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Environmental Protection Legislation Designed for Whose Future?

A Response to the Proposals of the Government of Canada on the Regulation of -
- Biotechnology Products under the Canadian Envlronmental Protection Act (CEPA)

1. INTRODUCTION

In June 1894 the House of Commons Standing Committee on the Environment and
Sustainable Development began its review of the Canadian Environmental Protection Act
(CEPA). A parliamentary review of the Act was mandated when it was passed in 1988, -

* The Standing Committee conducted cross-country public hearings of CEPA between
. June 1894 and May 1995, and dehvered its report and reoommendattons entitled t's
~ About Our Heaithl, rn June 1995

. Ohe of the areas in whtch the Standing Commtttee recommended major changes. :
to CEPA was with respect to biotechnology. Partially in response to a proposal made by

the Canadian Institute for Environmental Law and Policy (CIELAP)2 the Committee - |

 recommended that a new btotechnotogy part for CEPA be established to provide |
standards and procedures for the assessment of the environmental and human health
impacts of biotechnology products (Recommendations 68 and 69). The intention was that
this part provide a benchmark for the evaluation of products of btotechnology, mcludrng :
genetically engineered plants mrcroorgantsms ﬁsh and anlmals

| Unfortunatety, the proposa!s regardtng the regulatnon of brotechnology contarned
in the government’s December 1995 response to the Standing Committee’s report®

. would significantly weaken the existing regulatory framework for biotechnology products - -
established by the Act. The government’s response proposes a biotechnology part in -

CEPA, but its primary purpose would be to exempt from the requirements of CEPA
products which are, or may be, regulated under other acts. The current minimum -
standard for notification and health and environment assessment of all brotechnology"" '
products estabhshed by s. .26(3)(a) of CEPA would be ehmrnated ‘ :

: - The "safety net" provuded by the current Act would also be weakened. Instead of
- the current situation, in which CEPA apphes to a product if a regulation requiring -

notification and assessment of potentral toxicity has not been made under ‘another Act,.

CEPA would only apply where there is no Qotentral to make a regulatton related to - - |
. blotechnology under another Act o o .

Thrs proposal cannot be supported lnstead in a manner oonsnstent wrth the intent':ﬁ .

of the Standing Committee’s recommendations, it is proposed that a new brotechnology R
part be established under CEPA, which would appty to all products of blotechnology S

. which may enter.the environment, including those currently proposed to regulated under. E

,other statutes, such as the Seeds Act, Pest Control Products Act Fertrlrzers Act and, Plant Lo




Protection Act. This new biotechnology part would establlsh assessment procedures and
criteria for all products of biotechnology, and provide for public partrcnpataon in deC|S|on-
makmg regardlng blotechnology products

.. THE FRAMEWORK OF THEGOVERNMENT RESPONSE
1)  The Protection of Public Health and The Environment vs. 'Competltiveness

. The Government Response to the Standing Commlttee ] recommendatlons on the
regulation of biotechnology products-is-confusing and disturbing. On the one hand it -

. states that "All Canadians have the right to a clean and safe environment, in order to

protect their health."”* On the other, it states that rules and regufations exist "to ensure
a level playing fi eld for busnness“ and to "assure that our markets are competrtrve ’

: 'indeed, lf the report of the Standlng Commrttee was "About Our Health“ the :
Government response. seems in places more concerned about the health of
‘biotechnology companies. The protectlon of public heaith and environmental protection
appear to be secondary considerations. It is difficult to see how Canada will be able to
~ fulfil its commitments under the United Nations Convention on Blolog/cal Diversity, soon
to.be headquartered in Montreal, if the government’s position on blotechnology and-
enwronmental protectlon remalns as artlculated in the government response

. Rather than proposnng standards whlch wnll permrt the regulatlon of novel nsky
unpredictable and untested processes and products of blotechnology, in its response
the government states that it:

"wants to ensure that we have a regulatory regrme in place Wthh promotes
innovation, encourages investment in biotechnology, supports technolOQy
transfer and places Canadlans ata competltlve advantage

To achieve thls the Government recognlzes that CEPA must be amended to allow for - ,A
-the promotron of blotechnology asa green" technology W Lo S

.7 The government’s emphasrs on "cost-effectlveness" and envrronmental protectlon '
at least cost' further indicates its willingness place ecoriomic considerations ahead of the:

'-..protectron of human health and the environment. “Cost" is a highly subjectrve term, its -

. meaning dependent on the outlook and commitment of those using it. The protection of
- the environmental and publlc health must notbe contlngent on rts not belng an excessrve B
. costto busrness ‘ S ‘ : - : A : R

The govemment backs rts argument for maklng envrrohmental protectlon
condmonal on "cost-eﬁectlveness" by refernng to "drmlnlshing government resources"




However, funds are apparently available to subsidize the biotechnology industry through
~ such programs as the $50 million Industrial Research Assistance Program (IRAP) of the
National Research Councrl and the $29 million a!locatlon for the National Brotechnology A
Strategy

|

Recommendatron

1) . The protection of human health safety and the environment should be the
overriding priorities in the regulatron of biotechnology by the government of
J e Canada

2) The Stated Goals of Government Pohcy Regardmg Envtronmental Protection
' and CEPA s : ‘ ‘

‘The government states its objectrves in the executive summary of Chapter One of .-
_rts response to the Standrng Commrttee S report ' , :

"Our goal is that a.renewed CEPA would contribute to the goal of S
- sustainable development through pollution prevention, and establish
pollution prevention as the priority approach for environmental protection; ;
. use the ecosystem approach; contribute to meeting Canada’s’ obligations

" under the international Convention on Biological Diversity; affirm that
‘science is an integral part of decision-making; use the precautionary
principle; apply the concept of user/producer responsibility; [and then...] -
acknowledge the mterrelatxonshtp of economic and environmental .
-principles...”® ~ :

= Chapter Two states that these goats are to be achreved "at the lowest possble

cost to all Canadrans |nclud|ng Canadran busrnesses“ S A
Chapter Three on the role of public parﬁcrpatlon in CEPA. cal!s for prowdrng»

Canadians with "bstter. access to information and better. legislative- means to take action -

against polluters,” including the right to sue if the government does not take action. Itis. - ‘

notable that the government calls for public action only after the fact. Despite the -rhetoric - .

< about prevention, there is'-no mention of -any democratic pamcipatron in the. . “

"decrsron-maklng process pubhc or. pnvate concernlng actrvrttes that mlght Iead to '; :

o pollutron

: : The summary of Chapter Seven on brotechnology explrcrt!y states that CEPA L
‘ should address the products" of brotechnology. calllng for S




"a strong federal presence to ensure the safe and eﬁectrve use of products

of biotechnology and to maintain their economic potential. “CEPA would

continue to act as the 'safety net’ for those areas not covered by other
. federal Acts."

