SOUTH ASIA

BIOSAFETY PROGRAM

SABP

The South Asia Biosafety Program (SABP) is an interna-
tional developmental program initiated with support from
the United States Agency for International Development
(USAID). The program is implemented in India and
Bangladesh and aims to work with the local governments
to facilitate implementation of transparent, efficient and
responsive regulatory frameworks that ensure the safety
of new foods and feeds, and protect the environment.

SABP is working with its in-country partners to:

< Identify and respond to technical training needs for
food, feed and environmental safety assessment.

e Develop a sustainable network of trained, authoritative
local experts to communicate both the benefits and the
concerns associated with new agricultural biotechnolo-
gies to farmers and other stakeholder groups.

e Raise the profile of biotechnology and biosafety on
the policy agenda within India and address policy
issues within the overall context of economic develop-
ment, international trade, environmental safety and
sustainability.

INDIA’S NEWLY PROPOSED NATIONAL
BIOTECHNOLOGY REGULATORY AUTHORITY

BACKGROUND

India’s biotechnology regulatory system has experienced a
number of changes since the Rules for the Manufacture, Use,
Import, Export and Storage of Hazardous Microorganisms/
Genetically Engineered Organisms or Cells 1989 (Rules,
1989) were first notified under the Environment (Protection)
Act, 1986, including the elaboration of a series of guidance
documents published by the Department of Biotechnology
(DBT) in 1990, 1998, 1999 and most recently in 2008. The
extraordinary growth of the Indian biotechnology sector has
significant implications for policy in the area of regulation
and this was the subject of two reports commissioned by the
Ministry of Agriculture and the Ministry of Environment and
Forests to evaluate the regulatory framework for products of
agricultural biotechnology and recombinant pharmaceuticals,
respectively.

The 2004 Report of the Task Force on the Application of
Agricultural Biotechnology chaired by Prof. M.S. Swaminathan
(the Swaminathan Report) recommended the establishment
of an “autonomous, statutory and professionally-led National
Biotechnology Regulatory Authority” that would have “two
separate wings — one dealing with food and agricultural
biotechnology, and the other with medical and pharmaceu-
tical biotechnology. The Report declared that the “NBRA
is essential for generating the necessary public, political,
professional and commercial confidence in the science based
regulatory mechanism in place in the country”.

The 2005 Report of the Task Force on Recombinant Pharma
chaired by Dr. R.A. Mashelkar (the Mashelkar Report) simi-
larly supported the establishment of a National Biotechnology
Regulatory Authority/Commission “providing a professionally
managed single window mechanism for giving various clear-
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ances including biosafety issues”. A model for the NBRA
was proposed that “would comprise of four wings namely: a)
Agricultural products/Transgenic Crops; b) Pharmaceutical/
Drugs and Industrial Products; c¢) Transgenic Foods/Feed;
and, d) Transgenic Animals/Aquaculture” and that “alternate
models of how a National Biotechnology Regulatory Authority
can be created also needs to be examined.” The Mashelkar
Report additionally provided a series of recommendations to
streamline the existing regulatory system for recombinant
pharmaceuticals until the feasibility of establishing a NBRA
could be evaluated.

In 2005, DBT published a draft National Biotechnology
Development Strategy which elaborated a ten year vision
for the future of biotechnology in India. The National
Biotechnology Development Strategy was approved by the
Government of India in November, 2007 after a two year
consultation period with multiple stakeholders. As regards
the regulation of biotechnology, the Strategy states that the
NBRA will be established as an “independent, autonomous
and professionally led body to provide a single window
mechanism for biosafety clearance of genetically modified
products and processes”.

THE NEWLY PROPOSED NATIONAL BIOTECHNOLOGY REGULATORY AUTHORITY

As per the directive of Prime Minister’s Office and the
Committee of Secretaries, DBT has been entrusted with
the responsibility of establishing the National Biotechnology
Regulatory Authority (NBRA). To this end, DBT has prepared
a Draft Establishment Plan for the National Biotechnology
Regulatory Authority that describes the proposed structure of
the NBRA as part of a new regulatory framework for products
and processes of modern biotechnology.

