S NOTS AP e AN SSNFIRE | G[CIoa ALTH
AN QKR @  ©2H 009 AR FA MR GREIABGy @32
TTRARCH ToiF (@B Tz wefifFesy (Fawe) @ f&@fee
AEFIZT SN (9F978) 97 FfF GNP Frea R v
Fface 2AfSHifae @ wzTere F 2 @ srarer [aal ardm sifa
TS 205b-(S YFCIF AR TEY I 23[R GO FA NS 205b-(S
3IMACS TgS HIICy (NI GReYfEFa A a3z Sfen FAeifwne =i
R05-(® GRAMER & Gawe o™ @awe’s e R b
e Az ot O GRAyfeR IRTEE WG AR e
Ty Jw fAffve sfae ww RfAwet S deawew [
THFIRA BN ARIIT AT oWy I R “TION GR2YfF
TS 205%7-97 i Ay o], wifswy [{eNew, =g, 948 ¢ §i_w-
QIR AN 972 G723 AR AR HLAToF ¢ FAAET T
G AT & AN & IS PR IR AW
IR “TTST Y& NS 2053 FAARTEE" @ Sr=n ¢.o: AT
G ORI @FPRTS FRAFPTRA (€.L.d WS ¢.b.8) ITIRH

fAB e o™ AR, W ¢ oeRly SR TEIEER SQREE
AT Afiwes Fw IR

Grf~RIofel FHFN R IR (@I 25 AR AR, 39 ¢ Ty
AfRISF T@ 1fP® National Committee on Biosafety (NCB)
Ia IR GHIREE RIS FRAE G GHEAE S A
A wifame +ifPe Biosafety Core Committee (BCC) I1&
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.9

3.8

TR ARSI AHE Syiy wAE@ Institutional Biosafety
Committee (IBC) 432 Field level Biosafety Committee
(FBC) =ifef¥e 233tz Gf~mrster faxae g« Saxe el 71
O G GRfRIE! IFHJICAT 2008 @ AT GRI=I=FET
Rt 200b oA ARSI qIeaAoe SRfNrer R 2058
P IR 3R MY FRYFEFF 2t Teifie = @ @It
IR, (TIN: SIS oAb, ARIAAANE #A0%1, fufae 2%, ok
-2, T NI-2177%1, ARE! SRy, FAes Toiifa IRy afae
@I 93 AfFAE @ PR To GRAeE fREd I79@
PSR AT SRRT Ty ICorNCEy AR oMy @ fqaws
TG w71 2ifo9T T4 23N

Rews Frsfire SRETT MNRFHY ¢ FFFRIE PIFTFR wlowe MR 2o
Kunming Montreal Global Biodiversity Framework-43
9o G5 (Adverse Impact Biotechnology) IIRRMEE
GRS A ¢ WZFTS FOE (ofsw RIAGEE TF SHINCHH S8
5ef5 (Integrate Biodiversity in decision making at every
level)-a g% e 2RI ML VI (kAP 2o [aabe Sy
Ffexitel @=@ucE, One Health Concept SEl I3y JT%
TP o, Tfew ¢ AR Sy SHMITTE ATRe @hE AU
ARACR @ @I 9P THAMIS ARRS o) TAMIER AHE ARSI
AoIfR® I OR @ (P EH G AAfFeqe=e 720 Tge [y
SIfRf%f e SRfarrer e T S|

e Gy S A GReyfe Seie Ssmit fHaem eH
fAfve sfare GRfAmeier e AwT e I, e [Ew
THFIEA Ao viEefer g2 FHave ¢ 9aawe == [fen v F
FPfe oA 23 SO  GRAAST IAFICA  J00Y, I
GRS R 2008 ¢ GRS MHFPT 200b AR JI9
A % AR oA, GRERbE TRFTFe ¢ GRASS IVINE MHF
ATSHIAE, FRCANS [P Tl Ifw @32 IR (weg ey,
wrefere ¢ RS RIS (Fa TS 2301 IV @G 2000
T GFo2 TR GOS8 8 308 ANEH TFS AWM AWy, A 3
AfcTe BIieg (WIReny e §RfRcel Mo domew [k
SRPICRR AP giEeferR IfRsad R 2R 23Rl




