template for SUBMISSION OF INFORMATION on the STATUS of IMPLEMENTATION of the Framework and Action Plan for Capacity-Building for the Effective Implementation of the Cartagena Protocol on Biosafety


NOTE: Please enter text in column C, including a summary of the results of the activities undertaken, good practices and/or lessons learned, next to the relevant activity in column B, as appropriate. Please only write where relevant, leaving cells blank where no relevant activities were undertaken. 
	Focal area 1: National biosafety frameworks 

Operational objective 1

To  further  support  the  development  and  implementation  of  national  regulatory  and  administrative systems.

	Outcomes

· National biosafety frameworks developed and implemented; 

· Functional national biosafety systems.

	A. Results/Outputs
	B. Planned Activities
	C. Summary of results of activities undertaken, good practices and lessons learned

[Enter text in column C, next to the relevant activity in column B, as appropriate]

	(a)
National biosafety policies, laws and regulations in place and being implemented 

(b)
National institutions and administrative systems for handling LMO applications in place

(c)
Standard operating procedures for handling LMO applications in place

(d)
Provisions made in the national annual budgets for operationalizing the national biosafety system

(e)
Trained staff in place to administer the national biosafety system

(f)
Biosafety is mainstreamed into broader development plans and sectoral policies and programmes, including the national biodiversity strategies and action plans
	1.1
Development and implementation/ enforcement of national biosafety policies and laws and the implementing regulations or guidelines
	1. India has a biosafety regulatory framework in place under the “Rules for the Manufacture, Use/Import/Export and Storage of Hazardous Micro Organisms/ Genetically Engineered Organisms or Cells (Rules, 1989)” notified under the Environment (Protection) Act, 1986. The regulatory framework has been regularly strengthened through preparation of new set of guidelines. The following guidelines have been prepared so far for regulating LMOs at various steps of the development process viz. lab research, trials and biosafety evaluation: 

· Recombinant DNA Safety Guidelines, 1990 (Updated 2017)
· Recombinant DNA Safety Guidelines and Regulations, 1994
· Revised Guidelines for Research in Transgenic Plants, 1998
· Guidelines for Conduct of Confined Field Trials of Regulated GE Plants, 2008
· Standard Operating Procedures (SOPs) for CFTs of Regulated, GE Plants, 2008
· Guidelines for Monitoring of Confined Field Trials of Regulated GE Plants, 2008
· Guidelines for the Safety Assessment of Foods Derived from Genetically Engineered Plants, 2008 (Updated in 2012)
· Protocols for Food and Feed Safety Assessment of GE Crops, 2008
· Guidelines for  Environmental Risk Assessment (ERA) of GE Plants, 2016
· Risk Analysis Framework, 2016 
· ERA of GE Plants: A Guide for Stakeholders, 2016
· Guidelines for generating preclinical and clinical data for rDNA vaccines, diagnostics and other biologicals, 1999 
· Guidelines on Similar biologics: Regulatory requirements for Marketing Authorization in India, 2012 (updated in 2016)
These Guidelines were prepared through consultative processes involving experts and multiple stakeholders. 



	
	1.2
Development of a best practice guide on: 

(i) 
Implementation of national biosafety frameworks; 
	The Ministry of Environment, Forest and Climate Change (MoEFCC) has prepared “Good practices for implementation of environmental regulations”, which are also used in establishment and management of biosafety regulations. 

Institutional Biosafety Committees (IBSCs) are statutory committees to be set up in each institution working in the area of recombinant DNA technology.  Guidelines and Handbook for Institutional Biosafety Committees (IBSCs), 2011 has been prepared to provide guidance on implementation of regulatory provisions under Rules, 1989 for use by more than 500 IBSCs in the country. 


	
	(ii) 
Enforcement of national biosafety laws and regulations; 
	State Biotechnology Coordination Committees (SBCCs) and District Level Committees (DLCs) are responsible for monitoring of activities under Rules, 1989.  A guide on “Role of SBCCs, DLCs and IBSCs in biosafety regulations”, for assistance in monitoring has been prepared.
In addition, documents have been prepared to assist the members of compliance committees to monitor the conduct of confined field trials genetically engineered (GE) plants. Existing mechanisms are also used for enforcement of biosafety laws and regulations. For example, seed inspectors, seed analysts and seed testing labs notified under Seeds Act have been authorized under Rules, 1989 to take samples and necessary action regarding GE seeds.