There are four crucial pomts |n this vague statement. Awordlng to the govemment
position:

1) CEPA is not to have any role in determmrng the allocation of resources, what kind
of research is undertaken or what products are produced by biotechnology.
- CEPA is to deal only Wl‘lh the consequences of what rndustry chooses to put on

the market ‘ :

2) CEPA is to deal only wrth ‘the products of blotechnology and not mth ﬁte
oo processes of blotechnology. L

3) 'CEPA isto balance off any question of the safety of the products of brotechnology
o wnth their economic potentlal and L _ A |

4)  CEPAisonlyto provnde minimum standards and to cover only what is not already
- covered, [however- inadequately] ‘under existing acts. [or it must ‘be added
~ ministerial jurisdictions where there are no Acts). .

In order to fuly understand the governments suggested approach o
‘ brotechnology, one must first look at what it refers to as the "guiiding principles for an .

effective CEPA". The first of these principles is not environmental protection, but -

economic growth in the name of “sustainable development®.: The second principle is that
. CEPA "contnbute to the goal of sustainable development through pollubon preventlon

" The document as a whole appears to deﬁne "poliution” in. a narmrow sense, as
contamination of the environment by inert toxic (chemical) substances. *There is no
recognition that the environment could be also be polluted, that is, be degraded or’
become toxic and disease- or ill health-causing, as a result of the deliberate or accidental -
. release of the products of biotechnology, such as genetically modified organisms. Such

, organrsms “could well be, unexpectedly capable of destroying plant.or animal food
sources |n addmon to belng dlrectly harmful to humans and the enwronment S

..' . . © e L, o r‘

. '3} - Envrronmental Problems with Appllcatlons of Blotechnology ~€“f e

The specrﬁc envnronmental rrsks Wthh have been ldentlf ed ln rela’non to -
: blotechnology products mclude o . v

* , the creatlon of new pests such as the escape of a transgenlc salt tolerant noe




~ from cultivated fields into estuaries;

- * the enhancement of the effects of existing pests or creation of new pests through
hybridization or gene transfer to related plants or microorganisms;

* .the enhancement -of the effects of existing pests as a result of the selective
pressures provided by plants modified for pest resistance or intensified pesticide
arising in conjunction with the modification of plants for pesticide resistance;

* infectivity, pathogenrcrty, toxicity or other harm to non-target specres rncludrng
. humans;
*  disruptive effects on biotic communities, resulting in the elrmlnatron of wild or
desirable natural species through competition or interference; -
* adverse effects on ecosystem processes and functions, such as nutnent cychng,
* incomplete degradation of hazardous chemicals by microorganisms employed in

bioremediation, and waste water treatment, leadrng tothe productron of even more
( toxrc by- products _ :

- These specrf ic rrsks sometlmes overshadow the more general rrsk of reducrng
' brologrcal diversity in any given ecosystem Introduced specree may, for example, disturb
~ food-chains or habitats, which in turn will affect biodiversity.' Brotechnology can also’ -

_threaten the biodiversity through its implicit drive to breed uniformity in plants and . -

‘animals, and by - furthering and encouraging monocultures. These - potential
. consequences, and the more subtle and perhaps even far more drastic environmental
destruction that could be caused by slow but persistent genetic changes, induced
“unwittingly in the pursuit of commercial biotechnology products, do not appear to have
" been considered in the governments approach to the regulatron of brotechnology‘
: products , .

R | § also rmportant to note that these envrronmental and health risks are not lrmrted

to the introduction of genetically englneered or modified organisms. Naturally occurring
organisms can behave as "exotic" species when introduced into ecosystems of which
they are not native inhabitants aswell. In addition, the introduction of a naturally cccurring

- species into a natural habitat can have disruptive effects if the species is introduced in

_very high concentrations or quantities. It has also been argued that certain naturally
‘oceurring species of microorganisms that have potentral to be used in broremedratlon' ,
may be opportunistic human pathogens - . -

A dramatrc lllustratlon of the potentlal envrronmental problems assoorated wrth e

' .apprcatrons of biotechnology is currently bemg played out in Australia, where, in the = -
_words of the 1ournal New Scientist, "an experiment rnvoMng the release of a Iethal rabblt Do
" virus on an island off South Australia has- gone dramatrcally wrong. The virus has‘ff-fj""": o

' escaped from a hrgh-secunty quarantlned area and reached the marnland w2

, Australla has been ﬁghtlng to control the European rabbrt ever since - rt was "
: mtroduced into Australiain 1859 to satrsfy the hunting desires of Thomas Austin, Smce

.then it has multrplled out of control and lts Populatlon is now estrmated at 200 to 300




~ million, despite all efforts to contain it

Scientists believed the rabbit calicivirus, first seen in China in 1984, could be used
to control the European rabbit and were conducting experiments under confined
conditions on a small island to see if the virus could spread to domestic or native animals.
When rabbits started dying on the mainland the scientists were surprised, not having any
idea of how it got there. Nevertheless, they thought they could confine the virus to a
- small area until they found rabbits 300 km away also dying from the virus. Withina .
month it was reported that the escape of the deadly virus had wiped out Australia’s rabbit .
industry because no other country would import rabbit meat from Australia, fearing further
’ .spread of the virus. One company alone had been exporting 32 tonnes of rabbit a week

"The next concern to surface was the development of an rmmunrty to the vrrus by
newborn rabbits that are not killed by it.'* Now there is concem at the impact the
sudden death of the rabbits will have on the entire ecosystem of Australra The rabbrt
: calrcrvrrus was not.even a genetrcally modifi ed organrsm :

The potentral rmpacts of other apphcatrons of brotechnology also appear to havel
been underestimated.-Researchers at the Scottish Crop Research Institute have recently
discovered, for example, that "much more pollen escapes from large fields of genetically '
engineered oilseed rape [canola] than was predicted from earlier experiments on smaller
. plots. They also found that escaping polen fertilized plants up to 2.5 km away. "We've
shown that there will be- gene flow further, and rn much larger quantmes than was -

= predrcted n

8 Rrsk Assessment and the Precautronary Prlnclple |

Havrng stated that rt intends to protect the envrronment ona "least cost" basrs the
government states, under the heading *Science and the Precautionary Principle", that'
‘science is an integral part of decision making under CEPA* To say that "science is
an integral part" however, is not the same as saying that the decision making will be .
based on science, and the very next sentence states that "the government is committed

. to_a risk-based approach to decision- -making." A "risk-based" approach is based on . "

“subjective and essentially comparative -analyses and evaluations. Indeed, risk-based - -

- .. approaches to the. evaluation of poten’dal hazards have been strongly criticized .as

© ¢ incorporating value assumptlons |n favour of the use of new technologres such as"_ ‘
' brotechnology ST S : . , :

. The government s proposal also s:gnrﬁcantly distorts the precautronary prrncrple -
. by deﬁnrng it to mean that "where there are threats of serious or jrreversible. damage, lack

. of full screntrﬁc certainty. shall. not be used as a reason for postponing cost-effective =~ -
' measures.to prevent environmental degradation. “'7 This is a deliberate reversal of the .

essentral rntent of the precautronary pnncrple that calls for not proceedrng wrth an achon




or project if there is reason to believe the consequences rnlght be damaging. The
precautionary principle, correctly applied, also shifts the burden of proof from the
potential victim to the advocate of a technology or practice.

