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Abstract: Since the last decade crop improvement using genetic engineering
tools is one of the alternative approaches to increase and stabilise
agricultural production in the world. However, producing a transgenic
plant is a long and expensive process. Even after it led to the successful
development of a plant with a desired trait, the transgene has to be followed
up by a series of risk assessment stages required by the national biosafety
commission. A risk assessment regulation process is required to assure the
safety of food and feed and the environment and this latter activity is not
costless. The objective of this study is to obtain the cost for research and
development of selected transgenic crops engineered in Indonesia. In
addition, we also investigated the cost of complying with the biosafety
regulation. The result of our survey shows that it took 4-8 years to engineer
a transgenic plant. Two of the samples’ activities were started from gene
isolation, and the rest were started from tissue culture and plant
transformation using foreign genes. The R&D cost needed for each activity
was around 1.3 billions IDR to 3.1 billions IDR (with Present Value of
money (PV) equal to 2.3 billions IDR to 7.1 billions IDR). Those amounts
were equivalent to US$154 thousands to US$522 thousands (US$274
thousands to 1.4 million PV). To comply with the regulation requirements
for Bt-cotton, a multinational enterprise in Indonesia had paid around
919 millions IDR (974 millions IDR PV) equivalent to US$ 93 thousands
(99 thousands US$ PV). These biosafety costs excluded the food/feed
safety costs. Our survey also indicated that from 31 plant transformation
activities, 16 are still on going, while the rest were either suspended or
terminated. Of all 16 activities only two preceded into the regulation
phase. Because producing a transgenic plant and complying with
regulatory approval for commercial release are expensive and a long
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process, it is wise to set the research priorities based upon the country
capacity and need. Research priorities should also based upon the
estimation of the risk and benefit of all activities or stages. This includes
the estimation of the fund needed starting from the initial activity to the
last (release of the new variety).

Keywords: Biosafety regulations, Cost of biosafety, R&D, Transgenic crops,
Risk assessment, Socio-economic assessment.

Background

Despite the ongoing debates between the opponents and proponents
of transgenic plants, there is a substantial increase in cultivated area
globally for transgenic crops. During the eight-year period 1996 to 2003,
global areas increased forty fold from 1.7 million ha in 1996 to 67.7
million ha in 2003." In 2005, the global approved GM crop was 90
million ha grown by 8.5 million farmers in 21 countries (10 industrial
and 11 developing countries).?

Construction of transgenic plants was initiated in Indonesia in
the mid 1990s. By then, there had been an increase in the number of
Government and private institutions that performed research on
transgenic plants. Along with the increasing number of institutions,
the target plants and introduced traits have also become more numerous
and have diversified.?

Due to the existing controversy on the benefits and risks of
transgenic plants and their derivative products, the Indonesian
government recognised the need for application of the technology
with the “cautiousness” principle. This is reflected in various
government regulations and decrees issued either by the President or
by related Ministers. In 1996, the Government issued the first Law
on transgenic plant which called “Undang-undang Pangan” no. 7/
1996. In 1997, the Minister of Agriculture issued an SK No. 856Kpts/
HK330/9/1997, a Ministerial Decree to regulate the biosafety of
agricultural biotechnology products. This new Law/Decree was later
revised in 1999 in a Joint Decree of the four Cabinet Ministers. Aside
from biosafety, the new Decree had also made additional regulations
on food safety. The Biosafety Commission was formed in 1997. These
regulations on transgenic plants are continue under revision, and
the Government Regulation No. 21/2005 (PP 21/2005) was the latest
decree on this issue. PP 21/2005 was a modification of the joint-
decree previously issued by the four Cabinet Ministers to
accommodate the implementation of Cartagena Protocol, which was
ratified by the Indonesian government in 2004.
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PP21/2005 was issued to attain environmental safety, safety of food
and/or feedstock produced by genetic engineering and their respective
uses in farming, fisheries, forestry, industries, environment and public
health. The approach used in assessing the risk is based on the principle
of cautiousness, founded on solid scientific methods and also includes
religious, ethical, socio-cultural, and aesthetical value considerations.
In order to implement this government regulation, a system guideline
is required to determine which institutions need to be involved, which
procedures/protocols need to be followed and a clear legal structure.
All of these require sufficient funding, whether it is for acquisition,
operation, or monitoring. The funding would be required for research
in laboratories, greenhouses, and field work for the purpose of gathering
data requested by the Biosafety Committee (BC) through its Technical
Team (Biosafety Technical Team or BTT) and their operational budgets,
and other indirect costs required for fulfilling the aforementioned
guidelines.

In some countries that have approved transgenic plants for
commercial release, the total cost of releasing the transgenic plant
commercially has been compiled and analysed.* One such example is
the release of a mustard plant variety (a close relative of canola) in
India, which has been transformed with a gene that has been used to
transform canola in Canada and the USA. Since such a plant has never
been released anywhere in the world, its producer (Bayer Inc) had to
spend 3-4 million US $ for food safety tests, which were carried out in
the USA and Europe. Another 1-1.5 million US $ had to be paid for
research on the environmental risk analysis performed in India. Bayer
had started this process in the early 1990s, but determined to stop its
attempt to release transgenic mustard in India on 2003. This illustrates
how costly it is to conform to and follow the regulations for a
commercial release, even when the proponent decided not to continue
trying to commercialise hybrid mustard in India at the end. Such high
expenses clearly bear some consequences:

1.  Farmers cannot utilise seeds of transgenic plants on their farmlands
since their approvals are cancelled or withdrawn.

2. The high cost associated with the approval process would be passed
on to farmers, causing seed price to increase beyond their reach.
Another aspect that needs to be considered is whether such

expensive approval cost is within the reach of the public research

institutions and universities or whether it is cost economic for one of
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their researchers to release transgenic products commercially. Could this
mean attempts in constructing transgenic plants that often took years
to complete and significant investments would reach a stalemate when
the researchers seek regulatory approval? Many researchers in public
institutions as a consequence would not consider conducting research
on creating transgenic plants. So that society will lose the benefit of
transgenic-technology to improve the common welfare.

This study attempts to calculate and analyse the expense for several
research projects in four Indonesian government-funded institutions
for the construction of transgenic plants and other experiments that
need to be carried out to comply with regulatory requirements for
commercial release of those plants. For comparison, similar expenses in
the commercial release of a multinational company are also calculated
and analysed.

Methodology

This study chose the sample institutions based on the following criteria:
(i) institutions that carried out constructions of transgenic plants where
the resulting plant is already at the stage of application for release
within the next 2-3 years with the regulatory body; (ii) institutions
that have obtained release approval; and (iii) institutions with a
mandate to assess food and biological safety for commercial releases.
The selected institutions are listed in Table 1.

Data were collected by using a structured questionnaire in
interviewing subjects. The questionnaire was a modification of a standard
questionnaire created by Dr Jose Falck-Zepeda for a similar study in several
developing countries. In general, the data sought in the questionnaire
for those institutions performing transgenic plant construction was as
follows: (i) description of the institutions; (ii) type of transgenic plant
research; (iii) direct and indirect costs for constructing the transgenic
plants; (iv) description of the stages of transgenic research; and (v)
facilities and equipments used for the construction of the transgenic
plants. The data scope of the questionnaire for institutions already
obtaining approval for release was as follows: (i) description of the
institutions; (ii) type and research stages of the transgenic plants subjected
to approval; and (iii) direct costs of research/assessment on the transgenic
plants that would be released or had already been released. The data
scope of the questionnaire for BFSTT (Biosafety and Food Safety Technical
Team) included the operational costs of BFSTT and the number and
status of applications evaluated.
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Estimation of the cost of research in constructing transgenic plants
was split into direct costs and indirect costs. Direct costs are expenses
directly spent on research projects. This would include the costs of
materials, wages, travel budget, and stationeries. Indirect costs are
expenses not directly related to the research project, such as salaries (20
per cent of total wages), electricity, water, gas, equipment maintenance,
and depreciation values of research equipments. Since payments for
electricity, water, and gas bills is normally made for the whole institution,
the actual cost for this is estimated according to the kind of equipment
used in the project and the size of the lab carrying out transgenic projects.
Data on indirect costs is also normally only available for the most recent
year, while the construction of transgenic plants will already started
several years before. Thus, the indirect costs for the previous years were
calculated using a discount factor from the available data.

