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SUMMARY
Workshop on Liability and Redress
Article 27 of the Cartagena Protocol on Biosafety

Introduction

Meridian Institute with support from The Rockefeller Foundation organized a one-day
workshop on liability and redress under the Cartagena Protocol on Biosafety (Biosafety
Protocol). The workshop was held on 21 April 2002, immediately before ICCP-3 (22-26
April 2002, The Hague, The Netherlands), and was organized based on recommendations
made by participanE| in the meeting held by Meridian Institute in September 2001 in
Grottaferrata, Italy,~and after consultations with individuals following ICCP-2 (1-5
October 2001, Nairobi, Kenya). The recommendation was to develop activities that
would increase understanding of Article 27 and liability and redress issues among
delegates — with an emphasis on developing country delegates — to the Intergovernmental
Committee on the Cartagena Protocol (ICCP).

The workshop provided an overview of some of the substantive and procedural issues
related to liability and redress. Experts from NGOs, governments and industry presented
information in a panel presentation format. Panels were followed by an opportunity for
workshop participants to raise and discuss issues with panelists and other workshop
participants. Four panels of experts presented information on the following topics:

Article 27 and the ICCP Process;

Possible Activities and Scenarios of Concern;
Standards of Liability and Channeling; and
Damage and Causation.

b s

Many other topics, such as financial security, insurance, jurisdiction, mutual recognition
and enforcement of judgments, etc., warrant discussion in the context of liability and
redress under the Cartagena Protocol on Biosafety. However, due to time constraints,
these topics were not addressed at the Workshop.

Meridian Institute facilitators wrote this Workshop Summary based on their detailed
notes; it does not represent a summary negotiated by the panelists or participants.
Panelists agreed to participatein the workshop in their individual capacities, not as
formal representatives of their institutions.

? Meeting summaries are available from the Meridian Institute web site, www.merid.org. From the home
page, click on Meridian Projects on the left side of the screen; scroll down to Liability and Redress under
the Cartagena Protocol on Biosafety; click on the link to the meeting summary in the project description.



Panel 1 - Article 27 and the | CCP Process

To enhance understanding of the history and context of the international discussions on
Article 27, this panel included a review of the language in Article 27 of the Biosafety
Protocol, a description of the history of the article, a review of the relevant
recommendations of [CCP-2, and an overview of some of the substantive and procedural
issues regarding liability and redress under the Biosafety Protocol.

Speakers:

Jimena Nieto, Head, International Affairs Office, Ministry of the Environment, Colombia
Christoph Bail, Head, Directorat-General XI, Environment, Nuclear Safety and Civil
Protection, European Commission
Dan Leskien, Advisor on Genetic Engineering, The Greens/EFA in the European
Parliament (Mr. Leskien had to cancel his participation on the day of the workshop.)
Conrad von Kameke, Director, Government Affairs, Monsanto Company;
Chair, Liability Working Group EuropaBIO

Summary of Panel Presentations:

Jimena Nieto described the history of negotiations on liability and redress in the context
of transboundary movement of living modified organisms (LMOs). The Biosafety
Protocol negotiations, based on article 19(3) of the Convention on Biological Diversity
(CBD), started at the Conference of the Parties (COP) to the CBD in the Bahamas in
1994. During COP-2, parties instituted the Biosafety Working Group (BSWG) to
elaborate a Biosafety Protocol. The BSWG met six times between 1996 and 1999.

Ms. Nieto explained that during the negotiations, liability and redress was considered an
important topic for many countries, especially developing countries. However, it was not
until the third meeting of the BSWG that liability and redress was placed on the agenda.
It was immediately clear that positions were highly polarized and by the fourth meeting
of the BSWG, observers identified the following three basic positions:

1. A call for substantive provisions addressing issues such as who will be liable, how
will compensation be provided, etc. This position was held by many developing
countries and the African Group circulated a proposal containing text for a
liability and redress provision.

2. A call for an enabling clause that would allow the Conference of the Parties
serving as the Meeting of the Parties to the Protocol (COP/MOP) to continue
negotiations on liability and redress.

3. A proposal for a so-called “zero option,” which would leave liability and redress
outside the topics covered by the Protocol.



Ms. Nieto noted that negotiations on liability and redress remained highly contentious
throughout the process (as illustrated by the statement “no liability, no Protocol,” which
was worn by some delegates during the final BSWG meeting in Cartagena), with
delegations from many developing countries calling for a liability and redress regime,
and others, especially those from developed countries, stating that the issue was too
complicated to be dealt with in the context of these negotiations. Not until a separate
working group was established (chaired by the UK), solely concerned with liability and
redress, did the negotiations progress and move toward the development of an enabling
clause with some substantive aspects or a clear timeframe. Ethiopia, the UK, Canada, the
United States, India, Austria, Cameroon, and Colombia were among the countries that
were active in these negotiations. Parties finally reached agreement on the text of Article
27 during the after hours of the extraordinary Conference of the Parties (ExCOP), which
followed the final BSWG meeting in Cartagena in February 1999.

Christoph Bail added comments about the history of Article 27 and commented on the
process of the ICCP.

He briefly characterized the European Union (EU) position on liability and redress during
the Biosafety Protocol negotiations as one recognizing the importance of the issue, but
being apprehensive about the delay negotiations on the topic might cause to reaching
agreement on the Protocol. The EU favored a process that would allow the parties to
discuss liability and redress after the Biosafety Protocol would enter into force.

Mr. Bail also highlighted a workshop that was held in 1998 and co-hosted by the
government of the UK and the European Commission (EC). The workshop brought
together 30 Biosafety Protocol negotiators, lawyers and academic experts to exchange
ideas about liability and redress for the transboundary movement of LMOs. During this
workshop it became clear that an enabling clause would be the most likely way forward
in the Biosafety Protocol negotiations. The enabling provision of Article 27 was agreed
on in Cartagena and adopted by the parties when the ExCOP was resumed in Montreal in
January 2000.

Mr. Bail noted that Article 27 mandates the COP/MOP to adopt a process and endeavor
to come to a result. He said that “endeavor” indicates that the parties need to be very
serious about the issue and process, and are committing to a result. The activities of the
ICCP regarding Article 27 have been limited but very useful. At ICCP-1, Solagral hosted
an interesting side event on liability and redress. In preparation of ICCP-2 in Nairobi, the
CBD Secretariat had prepared useful documents containing, inter alia, an assessment of
the relationship with other international liability and redress instruments, and a
compilation of submissions by governments on their relevant national regimes. ICCP
may continue to gather information and may start to clarify the terms of reference of an
ad-hoc open-ended working group.



Mr. Bail highlighted the availability of a new book on the Biosafety Protocol,Elwhich
contains 50 contributions from key negotiators. Two contributions, those by Kate Cook
and Worku Damena, describe the negotiations regarding liability and redress.

Dan Leskien was scheduled to speak on the scope and mandate of Article 27, but had to
cancel his participation at the very last moment.