098 T (TS5, WO, DM 3, 038
2. @O RSt R «ifsf¥ (Scope of National Biosafety Policy) :

@B Awze wefifNes (Gawe) war f@fse wfewze wsifaey
(919 N8)-9F ifar GRYEFT JIAE IO @GR o IRERFD
(Cartagena Protocol on Biosafety) Spiita GRfziaier fifen +fafe
@Nﬁﬂ{"f:

D

R

9

.8

R.¢

fHQN /9N G -G FFIAACT AR (AT [ I Y& AR w=yfrs
CF@ WAy, Aifawry, SR, AREeR 4 i Fgad o IS
RIS DIRTIR 2SS EIH

widwifes ¢ fes FF (Socio Economic and ethical Risk)
fRgea;

ferae/qmae sy I A=D oy @ 7RI Fea I gt o Jrgm
CIRAEEIR

fGawe/gamawe e FEFY & TR 9= Y& (Facility) Heiae!
[RIRACK EIFIUEN

Grfarerer e Prais 430 oF@ SRR wigiazs N+ 41|

QS Si==tet Nfes J=1e (Principles) :

0.

0.

0.8

9.¢

93 S oAfoereal JLAmeT AR, AT AR JALTHY o2y
359, LA FIRCIADA A2 2059 G2 GIFeHLY QIR AV 757
@ TUaCeIa AR ArigTs)f 22|

iy GReyfe Seifike 297 (product) 8 SAe (practice)-9c=
Semify, 7R, 3929, fAfETReae €32 APAT verva [mysiw 2f2E
w12 @ g AR gyl 231

qftafoT 23 @ Tated IR Srareey Swaee 2fenR i egfae
GRAYET AT 9 99 G2 WEEesEe I (sustainable
regulation) &7 S5YE SIS ISTT A4 I3

JILECAC MK Ty =iy Sayfers faem s M= (practice),
A 8 Are fAffss [T 0% oia @eR AT A=t
sreifret (collaboation) ®#H 41 23|

wigfae GREYE S @ 476 2AYfeE MU Teiie Gaws ¢ fGawne
Aoy sPTeFeEs AIfed (Precautionary approach) fefers Rze
2R
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0.4 YT RAYE 932 9 4T AYeF T TEifqe f&ase sfepejens

9.9

O.b

oM =R (Feg [T 9% ©2f National Committee
on Biosafety (NCB) ¥%= ¢ R@iHfsfesei (scientifically sound
manner) “ARE, Gy, JFfe a3 L ANET [Eaee sl
R fHew Praig a2e FRE|

National Committee on Biosafety (NCB) @34 @il sy
GRAYT Ay @2 Awfog FIACE i, TN G2 PN HeAb T
G SN A A SIS FEHE A A GRSt [ 208,
Graf~RIofal fNmsT Yoot @2 oA o=y (PiCT 2ifolde =gy ¢ [f¥
S Paow GRS A9 (minimum biosafety standard
AN ARCTR (T d) 2= FC M

National Committee on Biosafety (NCB) f&awe/qmiase-«3
UCECIICICEREIMNE LS (LTI DO CE IS IRRIRER (ST RICE RS 15
TR ARSI Ao F R

TIO GRfAret A FEFA, S5 o505, 7% @2 ST :

8.0
8.

