MANAGEMENT OF
CONFINED FIELD TRIALS OF
GENETICALLY ENGINEERED PLANTS

GUIDELINES AND
STANDARD OPERATING
4 PROCEEDURES
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The development of GM crops

moves through different stages
 Lab

» Growth chamber or green house / contained
" facility

o *n fined Field trials

safety assessment

rcial release




What is the difference between
“‘confined” and “contained” ?

« Contained means enclosed with in a
container such as laboratory or greenhouse

What are Confined Field Trials (CFTs) ?




Why are Confined Field Trials Needed?

= Confined field trials minimize exposure

s Evaluate “harmful effects” if any with risk
assessment.




When to start CFT

= Field trials for biosafety are important components of
the process of approval of a genetically engineered
(GE) crop for commercial cultivation.

m These trials represent the first controlled
introduction of GE crop into the environment
falling in between experiments in contained facilities
and taken over for further evaluation.

Risk Mitigation in Field Tests Risk




Guidelines for Conduct of Confined
Field Trials

1. Guidelines for research in transgenic plants are existing
to streamline the procedures for

safe conduct of confined field trials and
methodical evaluation and
provide instructions to applicants

2.  Standard Operating Procedures have been prepared for
conduct of field trials of regulated GE plants.

“3-Ps” of risk mitigation
for field trials

= Prevent dissemination of new genes in experimental
transgenic plant into and within the environment (i.e.
prevent pollen-mediated gene flow).

= Prevent the persistence in the environment of the
experimental transgenic plant and any progeny plants.

= Prevent the introduction of the experimental transgenic

plant (or products) into the livestock feed and human food
pathways.




Confined field trial process

_N P P

Application Permit Planting Harvest/Termination Completion

Conduct of CFT Post-Harvest Period

W

Regulatory Monitoring

Technical
Review

Regulatory

Decision
Legal Authorization
With Terms & Conditions

Standard Operating Procedures to conduct CFT

1. SOPs have been prepared to provide guidance for the
following aspects of conducting CFT of GE crops

» Transport of GE material

= Storage of GE material

= Management of trial

= Harvest and termination of trial

= Post harvest management and land use restriction

2. Each SOP has a recording format for documentation.




SOPs for Confined Field Trials of Regulated,
GE Plants

Harvest and Post harvest
termination management

Transport | | Storage ﬁ Harvest and Post harvest

l termination management

e Scope

» General Requirements (stored in secured
containers, properly isolated, clearly
labeled)

» Specific Requirements (Specified
packaging- primary/sec. container,
labeling, quality of containers.
Destroy/clean containers after use. All
residual seed to be rendered nonviable)

 Labeling of Containers (Event #,dispatch
#)

e Accompanying Documentation (All details)

» Receipt of Transported Goods

= Corrective Action in case of accidental

| release.
[




Harvest and

termination

Harvest and
termination




Harvest and
termination

Scope

Requirements (Cleaning of
equipment, record of all harvested
/ disposed material )

Destruction of plant material

Transport of harvest material- as per
transport SOP

Inspection by regulatory authority
Occurrence of non-compliance
Corrective action

Record keeping

Harvest and

termination




Trial Site Map

Must provide sufficient detail to allow regulatory
officials to locate each field trial site during the
planting season

Must provide details on the layout of the site and
distances-between the field trial site and surrounding
features of permanent nature like poles etc

Items to be included in each Map of
Field Trial site

Trial In Charge name and contact details.
Permit number from the regulatory authority

Legal or descriptive land .(name of the village, taluka,
district, state.)

Accurate distances to or surrounding
permnent landmarks such as telephone poles etc,

Total area planted with the regulated material, including border
rows when used.

Contd.




within the isolation area by the common name
of the crop

Indicate any fields of same/related crops that fall within, or
border on, the isolation area

Include any adjacent to the trial site
(natural habitats, waterways, garden, orchard, forests, wherever
reasonable).

