ANNEX E

Republic of the Philippines
Department of Agriculture
BUREAU OF PLANT INDUSTRY

PLANT QUARANTINE SERVICE
Manila

. Applifcation for Biosafety
ermit for Ditect Use as Food 2
and Feed, or for Processing e

(Date)

The Director
Bureau of Plant Industry EE @ E E v E
)

Sir; il | U
We — BY:....d kA
Information Applicant Responsible Officer (RO) Rep(tii_s:;;?;;z;;; § EQ
T MONSANTO Ms. Rachel P. Lomibao Dr. Gabriel Romero
PHILIPPINES, INC. Commercial Lead Regulatory Affairs Lead
23 Floor Tower II, 23 Floor Tower II, 23w Floor Tower II,
Insular Life Corporate Centre, | Insular Life Corporate Centre, Insular Life Corporate Centre,
Address Insular Life Dnve, Filinvest Insular Life Drive, Filinvest Insular Life Drive, Filinvest
Corporate City, Alabang 1781 | Corporate City, Alabang 1781 Corporate City, Alabang 1781
Muntinlupa City Muntinlupa City Muntinlupa City
Tel. No. (+632) 809-4848 (+632) 809-4848 (+632) 809-4848
Fax No. (+632) 807-7581 (+632) 807-7581 (+0632) 807-7581 L
Email rachel.pascua.lomibao@monsanto. | gabricl.ortega.tomero(@)
Adddiess WWW.MONsanto.com com monsanto.com
hereby request for issuance of Biosafety Permit for Direct Use for the genetically modified (GM) plant/plant product

described below.

Scanned by CamScanner



R o g

Designati W : i
il Atticle Donor Host Vector ot Constituents of the
Common Stacked Trm: Organism Otganism | Vector Agent | Regulated Art.lc‘lc
Name Product MON ?:‘ION 15895} Cotton MON 15985 Molecular studies o
15985 x MON b:::r:m-mn s was produced demonstrated ;];"étsco
88913 and 4l Treum by pamfﬂle event_MOI:e IDNA
i : bombardment contains o
If)l:)ie:rlzssizﬂvfe i method using insertion into the Bol']g:u.'d
the product woir_l DNA derived cotton genome. The insert
any ! from the contains one copy of bOth
conventionally. transformation | the cry.’.’.Ab.’% and the uidA
el lasmid PV- (B-glucuronidase) cassettes.
bred cotton, and P { %
cotton - GHBK11. The cryZA}JZ and the ui
containin coding regions are each
= s under the control of an
oo eesil bistech enhanced CaMV 358
S promoter and a NOS 3’
polyadenylation sequence.
Molecular characterization
MON 88913: MON 88913 confirmed that MON
Common soil was produced 88913 contains one copy of
bacterium by the T-DNA (transferred
Agrobacterium | DNA) at a single locus that
method using contains two intact CR- ¢p#
DNA derived epsps gene cassettes. No
from the additional elements from
transformation the transformation vector
plasmid PV- PV-GHGT?35, linked or
GHGT35. unlinked to intact gene
cassettes, were detected in
the genome of MON
88913.
Scientific Gossypium birsutiwm | MON 15985 Gau_)'piﬂ/;i - -
Name L. birsutum
cry2Ab2:
Bacillus
thuringiensis
var kustaki
uidA: Eschertchia
colf strain
K12
MON 88913:
cpdepsps:
-Agrobacterinm
sp. strain
CP4
. BollgardII x
Trade Roundup Ready® - = . 5
Name Flex Cotton
N
vl - - Scanned-by CamScanner
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Country of Origin :
Ty rigin Countries altes dy commercializing MON 15985 x MON 88913. Importers of
commodities will have to provide their own soutces.
uanti iti
Q s Importers of commoditics/ grains will have to provide the quantities they niced
to import,
Flight/Voyage N
g yage No Importers of commodities/ grains will have to provide the flight/voyage no-
Port of Entry
txy Importers of commodities/gtains will have to provide the port of entry.
ed S
Proposed Schedule ‘Importcrs of commodities/grains will have to provide the schedule of
' importation.

* The following supporting documents are attached:

RN

o v

Iq the case of imported regulated article, notification from the exporter or country of origin in accordance
with existing mternational agreements on the transboundary movement of genetically modified organisms;
Information on socio-cconomic, cultural and ethical considerations;

COE}' of the proposed PIS for Direct Use, (Annex "F" including information required for evaluation of
environmental and health impncts;

In cases of renewal, certified true copy of expired Biosafety Permit for Direct Use issued by BPI; and

Proof of payment of fees

To facilitate review of the application, the applicant may submit documents to show that the regulated article
is allowed for commercial distribution as food and feed by the regulatory authorities in the country of origin;
and poses no greater risks to biodiversity, and human and animal health than its conventional counterpart. If
the regulated article is intended for use as feed or for processing into feeds, the applicant may submit
documents to show that the regulatory authorities in the country of origin have likewise determined that the
regulated article poses no greater risks to biodiversity, and human and animal health than its conventional

counterpart.

The undersigned certifies that based on his/her personal knowledge and/or authent_ic docux:nents: (1) all the
information in this application are true and correct; and (i) this application contains all information and views on
which to base a decision and includes relevant data and information known to the applicant which are unfavorable to
the application. The undersigned likewise warrants that the Regulated Article is to be imported solely and exclusively

for direct use as food and feed or for processing.

Dr. Galjriel O. Romero

(Printed Name and Signature of Responsible Officer/Authorized Representative)

i Philippines
Reeubhc of t_hc -i':tl'ivpm )

SUBSCRIBED AND SWORN TO before me this day of

06 MAY 2010 , 2016, affiant

exhibiting to me his Passport No. EB9694613 issued on 29 Nov 2013 at DEA Manila.

-

Doec. No. 92
P;:;cc No. _|Z ; NOTARYJPUBLIC
Book No. XTI ' <A-JODRIGUEZ

JARIA ROWRNA ¥, MO}

Seies of 2016, Notary Pubtic for Muurt. Ciey (until 202017

naitment Mo, 16-002
Appoimiiment s &
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