 

	
	(iii) 
Establishment and management of administrative systems; and 
	Administrative systems for implementation of biosafety rules are in place. Six levels of committees viz. Genetic Engineering Appraisal Committee, Review Committee on Genetic Manipulation, Institutional Biosafety Committees, Recombinant DNA Advisory Committee, State Biotechnology Coordination Committees and District Level Committees have been constituted as per the provisions of Rules, 1989. MoEFCC and Department of Biotechnology (DBT) provide the necessary management support for functioning of these committees. 

	
	(iv) 
Mainstreaming of biosafety into relevant policies/plans
	Biosafety issues are included in relevant policies and plans. These include: 
· National Seed Policy, 2002

· National Environment Policy, 2006

· National Biodiversity Action Plan, 2008

· Foreign Trade Policy, 2006-2009

· National Policy for Farmers, 2007
· National Biotechnology Development Strategy, 2015-2020

	
	1.3
Development of training modules based on elements of the above guide
	Training modules have been developed for various elements. These include: 
· Tools for trainers:  Monitoring of confined field trials of genetically engineered (GE) plants has been prepared.

· E-learning course on "Regulatory Compliance by the Institutional Biosafety Committees (BSCs) 

· E-learning course on CFTs has a separate component on monitoring for use by members of Central Compliance Committees (CCCs). 

· E-learning course on Environmental Risk Assessment of GE plants (2018)

	
	1.4
Organization of training of trainers workshops on the elements of the best practice guide responsible for administering the biosafety regulatory systems
	Train the trainer approach is used for organizing trainings to strengthen enforcement on implementation of national biosafety framework. The following such workshops have been organized so far:
1. 12 workshops for IBSCs (2006 and 2009)

2. 30 workshops for SBCCs, DLCs and other stakeholders responsible for enforcement of biosafety regulations (2007 and 2018)

3. 20 training workshop on monitoring of CFTs (2008, 2012 and 2016)
4. 6 training workshops for members of regulatory committees and experts (2015)

5. 15 Workshops for strengthening biosafety capacity building in 15 State Agricultural Universities (2018) 

	
	1.5
Development and/or implementation of an electronic system for: 

(i) 
handling of notifications and 
	An e-application system is in place on the regulatory website of MoEFCC i.e., GEAC website for handling, registration of applications and approval/decision taken. (www.geacindia.gov.in) 

	
	(ii)
registration of applications and approvals/decisions taken
	

	
	1.6
Organization of training courses and on-the-job training programmes for personnel
	Training programmes are regularly organized for personnel. Study tours have also been organized to functional regulatory system to share the experiences under the GEF supported capacity building projects and other projects supported by international agencies. 

	Focal area 2: Risk assessment and risk management

Operational objective 2

To enable Parties to evaluate, apply, share and carry out risk assessments and establish local science-based capacities to regulate, manage, monitor and control risks of living modified organisms (LMOs).

	Outcomes

· Resources, including human resources, and the administrative mechanisms required to assess risks of LMOs are available;

· Training materials and technical guidance on risk assessment and risk management developed and used by Parties;

· Infrastructure and administrative mechanisms established for the management of risks of LMOs at national, subregional or regional levels.

	A. Results/Outputs
	B. Planned Activities
	C. Summary of results of activities undertaken, good practices and lessons learned

[Enter text in column C, next to the relevant activity in column B, as appropriate]

	(a) Parties have trained experts in fields relevant for risk assessment and risk management

(b) Guidance on risk assessment and risk management of LMOs readily available and being used by Parties

(c) Local experts conducting risk assessments and/or risk assessment audits as part of decision-making regarding LMOs

(d) Parties submitting risk assessment summaries to the BCH

(e) Baseline data on biodiversity relevant for risk assessment and risk management available

(f) Parties have the necessary infrastructure for risk assessment and risk management

(g) Parties using science-based risk assessment methods

(h) Parties have LMO monitoring programmes based on defined protection goals, risk hypotheses and relevant assessment endpoints
	2.1 Establishment of institutional arrangements (e.g., technical and advisory committees or other arrangements) for conducting or reviewing risk assessments 
	· Rules, 1989 are implemented through six committees, whose composition and roles have been notified under the Rules. 

· Out of these, risk assessments are conducted by a three tier system of IBSCs, RCGM and GEAC. 

· All the three levels of committees are in place and their regular meetings are held.

· Various sub-committees and expert committees are set up by RCGM and GEAC on a case by case basis, which comprise of experts from various disciplines drawn from public sector institution to review biosafety data submitted by the applicants. 



