Have You Got a License for that Tree?, Nancy Bryson and Steven Quarks

Purpose of document:  examine licensing conditions for GM trees

-----

Important principle health and environmental law:  Products introduced into commerce will-

1. Be Safe (or)

2. Present no unreasonable risk to people or the environment

LAWS & REGULATION

a.  Function of each regulatory organization

1. USDA

a. PPA:  ensure regulated article does not become a pest or noxious weed 

b. NEPA:  consider impacts, effects, and alternatives to proposed action

2. EPA

a. TSCA:  control any unreasonable risk that may be presented

b.  APHIS procedures (under PPA)

1. Definitions

a. “Regulated articles” – GM tree, tested organism

b. “Introduction” – “Importation, interstate movement, release into environment”

2. 7 CFR Part 30 (eligibility criteria fro regulated articles to be introduced)

a. genetic material is stably integrated

b. genetic material’s function is known

c. genetic material does not result in plant disease

d. it does not produce infectious entity or be toxic to nontarget organisms

e. it does not contain genetic material from humans or animals

3. APHIS Tree Concerns

a. Lifespan

b. Reproductive confinement

4. Introduction Process

a. Submit notification ( denied or accepted.  If denied, institution can submit a permit application

b. Field testing for trees ( institution must annually renew notification

c.  Federal agency procedures (under NEPA)

1. Procedure

a. Agency must consider all environmental impacts of proposed action ( present via EIS (Environmental Impact Statement) – to see if detailed EIS is necessary, APHIS conducts an EA (Environmental Assessment)

b. Publicly addresses EIS

d. EPA procedures (under TSCA)

1. Procedure

a. EPA regulates chemical substance that may present an unreasonable risk to health or environment via

i. Manufacturing

ii. Processing

iii. Distribution or commerce

iv. Use

v. Disposal

b. EPA regulatory authority under TSCA:

i. Pre-market review of new chemical substances or significant new uses of existing chemical substances

ii. Regulation of existing chemical substances to avoid unreasonable risk

iii. Record-keeping/reporting requirements for health and environmental effects information

e. CERCLA – 

a. “Comprehensive Environmental Response, Compensation and Liability Act” – (Superfund)

b. Goal:  “select cleanup method that best protects human health and environment, complies with all applicable environmental laws, and provides a long-term, cost-effective solution.

CASE STUDY – Bioremediation Poplar (a hybrid from 2 cottonwoods)
(these are notes on Bryson’s analysis/overview of a case-study conducted by the OSTP about bioremediation using poplars)

The GM poplar is at the research and development state.  APHIS approved its notification for release, and it is now being tested to determine its safety and effectiveness at remediating TCE (a toxic chemical found in 40% superfund sites).  

Key characteristics of hybrid:

1. ability to grow in soil with low levels of TCE

2. ability to grow rapidly

3. ability to be vegetatively propagated

Specific concerns related to bioremediation:

1. health and environmental risks of products of TCE breakdown process

2. transgenes escape to reproductively compatible populus species (research efforts are being made to assure sterility)

3. trees become invasive/weedy

4. health and ecological risks from tree products and materials

Potential benefits

1. TCA is a traditionally expensive, hard, and time-consuming to breakdown

2. unmodified poplar’s remove TCE very slowly – the tree’s genetic modification speed up the process

Legal analysis 
Quote from Bryson – “While the case study does an excellent job of generally describing what the issues are for bioremediation poplars, and the review process employed to date, it is quite vague in its description of what comes next.”

She outlines 5 “outstanding legal issues in the commercialization of the bioremediation poplar which remain to be sorted out.”

1. Degree and size of EPA’s role under TSCA –

a. EPA “view TSCA authority as legal gap-filling authority to address any unreasonable risk associated w/ commercial release of GM trees”

b. EPA has issued “explicit rules” and pre-market notification and review for intergeneric microorganism (authority under TSCA) but has not established pre-market review reqrmt for multi-celled organisms.  In the absence of a pre-market notification reqrmt, EPA could potentially:

i. Issue regulations to control unreasonable risks (including product bans)

ii. Require manufacturers and processors to develop additional scientific data

iii. Secure imminent hazard injunctive relief in the federal courts

iv. Require record-keeping and reporting

2. What conditions might reasonably be expected to be imposed through either an APHIS permit or a TSCA rule

a. How to ensure GM poplars don’t cross pollinate has yet to be determined. 

3. Whether a USDA permit for commercial release of the trees at a remediation site would trigger EIS requirements under NEPA

4. What, if any, Endangered Species Act issues might be presented by such a permit  

5. How such a release would fare under the CERCLA remedy selection criteria.

a. Criteria:

i. Overall protection of human health and the environment

ii. Compliance w/ applicable or relevant and appropriate requirements under federal and state env. Law

iii. Long-term effectiveness and permanence

iv. Reduction of toxicity, mobility, or volume through treatment

v. Short-term effectiveness

vi. Implementability

vii. Cost

viii. State acceptance

ix. Community acceptance

b. Community acceptance:  “likely to be the most significant hurdle”

Bryson’s Conclusion:  “There are a number of legal uncertainties on the road to market for GM trees”