8.9

8.8

R @3 S Sy G NS 20387 AT FfSETS 3@
At 5605 (Policy Statement) :

T @ SRS Ao el GFIR AN ARS AN AR
oy e Gife @32 APTeserEie gifew  (Precautionary
approach) fsfets sy GRagfes fNarem Ja=R NRvese e
GRf7E! N 2038 FIFPIET TN AfoFre IR (SEBIII
ATz wefife (Fase) s @ IFFze wefiftey (@7978) «e
fGrawe Teif® #telfq 2R ¢ [ A8 e gmifu @3 oz =7 @
ST AR AT 23

7% (Goal) : IM¥, AWy, Ty, AFEH ¢ g T YT qReye
IRIAEE CFCE (@B Tfewze weffies (frawe)/ffe: wfEwize
Fefifer (@eawe)-a3 AR @ AP Fgeree ey [{Yet gor
(Potential Adverse Impact) 3o “fRE™, W< ¢ Aifary @32
QRCAfbay el T4

qS Si=ret Niew SR (Objectives)

(@) Wy, Aifery §Reafbay, 2Aftc™, Frster, amystey, sy, vad
e Toifug oFig fHewe 8 4T aNe-93 AR ¢ TFye, WSS,
AR, A, TR, 932 ST FIRACHH AW [GANS 8 GFaNs-
93 T8Iy g7 4fePet 2ok (Potential Adverse Impact) &
(Prevented), 29 (minimize) W[ Y@ [IY A4 Il
(manage);




0Ly AT (ITSB, NS, DAMPG R, 038

(¥) &ave ¢ @Faws *HieIad @R T NP T Arn
SRFIICAINS TR @ [T Sl Jfwcs Aot 8 Femt 4
4l

(o) T&Hawe/asaNe e @ e,

(}) IO @GRS oW IO G2 AFeiies [RRE e
Neifs @ fTave/9sawe 3 FFR IR [Hfes T,

(e) AT GRYREFT IE Sgs w3y AR creEEm Soage
FN@=E (Mechanism) &fo9t;

() fGawe/gsiave @ P Az e GRfoe wiFe o
ANTGE G2 (o REFNYENE Y2 Me;

(® GRS TFe Faw, 927 9472 (Flow of information),
B e, TaRuizer 432 Frel Iie T4 |

¢. GRS Mo AW @i (Implementation Strategy) :

IHIRAT  (AGRe o e’ (Implementation Strategy  of
Cartagena Protocol on Biosafety) I3 %q AR, 9 @
Ry Ao NEelteTms Nt SRSl $oge e $9r% (Competant
National Authority) 2@ sfs wfvgs qAe=med S<f=aer 75
ATSVTH &y ATASAI 2MCHH 92 I | AT S erdy FRf=rast Ao
JEAAET ACH AL AT 2 (GG LT MBSy T@eies @
ARSI Ky NI @92 AT ey [eiw W FRe| g
GRS AT Yook-9 IS Trom R b, SRfFaeet @"
93 GRfFEE fEas IR A AT I, RN @R TRIFI9@
A, Ay @32 SR I AEa s guw S|

Srrfefes ey EfAgee NS IV @@=

> Sy (F) TRy, Ay, §[Ehby, AR, IR@ o4, ety
P, 73 e Topifue (Feg GaNe/qmiaTe-ag SEFr ¢ OnE,
/EE, AR, SwiE, W, @R} SO JRET T
Egwe/amaTe-9x @Iy R go J& a1t (Prevented), q1 <11
(minimized) 912 TAYS I 42 F (manage) |

€.>S f&ave/a@ese I fHGUAS/aaNe T @ @A IJIRNEFI CFeq
AR, Ny, ATy a9g QREH@T B9 8y [ geoies
I Hfews[ T oigf FAICS 3@ GRiAHE [RR-RyE o I
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€. .R

€.5.9

€.0.8

€.D.¢

€.\

€.0.9

(N

g, I JeEm, TR @32 I [ame o2 sRfgewse (Risk
Communication) F¥EY #f3Fifee 23R 932 ReEfees swfore
AFOFS < JeHA 2Af e §27 fofe s P azet FRce 233!