	(i) 
	2.2 Organization of training‑of‑trainers workshops on risk assessment and risk management
	MoEFCC has conducted various training workshops through ‘Train the Trainer’ approach for strengthening risk assessment and risk management of GE plants in India. Details given in response to section 1.4. Members of regulatory committees have also participated in these training workshops on various topics i.e., problem formulation, environmental risk assessment, dossier preparation, monitoring of confined field trials etc.

	(j) 
	2.3 Development of guidance documents on risk assessment and risk management
	As indicated in section 1.1, various guidelines and protocols are in place for risk assessment and risk management of LMOs at various steps of the development process. 

In addition, several resource documents have been prepared for use in the safety assessment of LMOs. These include:
· Series of crop specific biology documents on 13 crops viz. Maize, Rice, Cotton, Okra, Brinjal Sorghum, Mustard, Potato, Papaya, Chickpea, Pigeonpea, Tomato and rubber 
· Post-Release Monitoring of Genetically Engineered Crop Plants
· Safety Assessment of Genetically Engineered Plants containing Stacked Traits

	(k) 
	2.4 Development or strengthening of technical infrastructure for risk assessment and risk management
	Technical infrastructure for risk assessment and risk management is in place through various committees and Secretariats of RCGM and GEAC. Continuous efforts are made to strengthen the technical infrastructure. 

	(l) 
	2.5 Conducting scientific biosafety research relating to LMOs
	Scientific research on biosafety relating to LMOs is part of research activities supported by Indian Council of Agricultural Research (ICAR) and DBT. 

	(m) 
	2.6 Review of existing data and/or conducting new research to acquire data on biodiversity for specific ecological areas (e.g., botanical files, consensus documents, national inventories, etc.) relevant to risk assessment and risk management
	Series of crop specific biology documents have been prepared by reviewing the existing data on biodiversity of specific crop species in the country and other information relevant to risk assessment and risk management. Five such documents on maize, rice, cotton, okra and brinjal were prepared in 2008 and eight more documents have been prepared on Sorghum, Mustard, Potato, Papaya, Chickpea, Pigeon pea, Tomato and rubber under the UNEP/GEF Phase II Capacity Building Project on Biosafety. All these documents are consensus documents, and have been prepared through a consultative process by involving crop specific institutions and others working in the area. 
Submission of biology documents is a requirement by the regulators along with the submission of an application for confined field trials. Accordingly, developers are preparing such documents for other LMOs and the data species specific biodiversity is reviewed by the regulators as part of risk assessment. 

India has a network of Bureaus on genetic resources under the Ministry of Agriculture, which regularly undertake research to acquire data on biodiversity for specific ecological areas including botanical files and national inventories. These include ICAR-National Bureau of Plant Genetics Resources, New Delhi (NBPGR), ICAR-National Bureau of Agricultural Insect Resources (NBAGR), ICAR-National Bureau of Fish Genetic Resources (NBFGR), ICAR-National Bureau of Agriculturally Important Micro-organisms (NBAIM) and ICAR-National Bureau of Agricultural Insect Resources (NBAIR). Information available with bureaus is used by the regulators in risk analysis of LMOs on case by case. 

	(n) 
	2.7 Establishment and maintenance of user‑friendly databases to facilitate easy access to data on biodiversity relevant for risk assessment and risk management
	Databases compiling the wild and cultivated relatives of various GE plants under confined field trials are under preparation.  

	(o) 
	2.8 Development of LMO monitoring frameworks and programmes, including post-release monitoring of LMOs
	Monitoring mechanisms are in place for review of activities involving LMOs at various stages. These include IBSCs for monitoring at research stage, Central Compliance Committees (CCCs) at experimental field trials and SBCCs/DLCs for post-release monitoring. 

	(p) 
	2.9 Training of scientists, phytosanitary officers, inspectors and other relevant officials on LMO monitoring, enforcement and emergency response
	Training workshops for scientists and members of regulatory committees are undertaken regularly by MoEFCC and DBT. 
Monitoring Manual and e-learning courses are also in place. 

	Focal area 3: Handling, transport, packaging and identification 

Operational objective 3

To develop capacity for handling, transport, packaging and identification of living modified organisms.

	Outcomes

· Customs/border control officials and other officials are able to enforce the Protocol’s requirements related to handling, transport, packaging and identification of LMOs;

· Personnel are trained and equipped for sampling, detection and identification of LMOs. 