, with North at the top of the page

Trial site map of Mustard BRL |

Non-Regulated Mustard

Wheat Field

Landmark

Non-Regulated Mustard




Display of sign boards at trial site.
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[RETRUCTIONE:

forwarded to fie Permitted Party.

Besimile.

RECORD OF TRANSPORT

O This Record of Transport should be completed for every consignment of regulated transgenic plant material.

O For consignment of a single iem of regulated plant matenial complete only the information on this page. For consignments o
rmultiple iEms, complele and afixone or mare copies of the inventory list on page 2.

O Foliowing compleion of this record by the Transport-In-Charge, one copy should be forwarded o the mcipent Following|
completion of the moord by the redpient, one ooy should be retumed o the Transport-In-Charge and one @py should be

O In the event of an acoidentsl release during shipment, the Permitted Party should be noffied immedistsly by lephane and|

FLEASE PRINT CLEARL Y|

1. PERMITT ED PART Y

MAME

RGN EATION

s Fe o e = s
et
RCGMASEAC Pearmit Number
[Se=cty zxas Fonm of matersl
=
No/mames Of vart esd M DROSACNeXS/EVent | maneranof eacn
T arsponed var
lomno)
0O Seea
o e
O Tramsoiars.

O omers cesape peow

isenty oy 7 cotment of e
[ risseriat:

Post harvest
monitoring

Record of
corrective action




HNETRUCTION &

materizl from storage.

=]

sorage.

=]

completion of 3 Record of Transport.

O Thi Record of Storage should be compleied r each event of regulsted plant material separately

O Thi Record of Storage shoukd be compleied Br each lot of regulated plant makeral / seed placed into sorage
and each Record of Storage should be identified with 3 unigue inventony control number. One or more copies
ofthe Record of Inventory Change can be attached to the Record of Storage to document any removals of

The designaied ofiicisl of the Permitted Party is the person responsible for the regulsted plant materialin
Mo regulated plant material should be removed fom storage for transport outside of the fadility without

O In the ewent of an Accidental Release of the regulsted plant material during storage, the Permitted Party

RECORD OF STORAGE

should be i

action tak=n should be recorded on 3 Record of Comective A dtion.

ofidal by and faxx. The incident and any comective
PLEASE PRINT CLEARLY

1. PERMITTED PARTY 2. | FACILITY
[NAKE [NAME
JORGANSATION [ORGANISATION
[AoDFESS
[TELEPHOME |[FAX. E-MAIL TELEPHONE FAX E-MAL
|¥. STORAGE FACIUTIES 4.
JEULDING NAVE [PERMIT NO.
[ROCMNUVEER / cLanTsPECES
JADORESS
NAME
[TELEPHOME [FAX. |Em

5. INVENTORY INFORMATION

& CREATION OF RECORDOF $TORAGE

JAMOUNT OF MATERAL PLACED INSTORAGE | SIGNATURE OF TICIAL | FACLITY
FIRST DATE OF STORAGE ‘ [EFFECTIVE CATE
7. TERMNATION OF RECORD OF $TORAGE
OF AL/
REASONFOR TERMINATION OF STORAGE =ACLTY BeC-ARE EFFECTVE DATE

|2 oTeER e pmaw)

|o AL maTERMLRENOVED O DESTALCTION OF MATERAL

STRUCTIONS :

O  charge o ensure that storage

RF RECORD OF STORAGE INSPECTIO

This Record of Storage Inspection should be completed ONCE EVERY FOUR (4} WEEKS by the Fadility In-
- - L

so0 that releases of

plant materisl do not oocur.

requia ory o Sicials upon request.
In the = vent of an Accidental Release of fhe

recorded on 3 Record of Corrective A ction.

g  This Record of Storage Inspection should be retined by the Facility In-charge and made availsble ©

d plant material duri age, the Permitte d Party should|

O  beimmedisely nofified by telephone and facsimile. The inddent and any comactive action taken should be