Conrad von Kameke addressed the scope and mandate of Article 27. Mr. Von Kameke
asked participants to take a step back and wonder if they are asking the right questions.
He reminded participants of the words of Aristotle: “He who wants to find rightly, must
first have doubted rightly.”

He took a closer look at the wording of Article 27,E|speciﬁcally the wording regarding the
adoption of a process, the appropriate elaboration of international rules, damage
resulting from transboundary movement of LMOs, and taking due account of the ongoing
processesin international law. Mr. Von Kameke’s comments focused on the following
passages from Article 27:

1. *...shall, at its first meeting, adopt a process...”

Comments—

* Mandate of Article 27 is to adopt a process.

* Mandate is not to produce a specific product.

» Parties need to agree on a process before entering into discussions on substantive
issues.

* Outcome of the process is open, and includes a range of options (including
referring to existing instruments governing liability and redress).

2. “...with respect to the appropriate elaboratlon of international rules and procedures in

the field of liability and redress..

Comments—

* Constant process check: must not be inappropriate and must take into account
legal and scientific contexts and reality.

* Scientific: how do we account for the fact that (1) we know what the major causes
are for loss of biodiversity and (2) we know biotechnology is not among them
(Mr. Von Kameke added that the scientific community in the United States and
Europe conclude that genetically modified plants are at least as safe as

* Christoph Bail, Robert Falkner, Helen Marquard, editors (2002) “The Cartagena Protocol on Biosafety:
Reconciling Trade in Biotechnology with Environment and Devel opment?” The Royal Institute of
International Affairs and Earthscan Publications Ltd., London.

* Article 27 - Liability and Redress

“The Conference of the Parties serving as the meeting of the Parties to this Protocol shall, at its first
meeting, adopt a process with respect to the appropriate elaboration of international rules and procedures in
the field of liability and redress for damage resulting from transboundary movements of living modified
organisms, analyzing and taking due account of the ongoing processes in international law on these matters,
and shall endeavor to complete this process within four years.”



comparable, non-GM plants, and that research commissioned by the European
Commission indicates the safety of biotechnology).

* Legal: How do we draw the line between Biosafety Protocol process and national
sovereignty rights?

3. “...for damage resulting from transboundary movements of LMOs,...”

Comments—

* Qualitative element: must reflect and remain within objectives of the Biosafety
Protocol and CBD and conservation of biological diversity.

* Quantitative element: How to draw the line between damage versus mere change?
Criteria must fit qualitative criterion - be science-based.

* Systematic watch out: Article 27 of the Biosafety Protocol and Article14 of the
CBD process outcomes cannot conflict, and must be coherent.

4. *...taking due account of the ongoing processes in international law...”
Comments—
* How do we avoid conflicting definitions within the CBD system?
* (Can we afford separate definition processes (i.e., content-wise, resource-wise,
time-wise)?

Summary of Discussions:
The discussion between workshop participants and panel is summarized as follows:

o A participant asked if LMOs should be considered invasive species by definition and
therefore a major cause of biodiversity loss.

One panelist responded by asking why an LMO would be more invasive than a non-
GMO. Invasiveness depends on the properties of the plant, not on how the plant gets
its properties (i.e., breeding, evolution, GM). The assumption that GMO is by
definition invasive is questionable. Endless numbers of new, traditionally bred
varieties have replaced old varieties and may be just as or even more invasive than an
LMO.

Another panelist remarked that this also raises the process issue of what the link
between Article 27 and Article 14(2) of the CBD will be. LMOs, just like other
species, may cause loss of biodiversity. Do you choose to develop a specific regime
for one of the causes, or do you prefer a horizontal regime that deals with all causes
of damage to biodiversity or the environment? The EC has gone down the road of
proposing a horizontal regime for environmental damage, which will clarify what the
definition of biodiversity damage. The question of damage to biodiversity may be a
horizontal question and it may be useful to deal with it in the context of the CBD.
However, there may be specific aspects of LMOs that require different treatment in
the context of the Biosafety Protocol.



o A participant asked if damage in the context of the CBD, which also deals with
knowledge about biodiversity, includes loss of traditional knowledge.

One panelist responded by stating that Article 27 covers transboundary movement of
LMOs and damage should be limited to the negative impact of transboundary
movement of LMOs on biodiversity.

Another panelist asked why the definition of damage should be restricted to loss of
biodiversity, and added that it might include loss of livelihood and damage to animal
and human health.

The first panelist responded that the intent of the Biosafety Protocol has to guide
interpretation of the word “damage.” The reason why the nations of the world agreed
on the CBD was that people were worried about the fact that we are losing
biodiversity. The fact that some people are calling for a liability regime, with a
preventive and compensatory effect, needs to be related to the intent of protecting
biodiversity.

Another panelist added that many countries have liability regimes that cover damage
to health and property. We should not try to reform civil liability rules that exist and
have existed for centuries. Attempts to establish environmental liability regimes have
largely failed because of the difficulty of harmonizing these existing systems.

A panelist mentioned that most countries have legal and regulatory regimes that
provide clear rules about liability for damage to property and health. These will be
very difficult to harmonize. Even the task of defining damage to biodiversity will be
very difficult. It will be even more complicated if we need to find a definition for
damage to livelihood. This may cause extreme confusion in terms of a legal regime.

o A participant asked a question about damage versus change: To what extent does
change constitute damage? For instance, does ecosystem change negatively impact
ecosystem services? He added that there seem to be many unanswered questions
about the cause of damage and whether GM “contamination” is damage.

o A participant stated that we should not only think about whether we can afford
liability regimes; we should also consider what will happen if we afford it and what if
we do not.



Panel 2 —Possible Activities and Scenarios of Concern

The panel provided information about possible activities and scenarios of concern in
relation to Article 27 of the Biosafety Protocol.

Speakers:

Juerg Bally, Senior Advisor, Swiss Agency for the Environment, Forests and Landscape,
Switzerland

Kristin Dawkins, Vice President, International Programs, Institute for Agriculture and
Trade Policy

Mary Fosi Mbantenkhu, Head, Biodiversity Protection Unit, Division of Programmes and
Sustainable Development, Ministry of the Environment and Forestry, Cameroon

Willy De Greef, Head, Regulatory Affairs, Syngenta International AG

Piet Schenkelaars, Schenkelaars Biotechnology Consultancy

Summary of Panel Presentations:

Juerg Bally prefaced his comments on possible activities and scenarios of concern with
the statement that Article 27 gives parties a clear mandate to add a new element to the
Biosafety Protocol. He stated that even though the Biosafety Protocol establishes
international rules for the safe handling, transportation and release of biotechnology, you
cannot exclude that even with the best safety measures, damage may occur. Mr. Bally
addressed scenarios and activities in a transboundary context that should be considered in
discussions regarding Article 27.

The following comments are taken from Mr. Bally’s PowerPoint presentation with
several additions based on the notes taken by Meridian Institute facilitators.