	A. Results/Outputs
	B. Planned Activities
	C. Summary of results of activities undertaken, good practices and lessons learned
[Enter text in column C, next to the relevant activity in column B, as appropriate]

	(a) National systems for implementing the Protocol’s requirements on the handling, transport, packaging and identification of LMOs in place and are operational

(b) National systems, including standard operating procedures, for detection and identification of LMOs in place

(c) Local experts able to detect and identify LMOs in shipments

(d) Capacity for verification and certification of documentation accompanying LMO shipments at the points of entry in place

(e) Certified LMO testing facilities established at national and (sub)regional levels

(f) Systems for traceability and labelling of LMOs in place

(g) Regional and subregional networks of laboratories for LMO detection and identification established


	3.1
Establishment of national systems for implementing the Protocol’s requirements on the handling, transport, packaging and identification of LMOs
	National systems are in place for implementing the requirements for handling, transport, packaging and identification of LMOs through: 

(1) Plant Quarantine (Regulation for Import into India) Order, 2003 by Ministry of Agriculture 

(2) Foreign Trade Policy, 2006-2009 by Director General of Foreign Trade 
Plant Quarantine Order covers regulations of import of germplasm/GMOs/transgenic plant material for research purpose. Imports of GM food, feed, GMOs/LMOs for the purpose of R&D, food, feed, processing in bulk and for environmental release are governed by the provisions of the Environment (Protection) Act, 1986 and Rules, 1989. At the time of import, all consignments containing such products are required to carry declaration stating that the product is “Genetically Modified” and in case of non-compliance the importer is liable to penal action under the Foreign Trade (Development and Regulation Act). For import of transgenic plants under the Plant Quarantine Order, NBPGR has been designated as the competent authority. 

	(h) 
	3.2
Development of national systems to implement international rules and standards for sampling and detection of LMOs to facilitate mutual recognition of LMO identification results within and between countries
	A network of four laboratories has been designated as national referral laboratories for detection of LMOs. These are: Scientists from these laboratories have been trained for sampling and detection and SOPs have been developed. Some of the labs have also participated in proficiency testing at international levels. 

	(i) 
	3.3
Establishment of mechanisms for auditing the efficacy of the national systems for handling, transport, packaging and identification of LMOs
	A project for networking of referral laboratories for detection and identification of LMOs has been initiated.  The proposed project includes mechanisms for ensuring the efficacy of testing procedures adopted by the referral labs. 

	(j) 
	3.4
Organization of national and (sub)regional training workshops on LMO documentation and identification requirements for customs and border control officials and other relevant stakeholders
	MoEFCC in association with ICAR-NBPGR has organised 15 training workshops on strengthening the capacities of enforcement officials (including customs and plant quarantine officials) for transboundary movement of LMOs. More than 350 enforcement officials have participated in these workshops. 

	(k) 
	3.5
Development of standardized forms and checklists on identification requirements for use in verification of the documentation accompanying LMO shipments
	Forms for seeking permissions for import and issuance of import permits are in place. Checklists by NBPGR are also in place. 

	(l) 
	3.6
Development of methodologies and protocols for sampling and detection of LMOs and/or adapting existing ones
	Methodologies and sampling protocols have been developed for detection of LMOs using various techniques including lateral flow strips, ELISA and PCR techniques.  

	(m) 
	3.7
Organization of trainings for local scientists and laboratory technicians in LMO detection and analysis
	Scientists and technicians of testing labs regularly participate in training programmes at national and international level.

Twenty four scientists and laboratory technicians have been trained under the UNEP/GEF Phase II Capacity Building Project through three levels of training in India and Sweden in a phased manner. 

	(n) 
	3.8
Establishment of infrastructure for detection and identification of LMOs, including accredited laboratories
	Institutional capacities as well as human resource capacities of the four laboratories have been strengthened for detection and identification of LMOs under the Phase II Capacity Building Project. Two of these labs are accredited by the National Accreditation Board for Laboratories (NABL) and others are in the process of evaluation for accreditation. All the four labs are part of National Referral System for detection of LMOs in India. 

	(o) 
	3.9
Establishment of (sub)regional networks of laboratories for LMO detection
	One of the referral labs i.e., NBPGR, has participated in proficiency testing organized by international labs. Punjab Biotechnology Incubator, Mohali has provided training to scientists and technicians from Bangladesh in detection of LMOs. 

	Focal area 4: Liability and redress

Operational objective 4

To assist Parties to the Protocol to establish and apply rules and procedures on liability and redress for damage resulting from the transboundary movements of living modified organisms, in accordance with the Nagoya – Kuala Lumpur Supplementary Protocol on Liability and Redress.

	Outcomes

· Institutional mechanisms or processes identified or established to facilitate the implementation of the Nagoya – Kuala Lumpur Supplementary Protocol on Liability and Redress.