FPLEASE PRINT GLEARLY

4. INSPECTION CHECKLIST

| STOARGE AREA SECURE [STORAGE UNIT(S) SECURE

O veEs O wo ||:|YES O wG

[STORAGE AREN CLEAN ANDFRES OF ANY WASTECR PLANTDEERS
O ves O no

[STORAGE AREA OLEARLY LABELED

O ves Owo

MONTHLY RECORDS OF STORAGE INSPECTION AVAILASLE

||:IYES ||:|\c

N THE EVENT OF A NO ANSWER TO ANY OF THE ABOVE, PROVIDE A DDITIONAL 05 SERVATIONS BELOW

|5 FROLTY INCRERGE VERIRCATION

THIS ACTIVITY HAS BE EN CARRIED OUT TO MEET PERFORMANCE STANDCARDS ANDIOR SPECIFIC AUTHORIZATION PERMT
CONDITIONS FOR CONDUCT OF CONFINED FIELD TRIALS OF TRANSGENIC PLANT MATERIAL

SIGNATURE OF FACILITY IN-CHARGE

CATE SIZNED

|OF MY KINDWILEDGE AND BELEEF.

[EY MY 3IGNATURE, ABOVWE, | ATTEST THAT THE INFORMATION CONTAINED HEREIN I3 ACCURATE AND COMPLETE TO THE BEST|




RECORD OF PLANTING

ocumert Me planting of all reguizied pERtmatenialat a fed

g rcoges e memoa or P  wH- ary
heat, S5H - sieam heat, BU -buming DB - deep burlal CR -crushing OT -omer.

O Followhg completion of Ml record by Trial In-Charge, one copy shoutl be farwarded to e Permittsd Party.
The original snould be retalned oy Me Trial In-Chargs and made avalianie o raquizioy oficlals upon request.

O nmeeveniofan Release durngplantng, ine Party snould be notified Immediatey Dy
t2kphone nd fEscsimile. The Ickient and any cormective acthn =k en snoukd be recorded on 2 Record of
Comsctive Action.

PLEASE FRINT CLEARLY

1. PeraT rED PARTY PEE———r
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= 5 = Facord o T B SImEe s Temeed D TET B S
-
Duano Omacsnesy 0 0THER DESCREE S20W Ov= Owo cospommino |
TatesotoEn s oy reguE Tam e Tid e arkg
frzierial orir 10 miting e mmisteT e DG 185 e DmgaTEN FuTDe.
Oves Owo |:|Y5 Ono  Cosgomesio |
|-, COMPLETETHE FOLLOWNG SECTIDN FOR EACH TRIAL AT THETRIAL BTE
T Weme  Ofer
- o P Number Arss Ranted DatsFianisa

50 st the spaciic auor iation DA coaETES for e of oefned D T of ragulted pbet

Sgnature of ThalirChamgs Date sgned

|5?r'\'.'wm.le SRS | AT IR e FACAAIED COTESIED PAral] IS SCOUPSA AT COMRIEE 35 e BST Of MY ENOWETQE S Balet

RF -6

INSTRUCT KyNS:

RECORD OF HARVEST/ TERMINATION

O Thiz Record of HarvestiTermination should be completed following harvest or &rminaton of confined field frisls|
and disposition of regulsted plant material at 3 single sl sie. It should document the method of harwesting the|
regulaied plant material, e harvest date(s), and the &te of sll harvested material and amy residual regulated plant]

material remaining on the risl sie.

O A copy o the Record of Harve st / Termination should be forwarded to the Permitted Party within FIFTEEM (15)|
DAY § of harvesttermination of the trial. The original shoukd be reined by fhe Trial In- Charge.

O  In the event of an Accidental Release of regulsted plant material during harest, Erminabon andior disposition o
the trisl, the Permitted Party should be notified immedisetly by &lephone and facsimile. The incident and any|
comectve acton taken should be recorded on 2 Record of Corrective A ction.