If the project is not handled exclusively by the sampled institutions,
then the cost data would be obtained by cross-checking with the other
institution participating in the said project.

The following table lists the assumptions used in calculating the
cost of research and evaluation of transgenic plants:

Assumption we used in calculating the calculating cost of research
and development and biosafety regulatory is as follows:

Variables Assumed Values

Interest rate 18%

New inventory laboratory equipments Estimated of equipment’ value
Maintenance of equipment 1% of equipment’ value
Depreciation 5% of equipment’ value
Salary 20% of salary

To make the data more comparable with data from other
countries, the resulting calculations were converted from the
Indonesian currency (IDR) to dollar. In order to obtain the cost of
research and evaluation for the current year, we calculate the present
value using the following formula:

PV = A*(1 + r)»

Where
A : Cost in year (current — n)
r : interest rate

n : number of years.
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As previously mentioned, information on indirect costs normally
is available only for the most recent year; therefore the cost for the
previous years was calculated using a discount factor (DF) following
the formula below:

DF = A*(1 + )™

Where
A : Cost at a certain year
I : interest rate

n : number of years.

The information we collected from institutions that gained
approval for commercial release (Monsanto Inc.) only covered the direct
costs, since most research works were subcontracted to the various
institutions. Information we obtain from Monsanto are only restricted
to the research and other activities that were carried out in Indonesia
during their field trials in compliance with the regulation for gaining
approval in this country. Meanwhile, we had not successfully obtained
the information on costs spent to do research and other activities
performed outside of Indonesia (mostly in the USA).

Results and Discussion

I. Indonesian regulatory system for the biosafety of genetically
engineered products

During the course of this study, Indonesia still used the guidelines set
by the joint decree of Ministers known as SKB4M (SK Menteri No.
998.1/Kpts/OT.210/9/99; 790.a/Kpts-1X/1999;1145A/MENKES/SKB/IX/
and 1999 015A/NmenegPHOR/09/1999) for assessing the biosafety of
genetically-engineered products. The decree set the procedure for
analysing the biosafety and food safety of GM products to be released
commercially in Indonesia. In addition, the appendix of the decree
specified the membership of the Indonesian Biosafety and Food Safety
Commission (BFSC). Article 39 stated that BFSC would be assisted by
the Biosafety and Food Safety Technical Team (BFSTT), whose
membership would be determined afterwards. The membership was later
enacted by another joint Ministerial decree, SK No. LB.010.59.1.2000,
77/Kpts/9/2000 and KS.01.01.03380. The head, secretary, and members
of the BFSTT are the Executives from the associated Ministries, Director
Generals, Head of Directorates, Head of Research Centers, Head of PAU
IPB, President of Biotechnological Association and Consortium, Head



86  Asian Biotechnology and Development Review

of Kehati Foundation (an NGO Representative), Head of Indonesian
Consumer’s Foundation, and Head of Indonesian Farmers Association,
which added up to 21 members. The head and secretary of the BFSTT
are ex-officio, and its membership consists of senior researchers from
research institutions and universities from various disciplines. The
membership is divided into five groups, namely: The Plant Group (11
members), Animal Group (7 members), Fishery Group (5 members),
Microbial Group (11 members), and Food Group (17 members). The
assessment procedures are summarised in Figure 1.

Figure 1: Scheme/Procedure for Risk Assessment
based on SKB4M

Proponent «—

U 1

Ministries through related Directorate
Generals

4 7

Biosafety and Food Safety
Commission (BFSC)

1

Biosafety and Food Safety Technical
Team (BFTT)

4 7

Data/Information Sufficient
Required

l T Not Sufficient

Test in Containment Facility or
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Until this paper was written, the BFSC had only met several times
to decide the status of the commercial release of the released Bt cotton
from Monsanto. Most day-to-day activities were carried out by the
BFSTT. The operational costs of the BFSTT were obtained from the
proponent/applicants. Table 2 lists the BFSTT operational costs from
1998 to 2004.

Table 2: Operational Cost of BESTT Activities

Year Total Cost Present Value of Cost Present Value of Cost
( million IDR) (PV 2005, million IDR) (PV 2005,
thousand USS$)
1998 50 159 16.1
1999 11.5 31 3.9
2000 10 23 2.9
2001 38 74 7.2
2002 104 171 18.4
2003 32 45 5.2
2004 12.5 15 1.6

The operational cost mostly covers the expenses for conducting
meetings to assess the collected data, making decisions on the safety of
certain genetically-engineered products, and creating guidelines for the
food safety. The costs may differ each year, since they depend on the
number of applications submitted to the team. As BFSTT also consists
of different groups, the attendance level in meetings can also vary,
depending on the case being examined. Table 3 lists the attendance
level of members and their supporting staff.

Table 3: The Frequencies of BFSTT Meeting based on the Number

of Attending Members*
No of members attending No of meeting
5-10 5 meetings
11-15 9 meetings
16 - 20 9 meetings
21-25 4 meetings
25-30 1 meeting

*(n = 28 meets)

On an average, BFSTT meetings are held eight times per year. Most
of the time, the meeting is attended by one coordinator and one leader,
ten researchers, and three supporting staff. The cost of each meeting
and the annual budget can be seen in Table 4.
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Although the BFSTT was established on 2000, research and
assessments on the biosafety have been conducted since 1998. Four
applications from Monsanto were submitted that year. By then, the
activity was limited to biosafety assessment in a containment facility
located in ICABIOGRAD. A small percentage of the budget was used to
hold meetings to assess the biosafety issues and recommendations to
be made. In total, there were five applications submitted in 1998, one
application in 1999, one application in 2000, five applications in 2002,
and two applications in 2003. Among these, only one application, Bt
Cotton (Bollgard from Monsanto), gained approval for limited field
releases in seven districts of the province of South Sulawesi. Seven
applicants have been approved and recommended by the BFSTT as
“safe for environment”, but are yet to receive formal approval from the
responsible Directorate Generals/Ministers for their commercial releases.
The costs spent by each applicant for the BFSTT approval ranged from
IDR 9 million (PV IDR 28 million) to IDR 51 million (PV IDR 83 million).
This is more clearly illustrated in Table 5.

II. Recent Status of Research and Developments on the
Construction of Transgenic Plants Activities in Indonesia

The purpose of this study is also to upgrade information on
transgenic research in Indonesia so that the results published by the
previous studies done on this topic may be updated.® The results are
shown in Table 6.

Between 1996 and 2005, there were 31 transgenic plant
construction activities, which were carried out on 20 different
commodities (food crops, estate crops, horticultures, and forestry)
involving 23 different introduced traits. The institutions working
on those projects were Agency for Agricultural Research and
Development (Ministry of Agriculture), Center for Biotechnology
Research, Indonesian Institute of Science (State Ministry of Research
and Technology), universities, several government-owned
corporations (PTPN), and private corporations. Out of those 31
activities, only 16 were still active, while others were either temporarily
suspended or terminated due to several reasons like funding
termination, lack of progress, and alteration of priorities. Only two
out these 16 activities ever made it to the regulatory process for
approval.