	A. Results/Outputs
	B. Planned Activities
	C. Summary of results of activities undertaken, good practices and lessons learned
[Enter text in column C, next to the relevant activity in column B, as appropriate]

	(a) Existing national policies, laws and administrative systems identified and used, and/or amended, to implement the Supplementary Protocol requirements

(b) Guidance available and being used by competent authorities in the discharge of their responsibilities under the Supplementary Protocol

(c) National capacity for determining appropriate response measures in the event of damage developed

(d) User-friendly databases/ knowledge management systems in place and being used to establish baselines and to monitor the status of biodiversity

(e) Financial and other support being provided by the GEF, bilateral and multilateral donors and relevant organizations for the ratification and implementation of the Supplementary Protocol

(f) Best practices and lessons learned in the implementation of the Supplementary Protocol available through the BCH
	4.1
Analysis of existing national policies, laws and institutional mechanisms to determine how they address or could address the requirements of the Supplementary Protocol
	A study has been conducted to analyse existing national policies and laws to address the requirements of the Supplementary Protocol. 

	(g) 
	4.2
Establishment of new, or amendment of existing, domestic legal and administrative frameworks to implement the requirements of the Supplementary Protocol
	No new laws or amendments are proposed. 

	(h) 
	4.3
Development of guidance to assist competent authorities in discharging their responsibilities under the Supplementary Protocol
	Under consideration 

	(i) 
	4.4
Organization of training activities to strengthen the scientific and technical capacity of the competent authorities to be able to evaluate damage, establish causal links and determine appropriate response measures
	Under consideration

	(j) 
	4.5
Establishment of databases and knowledge management systems to facilitate the establishment of baselines and monitoring of the status of biodiversity at genetic, species and ecosystem levels
	Under consideration

	(k) 
	4.6
Strengthening national capacity to provide for administrative or judicial review of decisions on response measures to be taken by the operator in accordance with Article 5.6 of the Supplementary Protocol
	Under consideration

	(l) 
	4.7
Compilation and exchange of information on experiences and lessons learned in the implementation of the Supplementary Protocol through the BCH
	Under consideration

	(m) 
	4.8
Mobilization of financial and other support for ratification and implementation of the Supplementary Protocol
	India has ratified the Supplementary Protocol in December 2014. India has prepared a concept note with UNEP, Nairobi on strengthening capacities for implementation of CPB for consideration of support under GEF-7 period. This proposal inter alia would consider requirements under the Supplementary Protocol

	Focal area 5: Public awareness, education and participation 

Operational objective 5 

To enhance capacity at the national, regional and international levels that would facilitate efforts to raise public awareness, and promote education and participation concerning the safe transfer, handling and use of living modified organisms.

	Outcomes

· Parties have access to guidance and training materials on public awareness, education and participation concerning the safe transfer, handling and use of LMOs;

· Parties are enabled to promote and facilitate public awareness, education and participation in biosafety.

	A. Results/Outputs
	B. Planned Activities
	C. Summary of results of activities undertaken, good practices and lessons 
learned
[Enter text in column C, next to the relevant activity in column B, as appropriate]

	(a) Programmes for promoting public awareness are being implemented

(b) Guidance materials and toolkits including methodologies and best practices for promoting public awareness, and promote education and participation in place and being used by Parties

(c) Improved mechanisms for public awareness, and promote education and participation

(d) Effective implementation of public awareness, and promote education and participation at national, regional and international level 


	5.1  Collection of information on legal frameworks and mechanisms put in place and actual experiences on public awareness, education and participation
	Information on legal frameworks and mechanisms has been put in place on the websites of regulatory ministries i.e., MoEFCC and DBT. Dedicated websites have been created to disseminate information on applicable regulatory instruments i.e. rules, guidelines and supporting documents. These include: 

· MoEFCC – http://moef.gov.in and http://geacindia.gov.in 

· DBT – http://dbtindia.nic.in and http://dbtbiosafety.nic.in  

The information about applicable rules and guidelines are also available on BCH including the Indian BCH at http://in.biosafetyclearinghouse.net/ 

Booklets on key features of the legal framework have been prepared and widely distributed for public awareness among stakeholders including farmers. These booklets have been translated in multiple Indian languages viz. Hindi, Gujarati, Marathi, Punjabi, Tamil, Telugu, Kannada and Bengali for wider outreach.  