National Committee on Biosafety (NCB) 43 S 2%
IJFOEE @I [EaNG/97iaNS pOrFeIE AR SRYF A AGTETS
A IR AN AN GRS AP o0ob @ AT
Grfvzroel R 2053-937 Sitee GRfoer e e s
Afaeed  (Environmental release) f@awe/amawe wRyfes
Rl Revat sfEE1

Hq faawe/asaxe-7 (I8 Sl (PR CFia AL ATy 23R G2
7% (Case-by-Case) STERIMS [NN-4%OCS *37 Jg2=1R S=51=)
ATGT JIBIM a2 @92 JAVIAMES & AT MR AL
GRfNAS! MR Yook @ IRAWH FRQeST [RIAE 205%-93
HICECE A FERE

i gl @32 I Y77 &5 (Case-by-Case) Rl 2ofzm;
GrfvRIefel A T gl 93 I Tgem 1:R¥E obics tofk
9L FHATCTHER T8 AR

AR, TR ¢ AifTery @32 GREv@T 27 TeNe/aaqaNe-937
TR I T ARISFIE FIFIF I TR F9F FAOIAY Soye
FGF ARIT FEE

TSI Tuifi® 92_T wrmifage fGawe/asiase Food, Feed and
Processing (FFP) f&i@ saHif§ IR@R &=y Reim sifasiemn
e 22@I FFP i@ s@Pife J<R0Es & om0
fSawe/9maNe-a3 IF FHRAT @AGRER a@H-111-o I JfF
YT PGS AN 22 G2 GH-11 @ ey Sfafis w2 gai
TS 23|

I I FEFT G HONe/9HaNe-9F SWSAAG GAGCER
(a3 T, M FAN G A R FREFOR (Frae IS
23|

Gave/gmawNe-93 oMy, N ¢ APsma penpe famme i
e [fR-REW 2o @ gemrem FEE)
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QIS (TG, TSR, AT 23, 2038

€.

€.

€.

¢.R0

€.R.8

(N

(GERL

B () fawe/amaNe Mieesd €32 I MO o TTE
TRFPIITAMIS R, NPT TS JHCS FRIAST @ I HJFae

Sgfe G AR AT 932 S FAPI0ST A FO® NI
1 2O TSI GIRf~AIsfer fazael g e ffFe 230 23|

PR GTSR AIFAMPTR Gave/9mane ¢ Gawe/amave 7FE
AR AT, IEIA ¢ T FACS N EIER NPT I35
RECEEE]

GRfvFe fMRre R o gieers, difesifas g3e wiga e FFTe!
AfSPIFRe Sifiery [ afovrpmye I Mgt @S sifawemr 32
Tige JF IIYHAN AwS ABIWAT A 2AfOT TR 23
GRfEsfer ARAE el TSI ALBR & AWEA Tw fifewifs
el @32 AR FH7 7 tofsa St fATe 23|

AR M GRS JLHE FRGET I GRS Kawe
GO S SRR STt oM e [ (et SRV e
ST @R IR T IR AT, I 8 TRy ATRRS Fgeles
@ A IR AEA A€ s s Mo @t SRfFrser =ra
o FREI Gane =Nigead @3z Reaxed AR afmeEm @ 77
o I 22TMR O 2R AR¥FFe 7% owe g sAfeiem Fface
33|

SR AN @R Tw Sitwm Rafee -l
ARSIt ey SRS SgfiemE 2y M@ 932 @ FeE
AfewifFeae sl

Grf~RIofal bb1ce TifRe 5 &y 731 oigfas GRzyfers fNarem
AR 8 TN A (AR 2oz FH7 932 939N FRCAR
Gy TYE IR

¢.2.9 fGaws/9egNe-97 M I3 AFvewaE NaEd JeFw e Sae

(N4

FIRAF ATGAT SRPIC @ Afonfae et Jfwce A7 Tt
At RN

R GRfNEeEl IRy ISR IR Awiewsd (risk
identification), % IE= (risk management), I J=
(risk assessment), IfF 2= (risk mitigation) @32 JfF w2y
sRfgeedd (risk communication) @@ af¥fFre wa=ife tofy
FREI
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(R

€.R.50

€.