The govemment. however, states that "where an activity or substance poses a
serious threat or is likely to pose a serious threat . . . precautionary measures should be
~ taken even in the face of scientific uncertainty."® In other words, once a serious threat
has been established, then, and only then, are some "precautionary measures” to be
taken. Clearly such wording does not shift the burden of proof. On the contrary, it
-implies that as long as some unstated precautlonary measures are taken the project
"~ can proceed :

: it might be possrble to be more sympathetlc to the government s approach were

it not oontlnually stated that environmental protection is to be qualified by extrinsic
~ economic factors, such as stating that environmental protection must be ensured "in the
most efficient way". Here, again, there is a subjective qualification: the measurement of
"efficiency" is entirely contingent on the values and purposes of the accounting process.
Are the environment and human health to be protected or |s thls protectlon entirely -
! contlngent ‘on it not being a busnness cost? , D .

' Recommendatio’ns: -

Precautlonary Pnncrple |

2) | Where there is uncertarnty regardlng the Ilkely envrronmental or health

effects of a biotechnology product, field trials and other activities which may }
result in the product entering the environment should .not be approved. *

Reverse Onus

8)  The onus of proof should be on proponents of b/otechnology products to
. ‘prove that their products are safe and will not harm the environment or .
~ human life or health, rather than on govemments and the publrc to
demonstrate the exrstence of potentral hazards

5) Pollutlon Preventlon and Blotechnology 'Q 3 Sl

- :e;-vl\«, \.

4 The Govemment Response ‘also elaborates on the meanlng of pollutlon
preven’aon saying that the government.wants to shift environmental activities "towards -
avoiding or minimizing the creation of pollutants and wastes rather than trying to manage

- them or clean them up after they have béen created."® This is a commendable position

- dependlng. however on what is deﬁned as pollutants and waste Slnoe the document




speaks of "toxic substances" that can be identified and labelled, it is clear again that the

-government definition of "pollution" does not include the processes and products of
biotechnology. This is an important exclusion, and one in keeping with industry insistence
that there is nothing novel about modern genetic engineering. 1t is also an exclusion that
encourages corporations to shift their emphasns from the production- of chemical
substances to biological products : : :

Unfortunately, it does not recognlze that the processes and products. of
biotechnology might well be causes of pollution themselves. In fact, unfike chemical
poliutants, genetically-engineered life-forms are self-replicating, and able to mutate and
adopt to new environments. In the long-term, the may present a greater danger to the
environment and human health and oonventronal "toxnc" substances '

; 6)‘ The Role of Governments ln the Promotron and Regulation of Bictechno!ogy

A Perhaps the most shocklng aspect of the governments proposed approach
“however, is the role it assigns to the regulatory system. This seems to have little or
nothing to do with public health and envrronmental protection and everything to do with
the promotion of commercial interests. It is not "Canadians" who will gain a "competitive
advantage" from the approach which the government proposes; it is a limited number of -
 business interests, a large percentage of which are subsidiaries of transnational
corporatrons But it is Canaduans whose health and enwronment will be put at rlsk

- in p!ace of a rigorous regulatory regrme deS|gned to ensure that unnecessary nsks

‘are not taken in the name of competrtrveness and progress, or even in the name of .
"sustainable development", what is being offered is a piecemeal compilation of standards -
and programs inherited from a pre- brctechnologlcal age and admrnnstered by a number
of departments engaged in junsdtctlonal conﬂncts -

ln shifting away from- the role of regulator in the public mterest to'the role of
‘businéss promoter, the government is not calling for the enforcement of safety standards -
or the exercise of the precautionary principle, but for a policy of caveat emptor buyer _
j beware Such an. approach is likely fo be unaoceptable to Canadtans - ’

The potentral for adverse enwronmental and health effects arising. from the .

manufacturing and use of products of brotechnology have been widely recognized within

the scientific communrty The government's unwrllrngness to acknowledge the potentral ‘
to cause harm of biotechnology products. plaoes the health, safety, and environment of " "

 Canadians as risk. In the resutts of public opinion reseafch indicated that Canadians have .
place a much greater emphasns on the role of governments in the protection of health, o
safety and the environment in relation to biotechnology products. than on the promotlon '

of the industry (See Table 1).2 The protection’ of human health and safety, and of :

--environment ‘of ‘Canadians should be the overriding” concem of the government of‘,‘ :
: Canada in the regulatnon of products of blotechnology CLoImA .

" ) - R Y - D - ..
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TABLE 1'

Table 14: LEVEL OF AGREEMENT WITH STATEMENTS
REGARDING GOVERNMENT’S ROLE IN BIOTECHNOLOGY

Agree Neutral - Disagree.
9.’._"‘%;4_',5'
Protect the safety of workers in brotech rndustna o ‘Sf . - -8 L .S
'Detcnmnc the safety of biotech products .‘ R A 8-,‘ B | ‘. 4
Exforce regulatnons on actmtics in blotech o A. 84 . .' " ) .10. | | -5
Consult the pubhc on regulalmg biotech products | S
and uses . - . . .. - 81 13 - " s
|, Conduct a.pubhc mformauon campmgn about o | .A | ‘ ,‘ -
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. THE EXISTING CEPA BIOTECHNOLOGY PROVISIONS

" CEPA current only makes reference to biotechnology products in its definitions
section and section 32, which provides authority to make a notification regulation for

_products of biotechnology. In effect, biotechnology products are treated as a category
of new substances for the purposes of Part li of the CEPA. Section 26 of CEPA Part I,

requires that notice be given to Environment Canada and Health Canada prior to the
import, manufacture or sale of a new substance, and that it be assessed for whether the
substance is capable for becomtng "oxic," as defined for the purposes of CEPA”

A Conditions or prohtbmons on the import, manufacture use or sale of a new -
substance may be imposed by the Ministers of Environment and of Health on substances

" "suspected of being toxic," atthough prohtbmons on manufactunng or importation are
limited to not more than two years. 2 If a new substance is found to be "oxic” for the

purposes of CEPA, its import, manufacture use, or sate may be regulated or prohlbtted,
through sectton 34 of the Act ‘

One of the most tmportant aspects of the extstnng strUcture of CEPA is. that it
provrdes that -all new substances are subject to pre-manufacturing, import or sale
notification and assessment of "oxicity." New substanceés, including all products of
biotechnology, can only be exempted from the requirements of CEPA in this regard if
they .are regulated under another act of Parliament that provides for notice to be given -
prior to their manufacture; import or sale, and for-an assessment of whether they are
"“oxic" as defined by CEPA.® In effect, CEPA is intended to ensure that all substances.
new to Canada, inclu ing products of biotechnology, are subject to notification -and

- assessment requirements, and that acommon minlmum standard of assessment is used '

in all assessments

W WEAKN.E?SSES‘IN THE EXISTING eloTEcHNOLoG? PROVISIONS OF CEPA .