	(e) 
	5.2
Development and dissemination of training packages/online modules, guidance materials and other tools for different target groups
	· Preparation of training packages/online modules, guidance material and other tools for different target groups is a regular component of capacity building activities in India. Knowledge products have been produced both under GEF supported capacity building projects and activities supported by national regulatory agencies.  In addition, documents and e-learning modules have been prepared under South Asia Biosafety Programme, by user ministries such as Ministry of Agriculture and industry. Some such products are:

· Biosafety Information Kit, 2007 consisting of three booklets
· Primer on Genetically Modified Organisms

· Regulatory Framework for GMOs in India

· Cartagena Protocol on Biosafety

· Role of SBCCs, DLCs and IBSCs in Biosafety Regulations for GMOs, 2007
· GM Crops with a focus on post release monitoring, 2006
· Set of three booklets viz. Facts about Bt cotton; Facts about Bt crops and Regulatory Framework for GM crops in eight languages, 2006 
· Guidelines for the Conduct of Confined Field Trials of Regulated, Genetically Engineered Plants, 2008 
· Standard Operating Procedures (SOPs) for Confined Field Trials of Regulated, Genetically Engineered Plants, 2008

· Guideline for the Monitoring of Confined Trials of Regulated, Genetically Engineered Plants, 2008

· Guidelines for Safety Assessment of Foods Derived from Genetically Engineered Plants, 2008 (Updated 2012

· Guidelines on Similar Biologics: Regulatory Requirements for Marketing Authorization in India, 2012
· Monitoring Manual and Tools for Trainers for Monitoring Confined Field Trials of Regulated Genetically Engineered (GE) Plants, 2015 

· Guidelines and Handbook for Institutional Biosafety Committee (IBSCs), 2011
· Facts about GM crops, 2013
· Biosafety Resource Kit, 2015 consisting of five booklets

· Cartagena Protocol on Biosafety: An overview

· Regulatory Framework for GE Plants in India

· Frequently Asked Questions about GE Plants

· Confined Field Trials of GE Plants
· Useful Resources for Safety Assessment of GMOs

· Understanding Cartagena Protocol on Biosafety: A Guide 

· Handbook on Biosafety Clearing House: An Information Sharing Platform 

· Cartagena Protocol on Biosafety to the Convention on Biological Diversity: Hindi Version

· Nagoya Kuala Lumpur Supplementary Protocol on Liability and Redress to the Cartagena Protocol on Biosafety: Hindi Version

· Resource Catalogue 

i. Biotechnology and Biosafety Glossary of Terms 

ii. Genetically Modified Crops: An Overview

iii. Genetically Modified Crops: Adoption & Impact

iv. Procedure of Import and Export of GM Plant and Planting Material

v. Role of Customs in Transboundary Movement of Plant Material including Genetically Modified Organisms 

vi. Detection Tools for GMOs: A Poster

· Capacity Building in Communicating Science and Biosafety

· Strengthening Regional Cooperation: Sharing Biosafety Project Outcomes at Regional and International Platforms

Some of the biosafety outreach material such as the Biosafety Resource Kit and Biosafety Resource Catalogue have also been translated into eight local languages and distributed to participants during the awareness workshops in the country. 
All the above documents are available on relevant websites. 

A Biosafety Newsletter is prepared by MoEFCC on a quarterly basis and circulated across the country to more than 20,000 stakeholders. The Biosafety Newsletter has been in circulation since 2005. 

The following online modules and e-tools have also been prepared and made available to stakeholders:

· Compliance Management of Confined Field Trial

· Guidelines for Institutional Biosafety Committees (IBSCs)
· E-learning course on Guidelines for the Environmental Risk Assessment of Genetically Engineered Plants, 2017

· GM Crops: A revolution in agriculture 
Risk communication was included as a key activity under the component “Enhancing public awareness” as part of Phase II capacity building project on biosafety. Accordingly, Risk Communication Strategy for LMOs in Agriculture was prepared through a consultative approach. Training modules were also prepared. 

	(f) 
	5.3
Organization of regional and national workshops on the implementation of the above guidance/toolkit in order to strengthen or establish national mechanisms for public awareness, education and participation, interlinking with complementary international agreements
	India has organized several workshops for providing training and sensitization to stakeholders about the risk communication using the tool kits prepared under the capacity building project. 

Regional workshop on risk communication was also organized for representatives of 10 countries from the Asia Pacific region. . 

	(g) 
	5.4
Organization of training-of-trainers workshops for biosafety educators, communicators and other government and non-government personnel at national and (sub)regional levels
	Training of trainers workshops have been organized for members of regulatory committees, scientists and other government non-government personnel at national and regional level. These include:

· Regional Workshop on Risk Communication held on April 4-6, 2016 at Hyderabad 
· Capacity Building Workshop on Risk Communication held on November 2-4, 2015 at New Delhi
· Capacity Building Workshop on Risk Communication held on October 29-31, 2015 at Hyderabad
In addition, participation of biosafety regulators, scientists and other personnel was supported in five South Asia Biosafety Conferences (SABC) organized annually since 2013.
Biosafety regulators also participated in five annual National Project Coordinators meeting of UNEP-GEF funded Biosafety Projects in the region, which helped in sharing of experience and training at the regional level.