Asian Biotechnology and Development Review

90

panuuod § a|qu],
snjeys £1a5es
pooj pue
Kyayesorq
S0'6 6,'€8  (2002)0°'1S (2002) 8°'1¢ (zooz) o1 (2¢002) 01 (T002)T6  10jSunrepy  €O9MN UIO-YY  OIUBSUON
jusuodoxd Aq uI0d-eydeJ
8L'€ 8.'8¢ (1002) 0C (1002) 02 UMBIPYIIM pue u10o-3g SIBAON
syuawradxe
ov'e 06'¥€ (1002) 81 (1002) §°9 (1002) S°11 103 A[UO UonOOPY/3  OIUBSUON
JUWUOIIAUD
VA4 88'CC (zoo2) 01 (0002) 01 10J dyes swdzouoy opursoy
86'¢ FO1E  (6661)S°1T (6661) S°¢ (6661)0'8 Suipuad  qy 14D UI0>3g 1R3uol]
JUSWUOIIAUD 018-UOIN
L€ £€99¢  (8661)S'T1 (8661) S'¢ (8661) 0°8 10§ 93eS uIod-}g  OJUBSUON
JUWUOIIAUD
06C L9'8¢ (8661) 6 (8661) S°€ (8661) S°S I10j dyes ueaqAos-y  OIUBSUON
JUWUOIIAUD
06C L9'8¢ (8661) 6 (8661) S'€ (8661)S°S I10j dyes UONoO-YY  OJUESUON
JUWUOIIAUD
e €9'9¢  (8661)S'IL (8661) S°¢ (8661) 08 105 dyeg uojnod-lg  OIUBSUON
Jusw -
-UoIIAUd uI0d pue
06C L9'8¢ (8661) 6 (8661) S°€ (8661) S°S 10§ dyes IYY-wio)  OjueSUON
avanoIdvol
je (LNA)
(@ar Aypoey
($sn uorru ejep LN'1 £3o3es Lichiig
0001 X) 1X) uon  /1Nd 10} pooy  Ajagesorq -urejuod snyels
S00Z Ad S002 Ad el0L -ensiSoy uonenyeay ISsoq mIssoq  Judwradxy Kyayesorg Apowrwio)  juduodoig

(MAI UOT[[TUI) SATITATIOY JUIUWISSISSY SN [eIUWUOIIAUF 10] 328png :S d[qel



91

[=9
S

@)

. "LLSAd 2u3 4q panturrad A[[eSa[ [ern payy pauyuod = [N ‘AVIDOIGVOI 243 Je A1[1oe] JUsWureIuod = [N g
mo *A31A130% JO 1834 sajedrput sisayjuared ur aqunN : ()
a uonensi3ar

m ¥9'T SL¥1 (#002) ST ($002) S°ZI 10y ATUO J140 uI03-1g wodng
- JUSWIUOIIAUD AN
Mo YA S8°LC €002) 02 (£002) 02 I0J9JeS T pue J aseury uyaq Id
m et pRYy

=] paunuod uni

%. 03 jrwrad 103 v
- S6'1 1291 (€002) 21 (£002) ¥ (£002) 8 -19q auedIedng IX NdLd

cm srern
g PIoY pauyuod
m unir o3 yruad
w.. 90°T 986 (2002) 9 (2002) 9 103 90UI-3q (Id1'D SII

.J.w snjess oy}

A LLT €91  (2002) 01 (2002) 01 1033untepm Q4o uIodg wodng

- JUSWIUOIIAUD
g LL1 €r91 (zooz) o1 (zoo2) 01 10§ a3es uedqAosyf  OIUBSUOIN

IHC JUoWIuOIIAUD
m LLT €791 (z002) 01 (2002)0T 10J9JeS  [ZYOUIO-YY  OJUBSUON

nm avadnoIdayvOol

- e (LN
m (¥ar Ayqoey
8 ($sn uoyru ejep 1071 £yayeS8 BLicliid

O 000'T X) 1% uon  /LNA 103 pooy  A3dyesolq -ureuod sme)s

M.uy S00C Ad S00C Ad Telol |~m.~ummwv- uonenjeay JI1sso(q JI91SsOq HEUEMHQQXW %uwwﬁwnv_m b—ﬂuOEEOU HQQEOQOHQ

I

panuuod § a|quL



Asian Biotechnology and Development Review

92

ponuijuod 9 2|quJ,
(8ur08-uo) joruerd oug1a-uy aselfyqg Aouannyye uondiosqe roydsoyd orngnd-nvg
(8uro8
-u0) julu0d Iedns pue ‘d13SIIAIOBILYD (V 12q) aseual
reo13oroydiowr 103 STeII} PIIF PIITWI] OIPAYSp duIOoyD dUeId[0} 3YSnoIi(g TIST-IXdLd auedredng
(papuadsns) jatuerd oug1a-uy seunIyd 0URII[0} (ISNI) 13UN] DANYd 320D
(papuadsns) 1o1uerd o.14-uy A doue)sIsaI 1310qpo | dreand rwas-DINYT oeode)
(8uro8 Jseprxo
-uo)Apnis ad£jouayd ‘asnoy u21dg DDV dsuasnuy Guruadur Leppq aAviInOoIgvII eledeg
(papuadsns) asnoy-udarn A DURISISAT II0GPOJ avianoIlgvol
(papuadsns) asnoy-ua2105 I uid 0ULISISAT I2I0QPOJ AvIOOIgVII ueaqiosg
(papuadsns) asnoy-uaain urzjoid Jeo)d DUBISISAT [BITA AYIOO0IgVII
(papuadsns) asnoy-u9a1n I ulg | ([ra9om ojerod 399MS) 90URISISII 303U avanolgvOol ojeyodioomg
(papuadsns) asnoy-udarn II uld J0UB)SISAT I210Q WIS AYIOO0IgVII
(papuadsns) asnoOy-udIn A DUB)SISAI 1910Q WIS aAvInOoIgyOl zre
(papuadsns) asnoy-uaain unoa1 doipmoug doue)sisal raddoyiuerd umoig NI o)
(8uro8-uo) (Loey
JUQUIUTLIUO0D) ISNOY-UIDIZ Ul Aesseorq X0QOdWOH dueId[0} JySnoig SI-9DY
(papuadsns) asnoyuaaIn AseUNIYD ISe[q 03 DULISISAY SIT-9DY
(8uro8-uo)(Ayoey
JUdWUIR}UO0D) asnoyuaaid ur Aesseorg duwsd ‘oyue ISe[q 03 DURISISAY SIT-90Y
(8uro8-uo)sarsads
1981e3-uou uo joedwr pue ( SISLISIP
pue sysad 2011 10[ewr 03 soueysisar yued
JO 19A9] ‘@dueurioyrad rediSojoydiour)
ad£youayd yuerd 10§ S[eLI} PlLy PajIWI] Ap I210Q WIAIS 0} ADULISISAY NIg: oY
(8uro8-uo) uonewIojsueI}
jueid  ‘UOIIONIISUOIII  pIruwIse[q A I91I0Q WA}S DI 0} DULRISISAY AVIDOIZVDI ERIN
snyeys Jaudn jren} ja8ie], uonmMSuf pea| doxp