Possible activities and scenarios of concern fall in the following two categories:

* Contained use of organisms

* Release of organisms into the environment, with the following sub-categories:
0 Release for experimental purposes with LMOs (e.g., field trials)
0 Marketed LMOs (e.g., seeds and commodities)

Different scenarios may occur within each category:

* Unintended transboundary movement (e.g., an incident occurs in country A and
consequent damage is suffered in country B).

* Intended transboundary movement (e.g., an LMO is manufactured in country A;
imported and handled in country B; an incident occurs and damage is suffered in
country B.)

In each scenario, negotiators should address the questions of who should be liable and
what is an appropriate standard of liability.

10



Kristin Dawkins highlighted information based on her work with farmers in the United
States and elsewhere. She asserted that farmers are being held liable for problems
resulting from the rapid and untested commercialization of genetically modified crops.
Farmers choices are limited due to circumstances including seed purchase contracts that
include indemnification of companies; limited supplies of non-GM seed; seed stock
contamination; crop contamination due to cross-pollination; higher seed costs for
conventional seeds; diminishing benefits from chemical avoidance; loss of a $200 million
market in Europe; and loss of bacterial Bt.

Ms. Dawkins commented that litigation in the United States is proliferating; for example,
there are 435 patent infringement cases and nine class action suits over StarLink; organic
canola producers in Saskatchewan are suing Monsanto and Aventis; an unknown number
of tort cases (farmers suing other farmers based on trespass or nuisance); and a recent
petition to USDA for a criminal investigation into companies allegedly moving
unapproved GM canola seeds within the United States. Although these cases are
national, they show a potential for cross-border legal problems, as illustrated by alleged
concentrations of GM maize found along roadways in Mexico, suggesting that the
transport of imported GM maize and planting of imported GM maize intended for food
and feed is a cause of the pollination of farmers varieties and wild maize varieties in this
center of origin. Ms. Dawkins predicted that socio-economic effects of such cross-border
movements of LMOs would follow, and that human health and environmental impacts,
including impacts on biodiversity may be slower to occur and more difficult to measure.

Ms. Dawkins concluded that acts of commission and omission in trade, transport,
handling and use of LMOs present threats to biosafety and the loss of biodiversity and
called for careful study of environmental and food security impacts. She called attention
to pending field-testing of some 400 bio-pharmaceuticals that she believes involves risks
to human health, and genetic contamination with consequent impacts on environment and
biodiversity. She called for an international liability regime that would be designed to
avoid and prevent, mitigate and compensate for such damages and channel responsibility
to patent holders, manufacturers, exporters, and parties of export, and suggested that
negotiators consider the Oil Pollution Fund as a potential model.

Mary Fosi addressed the topic of possible activities and scenarios of concern from the
perspective of a person from Africa and a developing country. She stressed that
providing food security is in the hands of peasant farmers, who ensure food security by
saving the best seeds and passing them down the generations. They depend solely on the
production of foodstuffs. If LMOs impact the available agricultural diversity, this can
modify the livelihoods of people and countries. Therefore, if LMOs inadvertently cause
damage, a system must be in place to correct the damage caused.

In the discussions on liability and redress, it is important to consider general principles of
international law, especially those laid down in the Rio Declaration including the
precautionary principle, and the polluter pays principle. Environmental and health
impacts of LMOs may take a long time to manifest themselves, and may be partially
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unforeseen. Thus, it is important to have a system for liability and redress that provides
security for those impacted by damage caused by LMOs.

Ms. Fosi advocated for the development of an international liability regime that would
channel liability to a chain of potentially responsible parties, including the developer/
patent holder, transporter, handler, and/or user, as defined in the UNEP International
Technical Guidelines for Safety in Biotechnology. She envisioned a fund at the
international level that will be set aside to ensure that there is recourse in case of damage.
She raised the question of what should be done if damage occurs in advance of an
agreement on the implementation of Article 27 of the Biosafety Protocol, and mentioned
the StarLink case as one example of an incident with an LMO that might fall under a
liability regime. She asked if liability should be retroactive to deal with possible harm
resulting from current activities.

Willy De Greef focused his presentation on the biological scenarios and scientific
information that should be the basis for discussions regarding activities and scenarios of
concern. The following comments are taken from Mr. De Greef’s PowerPoint
presentation with several additions based on the notes taken by Meridian Institute
facilitators.

1. Biological Scenarios

* The starting point (of discussions on possible activities and scenarios of concern)
has to be the biological realities related to the behavior of plants and other
organisms.

» This is also the starting point of all the safety assessment systems developed over
the past 20 years. Almost all are derived from Organisation for Economic Co-
operation and Development (OECD) guidelines on contained use, small-scale
field trials, large-scale field trials, and commercial scale release.

Mr. De Greef added the comment that the OECD’s guidelines in the 1986 report
“Recombinant DNA Safety Considerations” (the so-called Blue Book) were developed
based on “what if”” scenarios, because at the time little data existed about the behavior of
LMOs. We now have 20 years of experience with LMOs and the existing guidelines
have held up well.

2. Out-crossing and Impact
* The fact that GM crops would occasionally outcross is not the issue; the issue is
whether the result of that out-crossing has a negative impact on biodiversity.

3. The History of GM Crop Use
* Six years of large scale growing of GM crops under massive regulatory scrutiny
has not seen the realization of any scenario of biodiversity damage.
* All of the effects seen so far fall are well within the range of expected impacts and
confirm that GM crops behave like conventional varieties.
» Fifteen years of public biosafety research confirms that the behavior of GM crops
can be thoroughly predicted on the basis of what we know of conventional crops.
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4. Benefits?
* After 6 years of commercial growing of GM crops, the environmental and socio-
economic benefits become clearer.
* Herbicide tolerant crops help achieve zero tillage agriculture, a major objective
towards more sustainable farming.
* Bt cotton turns out to have as much advantage for very small farmers in
developing countries (China, India, South Africa) as in the North.

Piet Schenkelaars commented on the types of impacts, activities and scenarios that are
being studied by scientists and provided the following information to complement and
inform the legal deliberations on liability and redress.

Mr. Schenkelaars indicated that many questions regarding the risks of biotechnology
products compared to conventional products remain unanswered. He mentioned that the
discussion about risks and, in particular, what changes to biodiversity, agricultural
diversity, and the environment should be considered harmful has scientific aspects, but
also has important political, ethical, and legal aspects. Regarding the scientific aspects,
he stated that no single study has conclusively addressed the question of damage caused
by GM products, and information has to be gleaned from the risk assessments that have
been conducted. In this context, the EC’s assessment of risk assessments conducted in
the EU indicates that GM products may not be inherently more dangerous than
conventional products.

Mr. Schenkelaars indicated that out-crossing between wild and domestic varieties is a
natural process, and indicated that the scientific criteria to determine whether a species is
invasive are the same for GM products and conventional products. Just as conventional
crops can be invasive, so can GM products, especially products that may have a
competitive advantage (e.g., salt or drought tolerant plants).