PLEASE PRINT CLE ARLT

[CEfance o nearest WAV TE D F P2 Same plant speces )

Mo of irials 2 thils she

Trizl She St= ha orm®) [DEtance tonearest mmmencizl cop of any kind ()

Lega | or descriptive land locatbn is he B0 Etion d Blanace under he Tial In-Chaipe's comral 7

O YES O w0

4. HARVEST | TE RMINATION METHOD

| Cate of Ravest | tenm inatlon | Descine avest ! lemination metod

or
[ teri] prior 40 leaving he Malshe? Ornznd Omacnne O uming O omer deserbe bebw

O YES O no

WEcnnen of ol Fepeeed, cRanen an miimed e GRE
matertl priar to leving e ialske?

Falczte W Masinery Was Glean=d 21 M il she [Gl0Wing Gig 1erm N 3

O bural

Orand O water O omer, gesorioe balow

O buring O any omer, desaibe bW




RF -7 RECORD OF POSTHARVEST MONITORING

INSTRUCTION S:

O Trial shes snould b2 Inspected 1o e presence of pronbled pEMS 31 kast OMCE EVERY TWO 2) WEEKS duing
2 growing sezson forine ONE YEAR post nawest period. GRWE siages of 21 prnlked planis must e Eoomed.
The post-nanvest perod beging on e date T RENESY IEMINaton of Me trial.

O fany breson of =D restrctions, chidng
e manforing requkments Sor prAbled piants, will appY 1o Me iral ste and e spatll kolatlon area apud he
nalshe.

O Dufing M2 postanest period, T any prohibiied pants nes
Esticiions, 2 20d1bnal pasthanest pariod of one year willbe a.upueu Trle et 35 2y mmamlam
snoult be Ro0ed ana Recor of Comecive Actbn.

O e Record of Post-Hane st Inspaction snout be elana:lnylrlemlln{:wamnmeauamlelo E%JEDI}
ml&mmhmmml&e&mmw Lipon completion, 3 capy of e sgned Record of PostHe

.
ota:ueamm IBalzton, by st b2 motfed nmeﬂaleuwlelemoﬂea'u
tacsimile. The Indent 2 2 comectve 1 50l D2 2 Record of Comscte Action

FLEAZE FRINTCLERR ¥

[ “Fos:nanes moo ng begis fomms e

INSTRUCTION
O The

Record of Comective Action is used to document all comective actions tsken to manage orresolve s
situation involving the accidental release of regulsted plant material during trans port sndfor storage or any
breach of the terms and conditions of authorization of the confined field trial or during the pest-harvest
monitoring period.

O A copy of this Record of Corrective Action, together with any other relevant recards {eg.. Record of
Transport, Record of Storage Inspection, Record of Spatial Isolation, Record of Harvest, etc.), should
be forwarded to the Permitted Party and RCGM/GEAC.

FLEASEFRINT CLEARLY

1. PERMITTED PARTY 2 RECORD INITWTED BY
[MAVE [NAME
[POSTION

(OREANSATION

| RS

[ TELEPHONE

FAX E-MAL [ TELEPHONE |FAX |E-IIIII.

3. ACTIVITY REQUIRING CORRECTIVEACTION

4. IDENTIFICA TION OF AFFECTED REGULATE D TRANSGENIC
PLANT MATERIAL

nda the calegoy of S0l RQUIThg comecive aoton and
me relevant wnger

B Plart spesies [Approximate amount

of aflected material

and slorage. or tril she

O Trnzoan
O Monforing

[ other, escribe below:

O stoeeE O Fiing Form ot mawnal

O Hanwesling O Omer 0O Seed O Transplants O Tubers O Others, describe bebw:

EEETE)

[No. of trias 3t Mis ste

Legal or descriptive lznd kecaton

[Distance 1o nearest cuRlaied TEW oF |Distance 0 nearest commemal
e same plant species (m) erop of any kind gm)

= ¥ Eoi=bn dktance tderme TrB1IR-CRa g s conmlT







Disposal of material
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Summary of procedures / monitoring and

recording
Technical Review
uth
St INSPECTION BY REGULATORY AUTHORITIES
Planting )—( Current (Growing) Season J—(Ha rvest or Termination)—( Post-Harvest Period J
1 | 1 |
Record of Transport || Record of Planting Record of Spatial Isolation :nc\ord of Harvest/ Record of Post-Harvest
I , ermination Inspection
Record of Storage Record of Border
Inspection & Inventory Row Isolation