AmOONv RISOUOPU] UT S9YIdIe3asay QOHU JAD JO snmiel§ ay]J -9 9[qel,



93

The Cost of Research and Development for Producing a Transgenic Crop

(vuvvopp)
aseuron[3-01Ax SIYIUDLIISDID])
(8u108-U0)asnoy-u3in pue ase[o[AX ymmoid y3ry SII-904 uoSudg
(8uro8-uo)jopuerd onia
-uJ ‘uononisuod pruise[d ‘uone[ost susn bie}4 JUIU0D UTUSIT SIT-904 eIseoy
p I 1
(z-2q pue 1-2q)
(8uro8-uo)asnoy-uaain | dwAzus JUIYOUIY Jso[Awre 991 SIT-9D4 eaesse)
orqnd-4AysIdaTun
epejN yelen
(payeurway) yopuerd oga-ug Jseurdn[oH 0UR)SISAT IseISI(] | -AYsIdATU) eIFURITY ageqqeD
Auedwod ayeand
(Ter3UdPIFUOD) Ansaroy/dng -yeny
(8ur08-uo)asnoy-uaain umouy-un d0UuB)SISAT seasI(J| Yepul-Ipeqerely [ smydAreony
orqnd-43rsIaatun
(papuadsns) A110e} 9SNOY-UDIH palordxa AimMaN QUBISISAT JAID euelepn snn
orqnd-4AysIdaTUun
(8uro8-uo)iepuerd osg1a-ug dua8 xouy Aynrenb pasoidug epeN yeleo PIYdIO
srgnd
- A3o1ouyday, 103
(papuadsns) yopyuerd os1a-ug Quag Ajea] 38e3s aaneadaa Suojoig Jmmnsuj Sunpueg yeaL,
(8uro8-uo)asnoy-uaain urazoid 30D SNITA JTESOW IdqUININD) TIAI-AQVIOOIIYII
(8uro8-uo)asnoy-uaain urazoid 30D STUIIA [IND MO[[4 OjeWO], TIAI-AQVIOOIIYII ojewio],
o1and-IAL
(8ur08-uo) uonewIoJsULI} JUR[] Quad gy (uvzsajur v103doiAy)yysiiq 9ye1 -AVIOOIIYDI
(Pa3RUTWIA])2SNOYUIIID) urjoid jeo) A Pue J SnIia 03e}oJ nvd
(8ur08-u0)AMTIOR} ISNOY-UIID) seunIyd 90UB)SISAI dpojewdu/edunyg nvg oje10g
(popuadsns) £31[deJ 3SNOY-UIIDH ursjoid jeo) 0ULISISAT AISJ SNIIA nvd
(popuadsns) A}1[Ide} ISNOY-UIDH ursjoid jeo)d 0UBISISAT AISJ SNIIA AYIO0IgVII mupunoin)
(pPoyeUIMID]) 9SNOY-UIAID) urajoid 3e0) & sniia oyeyod aouelsIsay nvy rddad nry)H
snjels dudn Jren 3a8ie], uonnNisu] pea doxp

panujuod 9 a|quL



94  Asian Biotechnology and Development Review

III. R&D Transgenic Plant Construction Activities in
Indonesia

II1.1. Construction of Transgenic Potatoes Resistant to Fungi/
Nematodes at the Department of Agronomy, Bogor Agricultural
University (BAU)

The research on transgenic potatoes resistant to fungi/nematodes was
a collaboration between researchers from the Department of Agronomy
(Faculty of Agriculture, Bogor Agricultural University), Department of
Biology (Faculty of Mathematics and Science, Bogor Agricultural
University), and Plant Research International (PRI) in Wageningen,
The Netherlands.

The project began in 1994 with isolation of the chitinase gene
from Aeromonas caviea strain W57b, which was obtained from a soil
sample from the Island of Bangka. The gene isolation was performed
by Dr. Suwanto et al at the Department of Biology, Bogor Agricultural
University, in a three year project funded by RUT. The next phase was
the construction of plasmids, vectors, and potato transformations,
which was completed in 1998-1999 by Dr. Armini Wiendi for her PhD
study in a sandwich programme between Bogor Agricultural University
and PRI. The resulting material was transported to Indonesia for further
research. The transformants were subsequently regenerated and
acclimatised for growth in a greenhouse. More studies were performed
at BAU to confirm the gene integration, and the transgene function
was also confirmed using enzymatic assays. Greenhouse testing was
carried out at Pasir Sarongge between 2002 and 2004 to assess the
phenotype and resistance to pests and diseases. Overall, this project
was funded by RUT grants for six years (two periods of 3 year grant)
and PRI (in the form of scientific training at PRI) for nine months. The
details of the project expenditure are listed in Table 7.

It can be seen that during the eight years that the project was
carried out, a total of IDR 1.5 billion (PV 2004 IDR 2.5 billion), which
was equivalent to US $ 317,000 (PV 2004 US $ 650,000), has been allocated
for it. However, this project was subsequently stopped or downsized
due to a lack of funding.

The resulting product has not been registered for approval in
accordance with the joint ministerial decree, but some preliminary
studies have been carried out to obtain some data that would be required
for release approval. One example was the greenhouse testing on an
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experimental plot owned by Bogor Agricultural University at Pasir
Sarongge to study the phenotype of the plants. According to the
researcher in charge, this is necessary since potatoes are normally planted
at high altitudes, while containment facilities for transgenic plants
that are available in Bogor and Cibinong were both located at low
altitudes, which made them unsuitable for growing potatoes. Also, the
team responsible for the evaluation of experiment at the containment
facility was still dominated by food crop specialists.

1.2 Construction of Transgenic Citrus Resistant to CPVD at
the Department of Plant Pathology, Faculty of Agriculture,
Udayana University (Denpasar)

The development of Citrus resistant to CPVD began in 1997 with the
isolation of a resistance gene toward CPVD from Triphacia aurantolia
(jeruk kit kit), a resistant wild citrus species. The gene was later introduced
into some local citrus varieties called jeruk keprok by Kintamani and
Soe, using in planta agrobacterium transformation method.® This project
was funded by RUT for six years (two periods of three year grant) and
JSPS for two years. Part of the research on gene isolation, sequencing,
and plasmid construction was performed in Japan (University of Nagoya,
Japan). The part of the project carried out in Japan was largely subsidised
by the University of Nagoya, and utilised equipments available at the
university laboratories. The total funds consumed by the project are
summarised in Table 8.

It can be seen that this eight year project in total has used IDR 3.1
billion (PV 2004 IDR 5.6 billion) of research funds, or equal to US §
370,000 (PV 2004 US $ 641,000). Recently, this project was downsized
due to a lack of funding and the only remaining activity was the
maintenance of two transgenic plants in a greenhouse facility at
Udayana University. Moreover, the principal investigator does not have
any intention of releasing these plants commercially due to difficulties
in fulfilling the complex regulatory process and its associated high costs.
The result of this project is currently directed toward the development
of biopesticides for CPVD, even though the project has generated two
patents in Indonesia for two open reading frames (patent number P-
00200400345 and P-00200400346).

II1.3  Construction of Transgenic Drought-Resistant
Sugarcane at PTPN XI, Surabaya

The construction of drought-tolerant sugarcane was started in 1999.
The gene, bet A, was donated by PT Ajinomoto. It encodes an enzyme
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called choline dehydrogenase, which oxidizes choline to glycine betaine.”
Glycine betaine is an osmo-protectant. The target plants were local
sugarcane varieties. Currently, the transformants are maintained
through vegetative propagations (stem cuttings) and release approval
has already been applied for these. In compliance with the regulation,
it underwent evaluations at the containment facility at ICABIOGRAD
Bogor in 2003, and confined field tests were also carried out in East
Java (Asembagus and Jatiroto). The total budget that has been spent in
four years reached IDR 1.3 billion (PV 2004 IDR 2.3 billion), or equal to
US $ 154,000 (PV 2004 US $ 255,000). The details can be seen in Table 9.

111.4. Construction of Transgenic Rice Resistant to Stem Borers
at the Indonesian Institute of Science

The project was initiated in 1996, funded by grants from the Rockefeller
Foundation and the Indonesian Government through APBN. The
Rockefeller Foundation sponsored the research from 1996 to 2000. The
transgene, cry 1A(b), was a gift from Altosar. Research activities began
in 1996 with the establishment of tissue culture system, followed by
the transformation of rice plants as summarised in Table 10.