Mr. Schenkelaars stressed the importance of establishing baseline data on the state of
biodiversity and the environment in order to be able to determine whether there is an
impact resulting from the use of GM products. The decision on whether an impact
should be considered damage is largely political and social.

Summary of Discussions:

o A participant mentioned that the evolution of human culture and its socio-economic
impacts have resulted from technical developments, fire, cultivation crops,
transportation, etc. He asked why, regarding the notion that impacts on socio-
economic circumstances should be included in the definition of damage, changes
resulting from use of biotechnology should be treated differently by the legal system
than changes resulting from other technology.

13



He indicated that Article 26E|of the Biosafety Protocol might offer relevant guidance.
It suggests that socio-economic impacts can be considered but only if these impacts
result from damage to biodiversity.

A panelist responded that the issue is whether change negatively impacts society. If
that is the case, then liability should be attached to these negative impacts.

Another panelist stated that the precautionary principle should guide the discussions
and it suggests that we put measures in place in case damage resulting from LMOs
occurs. This panelist also suggested that Article 26(2) includes all socio-economic
impacts.

A participant asked the following question regarding the statement that the impacts
and behavior of GM plants are no different from conventionally bred plants: How do
you explain the massive regulatory oversight, the use of the term substantial
equivalence in the U. S. regulatory system, and the controversy over StarLink corn?

A panelist responded that even though the European and U.S. regulatory systems are
elaborate, companies have submitted the same information to European and U.S.
regulatory agencies. In several cases, different decisions were drawn in the EU and
the U.S. about whether to approve a product or not.

Panelists disagreed on whether the U.S. Food and Drug Administration (FDA)
actually requires industry submissions of risk assessments regarding LMOs or
whether these submissions are voluntary. One argued that submissions were
voluntary and that companies have not submitted in-depth risk assessments. Another
argued that the FDA requires compulsory submissions and that companies have
complied with FDA requests.

A participant stated that biotechnology has been used, for instance, to insert a
powerful defoliant in cauliflower and asked how that would be better than, for
instance, flaming.

A panelist responded that there are many ways to get zero-tillage and farmers are
looking for more options. Too often in the debate over biotechnology, one
technology is considered “good” and another “bad.” This panelist stressed the need
to create a toolbox from which farmers can choose the appropriate tools.

> Article 26 - Socio-Economic Considerations

1. The Parties, in reaching a decision on import under this Protocol or under its domestic measures
implementing the Protocol, may take into account, consistent with their international obligations, socio-
economic considerations arising from the impact of living modified organisms on the conservation and
sustainable use of biological diversity, especially with regard to the value of biological diversity to
indigenous and local communities.

2. The Parties are encouraged to cooperate on research and information exchange on any socio?economic
impacts of living modified organisms, especially on indigenous and local communities.

14



o A participant suggested that the benefit argument (i.e. there are benefits to
biotechnology) does not relate to discussion about a need for a liability regime. For
instance, there are other regimes, such as a regime regarding hydrocarbons or satellite
technology, where people generally assume that there are benefits to the product or
technology, but still have opted for the development of an international liability
regime.

A panelist added that, in terms of benefits, we need to look at the distribution of
benefits. Socio-economic benefits are going to companies while farmers are not
benefiting socio-economically.

o A participant suggested that liability regimes have been created for high-risk
activities and for low risk activities that may potentially cause significant damage,
and asked how the low risk argument relates to Article 27. He indicated that this
should not be a debate over whether GMOs are “good” or “bad”, but whether a
liability regime can have some benefits.

A panelist responded that the arguments regarding benefits and low risk associated
with LMOs are relevant to the question of whether we need a new liability regime to
deal with these issues, or if the existing regimes are sufficient considering the fact
that LMOs have a small environmental footprint.

o Another participant stated that impacts of LMOs should be assessed and addressed at

ecosystem level and the discussions should consider ecosystem impacts, instead of
regional or national impacts.
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Panel 3 - Damage and Causation

The panel addressed issues relating to damage in the context of Article 27, including the
possible relationship with the definition of damage in the Convention on Biological
Diversity.

Speakers:

Rene Lefeber, Legal Counsel, Ministry of Foreign Affairs, The Netherlands

Ruth Mackenzie, Program Director, Biodiversity and Marine Resources, Foundation for
International Law and Development (FIELD)

Sanley Abramson, Attorney, Arent Fox Kintner Plotkin & Kahn, PLLC

Jimena Nieto, Head, International Affairs Office, Ministry of the Environment, Colombia

Piet Schenkelaars, Schenkelaars Biotechnology Consultancy

Summary of Panel Presentations:

Rene Lefeber focused his presentation on the general objectives of a liability regime and
the potential consequences of different objectives for the definition of damage. The
following comments are taken from Mr. Lefeber’s PowerPoint presentation with several
additions based on the notes taken by Meridian Institute facilitators.

5. Possible Objectives of a liability regime are:
e Protection of victims;
* Protection of industry; and,
e Protection of environment.

6. Typical elements of a liability regime for the protection of victims include:
» Strict liability;
e Compulsory insurance; and,
* Procedural safeguards.

7. Typical elements of a liability regime for the protection of industry include:
* Limited liability (in time and amount);
* Channeling of liability (usually to one person, who may be responsible for
compulsory insurance); and,
* Exclusive regime (i.e., victims can only sue on the basis of this liability regime,
not on other law or regimes).

Several international agreements dating from before the 1970s contained liability regimes
that protected industry as well as victims. Examples are the nuclear liability regimes and
the oil pollution damage regimes. Since the 1970s and 1980s, international agreements
have started to move away from industry protection. For instance, the Lugano
Convention on Civil Liability for Damage Resulting from Activities Dangerous to the
Environment and the Basel Protocol on Liability and Compensation for Damage
Resulting from Transboundary Movements of Hazardous Wastes and their Disposal
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provide for unlimited liability, provide for minimum liability limits, and/or channel
liability to multiple persons.

8. Typical elements of a liability regime for the protection of the environment include:
* Implementation of preventive and reinstatement measures;
* Recovery of costs of preventive and reinstatement measures; and,
* Compulsory intervention by public authorities.

The EC’s proposal for a Directive on Liability for Environmental Damage is a good
example of a regime targeted to the protection of the environment.

9. These different objectives of a liability regime have several consequences for the
concept of damage.

» If'the objective is to protect victims, damage should focus on loss of or damage to
persons or property, and related economic losses such as income or profit. For
example, the Oil Pollution Conventions focused on the protection of victims, not
the environment.

» If'the objective is to protect the environment and biodiversity, damage should
focus on costs of preventive measures, costs of reinstatement measures, and
interim losses.

» If'the objective is to protect industry, the concept of damage should be limited
(e.g., it would only cover direct damages), and the definition of damage should be
precise.