As detailed in the Establishment Plan, the NBRA will be an
independent, autonomous, statutory agency established by
the Government of India with a mandate to safeguard the
health and safety of the people of India and to protect the
environment by identifying risks posed by, or as a result of,
modern biotechnology, and managing those risks through
regulating the safe development and deployment of biotech-
nology products and processes.

In order to establish and empower the NBRA, DBT has
drafted new legislation, namely the National Biotechnology
Regulatory Bill, 2008. Both the draft Establishment Plan
for the National Biotechnology Regulatory Authority and
the National Biotechnology Regulatory Bill, 2008 have been
posted on the web for public comments (http://igmoris.nic.
in/defaultl.asp and http://dbtbiosafety.nic.in/innerl.html).
The comment period ends June 22, 2008 and comments
should be submitted to:

Mr. Sundeep Sarin, Joint Director

Department of Biotechnology, Ministry of Science & Technology
7th Floor, Block-11, CGO Complex, Lodhi Road New Delhi—110
003

_Or_

Dr. Vibha Ahuja, Deputy General Manager

Biotech Consortium India Limited

Anuvrat Bhawan, 5th Floor, 210, Deen Dayal Upadhyaya Marg
New Delhi - 110 002

Fax: 011-23219063

_Or_

Submit comments by e-mail to nbra.dbt@nic.in



CALENDAR OF EVENTS

Event \ Organization \ Date Place

INDIA
Regional consultations on the proposed Department of Biotechnology June 2008 Mumbai/
National Biotechnology Regulatory (DBT) and Biotech Consortium Ahmedabad and
Authority (NBRA) India Limited (BCIL) Kolkata

Workshop on Guidelines for Conducting
Confined Field Trials of GE Crops and
Standard Operating Procedures (SOPs)

National Seed Association of
India and BCIL

June and July, 2008 Hyderabad and

Aurangabad

SAU Workshops on Management and
Monitoring of Field Trials of Genetically
Modified Crops

Ministry of Environment and
Forests, DBT and BCIL

June to August, 2008 State Agricultural
Universities in 12

States

GM Food Safety Assessment in India:
Taking Stock and Planning for the Future

Indian Council of Medical
Research, BCIL and SABP

July 8, 2008 NIN, Hyderabad

GLOBAL
First Global Conference on GMO Analysis | European Network of GMO June 24 to 27, 2008 Villa Erba, Como,
Laboratories and the European Italy

Commission

10™ International Symposium on
the Biosafety of Genetically Modified
Organisms

International Society for
Biosafety Research (ISBR)

November 16 to 21,
2008

Wellington, New
Zealand

GM CONFINED FIELD TRIALS TRAINING
WORKSHOP HELD IN BANGLADESH

The Bangladesh Agricultural Research Council (BARC)
together with the South Asia Biosafety Program (SABP)
organized a training workshop on the monitoring and inspec-
tion of confined field trials in Dhaka, Bangladesh on June 3
and 4, 2008. Participants were selected from the Central
and Regional Agricultural Research Stations (RARS) of the
Bangladesh Agricultural Research Institute (BARI) where
the confined field trials of Bt-brinjal will be conducted. In
addition, scientists from the Seed Certification agency (SCA)
and the Department of Agricultural Extension in these re-
gions also participated, together with delegates from BARC,
the Department of Environment, Bangladesh Rice Research
Insititute, Dhaka University and Bangladesh Agricultural
University, Mymensingh.

Dr. Md. Abdur Razzaque, Executive Chairman, BARC, em-
phasized, in his opening address, that the upcoming trials
with Bt-brinjal will be the first confined field trials with a
trangenic crop in Bangaldesh. Therefore, the scientists as
well as the monitoring officers must be trained properly to
develop their confidence to conduct the confined field trial in
a safe and sound manner. He also stressed the difference
between ‘nice to know’ and 'need to know’ with regard to the
information required by the regulatory agencies. He sug-
gested the participants focus on factors that are important
for the safe conduct of field trials.