IV. The Total Cost to Comply With the Biosafety
Requirements for Commercial Releases

IV.1  Government Research Institutions

1V.1.1 Drought-Resistant Transgenic Sugarcane (PTPN XI)

In 2003, PTPN XI registered the transgenic sugarcane to BFESC through
BFSTT, to evaluate its phenotype and invasiveness at the containment
facility in ICABIOGRAD. Evaluation of the stability of the transgene
was simultaneously carried out in greenhouses and laboratories at PTPN
XI. Authorisation for the confined field trials were granted by BFSTT
in 2003, and was implemented in two locations in East Java (Jatiroto
and Asembagus). By 2005, the total expense paid by PTPN XI to fulfill
these regulatory requirements was IDR 178 million (Table 11).

IV.1.2. Transgenic Rice Resistant to Stem Borers (Indonesian Institute
of Science)

After seven years of development, the resulting transgenic plants were
subjected to a confined field trial in 2003. That year, the Bt-rice was



99

The Cost of Research and Development for Producing a Transgenic Crop

“(uoryrua

$'1 $'SN Ad) 000°2ZS $ SN 03 [enba 1o ‘(uotNq 1°Z YAI Ad) UOTII] 6'Z AL SeM (Z00Z-9661) 399l01d UORINTSUOD 3011-3q T84 UAds a3 Surnp juads 398pnq [e303 dYL
‘Surpuny juswuIaA08 uersauopuy woiy yrede s1eIA G ISITY Y3 UT I9[[2J9N00Y Y3} £q PaPUNJ SEM [DILSAI 3], -

Ju2d 13d QT JO 93BT ISAINUT YIM ‘SO0T 10J (Ad) ON[BA JUISAIJ - :dJON

‘sIsA[euR/3UIWSSISSL A319§8S POOJ dPN[OUT 30U $30(] (1)
99%'T °9v'ces 920'6¥1°L 600°SC6'C reloL
ANTIqe)s audn ‘A1vtIea

6V'LC 12€'ee 29SvST 086'ST1C rendod s drusdsuer} usamiaq 3uissor) 2002
ANTIqe)s audn ‘A1vtIea

¥e'se 0S2'61 6L0°6SC €5220C rendod s drusdsuer} usamiaq 3uissor) 1002
uoneiddjur auag Jo AJfIqels pue

€9°0ST 14589 ¥L¥'S8CT'T 1¥6°€€9 ‘uorssardxs ‘uoneIdaUI FUIS JO UNEWIFUOD 0002
uonerdajur auag jo L31Iqels pue

6%'9%T 820'€9 8V6 EPT'T 061°C67 ‘uorssardx ‘UoneISAIUI SUIT JO UNRWIFUOD 6661

8S'8.1 06179 92S'€9L'T 6/8°¢E9 UO[BISUDSAI PUE UOHRWIIOJSURL) JUB]] 8661

$STOF LIEEET CEES8I'T 65°¢6¢€ UONEIAUZAI PUB UOTIRULIOJSURI) JUR] L661

79's€S ¥82'0ST SOT°LST'T 91L7CSE 9D 103 WAISAS 2IN3[ND INSSL, 9661

($ S0 000) (aar ooo)
150D [e101 Ad 380D [e30], [endV 150D 18101 Ad 3S0) 18107, [eMPOY Ananoy e

SII-gOY ‘9919-19 JO A1012[NnSay pue (IRY JO 150D JO IN[EA JUISII PUe [EN)OY QT d[qeL

~gd] UOT[[TW 009 PUNOIL St panjea s[edTwAYD pue syudwdmbs Suneuop Aq £11an3a8 Yd183$31 91} parosuods ojowoully “1.d 000Z UI «

pI'sse 9LPST ¥20'cLTT 6S€°08¢’T Te10L
SIsA[eue d1JeWAZUD OI}IA UL
1911 0g'0t 90£°S01 L1¥'S6 £q uorssa1dxa auas Jo UOHRWIFUOD 200¢
S0%C 66'€T L16'9%C 1S9Vl uond9es saury 100C
VARS 4 60'€C £€8'89% 9€0°LET uoneIsalul 3UdS3 JO UOHPWIGUOD (unf-m)1002/0002
2$'921 £9'06 ¥69°6L0°T VLILELL uoneuwojsueI} yue[d «(unf-uef) 000z
6v'LY 191 €88°0L€ 18%°0€1 SUEDIE3NS J0J WISAS JINI[MD INSSL], (3a-1np) 6661
($ SN 000) (4A1000)

180D 18101 Ad 350D 1e30], [eNOY 380D 18301 Ad 3S0) 18301 [NV Anandy jeax

IX Nd Ld 3¢ yuerdfo], 3ySnoi( auedresng Jo (I JO 1S0)) JO aN[eA JUISAIJ pue [Ny 6 [dqeL



‘(duop 3194 jou £JIATIOR JY3) ISOD UOIIRWIISI, :2J0N

0€L'¥9 000°€L €119 0969 [elo,
(0} 0€0°'1 TeL 001 «(MO[3-2ua3) eyep-eIRp ISEn[eAy
0.8 0€0°'1 S8 001 «(oedwr 1081e3-UOU) BIEP-BIED ISEN[RAT
025'6¢ OT1'1¥ €'/8¢ 0°00% (yerdni eyn[ oz ® 31UNn QT ‘Weue) WISNW 7) ,ISeYO[ Bnu 1
0Se'¥ ovL's AL 0°0S +MO[J-aUD)
0sz'6¢ 0Sz've 099¢ 0'99¢ [e303-qng
052’6 052’6 006 006 (yeuey wapyeq) 1oedwr 198181 UON
0616 06L°L 9'C8 0°0L (nedey mepuaduad e33uerss) joedurr 1981e) UON
0S.‘6 000°Z S'e8 0°09 (nedey 1epuaduad e88ueras) 1oedwr 198181 UON
0901 059 86 09 nedey ueueuredy uerley3uad ynjun 131$s0q
($ sn) ($ sn) 1s00 (aqr uorrur) (4qr woryrur)
> S00C Ad [e30], [endy Ad 1802 Tej0],  3SOJ [ejO], [en}dY A1anoy
(]
Dm aseyJ A101e[n3ay A19JesOrg ISIOqUIILS 0} DURISISIY DY dTUdTSUeI], JO 3S0D) 3T 2T [PqeL
g
g 1 [el0L
= ¢ uonen[eAs eyeq
Im i A3oyes paag
5 i A3a7eS POO]
A ¢ sa1sads 1981e1-UON
2 i MOTJ-oUdD
N 6E1°¥C 679°61 6'91¢ 8.1 eAeiq [e101-qng
& (S002/%00¢) eae[ iseq Ul (939 JU23UOD Iegns
lw 196°'S 196°S 0‘8S 8¢S ‘9dueIa[o} 1ysnoip ‘adfyjousyd juerd) srerny pay pauyuo)d
= (¥00Z/£0027) BAR[ 3seq Ul (939 3U23U0d 1e3ns
2 L19°L SS9 ¥'89 8¢S ‘dueId[o} 1ysnoip ‘adKyjousyd juerd) srerny payy pauyuo)d
5 €Cry $€8°S 969 0S (£002) asnoy-uaaid ,IX Ndld 3e adAjouayd juerd pue Ayfiqeis susn
3 FEST €€6 T'e1 8 (£007) AVIDOIGVOI 3® 1s31, AI[10B] JUSWUIRIUOD
= S06 0L¥ 8L i4 (£007) yuauISSasse YSI | 10 SUI[[IF Id1SSO(
< ($ sn) ($ sn) (4ar voryrux) (aar uoryrur)
Ad 3500 [e10],  1S0D [enjde [el0o], Ad [e10L 3500 [enjoe [e10], KAV
o
o

aseyJ A101e[n3ay £31aJesorqg auediesng dTUISSULIL, 9DULRII[OL, 3YSNOI( JO 31S0D) 393I1I(T : 1T [2qelL



The Cost of Research and Development for Producing a Transgenic Crop 101

also registered to get approval for commercial release. The approval process
began with an authorization from the BFSC through the BFSTT for
conducting confined field trial studies in West Java (held in Sukamandj,
Karawang, Pusakanegara, and Indramayu). The field study was carried
out in three years to evaluate the effect of Bt toxin carried by the transgenic
plants on non-target species, especially insect predators and soil microbes.
On 2006, there will be more studies on gene flow from the transgenic rice
(Table 12). All the costs listed in Table 12 below were direct costs.

