Workshop on key regulatory concepts and requirements in
Europe, Asia-Pacific and the Americas affecting development of
biostimulants and biopesticides

6 December 2019, UFT Tulln

Workshop Leaders: Jeff Jones, Delta Analytical Corp., USA
Gunter Brader, AIT, AT

Timetable:

Morning Session 10:00 - 12:00

Welcome Glnter Brader
Introduction Jeff Jones
US Regulation of Biopesticides Rob Jones, Delta Analytical

Regulatory Overview of Biostimulants and Other Damon Cory-Watson, Delta Analytical
Bioactive Substances in the US

Lunch Break 12:00 - 13:00

Afternoon Session 13:00 - 1600

Regulation of Biocontrols in the EU Faina Kamilova

Regulatory Overview in South America Mary Liuza Castro, CESIS Consultancy,
Brazil

Discrepancies between commercialization of Markus Weinmann

biological agents and adequate application
strategies and product formulations

Key Issues & Questions; next Workshop? Participants

Conclusion/Wrap-Up Brader & Jones
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Short description:

The workshop aims to provide participants with guidelines leading to successful development of
bioactive substances within complex health and environmental regulatory frameworks.

The increasing demand for biopesticides and biological control measures leads to the question of how
market entries are regulated and what are the regulatory hurdles that must be overcome. The
following question shall be discussed and evaluated:

e What are key regulatory requirements affecting development of biopesticides, plant growth
regulators, biostimulants and other beneficial plant and soil substances
o How do regulatory authorities distinguish between biopesticides, biostimulants, and
other biologically active organisms?
Precedents in US, Europe, Asia-Pacific and Americas
In which countries or regions is the regulatory environment most hospitable and
receptive to new technology?
e Are there key regulatory concepts to have in mind to reduce the possibility of mistakes or
blind alleys that could prevent viable development of novel products
e How do you create a product development process that will not limit your regulatory
options?
e How do you ensure that your claims allow for the marketing channels you desire without
running into regulatory hindrances?
¢ Inthe absence of formal regulatory requirements, are industry-developed standards and
guidelines useful or a hindrance? Is there a collective need to develop industry standards?
The record of the Biostimulant Industry Workgroup (BIW) in the US and the European
Biostimulants Industry Council (EBIC) are good models for potential of industry leadership
activities in this sphere.

Please join us to learn from the experience of others about the optimal course through applicable
regulatory requirements.

Registration for mICROPe participants via miCROPe webpage (www.micrope.org)

Abstract submission: Pls. send abstracts to Jeff Jones (jjones@delta-ac.com)
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