During the two-day workshop the participants covered dif-
ferent topics needed for conducting confined field trials of
transgenic crops, focussing on the Guidelines for Confined
Field Trial and a set of Standard Operating Procedures (SOPs)
developed by BARC in conjunction with SABP. Other docu-
ments provided to participants included a Monitoring and
Inspection Manual and checklists for performing inspections
of confined field trials. Group exercises based on potential
scenarios that could arise during confined field trials were
used to familiarize participants with what to expect. The
workshop will be followed up with visits to the field trials in
the coming months.

QUARANTINE AND TRANSBOUNDARY
MOVEMENT OF TRANSGENICS

Dr. Ravi K. Khetarpal, Head, Plant Quarantine Division, National
Bureau of Plant Genetic Resources, New Delhi

[Thisis the second and final half of an article that began in the
May 2008 issue of the South Asia Biosafety Program newslet-
ter. Ifyoumissed thefirsthalf, youcanreaditonlineathttp://
www.agbios.com/docroot/articles/08-142-001.pdf.]

The transboundary movement of any planting material
poses the environmental risk of introducing exotic pests and
diseases; moving transgenic planting material and crops has
the added risk of introducing a new or unwanted transgene.
Quarantine and trade related issues are country specific but
also need to adhere to international norms. Unfortunately,
few details are provided in the Convention on Biological
Diversity on the methodology of quarantine processing and
pertinent issues that are important during transboundary
movement of transgenics.

Although it may appear to be a simple and routine job, the
reality is very different. Issues that need to be addressed
to ensure safe transboundary movement of transgenics
include;

= A national regulatory system or framework must be explicit
about the mandatory testing of transgenics in quarantine. It
should provide for adequate manpower and funds to achieve
it and ensure that a national mechanism for risk assessment
of transgenics and pest risk analysis (PRA) are in place.

= Presently, quarantine stations located at various seaports,
airports and land frontiers in most of the South Asian coun-
tries do not have the infrastructure and expertise to handle
and test the bulk imports of genetically modified (GM) seeds
to ensure proper testing for transgenes and pests.

= A methodology needs to be developed and standardized
to detect the presence of transgenic/GM contamination
(deliberate or inadvertent mixing of GM seed with non-GM
seed) in samples not declared as transgenic during quar-
antine processing. This needs serious attention by the
researchers at a global level as it may help in checking the
transgenic samples that are being imported illegally as non
transgenic.

(continued on page 4 - see Quarantine)
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harvesting the best from the worldwide web

Between September 2007 and May 2008 we put a spotlight on websites that provide in-
formation on genetically modified organisms in the Indian context, which were developed
by Department of Biotechnology in India.

This month we begin a new series highlighting international websites that feature ma-
terial we hope our readers will find useful and informative.
AGBIOS website Home page (http://www.agbios.com/main.php).

Our first focuses on the
We will look at

other pages at this extensive website in future newsletters. - Editor

THIS MONTH’S PICK:

the
AGBIOS website
Home page
http://www.agbios.com/main.php

The four main sections of the site are accessed from links
on the main page as illustrated below. Each of these four
sections will be covered separately in future editions of
this newsletter.

it Information on GM

AGBIOS is a consultancy dedicated to providing public
policy, regulatory, and risk assessment expertise to public
and private sector stakeholders working in agricultural
biotechnology. With offices in Canada and Argentina,
AGBIOS works internationally with intergovernmental
organizations and government departments and agencies
on issues of policy and regulation pertaining to geneti-
cally modified and other novel foods, crops and forest
tree species. The Company also provides experience
and expertise to public sector research institutions and
commercial enterprises seeking regulatory approval of
biotechnology products, and to other public and private
sector groups seeking clarification of issues associated
with the development and utilization of biotechnology
processes and products.

The AGBIOS website is a resource for constantly updated
information on biosafety and transgenic crops. The site
contains a complete database of approvals for transgenic
crops around the world together with numerous refer-
ences, background information and news items relevant
to agricultural biotechnology. Case studies in the envi-
ronmental and food safety risk assessment of specific
transgenic crops are provided for self-instruction and
workshop training.