Table 12 shows that up to 2004, IIS had spent IDR 226 million (PV
IDR 266 million), which equals US $ 24,200 (PV US $ 29,000). According
to Dr. Inez S. Loedin, IIS would need an additional IDR 470 million to
complete all the requirements of the approval processes listed in Table
12. That additional fund would be required for gene flow studies, multi-
location testing, and for facilitating meetings of BFSTT and the Team
for Varietal Release to evaluate the collected data from the
aforementioned studies.

IV.2  Multinational Companies

1V.2.1 Bt-Cotton Resistant to Bollworm (Monsanto)

Indonesia was the first country in South East Asia that approved

commercial field releases of transgenic plants. To obtain a permit to

release their Bt-cotton, Monsanto had to comply with the regulatory

processes by conducting evaluations and research on Bt-cotton at the

containment facility owned by the ICABIOGRAD. The approval for a

limited field release at seven districts in South Sulawesi was obtained in

2001. The total to complete the process was approximately IDR 919

million (PV IDR 974 million) of direct cost or approximately US $ 93,000

(PV US §$ 99,800), as summarised in Table 13. The time spent on additional

research and assessments was merely 2-3 years. It only took less than a

year to attain a safe for environment status from the BFSTT, but it took

longer to actually get the permit from the BFSC and the Minister of

Agriculture. A limited permit was finally issued with the following

conditions:

(i) The permit was only valid for one year

(ii) Bt cotton could only be planted at seven districts in the province
of South Sulawesi.

(iii) The release must be monitored by an appointed team.

(iv) Harvested seeds and other byproducts must not be used for feed
nor food.
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(v) The permit would be reevaluated if some unintended negative
consequences that could harm the environment and human
health were found.

In 2001, about 6,639 farmers planted Bt-cotton over a 4,363 hectare
area with an average yield of 1.2 tons/hectare. By 2002, the plantation
area increased to 5,124 hectares and 10,424 farmers were involved. The
average yield also increased to 2.2 tons/hectare, which was 2-3 times
higher than the average yield of non-transgenic cotton varieties.?
However, for some reasons Monsanto decided not to continue the
plantation of Bt-cotton in 2003.

1V.2.2 Roundup-Ready NK603 Corn

Monsanto started the application process for the herbicide-resistant
corn in 2002. Originally, approval application was made for two
roundup-ready corn varieties: RR GA21 and RR NK603. However,
Monsanto subsequently decided to focus on RR NK603 for the
Indonesian market. Table 14 shows that since 2002 the company has
spent around IDR 81 million (PV IDR 133 million), which equals US §
8,700 (PV US $ 14,000). Until this paper was written, a release permit
had not been issued for RR NK603. It is expected that more research
and evaluations would need to be carried out to get the approval, which
means that around IDR 953 million or US $§ 106,000 would be needed
to pay for the whole regulatory processes.

Discussions

Based on the tables presented previously, it can be seen that the research
cost for constructing and releasing transgenic plants is varied. This
variation was caused by differences in the commodities used as the
target plants, the trait-introduced, the type of research, the location
of the research, the institutions performing the research (government-
owned companies, universities, independent public institutions), and
the source of funding. Variations can also happen on very similar
research projects due to differences in approach, methods, and/or
parameters to be studied. Table 15 lists the budget needed for both the
construction and approval processes.

Table 15 shows in this case that the construction of transgenic
plants required an actual budget of IDR 1.4-3.1 billion (PV IDR 2.4-7.1
billion), which equals to US $ 171,000-522,000 (PV US $ 641,000-
1,500,000). These numbers clearly mean that constructing transgenic
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plants is neither a cheap nor trivial activity. The project can take more
than four years just for the construction stage, and further time and
resources would need to be allocated to comply with the regulatory
procedures to obtain the permit so that farmers can plant these on
their fields.

The cost of the regulatory process can be inferred from the case of
Monsanto and the Indonesian Institute of Science when they attempted
to gain approval for their transgenic plants. Bt-cotton, which is neither
a food nor feed crop, had to undergo three years of evaluation with a
steep cost of IDR 919 million (equal to US § 99,000). It is potentially
worse for food crops, as in the case of RR NK603 corn. After five years
of evaluation for approval that cost IDR 81 million (PV IDR 133 million),
it has not even met the requirements set by the BFSC through the
BFSTT for its commercial release. It is estimated that IDR 900 million of
additional fund would be required for completion of the regulatory
procedures. It should be noted that this RR NK603 corn has already
been released commercially in several countries, including The
Philippines.’

The cost of the regulatory processes leading to commercial release
of transgenic plants that must be paid by institutions (private and
government-owned) in other countries will be described as a
comparison. In India, the cost of government approval to release
the Bt-cotton (which had already been released in the USA) was US
$ 900,000 (excluding salaries). The process took 3-4 years and only
consists of additional trials conducted in India. Assessments on
transgenic plants that have never been released in other countries
would cost more and need a longer period of evaluation. Nevertheless,
the cost incurred to government-owned institutions would be lower.
It is estimated that the cost of approval for transgenic Bt-eggplant
constructed by a government institution would be around US §
53,000. In the future, releasing transgenic plants in India, like Bt-corn,
for example, would cost around US $ 500,000 to comply with the
regulatory requirements.!°

China, on the other hand, is likely to charge less than India. The
expenses paid by private companies to gain approval in China were
only US § 65,000 to 89,000, while the government institutions in China
would only need US $ 53,000 to 61,000. Only a small fraction of those
approval cost were needed for the biosafety evaluation/assessment
(around US § 15,000), while the rest was mainly used for breeding
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purposes. Meanwhile, the cost of food safety assessment is relatively
more expensive. For example, the cost of food safety assessment for
transgenic mustard (a close relative of canola) was US $ 3-4 million in
the USA and Europe. In China, a similar process carried out on Bt-
cotton and Xa-21 rice would cost US $ 600,000 .1t

It is difficult to make a cost comparison between private companies
and the government institutions in Indonesia because there have not
been any commercial releases of transgenic plants produced by
government institutions. However, some comparisons could be done if
we break the regulatory processes down into stages, such as dossier filling.
Private companies like Monsanto were expected to pay around IDR 10
million for dossier filling, while government institutions like IIS and
PTPN XI are only expected to pay IDR 6 million and IDR 4 million,
respectively. For an environmental risk assessment study like the effect
of Bt on non-target organisms, IIS only paid IDR 80 million whereas
Monsanto had to shell out IDR 193 million. For gene flow studies, IIS
also would pay around IDR 80 million compared to Monsanto that
had to pay IDR 125 million (Table 16).