@R

€.R.09

@.2.58

@..3¢

fGawe/gmiaNe *Hiewad, sfHeere ¢ Y Jeur, I g
932 MAT o R 4R gor T Aiw GTEE ey
“siffrps-2iffmma” F30]bx 2t FfRCe 23

TIPS, I FAFO @32 AT Sy FATOIMI grefae, Hif{[zS,
AFGL 932 FMEFICER [ATIANS AT IR THro! o6 I
236 fqaye &S (Shipment) 99 7N THIT BT G2
JRRAEHI & NPTAS T I GRS AT 3T 932 @ Ry spsret
e sl

GrfvaEe [ [Reas S5 ¢ RSN 4T (S 0% AoF 132
TS THwd I ¥ ReTaifirs affree am R

Grfaser Ry pafREpepR omees @32 THIEFe 2-afde Jfese
TRERCeR AJCef 1 A 7T 23|

AT o weMoE GRiAE [REw e ¢ wEefes AfxweE
2¥eRe SR AT ERNAE, FERR AR Sices FRE)

IS TGANE/GFANG PN TS 2 Afoge T Ty Ay,
Gfen, AWM 932 SIS Adpefers f&awe *qresacs «iewy A2Ee
oD @ e SwFTo! (ofF IR

Gave/gmawe FLMHE oy ey, ATwd 932 Rivwem JfRker sifHe
YT SASIGIH TP A Af¥ 69 g S|

€9 S () FaNe/ 9qINS Sty AL et

(AN

A @I fTawe/amawe 2o e Ssmifa It e [Reas GFeg 9™
Af7fofe aww It @l sfa awfa 3 [REn e 3@ @Rfas
QISIF IO ¥R TRC© ©ret e 2300 +imw @ oREr

ferawe/aeaqie 2973 N I HIF FIRCOCRA |

€.0.% GaTe/gmaRNe NGO F, T G, AR @2 qAEH FHem

IR ARG & ARMSHPAE &N/ 9e197S-a7 2fPf® 92 1f¥ey
AE SRR ORRS AqLE oy fRffes ogpmR e Ffies
R

T foawe/9saTe «fiow €32 relevant traits 9t Characteristics-

9T
g, fRem 120, e e, SAfsRea it AR wwy o,



QOVbo

IS (TG, TSR, AT 23, 2038

€.8

5. AREeE W =g s (Unintentional Release) G
AR G ATAEAT IR @32 it 38w, & 2oy
T (PTG A AT ARANR ORI FATHS 1, Roged w19 A1
d32 CATCAE, 9L TICS S FCACR GF (I FEATH
SRIE

¢.90.9 T&aNe/9FONEe-aF Ty (TR, 2P @I A3 AL 8 IS,

¢.0.8

G35 ARER, T8 TCo &R® I 5139 IO 23; & ety jI29
T 302 ©f BrEY SO 3R @IF—

) Food, Feed and Processing (FFP) 233 s =it
Sy,
SRS SRICE AT G IFIUER

() ~fE™ =eeid sfed  (Intentional Release to
Environment) Stwe=y|

q IRFNR A AT aAfediprr e Rewe arén st
SN GO AT 2 @ e FH |

By (9) IR @GS o IWeTeh (Cartagena Protocol on
Biosafety)-932 wig@ifes RERRLIER M Ao @ Eawe/gnigve-a3
Fia fzme fAf*ve +1 :

€.8.5

@€.8.