Record of Inflorescence
Removal

Record of Early
Crop Destruct

I MONITORING BY THE APPLICANT/TRIAL MANAGER |

Record of Corrective Action

(In the event of an accidental release or if the trial is found to be non-compliant)

—————————————————————
“3-Ps” of risk mitigation
for field trials

n in experimental
transgenic plant into and within the environment (i.e.
prevent pollen-mediated gene flow).

n in the environment of the
experimental transgenic plant and any progeny plants.

n the introduction of the experimental transgenic
plant (or products)




Inspection by Central Compliance Committee
(constituted by Department of
Biotechnology/MoEF)

mEXxpert scientist
(Chairman)

=Scientist from concerned
SAUs

=Officials of State
Department of Agriculture
*DBT Nominee

=*MoEF Nominee

Inspection Report on Documentation and
Compliance

= Trial site information
= Reproductive Isolation
= Storage of regulated plant material
= Post harvest restrictions
= Documentation in record keeping
= Compliance assessment
No compliance deviation, all documentation in order

No compliance deviations, but with documentation
deficiencies

Compliance deviations, but no documentation deficiencies
Compliance deviations And documentation deficiencies




8. PROFORMA CONFINED FIELD TRIAL INSPECTION REPORT
INSTRUCTIONS

O Pans A - Hofmis report should be completed foreachste beation. Addiional coples of Pant B form can be completed In cases
Whers Mers I Mo RN 33 hgk confined feld izl she 2 2 gen trizl she beatin.

O A copy of Bis completed repo should be submiRed to Me Regulstorn Aumorky AC). the reEvant y (CCC.
SEBCC. DLE). and the Permmed Paty WITHIN FIVE (5) DAYS of fie slie vish.

3 inthe eventaf 2y compllznce Wractn discovemd during 3 she ISk M2 REURs 1 20 cokdental relese of reguisted Enetkally
engleerzdpiant materel, Requiztory Authorties wil be nofifled Inmediatey by tekonone and I withg winh 24 hours. Reguiaiay
Autromtes will adike on o e mp and 3 Fecor of Comecie Action, detaling e hckdent
and e comecive 3ctkn ten, ki io b2 MREled by he Permied Pan, Tzl n-Crame or Facllfy In-Charge and prvided o fe
ManRaring Team. Upon completin of b cormectie action, coples ofthe Record of Comectie Action will be forkarded to the
Requisiory Aoty and e PemniRed Pary.

[PART A GENERAL INFORMATION
[FEmMTTED PARTY [TRIAL I CHARGE OR FACILITY IN-CHARGE
Last Name |Firs: Name M | Lt Name Frs Name M1
cemzaeiogenastion cemmz comperyioganeation —
Teeonone Fax Email | Telephons: Fax | Emal
| Adaress Address
[FART E: TRIAL HTE INFDRMAT 10N
202 or Descrionve _ene | Crop Planed at
| Locaton of Trisd Sbe | Trid Sbe
Dt of sOWing
O Az garing O Vegatatie, pre-fowering O Flowsing O Amer fiowerhg OAzhaves O Pos-rery
1 Are physicsl Bramarnks (FAC pbing. fercepost. D ves Do T Isherea bound log bodk INduding the name, 0 Yas O Mo
50 ) &t Doated eadh Comer of he Tial e ‘adress and afilation of sl personnel who
have enfered the Tl SeT
|2 Do messurements of the Tialsize match OYes ONo 3 ‘Was plarthg/harvesthg equipmentcleanall D Yas O Mo
Infiormation on the Tialsihe mag® Inthe appropr see manner prior %0, and afier,
ey
3 Disiance 0 he neg et culivaned fieids of e Mesers = Evernids) planted o eT i ste (atach Isif D ves O No
same gant species as it DS 1 The confhed meEssan
e
[« Mamm 0 Canthemislbesscrmfomumsncrsd  DYes O N
aress|Encing h plaxe and seaure)
S s T 7a she, Induding the spatel Bolaion OYes ONo 1" Provsion for disposal materis In pace OYes DONo
gisance, unge The ol of ;e sl chage (dumnpint ot e2c ) of planned
andvor Permilted Farty™
& OYes ONo
‘conducad at the Tialste and the authorization
mdiar wrich e canned fed TEE e
aporoved™