Ruth Mackenze focused her presentation on the relevance of definitions of damage in
existing international instruments and stated that the effectiveness of any regime will
depend largely on the definition of damage. In this context, it is important to recognize
key considerations that include the objectives in Article 1*of the Biosafety Protocol and
language in the CBD, which addresses food security, livelihoods, environment, socio-
economic considerations, etc. She suggested that the focus of a liability and redress
regime should not be solely on biodiversity damage.

The question according to Ms. Mackenzie is how to link the expressed concerns and
potential risks of LMOs with the scope of the regime in the context of the definition of
damage. Although the focus should be on damage to the environment, it may not be
appropriate to limit it to just damage to the environment, and she posed the question:
what can we learn from other regimes, such as the Convention on Persistent Organic
Pollutants, and the work of the International Law Commission? Most international

® Article 1 - Objective

In accordance with the precautionary approach contained in Principle 15 of the Rio Declaration on
Environment and Development, the objective of this Protocol is to contribute to ensuring an adequate level
of protection in the field of the safe transfer, handling and use of living modified organisms resulting from
modern biotechnology that may have adverse effects on the conservation and sustainable use of biological
diversity, taking also into account risks to human health, and specifically focusing on transboundary
movements.
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liability regimes cover specific categories of damage, including personal injury and
damage to property and, increasingly, environmental damage. The definition of damage
to the environment is generally limited. In most cases it covers only reasonable costs of
reinstatement or restoration of the environment, and costs of preventive measures.
Generally speaking, the definition of environmental damage is limited to economic
damage related to environment. It is important to realize that existing international
liability regimes focus on single pollution incidents and do not treat damage to
biodiversity separately from environmental damage.

Ms. Mackenzie suggested looking beyond international regimes for examples of creative
ways to address damage of a long-term, diffuse and gradual nature such as those feared to
be associated with LMOs. These characteristics may require long-term monitoring and
assessment, the costs of which have been recognized as damage by the UN Compensation
Commission. Furthermore, the definition of damage should address broader issues of
food security, socio-economic impacts and the definition of biodiversity. She suggested
looking at, for instance, European Union legislation, national environmental liability
regimes, and definitions of damage or adverse effects in national regulatory systems for
inspiration. There is considerable discussion over whether definitions in regulatory
regimes are appropriate for liability regimes, but the special features of LMOs require
creativity in developing a regime.

She mentioned that although some argue that damage to property and human health are
adequately dealt with by national legal regimes, negotiators should consider whether all
countries really have private law systems that are adequate for dealing with the unique
aspects of LMOs.

Stanley Abramson also discussed considerations regarding damage and paid special
attention to the issue of preventing damage. The following comments are taken from Mr.
Abramson’s PowerPoint presentation with several additions based on the notes taken by
Meridian Institute facilitators.

1. Where should we look for guidance on the definition of damage?
* Look to Articles 1 and 4 of the Biosafety Protocol for objectives and scope of the
Protocol.

0 Objective of the Protocol — Article 1 (relates to certain activities involving
LMOs “that may have adverse effects ...”).

0 Scope of the Protocol — Article 4 (relates to certain activities involving
LMOs “that may have adverﬁﬁ effects ..

0 CBD Article 14, Paragraph 2 Damage to blologlcal diversity from the
transboundary movement of LMOs.

7 Article 14 - Impact Assessment and Minimizing Adverse Impacts

1. ...

2. The Conference of the Parties shall examine, on the basis of studies to be carried out, the issue of
liability and redress, including restoration and compensation, for damage to biological diversity, except
where such liability is a purely internal matter.
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2. Definition of damage should include:
* Effect must be “adverse” (Articles 1 and 4)
» Effect must result in “impairment” (Webster’s Dictionary definition of “damage”)

3. When does liability attach?

* Must have actual damage (as opposed to speculation or an effect that is not
“adverse”). The determination of damage should be fact specific and science-
based

* Must have damage that exceeds a de minimis threshold. “Significant” damage is
used in many national systems and international agreements including CBD.

4. Damage to what?
* Biological diversity (CBD Article 14, Paragraph 2: Damage to biological
diversity from the transboundary movement of LMOs).
*  Within context of CBD and Protocol.

0 Look to “the conservation and sustainable use of biological diversity, taking
also into account risks to human health” only once adverse effect on
biological diversity is established.

0 Human health issues triggered only if an adverse effect on biological diversity
leads to an adverse effect on human health.

5. Causation (Damage from what?)

* There should be an absolute requirement to prove causation.

* All elements in the causation chain must be proven, including “harm” (actual,
significant, etc.); identification of a specific genetic trait; and the causal
relationship between the harm and the transboundary movement of LMO
containing the identified genetic trait (“damage resulting from” Article 27; “from
transboundary movement” CBD).

6. Prevention

* Look to the Objective of the Biosafety Protocol — Article 1: “to contribute to
ensuring an adequate level of protection [from certain activities involving LMOs]
that may have adverse effects on the conservation and sustainable use of
biological diversity, taking also into account risks to human health”

* By making damages a priority, we risk focusing on the wrong end of the timeline.

* Damages may or may not ever occur, but if damages ever do occur, it will most
likely follow commercialization.

Mr. Abramson focused the attention of the workshop participants on regulation and
product stewardship as methods to address both prevention of damage and liability.

* Regulation takes effect at the front end of the process (e.g., field test, market

entry).
* Regulation is designed to address both harm and liability.
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* Regulation provides assurance to the public that a product is safe for its intended
use.

*  Product stewardship can be thought of as the legal, ethical and moral obligation of
developers to assess their products and technologies to ensure that they are safe as
well as socially and environmentally responsible.

» Effective Science-based Regulation + Proactive Product Stewardship =
Prevention.

Piet Schenkelaarsbuilt on his presentation for the panel on Possible Activities and
Scenarios of Concern and stressed again that scientific knowledge on the possible
harmful effects of LMOs needs to be further developed. He suggested that environmental
risk assessments in general have a relatively high level of uncertainty, and continued by
stating that field-testing of LMOs has focused on agronomic performance of LMOs and,
to a lesser extent, has addressed the possible ecological effects of LMOs.

He explained that some groups have suggested augmenting risk assessments with
monitoring programs for released LMOs to detect any harmful effects. However, there is
no agreement on issues such as the need for long-term monitoring, what monitoring
protocols that should be used, or an adequate monitoring timeframe. Mr. Schenkelaars
explained that, if monitoring takes place, scientists would monitor to verify whether the
effects of out-crossing remain below a certain threshold established by regulatory bodies.
Scientists can contribute to the establishment of such thresholds by generating
information on the effects of out-crossing on the genetic integrity of a species.