¢€.8.9

GRS AT wgeifes pfess s sy @ (e §Rfsaet
SifFe Jifs, =wizq, Emergency Response Plan, 3567 e
G FRTE S RS 23

GRS Afosfle ¢ VIR Y2 Srel Tz AfFFeel @32
GIRCAba (e ¢ FAARPINT SRy IS 23031 92 Sy IV
e IRGFEER TN FGIA @GRS o Ao Rt
A T TR () [GANS/9TANS-9F  GWSAAT  beAG;  (J)
FBRFEN; (9) *Hiewad, e, At @32 Afkkes; (8) Pag
AR TS @32 PEIE SHEDAT (937 FEIEPR AW FifEe
2%1-BCH); (¢) 9f¥=iF® (unintentional) 932 =iI4 SPANT
HeIIbeT; (b) S UL @32 (9) GGG 33T |

fFaN8/9FANG-9F FCIY AFSANN 5D @I CFCa (@AGIRFER ¢
SR SN [ AR PN
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e¢.¢

(@)

€.4

T (8) WYfE ERAYET IREW TEge TP ARRKS cierRe Soge
FAI 2ifedt

€.¢.> IR AN T [FOINS/GAINS ANNT 9F BIH (S O B
Afqeew, fRfen 7t 2997 (Handling) @32 SRS @ @G
PRI CFq AR, 937 ¢ 2AIfTgry @32 SREIBas ToF @t
FIHOF TEI 23(7 B WIN-AIAT @32 Fawox sAfFwre fger, e
G2 FHEZFY MR %[ ATSHT S 230

¢.¢.} faawe/geawe AREEH SRYfea IR J8 Frwiog a-nie e
a2 AfePR 2ifdm ovg GRfAm7er 3% (NCB ¢ BCC) @3 &=
TR AT (Guidance) tofF 3€0® 22@|

¢.¢.o TGN/ 9AINS-9F I A FARPIWAT FAPA (AF AT® IR
FRIAACE S0, ORT ARRET A9059, e A0-#180%, Sye wo-
A, AR S, ST beiive, G, ifafers w3z @ag
foaTe-a3 MPT® e, @@ W3R ARRIET GFa FRF7S!
R FeER AfSEieR @Fg IHET @B ¢ ToRFT
R S afewics I8 929 FRE)

€.¢.8 I fGUNS/GTING-9F PSRN belibel @2 AR Sfers Fr=eet
LA AT, FFTHE G2 AT (P! 7w 0 ardl e
1 ARSI A-MIRR @ FfosRe e @32 2if o 2ifds oy =1 @
AT R[N 2oz, e ¢ o IRFF FRE AfoF= 2Aifdg 22
AN AR AT ACHN-FARHAR AT @NGwe o=
et ey s, 0d0 (The Nagoya-Kuala Lumpur
Supplementary Protocol on Liability and Redress-2010)-
G ST RS FCH FIPTH ATSA Sraplsf 4= SR

By () fHawe/gmawe fRawm fwm a4z afeaw fAaeet =i e
Si-MET 932 e REREce 9§72 e

€.v.> FIGICRAT B (Cartagena Protocol on Biosafety)-93 v
SRME PR Tave/gmaNe AfREe sRYfeR A wid-Awiee
I e sfce 23R T JE FHFEE R @ g, i
ANITET @32 (o AN REEAR e 23|

BT () GRfAtee! r=if$e @ o2f 29k (Flow of information),
@BeRIFe, TRRMITS 932 T=et IfGwae :

4> 9T GRAyfe ¢ fGawe/amaNe @32 fGawe/asiawe TEifk® ooy
ASPF @ AWTOIR (@ (P! FIRAE HRAT 8 PR, Teifa, Y=o
932 WiZTe w2 2ifefds WKW (¥9=: Biosafety Clearing House
(BCH)-@3 €T S[mi=-2wi 1 4617 S|