	(h) 
	5.5
Establishment of mechanisms to inform the public about existing opportunities and modalities for participation
	Information about the workshops is provided through the website and contacting the relevant stakeholders by email. Information about forthcoming events is regularly published as part of Biosafety Newsletter published by MoEFCC. 

	(i) 
	5.6
Establishment of national biosafety websites, searchable databases and national resource centres
	The lead regulatory agencies MoEFCC and DBT have set up biosafety websites, in addition to posting information on their own sites. The biosafety websites have provisions for searchable databases and also linked to the relevant national and international websites. 
ICAR has also established an ICAR Biosafety Portal, which has a resource library of all applicable rules, guidelines etc. and resource documents on biosafety. 

· MoEFCC – http://moef.gov.in and http://geacindia.gov.in 

· DBT – http://dbtindia.nic.in and http://dbtbiosafety.nic.in  
· ICAR - https://biosafety.icar.gov.in/ 


	(j) 
	5.7
Development and implementation of biosafety public-awareness programmes
	More than 500 biosafety awareness workshops have been organized since the ratification of CPB in India to create awareness about biosafety issues. The target stakeholders include regulators, scientists, government representatives, industry, NGOs, media, legal personnel, socio-economic experts, farmers, students etc.   


	Focal area 6: Information-sharing

Operational objective 6

To ensure that the BCH is easily accessed by all established stakeholders, in particular in developing countries and countries with economies in transition.

	Outcomes

· Increased access to information in the BCH and sharing of information through the BCH by users in developing countries and countries with economies in transition;

· Tools to facilitate implementation of the Protocol are easily accessible through the BCH;

· Information on the BCH is easily accessible to stakeholders, including the general public.

	A. Results/Outputs
	B. Planned Activities
	C. Summary of results of activities undertaken, good practices and lessons learned

[Enter text in column C, next to the relevant activity in column B, as appropriate]

	(a) Parties able to register mandatory information in the BCH

(b) Parties, non-Parties and other stakeholders are able to post non-mandatory information to the BCH

(c) Improved coordination and sharing of experiences on the BCH at national, (sub)regional, and global levels

(d) Increased awareness and capacity of relevant stakeholders and general public to access information through BCH

(e) National systems set up to gather, manage and upload onto the BCH all the information required under the Protocol
	6.1
Establishment/maintenance of national and regional infrastructure for accessing the BCH
	MoEFCC is the nodal ministry for implementation of CPB in India and the BCH national focal point has been notified. The focal point is responsible for establishment/maintenance of BCH. National infrastructure is in place for accessing the BCH. The Secretariats of regulatory agencies, scientists in public and private sector, personnel from enforcement agencies etc. have access to BCH. 

	(f) 
	6.2
Development of national and (sub)regional systems for gathering/managing information for submission to the BCH
	BCH focal point is responsible for managing information for submission to the BCH. The information is collected through various sources by MoEFCC

	(g) 
	6.3
Creation of national websites using, as appropriate, AJAX and Hermes tools
	India BCH is in placed using Hermes tools at http://in.biosafetyclearinghouse.net/   

	(h) 
	6.4
Organization of BCH training for specific target groups, using the BCH Regional Advisors’ network
	India participated in the BCH II project, wherein regional advisors were invited for the three training workshops. 

Specific target groups are regularly provided information about BCH in the training programmes organized by MoEFCC as part of capacity building project. For example, training about BCH was a key component of 15 workshops organized for enforcement officials (customs and quarantine) as part of Phase II capacity building project on biosafety. 



	(i) 
	6.5
Enhancement of cooperation between relevant international organizations on the further development and population of the BCH to maximize use of existing resources, experiences and expertise and to minimize duplication of activities
	India is a part of Asia BCH initiative managed by Republic of Korea. 

	(j) 
	6.6
Organization of training for information management experts on the BCH and putting in place mechanisms to facilitate use of the BCH by various stakeholders
	Same as 6.4

	(k) 
	6.7
Establishment of mechanisms to enable countries to monitor the use of the BCH at the national level and to address gaps
	BCH is regularly used by the administrative ministry and concerned agencies for accessing the information. Mechanisms to monitor the use are under consideration. 