Jimena Nieto responded to the previous panelists from a developing country perspective.
She indicated that many developing countries approach these discussions mainly from the
perspective of providing protection to the victims who suffer damage. She mentioned the
difficulty involved in negotiating a definition of damage, and mentioned as an example of
difficult negotiations those on the Protocol on Liability and Compensation to the Basel
Convention on the Control of Transboundary Movements of Hazardous Wastes and Their
Disposal. From the perspective of a developing country delegate, she indicated that she
would like to see the definition of damage be as broad as possible, including harm to
human health, environment, biodiversity, etc., and added that, despite the difficulty of
developing a clear definition, socio-economic impacts should be included in the
definition because this is an important concern for many developing countries.

She continued by stating that an international liability and redress regime should be
developed that offers countries that do not have adequate national regimes something to
fall back on in case of damage. The regime would have to be designed to accommodate
for the differences between developing and developed countries, companies, and
individuals that may be involved in transboundary scenarios where harm occurs.

Prevention is an important issue, and Ms. Nieto indicated that a strict liability regime

could have the effect of prevention by encouraging the use of maximum safety standards
to avoid damage and possible liability.
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Her final comment regarded the links between the processes under Article 27 of the
Biosafety Protocol and Article 14(2) of the CBD. The CBD process regarding a
definition of damage to biosafety has progressed very slowly, and many developing
countries are concerned that it may hamper progress of negotiations on Article 27.

Summary of Discussions:

o A participant asked what might be considered impairment and how you might
measure a de minimis threshold (i.e., damage to biodiversity at low levels is difficult
to measure).

A panelist suggested that with regard to establishing a de minimis threshold, we can
look for analogies in how scientists judge losses caused by plants that have been used
for decades.

o A participant asked if there should be a separate protocol if an international regime
for liability and redress were to be developed, and if this protocol should include
provisions for monitoring.

A panelist suggested that developing a separate protocol or including a liability and
redress regime in an amendment to the current Protocol are both options. He
suggested that there may be other options to consider.

The participant suggested that the fact that the CBD’s decisionmaking procedures
have not yet been agreed upon may become problematic in the further negotiations on
Article 27.

o A participant asked if there should be a fund to assist developing countries in
restoring damage.

One panelist stated that, during the Protocol negotiations, industry made an informal
offer to develop a compensation fund under the provision that no new liability regime
would be developed under the Biosafety Protocol.

o A participant explained that countries have autonomy and jurisdiction over their
natural resources and make decisions as to which LMOs to allow into the country.
Could a state be made liable in case no other responsible party can be found that is
able to restore the damage?

A panelist suggested that the rules of state liability under customary international law
apply irrespective of Article 27 if an act by a state causes pollution to other states.
Under customary international law, state liability requires a breach of an international
obligation. The problem is that this is a due diligence standard similar to fault-based
liability.

21



o A participant made the observation that panelists held broadly divergent views on the
definition of damage, and asked for further explanation of the narrow interpretation of
damage in the context of Article 27.

A panelist responded that one should look broadly at the Biosafety Protocol and at
other relevant mechanisms such as national regulatory regimes. Technology
developers look at two elements: 1) agronomic performance of their products and, 2)
the demands of regulatory authorities. In the United States, three government
agencies regulate LMOs under five separate provisions of law. Under these
provisions, companies must submit data about potential harm and they must meet
specific criteria, no matter how large or small the product or proposed activity (one
seed or one hundred acres of planted seeds). These extensive regulations to prevent
harm should be taken into account when developing a definition of damage.

o A participant suggested that the EC’s proposal is limited in the sense that it does not
provide for a civil liability regime, and it only concerns damage caused by approved
GMOs.

A panelist stressed that the EC proposal is a shift in thinking in how to structure a
liability regime to prevent damage to the environment. The number of liability
regimes is increasing and many are complementary, but it may be difficult to prevent
conflict between these regimes. There are many ways to resolve such conflicts, for
instance, by using priority provisions. In the case of the Biosafety Protocol, it focuses
on specific activities that make conflict with other regimes less likely.

o A participant also asserted that the EC made the policy choice to limit applicability of

the proposal to damage to biodiversity in the so-called “nature protection zones.”
Overall, this does not help us with a better definition of biodiversity.
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Panel 4 - Standards of Liability and Channeling

The panel addressed issues relating to possible standards of liability for damage resulting
from certain activities or incidents with LMOs, and questions relating to channeling
liability for such damage to specific persons or entities.

Speakers:

Anne Daniel, Senior Counsel, Legal Services, Environment Canada, Canada

Sanley Abramson, Attorney, Arent Fox Kintner Plotkin & Kahn, PLLC

Arthur Mpeirwe, Research Associate, Advocates Coalition for Development and
Environment (ACODE)

Alfonso Ascencio, Third Secretary, Legal Affairs, Permanent Mission of Mexico to the

United Nations

Summary of Panel Presentations:

Anne Daniel mentioned the three basic concepts of standards of liability and channeling
and raised a number of policy questions.

Ms. Daniel said there are three basic standards of liability -- fault-based liability, strict
liability, and absolute liability. Under a fault-based liability regime, the victim has to
prove negligence on the part of the person he holds responsible for damage. Strict
liability makes a specific person liable regardless of fault, but offers limited exonerations.
Absolute liability makes a specific person liable regardless of fault and does not allow
exonerations.

Standard of liability issues are what we traditionally think of in the context of an
international liability regime, but we need to realize the policy choices that need to be
made in the context of making decisions on the appropriate elaboration of international
rules and procedures under Article 27. Ms. Daniel emphasized that liability can serve a
back-up purpose, but that parties need to address prevention as well.

Ms. Daniel indicated that the main policy reason for developing a liability regime is to
enable recovery for the victim — victim meaning either people or the environment or both.
Her understanding of the EC proposal for a directive on environmental liability is that it
focuses on damage to the environment and chooses the state as the principal protector of
the environment, a type of approach used in a number of Canadian statutes.

She suggested that a number of policy issues have to be addressed that will influence the
eventual decisions on liability and redress under the Biosafety Protocol and in particular a
possible standard of liability and the persons to be identified as liable parties
(channeling). These policy issues include the following:
* A balance must be struck between protecting the environment and protecting the
interests of other players, including industry.
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* An equitable solution has to be found taking into account that most activities are
not illegal. Negotiators should keep in mind that the primary activities that are
regulated by the Biosafety Protocol are those that fall under the Advance
Informed Agreement (AIA) procedure.

* Ifitis decided to develop a liability regime, parties have to consider who would
be in the best position to prevent damage. For example, in the Basel Convention
either the notifier or disposer may be liable depending on specific circumstances.
A long list of actors may be involved in activities with LMOs. Some of these
have been mentioned, but it also includes the party of import. As discussions
continue, people need to be careful to use clear terminology (e.g., producer could
mean a farmer, a GMO developer, or others).

* [f decisions are made about channeling liability, parties have to consider the
insurability of the actor, and issues regarding the long-term liquidity of these
actors.

* Furthermore, negotiators have to consider exonerations from liability (in the
context of the standard of liability) and definitions of damage.

* Negotiators should also consider how an international legal regime would be
implemented in national regimes.