SO AT (ITSB, NS, DAMPG R, 038

€.4.3 P EREO@s GIR I, AR, W9 932 ATy THw
fqawe/qmaNe-a7 JfF, FREM FAEH 932 IR TAFS GqapiEoTe!
toff FRE@ @2 G PFrpl-omoTel @3 Pam g wig=iage
IRFAE TfTe FHE|

¢.q.9 TaT8/amaTs MRFT &g a2 AfFaa v TweieR s aget @32
a6 TY@ g @%=: Biosafety Clearing House 2f$91= si15cs
q TIPS o T A@IfEFE (Access to Information)
faf*ve sfre 23w

€.a.8 IYfe GRAYfe A wfde Gfaeier [Reaew ¢ ATSHPTRT Ty
AR QA 8 I (G ST o RS 23|

€.9.¢ GG, R ¢ el SieHaRe [RAw wiwwifes pfes s
IS 2if Pt FAF T fR=HI/GARIE VI SO FHHAF SIS
3RS 3A

Vb, IRERME P

GreR GRS NS IARIANER AL LT AfSDPIRET AW P
AR @3 TS I FRCS 233

q. f&QNe/9maNe MFTW Oy Sieiq (ofs:

AR S [ Gane/amiawe FeHE © ear, Jewwd v Riawm JRkr

AT 436 YT O ST Flo A0S 22| TF O SO JIFAT &)
AfAFS TmRe (ofF RO 3@ G, gemifote ¥ Afer e &fibtara o
w2-Coffefefes (ehitae Cofy @ 7™ FfHre 33 Biosafety Clearing
House (BCH)-a s &Rfvavrer s affrss @3z firmer w5995/,
A8 R 9ISl Bre/Reie q32 AR SHATReTYRA SIGITIA T2
@ T IS 22|

b,  GREAEE REwe o1 o

Ty, 2iferary, AR ¢ @REb@R S oy GRayfes Iz ot
93 4R AYFH MCH TS 2t efeik Ry e e, sigrae «<e
NN FIFASIE T G2 QR8T IR ARG agf¥ afefem
(emergency responses measures) el Z9IeE & 96 GRirst
©2fE o B 23|
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do.

MN.

R

AT GRS RERTET 2033 8 GRS QWP Yo0b-a7 2w
(Compliance of the Bangladesh Biosafety Rules 2012 and
Biosafety Guidelines, 2008) :

A GRfFEET RS 003 ¢ RFAEE REFF ook-@ Fawe-a3
I, THE, SV, A, Ssmife, IR, @A verve, [y, [oqe
@32 IR TR @Feg (PR (R, ST @ s%fs Afe st 1= 239, o
G fifeg s el 3@ A1

AT @32 W2 @ R[S e afeF:

aifae GREYRE A @t 8 Samw FEET AfRTENE v TRIETYS
et @32 iEariiRs faem siftce Affve sfaare siewy 229 s sif#e
RelN ¢ ARSI MR 92 T IFH Ao IR o GRS
et @32 RRE-REE oprd e 3@ RfAaEe F>iFe [RfiIRke
Ao e sfm o 93l S SARIF 932 w3 IWIE TG
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Annex 11

Information required concerning living modified organisms intended for direct
use as food or feed, or for processing under article 11

(a)

(b)

(©)
(d)

(e)
®

(2

(h)

(1)

@)
(k)

The name and contact details of the applicant for a decision for
domestic use.

The name and contact details of the authority responsible for the
decision.

Name and identity of the living modified organism.

Description of the gene modification, the technique used, and the
resulting characteristics of the living modified organism.

Any unique identification of the living modified organism.

Taxonomic status, common name, point of collection or acquisition,
and characteristics of recipient organism or parental organisms related
to biosafety.

Centres of origin and centres of genetic diversity, if known, of the
recipient organism and/or the parental organisms and a description of
the habitats where the organisms may persist or proliferate.

Taxonomic status, common name, point of collection or acquisition,
and characteristics of the donor organism or organisms related to
biosafety.

Approved uses of the living modified organism.
A risk assessment report consistent with Annex II1.