PART C: REPRODUCTIVE ISOLATION

PART D: STORAGE OF REGULATED PLANT MATERIAL

Method of Reproductive Isolation

O Spatial Isclation

O Other (list) O Regulated plant material is stored at this location

1 Do measurements confirm that the trial site has the O Yes 1
appropriate isolation distance? (cotton: 50 m;

brinjal: 300 m; etc)

Is the isolation distance free of any prohibited
plants? (e.g., plants of any species sexually
compatible with the regulated plants)

Is there a written Record of Spatial Isclation?

Does the Record of Spatial Isolation confirm that
menitoring of the isolation distance has been
performed at the required intervals? (see Letter of
Permit from Regulatory Authority)

Were growth stages of the trial plants, including any
prohibited plants observed in the isolation distance,

recorded?

If records indicate that prohibited plants have been
removed from the isolation distance during routine
menitoring, do they also indicate the method of
destruction, and was this appropriate?

Have there been any prior instances of non-
compliance during the current growing season?

If the answer to C.7 was YES, was a Record of
Corrective Action initiated and were the necessary

actions implemented?

Is the regulated plant material stored O Yes
separately from conventional seeds in a fully
enclosed, lockable space? (e.g., boxes,

almirahs, cabinets, closet etc)

Is the storage area clearly labelled as
containing regulated plant material and is it
used exclusively for that purpose?

If multiple regulated articles are in storage, are O Yes

they within separate, sealed containers?

O Yes Is the storage area clean and free of any

waste or debris?

O Yes Is there a Record of Inventory that details all O Yes
of the regulated plant material in starage and

any additions to, or removals from, storage?

O Yes O No O NA Based on a sampling of entries from the
Record of Inventory, is there correlation
between the physical presence of an inveniory
item and

the Record of Inventory?

Is there a Record of Storage Inspection? O Yes

O Yes O No O NA If it exists, does the Record of Storage
Inspection confirm that the storage location

has been inspected at least once per month?

Have there been any prior instances of non-
compliance during the current year?

If the answer to D.9 was YES, was a Record
of Corrective Action initiated and were the
necessary actions implemented?

[ONLY COMPLETE IF REGULATED PLANT MATERIAL IS IN STORAGE AT

O Yes O No O NA




[PART E: POST-HARVEST RESTRICTIONS

LY COMPLETE IF THIS IS A PRIOR-YEAR TRIAL SITE UNDER POST-
HARVEST RESTRICTIONS.

£ Prior.year trial sito(s) under post-harvest land use restrictions at this location

5 O Vs
landmarks a1 each comer? ‘accessible and dute for this trial
physical u‘;q» o
hlmdhwdmﬁﬂm
planted al this mmmw

O Yos

Doas the post-harvest area under includa

rostriction
only the trisl site proper? (i not, it also inchsdes the
spatial isolation distance)

Trind In-chargo {or Parmitted Party) havo
wmvl of tha antire araa mm’
use restrictions?

s thy o site baing Inaway
that enables lﬂ.iﬂlﬂﬁ:l:ﬁl ol valunsers, of

 Are the Record of Transport documants
complote?