For Table 16, we were also attempting to obtain some information/
data from several laboratories performing part of the evaluation studies.
From our discussion with one of the members of the BFSTT, it was
concluded that a standardised test or a minimal requirement system
for risk evaluation is definitely required, like the number of samples,
replicates, observed parameters, the length of experiment, and the
number of seasons over which the experiment should be conducted.
Therefore, the result is more universally applicable in deciding the safety
issues of the genetically-engineered products.!?

Like the cost of research in transgenic construction, there is also
a significant variation in the cost of the approval process. It depends
on whether the applicant is a private company or a government-
affiliated institution. This holds true for many countries. The approval
cost is also contingent on the number of additional evaluations that
need to be carried out in the country where the application is lodged
(in-house assessments). There is no available standard for the type of
information/data that needs to be supplied in this in-house assessment
process, technical and cost-wise. As an example, the following table
summarises the type of data that needs to be supplied for risk assessments
in other countries.
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Tabel 17: Type of Data and Experiment Needed for Risk
Assessment (Environment, Food, Feed Safety) for Transgenic
Crops (Dr. Jose Falck-Zepeda, 2003*)

Data

Product characterization Unique identifier, reference material, validation, gene
stability, protein purification, mechanism of action,
homology, digestability, etc

Food/feed safety Toxicology (acute and repeated oral, mutagenicity
and developmental, sub-chronic and chronic),
oncogenicity, effect on immune and endocrine
system, dietary characteristic, norwegian rat
allergenicity studies, monkey feeding, dog feeding,
nutritional value, micotoxin analysis, anti-nutrient

Feeding studies Poultry, fish, cow, buffalo feeding studies

Compositional analysis Proximal studies, aminoacid sequence

Ekspression studied Leaf, stem, floral, seed, oil etc

Environmental safety Non-target impact (predator, parasites, bee, ants, soil

microbes, herbivore, storage pests, weeds), gene-flow
(develop model, field studies of pollen flow,
development of insect resistance strategy (baseline
resistance studies).

Note: *Summary from the questionare template that we used in this survey

There was also no consensus on the number of years and
replications of the tests necessary for the risk assessment. The same
applies for food safety evaluations. What types of information/data
were needed to be supplied? Would the information/data collected from
other countries be applicable as well? What conditions are necessary
for in-house assessments?

Apart from data that originated from Indonesian researchers and
laboratories, we also tried to review the cost of biosafety and food safety
assessments in other countries like India and China (Table 18) in order
to estimate the necessary costs required to gather the necessary data for
the risk assessment process.

Prospects and Challenges for Research, Development, and
Application of Transgenic Plants in Indonesia

A continuous expansion of the plantation area of transgenic plants
worldwide indicates that there is a significant increase in public
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Table 18: Estimation of Cost of Several Test for
Risk Assessment in India and China

Type of experiment Estimated cost (US$) References

Goat feeding study-90 day 55,000 India (Pray et al., 2005)
Cow feeding study 10,000 India (Pray et al., 2005)
Water buffalo feeding study 10,000 India (Pray et al. 2005)
Pollen flow 40,000 India (Pray et al. 2005)
Poultry feeding study 5,000 India (Pray et al. 2005)
Fish feeding study 5,000 India (Pray et al. 2005)
Brown Norway rat allergenicity study 150,000 India (Pray et al. 2005)
Socio economic study 15,000 India (Pray et al. 2005)
Baseline resistance study 20,000 India (Pray et al. 2005)
Limited field trial 5,000 India (Pray et al. 2005)
Resistance study 20,000 India (Pray et al. 2005)
IPM package 10,000 India (Pray et al. 2005)
Food safety-anti nutrients 120 China (Pray et al 2006)
Food safety-rat feeeding (90 day) 14,500 China (Pray et al 2006)
Environment safety 32,800 China (Pray et al 2006)
Environment field trial 1,500-5,000 China (Pray et al 2006)

acceptance of transgenic crops. There is also an increase on the number
and variety of transgenic plants being constructed and released for
commercial applications. This was accompanied by growth in the
amount of investments in this field as well. By 2005, a total of 90 million
hectares of land in 21 countries was cultivated with transgenics grown
by 8.5 million farmers.’* The number of applications for field trial in
several developing countries has also increased. For example, in 1997
China has received 1044 applications for confined field trials and 777 of
those were approved, which consisted of 60 different transgenic plants.
By 2003, approvals for commercial releases were granted for 30 varieties
of Bt-cotton, and this number further increased to 140 in 2004.'* In the
Philippines, four varieties of transgenic corn (NK603, Bt11l, Mon810,
and NK603xMon810) have been approved for commercial release.'
As an agrarian country, Indonesia is keen to implement genetic
engineering to further improve the agricultural output and the welfare
of its citizen. This is reflected in the willingness of the government to
adopt the application of transgenic plants, even though everything
was carried out under the principle of cautiousness. In the current era
of globalisation, it is difficult to isolate one country’s policy from the
others. This is even more pronounced under the regime of international
conventions like CBD (Cartagena Protocols), GATT, WTO, and others.
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Consequently, in order to increase its competitiveness in the global
arena, Indonesia needs to put in place a solid research and regulatory
system to encourage positive developments and applications of the
transgenic plants.

Prospects and Challenges of Research for Constructing
Transgenic Plants in Indonesia

Constructions of transgenic plants have been initiated since 1996 in
Indonesia. At the same time, regulations on genetically engineered
products were also issued. However, the progress of research and
applications of transgenic plants in Indonesia has not been as rapid as
expected.

Several developing countries have also constructed their own
transgenic plants. There have been 209 transformation projects carried
out in 76 institutions from 16 developing countries.!® Like Indonesia,
generally these countries initiated the projects at the beginning or middle
of the 1990s. Indonesia is one of the most active developing countries
in building up its plant genetic engineering programme, with 11 per
cent of the total transformation events taking place in its laboratories
(209 transformation events). As a comparison, among other most active
developing countries, China performed 14 per cent of the
transformation events, South Africa did 13 per cent, Argentina 10 per
cent, and India also had 10 per cent. However, the success of such
programmes would be indicated by the number of transformants that
are actually registered for commercial release. In this regard, Indonesia
is classified as being not as successful as other countries like China and
India. In India, in 2003 commercial release application were made for
34 events, while in that same year the Chinese National Commission
of Biosafety received 1044 applications for confined field trials.!”
Meanwhile, there was only one approval issued in Indonesia, and that
permit was only valid for one year. The proponent had to renew the
permit each year, but after three years elapsed, Monsanto decided not
to extend it any further.

Research on transgenic plant constructions in Indonesia during
the period of 1996-2004 are listed in Table 6. There were 20 different
commodities being targeted for transformation, with several different
introduced traits. But they were largely or mostly unsuccessful. Out of
31 different construction activities, only 16 of them were still active
(going-on) and only two of these 16 actually resulted in application



|12 Asian Biotechnology and Development Review

for for release approval. There were several reasons given by the
researchers for these projects being terminated, such as lack of progress;
termination of grants; etc. It would be interesting to look further into
the actual cause of such low success rates of transgenic research in
Indonesia. Was it caused by a lack of technology transfer or by a non-
conducive research environment? Or was it because of limited and
irregular fund availability?