Stanley Abramson raised the question whether strict liability is either necessary or
appropriate for LMOs. He emphasized that strict liability may have inequitable results if
people are made responsible even if damage was not foreseeable or was partly caused by
the fault of others.

He suggested that strict liability may be appropriate for ultra-hazardous activities, but that
LMOs are not inherently dangerous as shown by a recent report from the EC. Other
activities are known to cause adverse effects to biodiversity. Certain “traditional”
farming practices have led to soil erosion, overuse of chemicals, and deforestation.

Mr. Abramson proposed a tiered approach that imposes strict liability for those activities
known to cause adverse effects, and fault-based liability for those that have not been
proven to have adverse effects. This approach would allow people to focus their
resources on priority activities that are known to cause damage, with the ultimate goal of
protecting biodiversity.

Arthur Mpeirwe advocated for the development of a regime based on strict liability. He
felt it is an appropriate standard for the transboundary movement of LMOs for the
following reasons:

* Even though there is not yet positive evidence that LMOs pose danger of harm to
the environment or biodiversity, Mr. Mpeirwe suggested that there is growing
evidence that they are potentially dangerous. Based on the precautionary
principle, it would be appropriate to set a high standard.

» Strict liability would serve as a measure of prevention, because it would make
operators, and other actors take extra caution.
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* Even though the chances of harm from LMOs may be remote, that does not mean
it cannot happen. Strict liability would facilitate restoration of harm in case
something does happen.

Mr. Mpeirwe indicated that liability should be channeled to a person who is able to
restore what has been damaged. A chain of actors may be involved in the transboundary
movement of LMOs, and they should all be held jointly and severally liable, so that a
victim can choose a party who is most likely in a position to restore or compensate.

At a regional level, an Organization of African Unity (OAU) model law that was
discussed in an OAU workshop in May 2001 contains the standard of strict liability for
harm caused by LMOs. The model law relies on the precautionary principle and
channels liability to any person who imports, is responsible for contained use, releases or
places on the market an LMO or product thereof. The OAU model law was developed by
persons advocating for limited use of LMOs. Mr. Mpeirwe added that, in order for a
liability regime to have an effect, countries need the capacity to assess impacts of LMOs
on the environment. Many African countries do not have that capacity.

Alfonso Ascencio addressed some of the more general issues regarding standards of care,
in particular whether Article 27 calls for a narrow or a broad approach. He explained the
arguments for taking a broad approach, emphasizing that Article 27 should be read in
relation to other provisions in the preamble of the Biosafety Protocol, which refers to
centers of origin and the protection ﬁf biodiversity as a common cause of humankind, and
Principle 15 of the Rio Declaration.

With regard to a standard of liability and channeling, a broad approach requires looking
at the systems of civil liability, state liability and financing.

Mr. Ascencio stated that, although state liability is the standard in the Convention on
Liability for Damage Caused by Space Objects and is being studied by the International
Law Commission, many other international liability regimes favor civil liability, which
includes the standards of fault-based, strict and absolute liability. In a broad approach, a
civil liability system with residual state liability may be preferred. A system of civil
liability with residual state liability can be found in the Antarctica Treaty. Mr. Ascencio
suggested that the preferred standard of care in the civil liability system should be strict
liability and added that even under a system of strict liability, the causal relationship
between an LMO and damage has to be proven, which may be very difficult to do.

To finance compensation for damage caused by LMOs, funds should be established (e.g.,
Oil Pollution Compensation Funds), because they provide security when damage may
only become apparent after a very long time.

¥ Principle 15

In order to protect the environment, the precautionary approach shall be widely applied by States according
to their capabilities. Where there are threats of serious or irreversible damage, lack of full scientific
certainty shall not be used as a reason for postponing cost-effective measures to prevent environmental
degradation.
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Mr. Ascencio ended his presentation by stating that a broad perspective when dealing
with LMOs promotes the reference found in the preamble of the CBD that “the
conservation and sustainable use of biological diversity will strengthen friendly relations
among states and contribute to peace for humankind.”

Summary of Discussions.

o A participant observed that several participants suggest that strict liability should be
the standard of liability, because it would act as a deterrent. If you channel strict
liability to those who may have the capacity to pay compensation, it is a real
possibility that this person is further removed from the actions that cause the harmful
impact. In that case you have created a strict liability regime that absolves
downstream users of biotechnology, which may undercut the deterrence element of
the liability scheme.

A panelist suggested that by making the chain of actors jointly and severally liable
you do not let downstream actors off the hook, but instead you spread the cost of
compensation and ensure that you do get compensation.

Another panelist observed that this also goes to a question of equity -- a regime
should look for an equitable balance between interests of victims, environment, and
industry. Imagine a situation where an LMO gets released after it meets all
requirements in the advance informed agreement procedure. After ten years it turns
out that the release was not a good one. How should such a situation be addressed?
What is fair?

A panelist offered that we do not always know the consequences of adopting the
standard of strict liability. A strict liability regime may act as a deterrent, but we need
to be thoughtful about the potential consequences of using liability to deter. What if
it will prevent companies from marketing their products? Who is the ultimate loser if
there are benefits from GMOs?

o A participant stated that a broad list of actors could be held responsible, and the state
of import could be one of them. Can the state of import be held liable for a decision it
makes based on information provided by the notifier who performed a risk
assessment under the AIA?

A panelist suggested that negotiators need to address this question, especially in the
context of socio-economic impacts. Should an importing country be made liable or is
it a matter that will be resolved through political means (i.e., the ballot box)? The
party of import has the sovereign right to decide what comes into its jurisdiction.
States will most likely not favor state liability as a standard for damage resulting from
LMOs. However, negotiators and states should consider all situations. One situation
can be that the decision to import was the single most important cause for the damage
to occur. Another situation can be that advice from the expert (from the roster of
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experts) was the most important cause of damage. In these situations, you should
consider where can you best leverage prevention.

Another panelist observed that developing countries originally argued for state
liability, because strict liability would favor victims by making claims easier. Strict
liability and state liability may both work to facilitate restoration and compensation.

o A participant asked if a mix of state and strict liability might work, in which strict
liability is attached to intrinsically dangerous materials and/or activities.

One panelist suggested that a mixed system could maximize options for restoration
and compensation.

Another panelist suggested that state liability in international law usually means that
liability is channeled to the states to compensate for damage. This is a different
approach than using at the domestic law level a mix of state remediation funded by
those causing damage and civil liability.

o A participant stated that many countries in Africa and elsewhere do not have the
capacity to regulate or assess impacts of LMOs, and need to build their capacity to do
so. This circumstance should be taken into account when developing a liability
regime.

A panelist responded that capacity building is critically important, but we have to ask
ourselves if it is better to focus on capacity building in terms of developing a new
liability regime or if we should focus on the front end regulatory regime that allows
developing nations to protect their biodiversity and at the same time share in the
benefits of biotechnology.

