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o_ I.€. Genetically engineered crops.

= _ ijltlnatlonal company with profit incentive to
' ay for‘development and regulatory process

- — Government agencies, research organizations
with little money to pay for regulatory process.
Need for lower cost and streamlined regulatory
process




SOINMETCial Biotech Prog I
D acltlite e Sirzliee)y

5}3’*1? Preliminary: market study. Corporation
— determines there is a potential profit for
armyworm and borer resistant maize seed sales

In several African countries




Corrl er'ci.al' HlojigeilPiodyci™

SHOW eI FEdIStEanalgainr public
Jccap». off armyWworm and’ borer resistant Bt

= -0 —3’. Product development including laboratory,
greemhouse, & small-scale field testing. African
adapted maize variety. Would be done in USA &
African research centers




24, _gister project in United States to
Sl EPA “Gold Seal Certificate Letter”
BeEruiicate, which is a form of guarantee of

= ' ,_ _:PA iégistration and risk assessment
~  PIOCESS
® [ihis certificate should help registration

Process, but more information/data may.
pe needed in each African county.
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SEL *PA REgIStration: (Work dene by

corgEnp)
-’ = Prereglstratlon meetings (Details of
= registration requirements shown later)
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Cornigrlaidlll Bloteen Rrodie
Pagulatgry, Strejtac)y

2 8. l_._‘ Animalt &t Plant Healtih Inspection
SEIVICEN(APKIS) Permit and Deregulation
= REguirements:

———
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= — Parmits may require Environmental

-~ Assessment (EA) under National
Environmental Policy Act (NEPA)

— Deregulation may require an EA or EIS
(Environmental Impact Statement)
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Bsy ot dgencies regulate Bt maize?

o —
— —

"‘5 iHaVe preregulatory planning meetings with
= [egulaters to begin interaction and assess
régulatory needs.

— [franslations of safety data & other
documentation

e - #‘b
Corrissldiefell Bldieen Projeltig
Dagulztops Siratacafon Africz)

Courlifles
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Cornsnagelel BJQteCh pPreEtice
Pagulte / Strzltaey for Severs
r\rrJ Cotjplifles

— - onduct IR-country field performance
;End @emenstration trials

= -O_Appllcatlon Includes “Gold Seal™ certificate
o Registration & other fees may apply




Cofilg erci-al,aiotech-mﬂ‘t*"
Pu‘ o Needgtzrice Strztae)y

FL Al vertlse IR public media
ncentrate on cost benefits and reduced

P

- *i- ~ estlude use to farmers to gain public

—

= --acceptance

=g - — Emphasize minimal hazard & reduced risk
— Develop a public strategy to deal with
European trade issue, as needed (i.e. label
maize as genetically protected against insect
feces and aflotoxins)




ierGia I,ﬁotech-P«aﬂf“"

> 108 arket PEREtatiONrterIocal pesticide
rmc YBIeced distributors and dealers,

e ealer training, demonstration trials, farmer

':I? eelings

= 1 0cal-advertisement (posters, calendars)

— Promotionals (i.e. tea shirts, caps, tea/coffee
mugs,)

—Thtreductory price specials




bIotech BIOGIHGIS
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Siotaerr Procltie Regwlf —
tratedy

o Poier tlaI lior more effective biocontrol of
mJa atory locusts than:

BNETC0n| Mliscle®, nonengineered M.
-}-—'énisopliae developed by LUBILOSA (LUtte

s—

—  Blologiqgue contre les LOcustes et les
SAuteriaux); IITA & Centre for Agriculture
and Biosciences International (CABI), UK.

e http://www.lubilosa.org/Userhb.pdf




ve adalnst: Zonocerus varegatus,
r//~ C g/yph Us daganensis, Kraussella amabile, K.

S Clllicra, Ocdaleus senagalensis
== ’,-._H’St production: Cotonou, Benin at IITA station

| e
e
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e BCP (Biological Control Product Co.), S. Africa
e \NPP (Calliope) in France (Senegal?)




_arge -Scale use done, Recommended by
-AO
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Siotaerr Procltie Regwlf e
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o Grge n Muscle®
y /(6 7 FAOC Expert Consultation and' Risk

_,,,.g sessment on the Importation and Large-
,_,._,- =Stcale Use of Mycopesticides Against
- |ocusts

o [ttp://ispi-lit.cirad.fr/text/biopesta.htm
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Biotaen Product Reg'tn o)y
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2 M,/ gso,n//ae iegistered inf USA by EPA
SISV Zriisopliae, strain ESF1, termites, by

gEeescience, NJ, USA (discontinued?)

-
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= 03 M. anisolpliae, strain 52, ticks, beetles,
“_" Tlles thrlps by Earth BloSC|ences CT USA acqu.
6) Novozymes Denmark

e 1999, GE M. anisopliae FR Notice of small-scale
field testing, Univ. MD, USA

e 1999, M. anisopliae, strain ESF1, EUP for deer
ticks, Univ. Rhode Island




. Teglstratlon process

— official certificate/letter validates
registrations, risk assessments, the
“Gold Seal Certificate letter”




loteciEPrdefier Regulgmf'y‘ -

_ JEPA & Canadian pesticide; risk
SS5MENt test guidelines are now mostly

BiElmonized (same)
= e Glidance for Reg. of Microbial Pesticides

nttp://www.oecd.org/dataoecd/4/23/28888446.
df

Register ini USA, EPA
JS A.I.D. may require EPA registration to fund

19




= Py AID Agency?
= by international organization?
Oy grant?




—= 'réreglstratlon meeting(s)

—Product Chemistry (biology) and composition,
= 4rdatal requirements

— Analysis & Certified limits, 2 data req.
—Physical & Chem. Characteristics, 10 req.




SIGIES rEea.

BESPELILion for tolerance or exemption from
= IEeguiiement of a tolerance

—

= Jcute tox data 10 study reg.
= = Nontarget organisms. 7 study req.
— " & E Species

— Regjstration Fees (may be exempt if public
Institution)




PagLilziiery St{ategyMTcan

(Nol rIrrlas

- d“‘ t'W 2PPRePHaE agEencies?
RSHEg|stration required?

_l]L-_I'ave preregulatory planning meetings with
'_’-:-f‘ fegliators to begin interaction and assess the
~— - needs
— [rfanslations of safety data & other
documentation, as required




Hlejiglen) Projafufa PM o
mept-ame-l-ssue

J ﬁu:} Muscle® already widely accepted in
Aff] cz) Mior locust and grasshopper control

= E‘monstratlon trials to show benefits and safety.
== ,.»Radlo V., & press coverage

-

—

— ® Must address GE risk as perceived by public
. Benefits of safety & pesticide reduction

e Jse/adapt to existing locust/grasshopper control
programs