N 4

The Standing Commlttee s recommendatron that new btotechnology part be added -
to CEPA was based on a number of cons:deratrons These mcluded the foltowng

' Substances

1) The Treatment of Btotechnology Products as a Ad]unct to Chemisal New."}-__-

CEPA currently deal wuth products of btotechnology as an add-on to the Act’

'provnsnons regarding. chemical new substances. This approach fails to recognlze the -

special environmental and human health risks- posed by bnotechnology products, which -

. distinguish them from traditional chemtcal substances Two malor areas ofooncern have ~ f‘ )

been tdentnf ed |n thls regard




(@)  Many biotechnology products include life-forms which are self-repficating. Once

" released into the environment, they can reproduce, spread and mutate and

transfer genetic material. The control of biotechnology products, and their genetic
material, once in the environment, will therefore be difficult, if not impossible.

(b) The technologies employed in the development of many new biotechnology -

products have only emerged over the past twenty years (especially recombinant

DNA and cell fusion technologies). The evaluation of such products for potential

environmental damage is surrounded by a great deal of uncertainty. Indeed, the

scientific literature reflects wide concerns regarding the lack of adequate
methodologies and data to properly assess the envnronmental and health effects

~ of the products of brotechnology A .-

These i issues need to be recognrzed and addressed in'the government s approach to the o
‘ regulatron of brotechnology under CEPA : . :
2) Biotechnology and the CEPA ‘Toxlc Test

The "toxicity" test forms the basrs for CEPA’s regulation of new substances. ‘New

¥ substances must be found "toxic" under the definition employed by CEPAi in order tobe " -

regulated under the Act. - A number of problems have been identified with the definition
~and apphcatron of the concept of "toxrolty” under CEPA in relation to’ chemrcal
_substances : - : '

- Specifi cally wrth respect to products of blotechnology. the "toxrcrcy" standard whrch
is rooted in chemical toxicology, provides too narrow an evaluative structure in relation
to the potential scope of the effects of the use of biotechnology products. it also may be-
an excessively stringent test in relation to the level of uncertarnty regarding the

_environmental and health effects of biotechnology products. This is especially true with
respect to the potential long-term, indirect and cumulative environmental and health risks -
" associated with- brotechnology products such as rmpacts on brodrversrty R

The need to. determine that a substance is “toxro“ pnor to rts regulatnon under_ _
CEPA is related to particular constitutional concerns regarding the estabishment of the .
jurisdiction of Parliament to regulate toxic chemicals. However, a strong ¢ase can be’

-made that products of biotechnology constitufe a unique and bounded subject of national " :
concern, which ¢annot be dealt with eﬁectrvely by the provinces achng individually or -

- collectlvely Consequently Parliament may ‘have the ‘constitutional” authority regulate"“

. biotechnology products through its power to legrslate of the Peace, ‘Order and Good. "
- Government of Canada, without having:to estabhsh that they are "oxic" for the purposes‘r R

- . of CEPA. Federal jurisdiction over Agriculture,?® Flshenes ~Trade and Commerce,® -
. and- Criminal ‘Law _in relation to public’ health | provide, additional, bases- for the;.}

. - establnshment of federal regulatory authonty over blotechno!ogy products.‘ S




3). Pubhc Particlpation in Declslon Maklng

The exrstrng provisions of CEPA regarding the notification and assessmem of new
substances, including products of biotechnology, make virtually no provision for public
participation in decision-making. No notice is provided to the public when new -
substances enter the assessment process, or when field trials of néw substances,
including products of biotechnology, are-conducted. Furthermore, there are no routes of
appeal when a substance is added to the Domestic Substances List, when information
requirements are waived, when conditions on substances “suspected of toxicity" are
- varied or rescinded, or when a field test of a new substance is approved. Public access
to information regarding new substances mcludrng products of brotechnology is also
extreme!y limited. : . : .

4) ‘Rfegulation of B.iotechnolo’gy Producis' not Regulated Zthrough"CEPAl '

.~ The problems related to the adequacy of.the legislative . framework for
buotechnology products are not limited to CEPA. There are also continuing concemns over -
the scope of the legislative authority regarding environmental and human- health
evaluations of biotechnology products provided by the statutes under which Agriculture
and Agri-Food Canada and other departments currently. propose to regulate

. biotechnology products, using the CEPA section 26(3)(a) exemptlon through equivalent
- notification and -assessment process mechanism. CEPA is presently the only federal .

regulatory statute: which eXchrtIy estabhshes regulatory authorrty in relatron to~
brotechnology products S S

ln addmon many of the statu’tes under which it is proposed that btotechnology a
products be regulated contain no clear Ieg:slatrve authority for the evaluation of regulated
products from an environmental or human health perspective. This is particularly true with :
respect to a number of the key agricultural statutes including the Seeds Act, the Fertilizers

Act, and the Feeds Act. Indeed, an examination of the legislative record in relation to = .
these statutes indicates that they were drafted primarily for the purpose of the prevention - -

- of fraud, and no réference was made to the conduct of evaluatlons for the purpose of the_f
, protectlon of the envrronment or. human health‘” " R

This srtuatlon leaves srgnrﬁcant portrons of the government’s proposed reguiatory'

franﬁework vulnerable to legal challenge, At best, the proposal to establish regulations for™ - :

the environmental and human health assessment of biotechnology - products under

statutes which make no reference to biotechnology, and which provide no explicit . .. o

authority for such"evaluations amounts to a_form of legrslatrve amendment’ ﬂwrough" :
regulation. This practroe has been strongty criticized -on’ numerous occasrons by s
Parhamentary Commrttees, B and by Iegal and constrtutlonal scholars TR




“There are also a number of additional ga'ps'in the legislative authority provided by
such statutes as the Seeds Act, the Fertilizers Act and the Feeds Act. These include: -

* the absence of provisions establishing legislative authority for the evaluation of
biotechnology products in terms of their likely impacts on biodiversity, or the
regulation of the transboundary movement of biotechnology products, despite the
likely establishment of such requirements through the proposed Brod/versrty

. Conventron Biosatety Protocol; :

* the absence of any provxsrons regarding public panicipation in decision-making,
such as notice and comment provisions regarding ma;or decrsrons or pubhc
. access to rnformatron regarding new products

*  the absence of provrs:ons establrshrng or desrgnatrng appellate bodies for appeals
~ of decisions made under these Acts, or regarding standing in, or outhnrng‘ :
: procedures for, such appeals; .