> The ‘Articles’ section provides a data-

ARTICLES ‘ BRIEFINGS | GM DATABASE ‘ NEWS

i1 Search the GM Crop Database

base of papers on biosafety and regulation
of agricultural biotechnology, referenced
by keyword and author name;

Approved Products

i1 Recent Updates

L] L]
Our database of safety information includes not only plants produced using recombinant DNA
technologies (e.g., genetically engineered or transgef®c plants), but also Blants with nove®traits
that may have been produced using more traditional rggthods, such as accelerated mutagengsis or
plant breeding These latter plants are only regulated in Canada
C5- Virus resistant Plum ° ° °
ﬁ' MONB9788- Herbicide tolerance Soybean Also, please note that regulatory approval should not be interpreted asgn indication that the
a, MIR604- Insect res stance Maize product is in commercial production There are mar® examples of products that were @ani®d
regulatory approval but were never commermalued.or if they were, "@ve been subsequently
discontinued
11 Synopsis o °
By setting conditions for more than one criterion from the options belgw, you can construct
boolean queries For example, selecting "maize” as thdcrop plant and "herbicide tolerance” as the
trait will display a listing of herbicide tolerant maize p“lducts

« > ‘News’ contains the archives of news
stories posted on the site over the last
nine years;

= Overview of all products in database

.
The values in the Event Name selection box, below, a@ respond to the identifiers commonly used
by regulatory authorities and international organizations, such as the Or@ni®tio® fo®Ec® or@c
Cooperation and Development (OECD) °

* > The ‘GM Database’ provides information

world; and

:: Biotech Crop Database

) i1 Select values, then click the Submit button M On a-” transgenic Crop plant events that
f °
? Event Neme Ay J have been approved for food or feed use
:2 Essential Information Gro Plant e . and commercial production around the
Trait --Any-- °
s+ Principles and Practice of Environmental Inserted Gene --Any-- N
Safety Assessment of Transgenic Plants L] A A A i

i1 The Safety of GM Livestock Feeds Type of Approval  —-Any-- ® 000000000 o) ‘Br|ef|ngs’ contains case studies on the
it Bibliography Database Country --Any--

risk assessment of specific transgenic
plants and some general information on
regulation and risk assessment.

it Principles and Practice of Novel Food

Safety Assessment Original Developer  --Any--

it The Regulation of Agricultural
Biotechnology Products

Please direct all website technical queries to
Info@agblos.com
Copyright © 1999-2008 AGBIOS
Al rights reserved

I Home :I AboutUs :: Articles :: Briefings :: GM Database :: News ::



Quarantine - continued from page 2

= Based on a country’s requirement there is a need to develop
a system for the certification of GM food and products and,
eventually, their regulation.

= There is an urgent need, at the international level, to
harmonize the Agreement on Application of Sanitary
and Phytosanitary (SPS) Measures of the World Trade
Organization (WTO) with the Cartagena Protocol (the
Protocol) to ensure that bulk imports of transgenics are
subjected to proper biosafety norms along with PRA, which
is a mandatory requirement under the SPS.

Bear in mind that a tight biosafety regime on imports could
raise fundamental questions about adherence to the core
WTO obligation relating to ‘national treatment’. Also, the
WTO does not exactly share a comfortable relationship with
international biosafety regulations that trace their founda-
tion to the Protocol. To date, no internationally agreed upon
standards related to risk assessment and risk management
of GMOs/LMOs have been finalized; the stumbling block
being the competing standards regarding the use of GMOs
in the production, manufacture and export of commodities,
including planting materials and food. In any case, while
addressing biosafety issues in the regulatory set-up, a bal-
ance between economic development and environmental
protection should be maintained.