Has a Record of Planting and a trial sie map 0 Yoo

I8 thoers o Recard of Post-Harvest Monitoring? Mﬂh’m:l’__l'_ﬁmmﬂﬂm O Yoo

It it axigts, doos e Aecord of Past-Harvest “Have oll required cbservations beon made [ Yan
Monitaring

I records indicate that prohibited plants have Besn [0 Yos [J No [JNA

m.ummmﬁmnﬁwa
and was

Himva thare bean any prior instances of non-

It the answar 1o E.8 was YES, was a Record of O Yes O No CINA

Action iNitinled and woro he Necossary
nctions

10 Ara th

are O Ne CINA

1"

12 Does the fallowing crop meet requirerments?

[PART G: ADDITIONAL COMMENTS

[Summarize
= Data‘observation being recorded from the trial site

= Samples taken for various tests and transported to other

= Any discussions with the Trial livcharge or other Personnel

= Any recommended corrective actions and

PART H: COMPLIANCE ASSESSMENT

PLEASE INDICATE ONE OF THE FOLLOWING CATEGORIES OF INSPECTICN STATUS

O Neo

all in order.
Field trial onnducted in aocordanne with SOPs for Gonfined Fleld Trials of
Plants and the Ci i

was up-to-date.
+ No actions required

No i but with doct i Field trial
conducted in accordance with SOPs for Confined Field Trials of Regulated
Genetically Engineered Plants, BUT the Compliance Documentation was
not up-to-date.

« Instruct the Trial In-charge on actions needed to update the Compliance
Documentation or other records

« Make a note to verify any corrective actions during the next site inspection

C i iati but no d ion defi
Field trial NOT conducted in accordance with SOPs for Confined Field Trials
of Regulated Genetically Engineered Plants BUT the Compliance
Documentation was up-to-date.

» Request a Record of Corrective Action be initiated and consult with the
Trial In-charge on the appropriate corrective actions to be taken. In the event
of any accidental release, notify the y Authority i by
telephone and in writing within 24 hours

» Schedule a follow-up inspection as soon as practical to verify that appropriate
corrective actions have been implemented

« If the nature of the infraction is such that destruction of the trial site is
warranted, consult with the Regulatory Authority prior to instigating this action

[u] C i iati AND i icienci
Field trial NOT conducted in accordance with SOPs for Confined Field
Trials of Regulated Genetically Engineered Plants AND the Compliance
Documentation was not up-to-date.
+ Reguest a Record of Corrective Action be initiated and consult with the
Trial In-charge on the appropriate corrective actions to be taken. In the
event of any accidental release, notify the Regulatory Authority
immediately by telephone and in writing within 24 hours.
» Instruct the Trial In-charge on actions needed to update the
Compliance Documentation or other records.
» Schedule a follow-up inspection as soon as practical to verify that
appropriate corrective actions have been implemented
« If the nature of the infraction is such that deslmdlon of the Irlal site is
warranted, consult with the Reg y ty prior to insti this
action

PART I: Monitoring Team VERIFICATION

This activity has been carried out to assess compliance with the Guidelines for the Gt

onduct of Gonfined Field Trials of Regulated Genetically Engineered Plants in

India and related Standard Operating Procedures. By my signature, below, | attest that the information contained herein is accurate and complete to the best of my

knowledge and belief.

Names and Designation of Monitoring Team

Affiliation Signature and date

1




THANK YOU
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CONTAINED VS. CONFINED
TRIALS

Contained use refers to work with GE organisms
within contained facilities, such as a laboratory, a
greenhouse, a screen house, and areas used for
storage and handling. There is a physical barrier of

’ material under research and development from the
environment with no direct contact with viable GE
organisms.

~=9 A confined field trial is a limited field experiment of
growing a regulated, GE plant in the open
environment under specified terms and conditions
that are intended to mitigate the establishment and
spread of the plant during the research experiments.
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EVENT BASED APPROVAL SYSTEM OF A GE PLANT
Extensive safety assessment required; only limited lines under confined field trials

100’s — 1000’s Few

Potential Lines

are finally approved

1 or 2 Events

Potential Lines  Approved by

GEAC

»

New trait moved into
varieties using

Traditional breeding by
tech provider.
Sublicenses

X

Contained
Laboratory

) lication for
Sonfined Field

Trial

v

Confined
Field Trial
Experimentation

Biosafety Approval