"f "the absence of any provrsnons regardrng cnvrl Ilabrlrty for harm to the envrronment
' or human heatth by regulated products and =

* weak enforcement and penarty structures in compar;son to CEPA.

Beyond these !egal issues, consideration must be grven to the multiple roles being
~ played by Agriculture Canada in relation to agricultural biotechnology. The Department -
has acted -simultaneously as the lead creator, tester, promoter and regulator. of
agricuitural biotechnology products in Canada. The conflicts of interest inherent i in these
promotronal and regulatory funcnons must be recognlzed and addressed '

V. THE STANDING COMMITTEE'S RECOMMENDATEONS REGARDING‘
PRODUCTS OF BIOTECHNOLOGY

_ ln its report ‘the Standmg Commrttee reoommended that CEPA be amended to"
mctude a new part to deal specifically with products of brotechnotogy This Part was to-
" include minimum notffication and assessment standards for-all products of biotechnology:; -
" reléased into the environment, including those regulated under other Acts. Other- federat
statutes should only prevail over CEPA In regard t6 the assessment of the. envuronmentai
- impact assessment of brotechnology products, i “their notification, _assessme” and
. regulatory” standards -are ‘at least equivalent. to those - prescnbed in CEPAS
* Committee also recommended that CEPA be amended to require the Govemor-m-Coun T
to publish a list of statutes considered to be at léast equrva!ent to CEPA wrth respect to B
- their assessment processes for products of blotechnotogy o o T




VI. THE GOVERNMENT’S RESPONSE TO THE STANDING COMMITTEE'S
PROPOSALS

" The government’s proposal regarding the regulation of biotechnology products
under CEPA represents the most serious retrenchment contained in the government’s -
response to the Standing Committee’s report. It has the potential to endanger the health,
safety and environment of Canadians by eliminating the minimum pre-manufacturing or
importation environmental and health evaluation requirements for products of
biotechnology currently provided by CEPA. In effect, the government is proposing to
create a new biotechnology part for CEPA, but its primary. purpose would be to exempt
products of biotechnology from the Act’s provrsrons Specific comments on the .
government s proposals are as foilows » .

1) 74 Definition of Biotechndogy
' The government proposes to retain the current deﬁnrtnon of- brotechnoiogy v'

contained in CEPA. The current definition of brotechnoiogy contarned in CEPA is
adequate and should be retarned S AT

Recommendation

-

14

'4) : The current defrnrtron of brotechnology conta/ned in CEPA should be
retarned o .

- 2) 7 2,7.3, and 7.4 Separate Part for Live or Animate Products of Brotechnclogyl .

| “In these paragraphs the government proposed to establrsh a new brotechnoiogy~ .'

part of CEPA to appiy to Irvrng products of brotechnoiogy ,
' l) : , Scope of the Proposed Biotechnology Part

The CEPA brotechnoiogy part should be tocussed on products of biotechnology

- which may-enter the environment. In general ft'should not apply to medical applications : S g
.~ of biotechnology (i.e. diagnostic tools) except, where these applications may havean- - - .
- impact on the environment or human health beyond the mdrvrduais to who have provrded, S

"

o . therr tnformed oonsent to the appircatron of the product.




Recommendatlon'

5) The proposed CEPA biotechnology part should apply to all products of .
blotechnology which may enter the enwronment

)] 7.3 Structure of the Proposed Blotechnology Part

The government proposes to use the existing CEPA section 11 criteria for "toxicity*
and Canada’s international commitments under the United Nations Convention on the_
Conservation of Biological Diversity to establish evaluative criteria for blotechnologyv

: products under the proposed CEPA bnotechnoiogy Part. :

"~ As'noted earlier, the CEPA sectnon 11 “toxucnty" concept may not capture the full . -
range of potential hurhan health and environmental effects of biotechnology products. The
potential indirect and long-term cumulative environmental ‘and “health impacts of -
commercial scale uses of products of bnotechnology must be considered. Particular
attention should be given to the full range of impacts -of the pest control and other
. "systems" of which biotechnology products are sometime integral parts. This must
necessarily include an evaluation of the purposes .of products thenr efﬁcacy. and the
.avarlabmty of potentlally less harmful attematlves




*

Recommendation:

6) The evaluatrve cntena estabhshed by the CEPA b/otechnology Pa/t should
include:

potential immediate or long-term, direct or indirect, harmful effects on
human life or health, including cumulat/ve lmpacts and the effects of
occupational exposure; :

potential inmediate or long-term, dlrect or :nd:rect, hannful eﬁ‘ects on
the environment, including cumulative impacts; .

‘potential immediate or long-term, direct or mdlrect, harmful eﬂ‘ects on

biological diversity, including cumulative impacts;

 the availability and likely effectiveness of monitoring comroi waste

treatment and emergency response plans with respect the product
the potential effect/veness of the product for its Intended purpose

-and
~ the avallablllty of alternatlve means of achlewng the products :

purpose which may present lower potent/al for harm to the

- environment and human health

" The. governments proposals make. no prOV|SIOﬁS for pubhc pamcnpatlon m
dec;smn maklng regardnng products of b|otechnology ‘ ,




Recommendation:

7) | The new CEPA Biotechnology Part should make the following p'royislons for
public participation in decision-making regarding biotechnology: -

i) Public Notice:

(a)  notification, in the Canada.Gazette and/or on the proposed
- public registry, when applications for.the approval of the
manufacture, use, import or export of new biotechnology
products, or products containing new biotechnology’ product's
are made, , followed by a public comment perlod of not less .
than ninety days . :

() notmoatron in the Canada Gazeﬂe and/or on the proposed public
- registry, of the Ministers’ decisions to approve, approve with .
conditions or prohibit, the import, manufacture, use, sale, export or
discharge into the environment of biotechnology products, followed -
by a public comment period of not less than thirty days for decisions
to approve or approve with conditions the import, manufacture, sale,
export; or discharge into the environment of bioteohnolOgy products.

(c) notification, in the Canada Gazette and/or on the prOposed public
- registry, of ministerial intentions to vary or rescind conditions or
prohibitions imposed on the use, import, manufacturing, sale, export -
‘or discharge into the environment of biotechnology products,
followed by a publlc comment penod of not less than mnety days

_(d). notlfroatron in newspapers of general circulation in vicinity of the test
and on the proposed public registry, of proposals for fi eld tests of
products of biotechnology. Direct notification of the owners and -
occupiers of lands adjacent to the test site should also be requrred L
A comment period of not less-than sixty. days should follow notrce of N
a proposed field test . s




ii) Notices of Objection o
Members of the public should be permitted to file notrces of
ob/ect/ons under the following circumstances:

(a) followrng public notice of the M/n/sters decisions to approve,
approve with conditions or prohibit, the import, manufacture; use,
sale, export or d/scharge mto the environment broteohnology
products , ,

“(b) _ following public notice of the Mrmsters mtentton to vary or rescind .