In India, the National Bureau of Plant Genetic Resources
(NBPGR) of the Indian Council of Agricultural Research is the
nodal agency that issues import permits and undertakes the
quarantine processing of imported transgenic planting mate-
rials. Animport permitis issued after technical clearance for
import has been given by the Review Committee on Genetic
Manipulation of the Department of Biotechnology. National
identity numbers (exotic collection numbers) are also al-
located to each accession of imported transgenic material
at NBPGR. NBPGR has established a National Containment/
Quarantine Facility that has been built so that no viable
biological material/pollen/pathogen can enter or leave the
containment. A methodology for the simultaneous testing of
transgenics for pests as well as for transgene detection has
been developed for the purpose. To date, about 8000 sam-
ples of transgenic crops (Brassica, soybean, cotton, maize,
rice, wheat, tobacco and chickpea) have been processed for
quarantine clearance during which they have been tested for
associated exotic pests, if any, and to ensure the absence
of terminator gene technology (embryogenesis deactivator
gene), which are mandatory legislative requirements. In
addition, primers have been designed for scorable/selectable
markers, regulatory sequences and specific transgenes.
These primers have been used in individual and multiplex
PCR for simultaneous detection of two or more genes in the
respective transgenic material. NBPGR has taken the lead
at the national level to train human resources in the area of
quarantine and biosafety since the year 2000. A 25-minute
long audio-visual CD that covers the regulatory require-
ments, quarantine and transgene testing procedures carried
out during the transboundary movement of transgenics
into the country was brought out recently and is available
on demand. Presently, NBPGR is engaged in developing
diagnostic kits for certain transgenes and pests. It is also
undertaking research on testing the transgenicity of samples
not declared as transgenics.

As the variety of genes incorporated into GMOs increases,
it will result in more ELISAs and PCR tests, higher costs
and it will take more time. Technology based on gene-chips
looks promising for high-throughput analysis, i.e., screen-
ing multiple GMOs simultaneously, provided the relevant

DNA sequence information is available and it will
need to be exploited for quarantine purposes.

In view of the liberalization in trade among the
South Asian countries and the South Asian Free
Trade Agreement, there is a need to create a
platform to harmonize the regulatory measures
related to trade and exchange of transgenic
material and to use the synergy of expertise and
infrastructure to ensure biosafety in the region.

TERI OFFERING ‘BIOTECHNOLOGY
APPLICATIONS AND REGULATION’
TRAINING

Following the excellent response it received after
giving its first training program on ‘Applications
of Biotechnology and its Regulation’ in 2007, TERI
University, sponsored by Indian Technical and
Economic Cooperation (ITEC), Government of
India, will be offering the same training program
from August 19 to September 5, 2008. Details
follow:

The programme will focus on agricultural biotech-
nology techniques and the status of acceptance of
new technologies.

The faculty for this course will be drawn from TERI
and experts from other institutions will be invited
to ensure that all the subjects are taught by the
leading subject experts.

Details about the program can be found at http://
www.teriin.org/events/docs/itec_brochure_21may08.pdf.

All expenses related to participation will be borne by the
Government of India and a moderate per diem will be pro-
vided to participants.

Candidates must apply to the Indian Embassy in their own
country. Please send a copy of the application, marked
“Application for ITEC”, to the name and address noted below.
To be considered, applications must be received by June
25, 2008. Candidates will apply to their respective institu-
tions, following the routine approval process for attending
international training programmes, in accordance with the
institute’s rules. The application form is downloadable from
http://itec.nic.in/form.htm.

Vibha Dhawan, Ph.D., Vice Chancellor, TERI University

Habitat Place, Lodhi Road, New Delhi - 110 003

Tel: 91-11-24682100, 41504900, Fax: 91-11-24682144,
24682145, E-mail: vibhad@teri.res.in

SABP CONTACTS

South Asia Others

Dr. Vibha Ahuja AGBIOS

Deputy General Manager 106 St. John Street
Biotech Consortium India P.O. Box 475

Limited

Anuvrat Bhawan, 5th Floor

210, Deendayal Upadhyaya Marg
New Delhi 110 002 India

Tel: 23219064-67

Email: vibhaahuja@biotech.co.in

Merrickville, Ontario
KOG 1NO Canada

Tel: +613-269-7966
Email: info@agbios.com

To receive an electronic copy of this newletter send your
name and e-mail address to: info@agbios.com
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