	(l) 
	6.8
Continuation of the BCH capacity-building projects at national and (sub)regional levels
	Capacity building in use of BCH is integrated in various training programmes by MoEFCC. A booklet “Handbook on Biosafety Clearing House: An Information Sharing Platform” has also been prepared and widely circulated. Information about of use of BCH is also included in the Biosafety Resource Kit translated into eight different languages. It is proposed to continue participation in BCH capacity building project at national, regional and international level. 

	(m) 
	6.9
Enhancement of the BCH coordination mechanism at the national level, including interministerial and interagency collaboration with relevant stakeholders
	BCH national focal point in India, being located in the apex regulatory Ministry has an established mechanism for coordination at the national level including with various ministries and relevant agencies. 

	Focal area 7: Biosafety education and training 

Operational objective 7 

To promote education and training of biosafety professionals through greater coordination and collaboration among academic institutions and relevant organizations.

	Outcomes

· A sustainable pool of biosafety professionals with various competencies available at national/ international levels;

· Improved biosafety education and training programmes;

· Increased exchange of information, training materials and staff and students among academic institutions and relevant organizations.

	A. Results/Outputs
	B. Planned Activities
	C. Summary of results of activities undertaken, good practices and lessons learned
[Enter text in column C, next to the appropriate activity in column B, if applicable]

	(a) Improved identification of training needs and target audiences

(b) Information on the current situation with regard to existing biosafety-related education and training initiatives available

(c) Relevant documentation (including real-life dossiers and full risk assessment reports) made available for biosafety education and education purposes

(d) Compilations of existing biosafety training and education initiatives and trainers are made available

(e) E-learning courses and other distance education and training programs on biosafety are available

(f) Scientific and professional conferences and workshops support exchange of information and experiences

(g) Biosafety regulators continuously trained through on-the-job and off-the-job training programmes
	7.1
Undertaking of periodic training needs assessments to ascertain the demand for biosafety education and training programme, and to identify target audiences
	A comprehensive training needs assessment was undertaken as part of biosafety capacity building project in 2006 to ascertain demand for biosafety training for various stakeholders. The needs assessment is periodically undertaken for specific stakeholders from time to time. 


	(h) 
	7.2
Development and/or strengthening of biosafety education and training programs at national and (sub)regional levels, including online and continuing education programs
	Biosafety education has been continuously strengthened in India through stakeholder specific programmes and also inclusion in the curricula for higher education. Online tools on specific guidance have been developed for use by relevant stakeholders. 

	(i) 
	7.3
Exchange of information on existing biosafety education and training courses and programmes through the BCH
	- 

	(j) 
	7.4
Integration of biosafety into the curricula of existing relevant academic programs and courses
	Biosafety courses have been integrated as part of the curricula of existing academic programmes of masters in biotechnology and related disciplines.

	(k) 
	7.5
Establishment of national and (sub)regional coordination mechanisms or networks for institutions involved in biosafety education and training to facilitate the sharing experiences and best practices
	Biosafety courses in the educational institutions have been harmonized through coordination by Department of Biotechnology. Such initiatives are a regular feature as part of curricula evaluation by the educational institutions. 

	(l) 
	7.6
Exchange of biosafety training and research materials among academic institutions
	Biosafety training material is regularly disseminated among academic institutions and experts from various institutions are invited for sharing of experience and research material. 

	(m) 
	7.7
Development of academic exchange and fellowship programs to facilitate the sharing of expertise, including through North-South and South-South cooperation.
	Study tours for regulators and scientists have been undertaken to facilitate sharing of experience through North-South and South-South cooperation, as part of capacity building projects.

India has also hosted several such groups from other countries.

South Asia Biosafety Programme is a USAID funded initiative, active in the region and supported by national agencies, which has contributed to exchange of information and expertise in South Asian region among India, Bangladesh, Sri Lanka and Bhutan. South Asia Biosafety Conference organized annually by SABP in association with ILSI Research Foundation and Biotech Consortium India Limited and supported by national academies and government ministries is extremely useful in facilitating exchange of information in the region. 

	(n) 
	7.8
Expansion and maintenance of the database in the BCH on existing biosafety training and education programmes/courses, academic staff/experts on relevant subjects and training materials.
	Information about biosafety training and training materials is included in India BCH. It is proposed to expand the database on a regular basis. 

	(o) 
	7.9
Strengthening the capacity of existing universities, research institutes and centres of excellence to deliver biosafety education and training
	Regular events are organized to create awareness about biosafety in the existing universities, research institutions and other academic institutions to apprise them about biosafety issues. 