"~ conditions or prohibitions imposed on the use, import, manufacturing;
sale, export or discharge into the envrronment ofa b/otechnology
product; - :

(c) following publrc not;ce of proposals for freld tests of products of
: -.b/otechnology : Ce - :

Boards of Rewew should be requrred to be establrshed unless the request
is frivolous or vexatious, approvals should be suspended until any notice of
objection is resolved, and intervenor fundmg should be prowded for bona
fide public interest mtervenors - : S

iir) A'ccess to Inforrnat/on,

 The public should be provided to the information submitted in‘response o
_the to the information requirements regarding new blotechnology products
: m a manner cons:stent with the fo/lowrng pr/ncrp/es :

% the deflmtlon of what can be kept conf/dent/al be narrowed to rnclude |
- -only "trade secrets : o

o : he clarmant for conﬂdent;alrty be requrred to prowde suppomve
ewdence of confrdentlalrty when makrng a cla/m '

- 'requests for confi dent/ahty on the ldentrt/es of substances wh/ch erI 1.
, _..or may, enter the enwronment not be pemtftted e

* requests for confldentrahty should not be perrmtted regardmg o
" information on toxrcology, ecologrcal effects, eprdem/ology or health | B
and safety studles and e L

* there be a pubhc appeal process regardmg detenmnabons that 3 ; 1

information is confrdent/al




) benchmark standard of assessment for products of biotechnology regulated under other-.

I v Biotechnology Release Database

The brotechnology part of CEPA should also prowde for the estebllshment of
a data-base on the environmental release of all biotechnology products in
Canada. Such a data base would be of assistance to governments,
researchers, and other members of the public in assessing the overall use
and effects of biotechnology products released into the Canadian '
‘environment. All environmental releases should be required to be entered

" into the data base, and members of the publfc should have direct access to

| the data base. . : .

iii) '74 Appllcatron of the new CEPA Blotechnology Part

1he current CEPA provnsrons require that aII products of brotechnology be ..
regulated either under CEPA or another Act of Parliament which provides for pre- -
manufacturing or import notification and an assessment of potential “toxucrty The -
government s proposal would weaken this standard in three ways. L

: " First, the government'’s proposal states that the new CEPA part would not appty '
to products of biotechnology that may be regulated under other Acts of Parllament. This
means that products would be exempted from the CEPA requlrements on the basis of
a potential to be regulated under another Act, and not the actual existence of notification
and assessment regulatrons equivalent to those made under CEPA, as is presently the =
case. In practice, this provision would mean that it would be unlikely that the new CEPA -
biotechnology part would actually apply to any products of biotechnology, including those
currently expected to be regulated under the proposed the CEPA New Substances
Notification Regulation Part lll - Biotechnology Products, such-as microorganisms used .
"|n broremedlatron mlnlng, waste water treatment and other appllcatrons ‘

Secondly, the government S proposal suggests that there may be "crrcumstances
where (notification and assessment) regulations are not required” for biotechnology -
~products, This means that there may be categories of products of blotechnology WhICh o

are left unregulated from an enwronmental and human health perspectxve 2 o

Thlrd under the government's :proposal.;- CEPA would :no longer Provrde A

Acts of Parliament. Different standards of notification and assessment would. apply tof;;;i; o
different products of blotechnology dependmg upon under which other Act of Parliament™ = -
they fall. Any consistency in notification and assessment processes for blotechnologyif )
’ products in Canada would be lost ' AN T ‘

The government’s proposal is clearly a major step backwards from the exrstlng :




provisions of CEPA. It is a dlstomon of the intent of the Standlng Committee's
recommendation, which has the potential to endanger the lives, health and environment
of Canadians and to undermine any consistency in the regulation of products of
brotec‘hnology in Canada it must be re;ected for these reasons.

: Furthermore conﬁrcts of mterests mherent in the promotron and regulatnon of
biotechnology by Agriculture and Agri-Food Canada in relation to agricultural
biotechnology must be recognized. The past 30 years provide numerous examples of
the consequences of giving the same government agency responsibility for -
simultaneously regulating and promoting an industry. The role of the Federal Department
of Fisheries and Oceans in the destruction of the East Coast groundfish ﬁshery in Atlantic
‘ Canada provides an obvnous illustration these perils.® _ .

it was these kinds of consrderatrons that lead t0 government transfer responsrbrlrty'
~ for the regulation of agricultural pesticides from Agriculture Canada to Health Canada last .
- year. Over the years, Agriculture Canada's active promotion of the use of pesticides in
agncutture undermined its credrblhty as an evaluator and regulator of therr health, safety

, and envnronmental |mpacts : . A

The same logic must be apphed to the situation regardlng agncultural |
biotechnology products. Agriculture Canada cannot simultaneously ‘play the role of
.promoter and regulator of genetically altered plants, microorganisms  and animals.

Regulatory responsibilities regarding biotechnology products must be transferred to non- - -
. promotional agencies of the government if the heaith safety and enwronment of

. Canadians s to be protected. .

]

Recommendatron

- 18 The new blotechnology part for CEPA should apply to all products of -
¥ - biotechnology which may enter the environment, without exception, .
" including those currently proposed to be regulated under other Acts of -
‘Parliament, such as the Seeds Act, Pest Control Products Act, Fertilizers =~
- Act, and Feeds Act. The new CEPA brotechnology, and regulatlons made
| ... . under it, should be adm/nlstered by Enwronment Canada and Health B
I ,Canada o ST - B LTIt




3) 7. 5 Cost Recover\r and the lssuing of Permlts

The government's proposals on this issue address two distinct issues. The first is
to establish authority for setting fees for services provided to Canadians in relation to
CEPA regarding biotechnology products, such as the conduct of notification and
assessment procedures, the issuing of permits, and the monitoring of the environmental
and health effects of activities authorized under permits. These proposals deserve strong
support. They are consistent with the polluter pays principle, and provide a means of
ensuring that Environment Canada and Health Canada’s capacity to assess and oversee
the importation, ‘manufacturing, test}ng, sale and use of brotechnology products m‘
Canada is maintained. - o

. * Recommendatlon )
9) The new CEPA brotechnology part should include authonty for the
" imposition of a full-cost-recovery, user-pay system for the processing of
notification ahd assessment information, the approval and monitoring of
field trials of products on biotechnology, and monitoring related to .
~ conditions imposed on the impon, manufacture use, sale or export or
‘ products of b/otechnoIOQy ‘ : :

, The government ajso proposes to establrsh clear authorrty for the |ssurng of .
permits relative to the importation; testing, manufacturing or use of bnotechnology‘ :
products that are regulated under CEPA. This proposal appears to be consistent with.
the Canadian Institute for Environmental Law -and .Policy’s recommendation to the .
Standing Committee that the process for granting approvals for field trials, and the |mport ‘
sale, manufacturing or use of products of biotechnology be clarified. 4 Implicit in this
proposal is a separation of federal regulatory authorrty over broteohnology products from A
a ﬁndrng of "toxrcrty" under CEPA 4 . ,




Recommendation:

10)  The CEPA biotechnology part should establish clear authority for the issuing
of permits relative to the importation, testing, manufacturing or use of
biotechnology products that are regulated under CEPA. This authority
should include the capacity to: .

