EUROPEAN REGULATION

Biopesticides - Regulatory affairs
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An increase in sustainable agriculture and greener solutions to crop protection
are helping drive an increase in the European biopesticide market. All
biopesticide products and active substances placed onto the market within
the EU are regulated, along with more traditional chemical products, under

Regulation (EC) No. 1107/20009.

How TSG can help —

Our multidisciplinary team of specialists, with experience in
the field of biopesticide regulatory affairs, has a track record
of success contributing to our growing consulting business.
We provide support and advice to assist our clients to defend
existing and obtain new approvals for active substances.

We also guide clients through the process of obtaining new
authorisations for plant protection products, and supporting
existing products.

We provide support for:
—1 Microbial pest control agents
—1 Plant extracts and other biochemicals

—1 Pheromones and semiochemicals

Qur services include 7

Strategic advice and guidance
Dossier preparation and submission
Task force management

Preparation of product labels
Preparation of expert reports/waivers
Study design and monitoring
Training

Data Gap Analysis (completeness
checks)

Liaison with regulatory authorities

Preparation of Biological Assessment
Dossiers

Preparation of Safety Data Sheet
(SDSs)

Human health and environmental risk
assessment
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Our consultants are actively involved in industry
groups nationally and internationally and work
with colleagues in industry to support a rational
and sound scientific basis to the approval of
biopesticide products. In addition to understanding
the regulatory processes, our scientists have
expertise in microbiology, residues risk assessment,
environmental fate and behaviour, mammalian
toxicology, and ecotoxicology. We believe in the value
of proactive project management to control cost,
manage deadlines and communicate with our clients
in a professional and timely manner.

About TSG

For almost 30 years, TSG Consulting has provided companies around the world with regulatory guidance and
scientific expertise. Our experts are highly knowledgeable in the core sciences and the public policy decisions
that are used to structure and implement environmental and chemical regulations. By combining this knowledge
with our industry experience, we provide companies with comprehensive services from the early stages of
product development to marketplace entry and ongoing compliance.
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