Suggested methods for the safe handling, storage, transport and use,
including packaging, labelling, documentation, disposal and
contingency procedures, where appropriate.
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Annex IIT

Risk Assessment

Objective

L.

The objective of risk assessment, under this Protocol, is to identify and
evaluate the potential adverse effects of living modified organisms on the
conservation and sustainable use of biological diversity in the likely
potential receiving environment, taking also into account risks to human
health.

Use of risk assessment

2.

Risk assessment is, inter alia, used by competent authorities to make
informed decisions regarding living modified organisms.

General principles

3.

Risk assessment should be carried out in a scientifically sound and
transparent manner, and can take into account expert advice of, and
guidelines developed by, relevant international organizations.

Lack of scientific knowledge or scientific consensus should not necessarily
be interpreted as indicating a particular level of risk, an absence of risk, or
an acceptable risk.

Risks associated with living modified organisms or products thereof,
namely, processed materials that are of living modified organism origin,
containing detectable novel combinations of replicable genetic material
obtained through the use of modern biotechnology, should be considered in
the context of the risks posed by the non-modified recipients or parental
organisms in the likely potential receiving environment.

Risk assessment should be carried out on a case-by-case basis. The required
information may vary in nature and level of detail from case to case,
depending on the living modified organism concerned, its intended use and
the likely potential receiving environment.

Methodology
7.

The process of risk assessment may on the one hand give rise to a need for
further information about specific subjects, which may be identified and
requested during the assessment process, while on the other hand
information on other subjects may not be relevant in some instances.
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8.  To fulfil its objective, risk assessment entails, as appropriate, the following

steps:

(a)

(b)

(c)

(d)

(e)

®

An identification of any novel genotypic and phenotypic
characteristics associated with the living modified organism that may
have adverse effects on biological diversity in the likely potential
receiving environment, taking also into account risks to human health;

An evaluation of the likelihood of these adverse effects being realized,
taking into account the level and kind of exposure of the likely
potential receiving environment to the living modified organism;

An evaluation of the consequences should these adverse effects be
realized;

An estimation of the overall risk posed by the living modified
organism based on the evaluation of the likelihood and consequences
of the identified adverse effects being realized;

A recommendation as to whether or not the risks are acceptable or
manageable, including, where necessary, identification of strategies to
manage these risks; and

Where there is uncertainty regarding the level of risk, it may be
addressed by requesting further information on the specific issues of
concern or by implementing appropriate risk management strategies
and/or monitoring the living modified organism in the receiving
environment.

Points to consider

0.

Depending on the case, risk assessment takes into account the relevant
technical and scientific details regarding the characteristics of the following
subjects:

(a)

(b)

Recipient organism or parental organisms. The biological
characteristics of the recipient organism or parental organisms,
including information on taxonomic status, common name, origin,
centres of origin and centres of genetic diversity, if known, and a
description of the habitat where the organisms may persist or
proliferate;

Donor organism or organisms. Taxonomic status and common
name, source, and the relevant biological characteristics of the donor
organisms;
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(c)

(d)

(e)

()

9]

(h)

Vector. Characteristics of the vector, including its identity, if any, and
its source or origin, and its host range;

Insert or inserts and/or characteristics of modification. Genetic
characteristics of the inserted nucleic acid and the function it specifies,
and/or characteristics of the modification introduced;

Living modified organism. Identity of the living modified organism,
and the differences between the biological characteristics of the living
modified organism and those of the recipient organism or parental
organisms;

Detection and identification of the living modified
organism. Suggested detection and identification methods and their
specificity, sensitivity and reliability;

Information relating to the intended use. Information relating to the
intended use of the living modified organism, including new or
changed use compared to the recipient organism or parental
organisms; and

Receiving environment. Information on the location, geographical,
climatic and ecological characteristics, including relevant information
on biological diversity and centres of origin of the likely potential
receiving environment.
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