¥ approve the testing, manufacture, use, processing, release or
discharge into the environment, sale, offering for sale, import.or
export the new biotechnology product and products contarnrng the
.o hew brotechnology product without conditions:
* approve the testing, manufacture, use, processing, release or
discharge into the environment, sale, offering for sale, import or
" export of the new. biotechnology product and products containing the
new. brotechnology product subject to any conditlons which the
" minister chooses to impose; or IR
*  impose atotal, partial, or condmonal prohlbmon on the testlng, B
. manufacture, use, processing, release or discharge into the -
environment, .sale, offering for sale, import or export of the .
biotechnology product or a product containing the new.
b/otechnology product. - :

a) :»76 k Intern.atiohal Commttments

The government proposes to provrde au'thonty to make regulations necessary to '
implement agreements made under international protocols ‘and conventions, where
regulations do not exist under other federal Act. The limited focus. of the discussion of this .- .
matter to "transboundary movements of live: products of biotechnology* which "could have
an adverse effect on.biological diversity," is drsapporntrng The provisions of the -

‘Convention on Biological Diversity tlearly give rise to a much wider range of issues =

- related to biotechnology and biodiversity; and the precise scope ofthe proposed Protoool o
..on Brosafety under the Conventron is yet to be determrned N

Notwrthstandlng these hmrtatrons authority tormplement rnternatronalcommrtments o

i in relation to products ‘of biotechnology which may enter the “environment should be -
~ 'provrded through CEPA. As Environment Canada and Health Canada would be lead . .
agencies responsible for the environmental and health regulation of biotechnology .- - -

- . products, the CEPA brotechnology part should be the govemment's pnmary vehrcle for - "
the rmplementatron of such oommrtments e :




Recommendatlon

11)  The CEPA brotechnology part should prowde authonty to make regulat/ons ’
to lmplement international agreements regard/ng b/otechnology to Wthh
Canada is a Party.

- §) 7.7 Application to Pollution Prevention

The government proposes to -provide authority in CEPA to set criteria for the
effective and safe use of live products of biotechnology in pofiution prevention where - .
regulatory authority does not exist under other federal Acts. The rationale for this
. provision is unclear, as the necessary authority to deal with such products would be
. provided elsewhere in the proposed CEPA hiotechnology part. As noted earlier, there are

serious concerns regardlng the portrayal of blotechnology asan enwronmentally frrendly“ :
technology S o

-

6) 7.8 Agreements to Develop’,i Gaihér, and Share Data on._Biotechnology

The  government proposes to provide authority in a renewed CEPA for the
Mlnlsters of the Environment and of Health to enter. into bilateral, multilateral and
" intérnational agreements to develop, gather and share dataon biotechnology ThlS seems
-a useful and necessary provrsron o : :

Reccmmendation'

12) CEPA should be amena’ed fo prowde the Mrmsters of the Envrronment and
- of Health the authority to enter into bilateral, multilateral and international
. agreements to develop, gather and share data: on biotechnology. -

e concn.usrous

L The government’s proposal for a new blotechnology part. for» CEPA would :
s:gmf cantly weaken the provisions of the existing Act as they apply to blotechnology The =&~
minimum 'standards-for notification and assessment of toxicrty for-all products of i -

o biotechnology currently provided for by CEPA would be eliminated. The applcatlon ofthe .

proposed CEPA bictechnology part would also be much narrower than is currently the

case. In effect, the government is proposing a biotechnology part which. woild be unlikely ' S
to actually apply to any products of blotechnology, and would not set a standard ofi




assessment for envnronmental and human heatth evaluatrons of bnotechnology products
under other Acts. :

" This proposal is inconsistent with the intent of the Standing Committee’s

.recommendations regarding the regulation of biotechnology under CEPA, and could -

potentially endanger the health, safety and environment of Canadrans Consequentty the
government’s proposal cannot be supported. :

As an atternative, it is proposed that. consistent with the intent of the Standing

- Committee’s recommendations on the regulation of biotechnology products under CEPA,
the a new brotechnology part be establlshed under the Act. The new CEPA broteohnology

‘part would

*

apply to all products of broteohnology whrch may enter the envrronment rnctudrng

those which the government currently proposes to regulate under other Acts such

as the Seeds Act, the Pest Control Products Act, and the Femlrzers ‘Act.

- establish requrrements for the assessment of brotechnology products in- terms of<
their:

* .potentral rmmedrate or long-term drrect or rndrrect effects on human life and |
health, the environment, and modrversrty

e potentral éffectiveness of the products for their intended purposes; and
"*  the availability of alternative means of achieving products purposes which .~
may present Iower potentral for harm to the envrronment and ‘human heatth , f

'provnde for public partrcrpatron in- decrsron makrng regardrng broteohnology,'

products including:
public notice of major deorsnons regardmg blotechnology products

kS ~ public notice of proposed field tests of biotechnology products; - :
e opportunities to appeal government decisions regarding’ brotechnology }

~ products, including the approval of field tests; and
*  enhanced access to rnformatron regardlng produots of blotechnology.

. | provide authorrty to tmp]ement rnternatronal enwronmental agreements regardrng' o
- products of blotechnology, . : S =

A ,,'provrde for the estabhshment of a database of envrronmental releases of products _
. of brotechnology in Canada. and : : RES . P

_provnde for- estabhshment of a, fun-cost recovery,_user-pay system tor thei
- ‘processing. of notification “and ‘assessment information; "the approval ‘and" - -

monitoring of field trials of products on. brotechnology, and monitoring related to -

conditions imposed on the |mport manufacture use, sale or export of products,. L
) 'ofbrotechnology : , Lo R o




: This proposal for the establishment of a separate biotechnology part of CEPA is

‘intended to provide the ‘basis of a regulatory structure for biotechnology products which
* would ensure the protection of environmental integrity and human health, and strengthen
public confidence in the government of Canada valuative and regulatory processes for
these products. S : . .

s
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2)
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?5) |

T ‘A , partrcrpatron rn decrsron-makrng regard/ng products of brotechnology

SUMMARY OF RECOMMENDATIONS -

The protectron of human health, safety and the environment should be the ‘
overriding priorities in- the regulatron of biotechnology by the govemment of

Canada.

