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SESSION 14 INTRODUCTION

Regulation of biological control agent introduction in most countries is achieved by legisla-
tion. Provisions within such legislation vary considerably between countries. Recent global
concerns about globalization, and adverse environmental and economic impacts from
biosecurity incursions, has in some cases, resulted in reviews of existing, or the enactment of
new legislation. In this session we will see how some countries, particularly those who are
key users of biological control technology, have developed regulatory frameworks for  bio-
logical control. These include Europe, the United States (including details of the regulatory
process in Hawaii), Mexico, Australia and New Zealand.

We are fortunate to have David Nowell to introduce the recent review of the Interna-
tional Standard for Phytosanitary Measures No. 3 (ISPM No. 3) which provides guidelines
for risk management relating to biological control agents. This review of the 1996 ‘Code of
Conduct for the Import and Release of Biological control Agents’ has only recently been
completed in April this year, and David Nowell as a member of the IPPC Secretariat was
directly involved with the review. He will explain the background and process of the review,
and outline the aspects of the standard which have received most emphasis during the review.
This standard will almost certainly continue to provide guidance for countries who are devel-
oping their own legislative systems for biological control regulation, and as pointed out by
Franz Bigler and co-authors in this session, the Code may be seen as a first attempt to harmo-
nize regulation of biological control agents globally.

Harmonization of biological control regulation in Europe is the topic of the contribu-
tion from Bigler and co-authors. The revised Code is perhaps now the opportunity for Eu-
rope at least to harmonize its regulation of biological control, given their shared borders, the
biological control requirements that they have in common, and the similar biological control
safety concerns of many European countries. So while achievement of harmonization is cer-
tainly a political challenge, it is also an opportunity for some countries to review their, in
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some cases, inappropriate legislation of biological control. The OECD initiative to harmo-
nize and simplify regulation of commercially produced biological control agents has been a
very timely first step in this process. The OECD guidance document is intended to reduce
the need for each country to repeat biosafety testing procedures that have already been com-
pleted in other countries. Furthermore, it will open up opportunities for commercial produc-
ers to expand the use of their products more easily, and facilitate opportunities for use of
biological control options.

Continuing with the theme of harmonization across shared borders, Peter Mason from
Canada and his co-authors from the U.S.A. and Mexico address the question of whether
legislation can facilitate biological control opportunities in North America. To some extent
there has been some harmonization in data requirement for entomophagous biological con-
trol agent proposals in that the three countries have agreed to conform to NAPPO guidelines.
As in Europe, this would achieve gains for biological control by more readily allowing infor-
mation sharing. Furthermore the authors point out that a scientific approach to the approval
process is likely to ensure that only safe and effective biological control agents are introduced.
However, currently the regulatory system with the U.S.A. is cumbersome with a mixture of
Federal and inconsistent State jurisdiction. Russel Messing provides an overview of the sys-
tem for biological control regulation in Hawaii, the State where the most rigorous review
procedure has been adopted. While the system appears to be exhaustive in ensuring environ-
mental safety of biological control, and allows for a degree of public consultation, it is steeped
in bureaucracy that results in frustration and lengthy delays for biological control practitio-
ners. The case is made for the best of the Hawaiian system to be adopted generally in the
U.S.A., but improvements made in efficiency and transparency.

Like Hawaii, two island nations where shared borders are not an issue, and complete
control over imported biological control agents can be achieved are Australia and New Zealand.
Harrison and co-authors describe and compare the regulatory legislation in these countries.
The HSNO Act in New Zealand has attracted considerable attention internationally as very
environmentally focussed legislation, and the implementation of it by ERMA NZ has been
observed with interest. In Australia, biological control agents are regulated by two agencies
under three separate Acts, and has been similarly heralded as a thorough and biosafety-con-
scious approach. The authors provide a useful analysis of the two systems illustrating very
clearly some key differences in approach, and the implications of these, particularly in the
areas of scope of the regulatory process, opportunity for public participation, and degree of
risk-aversion of the regulatory agencies.

In this session we asked the authors to address challenges and opportunities presented
by biological control legislation, and several themes have emerged from both perspectives.
We take the approach that each challenge in turn presents an opportunity. One of the major
challenges for regulators that most authors have acknowledged is the need to manage the
uncertainty inherent in risk assessment for biological control agents, specifically host-speci-
ficity determination and prediction of post-release impacts based on quarantine laboratory
testing. The opportunity here is for researchers to continue to address this issue and to extract
maximum value from post-release validation studies. In Europe and North America, the po-
litical and/or bureaucratic challenges are to develop regulatory frameworks that recognise
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shared borders and the advantages of a coordinated, harmonized approach across sovereign
or regional state boundaries. The respective authors have emphasised the opportunities that
can be realised from harmonization, and the benefits for biological control that can poten-
tially accrue from such an approach. The authors commenting on the U.S.A. regulatory sys-
tem have highlighted the bureaucratic complexity and the challenge to legislators to improved
efficiency, consistency and public participation in biological control regulation. The oppor-
tunity will then be there for biological control practitioners to work within a time-bound and
simplified process where they can interact with the public. Finally in Australia and New
Zealand, one of the challenges identified (which almost certainly applies generally) is to con-
vince biological control practitioners that the regulatory process should be seen not as an
obstacle, but an opportunity for constructive peer review, improvement of the public profile
of science as well as the opportunity to conduct high quality research for good of people, the
economy and the environment.

We hope that in bringing together this mix of authors from regulatory and science per-
spectives, we can benefit from the exchange of ideas and an improved understanding of how
a range of regulatory systems operate. The biggest challenge and opportunity of all is to capi-
talise on the best aspects of each and the collective wisdom that has been presented, so that
globally we can maximise the opportunity for safe, cost-effective biological control.