There were several institutions performing transgenic constructions
in Indonesia, such as government institutions whose mandate
exclusively pertains to conducting research; universities; government-
owned corporations; and private companies.'® Government institutions
with exclusive research mandates tend to have an easier time in getting
research grants, but this is not the case with the universities, whose
main mandate is education. Consequently, most research activities in
the universities have a shorter lifespan and rely heavily on competitive
domestic grants like RUT and grants from overseas. Once the funding
is terminated, research activities associated with it will also cease to exist.
A good example, of this unfortunate condition is found to be in the
development of citrus resistant to CPVD and potatoes resistant to fungi/
nematodes, which were the results of at least five years worth of research
that cost between IDR 1.4 - 3.1 billion. These activities were simply
terminated, because there was no funding available for the principal
investigators to apply for the expensive and complicated regulatory process
required for the approval. This clearly set a negative precedent for future
developments of transgenic plants. On the other hand, a stringent
regulation that complies with international standards is required to ensure
the safety and health of the public and the environment. This is an absolute
prerequisite in gaining public acceptance of genetically-engineered products,
as also in the winning of acceptance from other countries of Indonesian
agricultural products with genetic modifications (personal
communication with the Director General of Food Crops, 2006). So
how thorough should the evaluation process be? What types of tests
need to be conducted? And who will foot the bill? These questions
need to be considered before starting a research in developing transgenic
plants, so that the result of all the hard works can be utilised by farmers
and all Indonesian citizens in general.

The results of the surveys also indicate that priorities must be set
to decide on which commodities will benefit most from genetic
engineering. The priorities can be set by considering all the available
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information/data, both on technical and socio economical aspects.
Socio economic assessment is needed (i) to get real beneficiaries of the
transgenic plants; (ii) to get real benefit-cost involve in R&D activities;
(iii) to get tolerance level; (iv) as a back up for policy direction on
prioritisation; and (v) as a transparency tool for accountability of
activities. Once the priorities are set, a commitment needs to be made
so that resulting research activities would be guaranteed continuous
funding and supportive research environment. The funding and
required facilities can be obtained through cooperation with an
appointed institution that is both competent and has a strong
commitment to produce transgenic plants that can be utilised by farmers
and consumers in general.'

Prospects and Challenges of the Applications of Transgenic

Plants in Indonesia

In order to win public acceptance for transgenic plants and their

derivative product for domestic uses or exports, a set of regulations

that comply with international standards and guarantee the food, feed,
and environmental safety is needed. Several regulations on this matter
have been issued in Indonesia, from the ministerial level to Presidential

Decrees. The regulations continuously evolved since their inception in

1996, in the form of Food Law and other kinds of regulations, until the

publication of Government Regulation No. 28 (2004) on food safety

of genetically-modified products and Government Regulation No. 21

(2005) on the biosafety of genetically-modified products.

On a global scale, the existence of regulations on biosafety and
food/feed safety in different countries will improve the acceptance of
transgenic plants by the majority of the population as long as those
regulations have consistent implementation and are strictly enforced.
This was partly responsible for significant increase of the plantation
area of transgenic plants worldwide. There are several benefits that can
be reaped from planting transgenic crops. Available scientific data
suggests that transgenic crops have improved agricultural production,
increased farmer income, and reduced the usage of pesticides.?’ This
can be illustrated by the following points:

1.  China has started planting the Bt-cotton since 1997. By 2004, the
total plantation area of Bt-cotton has increased to 5.7 million
hectares, which is roughly 65 per cent of the total plantation area
for cotton. Bt-cotton produced 8-10 per cent more yield compared
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to non-Bt cotton. There are also additional savings from reduced

insecticide use, which was around US § 94.10 per hectare. Chinese

national income derived from Bt-cotton was US § 1.1 billion in

2004.

2. Mexico began planting Bt-cotton in 1996. Farmers who planted
the cotton gained additional income from US § 113 per hectare
to US $§ 354 per hectare compared to farmers who did not plant
the Bt-cotton.

In the case of Indonesia, farmers started planting Bt-cotton in
seven districts in the Province of South Sulawesi in 2001. Monsanto, as
a multinational company, could only obtain a limited permit that had
to be renewed each year. However, Monsanto decided to stop selling
the Bt-cotton (Bollgard) in 2003 due to various reasons. One among
these was that it was not profitable for them. Cotton is one of the
major raw materials for the textile industry, but 99 per cent of the
domestic requirements for cotton in Indonesia were still imported. A
study conducted by Siregar and Kolopaking (2002) showed that the
net income of farmers planting Bt-cotton was IDR 1,386,706 per hectare
(equal to US $ 138 per hectare) while the net income of farmers planting
other varieties of cotton on average was IDR 765,299 per hectare (equal
to US § 76.5 per hectare). The difference extended to the labour used as
well; farmers planting Bt-cotton used less labours compared to the
farmers planting non-Bt cotton.?!

The fact that the plantation of Monsanto’s Bt-cotton was
terminated has impeded the development toward widespread plantation
of other genetically-modified plants. Until this paper was written, no
other transgenic plants have been commercially released in Indonesia,
even though there has been an increase in the type of plants and their
area of plantation in neighbouring countries like China, India, and
the Philippines.

In order to facilitate and accelerate the development of transgenic
technologies in Indonesia, a regulatory apparatus that can be
implemented easily, economically, and consistently is required so that
public acceptance of transgenic plants can be further improved. A simple
legal framework is essential and necessary. However, the regulation has
to be based on an international standard, be founded on a solid
scientific basis, and should be accompanied by clear operational and
technical guidance so that it can be easily implemented. The regulation
would be implemented by the Biosafety and Food Safety Commission
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(BFSC) and BFSTT. The organisation should be composed of experts
and decision makers from several government institutions and private
sectors. The system/framework of the commission must be clearly defined
to prevent it from impeding the implementation of the regulations.
This study found that under the old regulation (the joint ministerial
decree), the BFSC’s membership consisted of 21 high-ranking
government officials, who due to their busy schedules always had
difficulty in scheduling a meeting among them. Since its inception,
the BFSC has only held 3-4 meetings. The BFSC was assisted by the
BFSTT in their decision-making processes. But actually, it was the BFSTT
who ran the day-to-day operation of the regulatory system. The BFSTT
is an ad hoc committee, whose membership consisted of experts from
different scientific backgrounds. It does not have a full time secretary
for its daily operations. Its activities are scheduled according to the
number of applications received by the technical team, and are mostly
funded by the proponent/applicants. Each member of the BFSTT also
had many other commitments so they often had difficulties in attending
to their duties as Member of the Biosafety and Food Safety Technical
Team. To illustrate this, it took the BFSTT less than one year to give
approval to Monsanto’s Bolgard cotton, but it took more than two
years for the BFSC and the Minister of Agriculture to issue the permit
even though the plant in question had already been certified as safe by
the BFSTT.

This study also found that the BESTT has not issued a standard (a
SOP) on what kind of tests would need to be performed for evaluating
the release of transgenic plants. For example, is it really necessary for
different types of transgenic plants like the drought-resistant sugarcane
(PTPN XI), Bt-rice resistant to stem borer (IIS), and potatoes resistant
to fungi/nematodes (BAU) to supply all the information/data listed in
Table 17?

Any existing regulations must clearly state whether data on food
safety obtained overseas was also applicable in Indonesia, so that
transgenic plants that have been released in other countries no longer
need to be subjected to in-house data collections. Similarly, what kind
of environmental impact assessment was necessary for plants that have
been released in other countries and those that have never been released
anywhere in the world? What kinds of parameters need to be measured
in an environmental impact assessment? The applicants can carry out
a food safety and biosafety evaluation according to the requirements
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set by the law/regulation once these issues are clear so that, there will
not be any dispute or ambiguity when the information/data obtained
from the evaluation process does not meet the required standards. For
example, in an impact study on non-target insects, what kind of non-
target insects would need to be evaluated? Or which soil would microbes
need to be studied? Such details would need to be worked out because
they would influence the cost of the approval process (without any
disregard to the scientific/evaluative aspects). Ideally, the only
information/data that need to be gathered in-house are those that
have not been evaluated anywhere else, while data that are already
available should not be gathered by in-house experiments. Any additional
in-house experiments that may need to be performed should be done
to answer standard questions set by the regulations for commercial
release.
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