, Where there is unCenainty regarding the likely environmental cr health effects of -

a biotechnology product, field trials and other.activities which may result /n the

product entering the enwronment should not be approved

The onus of proof should be on proponents of bioteohnology products to prove
that their products are safe and will not harm the environment or human life or -
heatth, rather than on govemments and the public to demonstrate the existence

of potentral hazards

The current defmmon of b/otechnology conta/ned in CEPA should be reterned

The proposed CEPA blotechnology part should apply to all products of

, b/otechnology Wthh may enter the enwronment

- The evaluat/ve criteria establzshed by the CEPA b/otechnology Part should rnolude

* - potentral lmmedrate or Iong term direct or /ndrrect, harmful eﬂ‘ects oni -

human life or health, including. cumu/at/ve rmpacts and the eﬂects of - |

occupational exposure; -

* potential immediate or.long-term, dlrect or lnd/rect, harmful effects on the o

environment, including cumulative impacts;

- potential immediate or long-term, direct or indirect, harmful effects on .

biological diversity, including cumulative rmpacts

*°  the availability and likely effectiveness of monrtonng control waste .

treatment and emergency response plans with respect the product;

% the potential effectiveness of the product for its intended purpose; and
~* - the availability of altemative means of achieving the product's purpose -

" which may present Iower potent/al for harm to the enwronment and human - -
: health SR : . o

The new CEPA Biotechnology Part should make the followrng provrsrons tor publlc o |

) Publrc Notrce

- 5(a)_~ notlﬂcatron in the Canada Gazefte andjor-on the proposed publrc

" registry; when applications for the approval of the manufacture, use,
rmport or export of new brotechnology products or products




contarnrng new biotechnology products are made, , followed by a
public comment pencd of not less than ninety days;

(b) notrfrcatron in the Canada Gazette and/or on the proposed public regrstry,
of the Ministers’ decisions to approve, approve with conditions or prohibit,
the import, manufacture, use, sale, export or discharge into the environment -
of biotechnology products, followed by a public comment period of not less
than thirty days for decisions to approve-or approve with conditions the
import, manufacture, sale, export, or drscharge into the environment of
brotechnology products : _

(c) notification, m the Canada Gazette and/or on the proposed pubhc registry,

' of ministerial ‘intentions to vary or rescind conditions. or prohibitions
imposed on the use, import, manufacturing, sale, export or discharge into -
the environment of biotechnology products, followed by a publrc comment

- period of not less than nrnety days ' .

(@ - notification, in newspapers of general circulation in vicinity of the test and

- on the proposed public registry, of proposals for field tests of products of
biotechnology. Direct notification of the owners and occupiers of lands
adjacent to the test site should also be required. A comment period of not
less than sixty days should follow notice of a proposed f eld test.

i) Notrces of Ob/ectron

Members of the publrc should be permrt’ted to frle notrces of objectrons under the .
. following crrcumstances o .

| (a) following publrc notrce of the Mrnrsters decrsrons to approve approve with o
_conditions or prohibit, the impornt, manufacture, use, sale, export or
drscharge rnto the emnronment brotechnology products

(b) | following public notrce of the Mrnrsters intention to vary or rescrnd_ -
- conditions or prohibitions imposed on the use, import, manufacturing, sale
export or drscharge rnto the envrronment ofa brotechnology product -

. (¢) followrng publrc notroe of proposals for t" eld tes
‘brotechnologyx T g

Boards of should be requrred to be establrs ed unless e request is fnvolous or . o
. vexatious, approvals should be suspended until any notice of -objection’is -
" resolved, and rntervenor fundrng should be prowded for bona ﬁde publrc lnterest L

rntervenors - saen : :




.8
..~ biotechnology which may enter the environment, without exception, including =
" those currently proposed to be regulated-under other Acts of Parliament, suichas
~ the Seeds Act, Pest Control Products Act, Fertilizers Act, and Feeds Act. The new .
" CEPA biotechnology, and regulations made under It should be admmlstered by o
' Enwronment Canada and Health Canada R

9

i) Access to lnformatlon

" The public should be provided to the information submltted in response fo the to

the information requirements regardlng new biotechnology products in a manner
consistent with the following principles:

x the definition of what can be kept cont” dential be narrowed to include only
. "rade secrets !

* . the claimant for confidentiality be requ:red to prowde supportrve ewdence
of confldentlallty when making a clalm A

Cx requests for confldentlalrty on the. /dentmes of substances whlch will, or

may, enter the environment, not be perm:tted

* requests for confldentlallty should not be perm/ited regardlng lnformatlon |

- on toxicology, . ecolog/cal effects epldem/ology or- health and safety »
- studies; and- .

* - therebea publlc appeal process regard/ng determmatlons that mformat/on_
is confldentlal . .

i) _B:otechnology Release Database

The b/otechnology part of CEPA ‘should also prowde for the establlshment of a

data-base on the environmental release of all biotechnology products in Canada.
Such a data base would be of assistance to governments, researchers, and other -
members of the public in assessing the overall use and effects of biotechnology
products released into the Canadian environment. All environmental releases

- - should be required to be entered into the data base, and members of the publlc -
‘should have dlrect access to the data base - : .

The new. b/otechnology part for CEPA should apply to all products of |

. The new CEPA blotechnology palt should lnclude authonty for the imposition of .

a full-cost-recovery, ‘user-pay system for the processing ‘of notification and

o assessment mfonnatlon the approval and, monitonng of. field tnals of products on. .




10)

C11)

12):

blotechnology, and monrtonng related to conditions lmposed on the lmpon,

~ manufacture, use, sale, or export or products of biotechnology.

The CEPA biotechnology part should establish clear authority for the issuing of .

- permits relative to the importation, testing, manufacturing or use of biotechnology

products that are regulated under CEPA. This authonty should lnclude the capacrty

to:

*

approve the testing, manufacture, use, processing, release or discharge

" into the environment, sale, offering for sale, import or export the new

biotechnology product and products contalmng the new blotechnology'

. product without conditions:
~ approve the testing, manufacture, use processmg, release oF dlscharge
" into the environment, sale, offering for sale, import or-export of the: new

biotechnology product and products containing the new blotechnology
product subject to any conditions whlch the minister chooses to lmpose -

- or
impose a ftotal, partlal or cond/ttonal prohlbmon on the testing,
~_manufacture, use, processing, release or discharge into the environment,
~ sale, offering for sale, import or export of the biotechnology product ora

product contalnlng the new blotechnology product.

i The CEPA blotechnology pan‘ should prowde authonty to make regulatlons to

lmplement international agreements regardmg blotechnology to wh/ch Canada is
a Party : . . .

CEPA should be amended to provide the Mlmsters of the Envrronment and of
Health the authority to enter into bilateral, multilateral and lntematronal agreements :

4 to develop, gather and share data on b/otechnology
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