Another panelist suggested that there is a lot being done to help countries develop
regulatory systems.

o A participant asked why a standard of strict liability for LMOs is unacceptable to
industry when it has accepted the standard of strict liability in the context of
contamination caused by chemicals.

A panelist responded that many of the impacts of hazardous waste are easy to identify
and quantify. For LMOs, it is difficult to establish a connection between damage and
activity. We need to wait for science to catch up.

i

o A participant offered that polymerase chain reaction (PCR) testing"to quantify LMOs

in products is relatively easy and can be used to establish damage.

A panelist responded that you may be able to detect LMOs using PCR testing, but
that still leaves the question whether the occurrence of LMOs causes any harm.

? Polymerase chain reaction (PCR) testing is a common form of DNA analysis.
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o A participant asked how access to regulatory procedures should be given to people,
especially people who may have concerns about socio-economic impacts.

A panelist stated that access to justice is a serious concern. One way to address it is
to make sure that governments make good their regulatory obligations of, for
instance, investigating harm, issue and enforce orders to stop planting, and impose
civil and criminal penalties.

Another panelist indicated that at national level people have access to justice through
public participation. Access to justice at the international level is a difficult question.
In the context of damage to environment, the question of who acts on behalf of the
environment has not been definitively answered.

A participant stated that the Permanent Court of Arbitration has developed Optional

Rules for Arbitration of Disputes Relating to Natural Resources and/or the
Environment that offer a forum for access to justice to anyone with legal personality.
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Final Session — Open Discussion

During the final session of the workshop, all panelists joined with the workshop
participants in an open discussion on liability and redress and Article 27 of the Biosafety
Protocol.

To facilitate reading of this summary, the authors have reorganized some of the
comments. In cases where the discussion came back to issues that had been partially
addressed during earlier sessions, the relevant comments have been grouped with the
comments from the earlier sessions.

o A participant revisited the old question of why GM crops should be regulated
differently from other crops. Based on the U.S. National Academy of Sciences’
recent report “Environmental Effects of Transgenic Plants: The Scope and Adequacy
of Regulation,” the participant observed that biotechnology is being developed during
a time when a growing part of the public is concerned over the impact of transgenic
plants on the environment, and suggested that the higher standards applied to GMOs
may well be applicable to other plants.

o A participant asked how a liability regime and definition of damage would relate to
pharmaceuticals. How would you apply the principle of proportionality to countries in
development that export agricultural plants and import health biotechnology?

A panelist suggested that pharmaceuticals are subject to specific liability rules in
countries. For instance, in the EU, every country has rules specifically for
pharmaceuticals.

Another panelist added that in the discussion over medical biotechnology and
agricultural biotechnology, it became clear that the pharmaceutical sector had an
elaborate system in place that governed regulation and clinical testing. There was no
need to go beyond that. Furthermore, it should be kept in mind that developing
countries are both receivers and producers of biotechnology. For instance, India and
Cuba have very strong programs in medical biotechnology. Cuba has developed a
very successful hepatitis B vaccine. Egypt has a strong agricultural biotechnology
program and has been successfully testing potatoes that are resistant to Cuba moth.
People in developing countries are concerned whether the release of a GMO to
farmers in developing countries will affect their export market in the EU, (for
example, because moving products to the EU requires massive resources to comply
with regulations).A panelist stated that it might be true that Article 5—of the
Biosafety Protocol contains a limitation for pharmaceuticals. However, this is a

' Article 5 - Pharmaceuticals

Notwithstanding Article 4 and without prejudice to any right of a Party to subject all living modified
organisms to risk assessment prior to the making of decisions on import, this Protocol shall not apply to the
transboundary movement of living modified organisms which are pharmaceuticals for humans that are
addressed by other relevant international agreements or organisations.
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limitation that relates to the fact that the World Health Organization (WHO) deals
with these issues. There is no compelling reason why Article 27 should exclude
pharmaceuticals, because the WHO is not setting standards for pharmaceuticals
produced in genetically engineered plants. Field-testing of pharmaceuticals in plants
needs our attention.

A participant stated that the fundamental underlying demand for a liability regime is
because of the large number of holes in existing regulatory systems. For instance, the
U.S. FDA does not require industry to submit risk studies. Even a pending update of
regulations only prescribes mandatory consultations between agency and companies
about studies and new products. Regulatory systems are not going to prevent events.

A panelist disagreed and stated that the U.S. FDA has required risk studies and is
moving toward increased regulation. More importantly, every product that is on the
market went through voluntary studies and careful review by government agencies.
The current move to a more mandatory regime is a response to public requests and is
not based on risks associated with the existing system. A concern is to make sure that
regulatory agencies have the proper resources to assess studies.

Another panelist suggested that the kind of data that is needed for a sound scientific
risk assessment will depend on the environment in which a product will be released.
Releasing a GM potato in the Netherlands is less likely to have an effect on
biodiversity than if the same GM potato is exported to Peru or Colombia (centers of
origin). In the latter case, the risk profile will be very different and different issues
have to be addressed in the risk assessment. This also has a bearing on channeling;
an importer needs to have capacity to review risk assessments and say if the product
will be safe in its’ own country.

A panelist stated that many developing countries have no national law on biosafety at
all. In Colombia, transgenic soy was found in imported food for orphans. If some
health effect had occurred, Colombia would have to rely on the general rules of
liability, which would have made it very difficult to seek redress in this transboundary
case. Therefore, it is very important for developing countries to have an international
framework and a process that will catalyze an international framework.

A participant explained that in relation to genetic engineering for pest resistance,
damage to the value of Bt sprays may result from farmers not implementing buffer
zones and/or insect resistance management measures. Negotiators should take this
scenario into account.

A participant asked the panelists what could be learned from the Percy Schmeiser
case.

One panelist suggested that the case of Schmeiser concerns problems of out-crossing,

and offers lessons for the position of poor developing country farmers who are
dependent on seed saving. Are they at risk from companies like Monsanto suing
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farmers based on liability regimes? National legislation should go a long way to
protect small-scale farmers from these situations.

Another panelist urged participants to read the Canadian court ruling, because it
makes clear that the court found sufficient evidence that the amount of genetically
modified crops found on Schmeiser’s land could not physically be the result of out-
crossing. The court ruled that Schmeiser planted the GM crop without paying for it.

A participant stated that many biotechnology products are patented with the purpose
of making an economic profit. However, there are many developers who do not
(intend to) earn money from their inventions. They should be treated differently, for
instance, by developing two tiers in state and other forms of liability. You could, for
instance, develop a fund to compensate for shortfall in compensations that would be
financed by a percentage of proceeds of royalties.

A participant stated that some exporters have been reluctant to release information to
importers based on the protection of business secrets. In some cases, even a
minimum amount of information was refused to the importer. What are legal
implications of withholding information from an importer?

A panelist suggested that if a developer of any regulated product fails to provide an
importer with information, the developer would most likely by liable for damage

resulting from his actions.

Another panelist stated that in this case an importer cannot take an informed decision
regarding the import of the product.
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