¥/isu3y Zyuus 1l od lbl3siblybd NICHULSUN 18 vALENT aGE Bb

Health Canada Santé Canada

R4

Past Manageimant Agence de reglementation
Regulatory Agency  de la lutte antiparasitaira

Notice of Objection to a Reglstration Avls d’opposltion i une décision
Decision under Subsection 35(1) of d’homolagation en vertu du paragraphe 35(1)
the Pesf Control Products Act de la Loi sur les prodults antiparasitaires

1. Objector Information - Information sur P opposant

Name - Nom / Corporatlon - société / Organization - organisation

VRISIVF BPoSEsdice3  Cavmgy 170
IRY ORIEZ RO, L m Bocrl

Pastal Addrass - Adresse postale

Clty/Town - Ville Frovince/State - Province/Ftat Country - Pays Postal Code/ZIP - Coda postal/Zip
L6/ fasr2l, ON7 eyt so G/ apy fom A

Phone - Téléphane Fax - Télécapisur E-mail - Adrasse électronique

Gt3 574 1030 4r¥ 5% re 9 SHephin. Archelprm & Sufea?. corm

2. Product information - Information sur ie produit

Name of activa ingredient to which the decision relates:

Nom de la matiére acilve a laquelle la décision se rapporte : Z'b/‘-“af I BBy EN) 7S

Name of end-use product to which tha declsion relates:

Nom de Ia préparation commerciale a laguelle la décision se rapporte /(/aﬂm(‘d - M O PEL &1,

3. Registration declsion to which the objaction relates -
Pécision d"homologation pour laquelle vous déposez un avis d’opposition

Recisions on application - Degision concarnant [a demande

{1 Granting registration - Homologation accordés

(3 Denying registration - Homologation rejetée

[3 Granting an amendment of a registration ~ Modification & f'homologation accordée

[] Denying an amendment of a registration - Modification & 'homologation rejatde

Dacisions o te-evaluation or special review - Déclslon concernant la réévalyation ou l'examen gpgcial
[ Confirming registration - Homologation confirmée

[ Cancelling registration - Homologation annuiée

Amending registration - Modification & une homologation

4. Date the declslon statement was made public;
Date de la publication de I'énoncé de décision : / 147 4 / Ms

5. Area of sciantlfic evaluation to which the objectlion relates - Volat de I'évaluation scientifigue touché par i'avis
d'opposition

Health risk assessment (toxicology, food rasidus, occupational exposure) -
Evaluation des risques pour la santé (toxicologia, résidus dans les aliments, expasition professionneiie)

[# Environmental risk assessment (environmental fate, anvironmental toxicology) -
Evaluation das risques pour I'environnament (devenir dans 'environnement, écotaxicologie)

[ Value and efficacy assessmants (crop tolerance, valug) -
Evaluation da la valeur et de f'efficacité (tolérance des cultures, valaur)

6. Scientific basis for the objectlon Attachment Included: P Yes [INo
Fandement scientifiqua de I'appaslition  Piece jointe incluse . Ooui ONon

46 Ao o STEARN A NIEH R S

7. Signature of objector or representativae -
Slgnature de i'opposant ou de son représentant Printed Nama - Nom en lettres moutéas

Objectors who aubmit confidential infarmation (i.e., confldential business Information, confidential test data) are respansible for identifylng this
informetion which is part of their submission.

Information required to process the notice of ohjection may Inciude some personal informatlon as dafined in the Privacy Act. In accordance
with that Act, such personal information may be made publle as authorized by the Past Control Praducts Act and its reguiations. Under the
Privacy Act, individuals have the right to logk at thelr persanal information. Far more information on how PMRA manages personal information,
contact the PMRA Information Servicez at 1-800-267-8315 within Canada and 1-613-736-3799 outside of Canada or via e-mall at
pmra_inteserv@he-so. oo i

Les opposants qui soumettent des rensefgnaments confidentlels (c.-a-d. des renselgnements commerciaux confldentlels, des données d'essal
confidentielles) sont responsables de les désigner comme tels dans lsur envoi.

Linformatlon requise pour tralter cet avis d'opposition peut comprendre certains renselgnemaents personnels lels que deéfinis dans la Lof sur fo
protaction des renseigneéments parsonnels. Conformement a cette Loi, cas renseignements pesuvent dtre rendus publics, ce qui ast parmis
par la Lol sur les produils entiparasitalres et son Raglement, En vertu de 1e Loj sur /a protection des renseignements personnals, tous ies
individus ont le droit de coneulter leurs rensuignements personnels. On peul obienir des précisions sur la gestion des renselgnements
personnels aupras de 'Agance de réglementation de la lutte antiparasitaire (ARLA) an communiguant avec le Service de renselgnements au
1-800-267-6315 au Canada, ou au 1-613-736-3789 de I'extériaur du Canada, ou par courrier &lectronique a RUe_infoserv@lho-se gr.qa.

PMRAJARLA 7004 (2007107} Canadﬂ




July 3, 2008

Pest Management Information Service
Pest Management Regulatory Agency
Health Canada

2720 Riverside Drive

Ottawa, Ontario

K1A 0K9

Via fax @ 613 736 3798

Dear/Sir/Madam

Valent BioSciences Canada Limited: Notice of Objection, RvVD2008-18,
Re-evaluation Decision, Bacillus thuringiensis, 6 May, 2008.

Please find enclosed my Notice of Objection to the recently issued (May 6, 2008) Bt Re-
Evaluation Decision.

I am responding as a Canadian who has been involved in forest protection for over three
decades, and as a director of VBC Canada Ltd., and as the manager of our (VBC) forestry
business in North America and our public health business here in Canada.

A Notice of Objection from Valent BioSciences corporate headquarters has been
submitted under separate cover; there may be some overlap in our correspondence as our
responses were not drafted in isolation. We share many of the concerns identified in
previous correspondence to PMRA, and while my colleagues are best suited to address
the regulatory aspects, | am filing a Notice of Objection to PMRA’s Re-evaluation
decision on the basis that several of the proposed label language amendments are
unacceptable based on the scientific evidence available. It would seem that that PMRA’s
internal policies and concerns of liability and not science are the primary drivers of the
re-evaluation process. This is troubling especially when neither the weight of scientific
evidence nor the long history of problem-free use of these microbial products supports
some of the conclusions drawn in the Decision Document.

Recent communications between PMRA and several provincial forest health authorities
have served to support the position that science-based decisions have not been made, and
that PMRA must continue with an open dialogue on several re-evaluation issues with
registrants and end-users to develop label language which is acceptable to all parties.



I object to the Re-evaluation Decision document due to my continued concerns about the
negative impact of the proposed label language changes on the use of Bt-based products
in forest protection programs.

Furthermore, some of the conclusions drawn in the Decision Document would indicate
PMRA'’s deficiencies in operational expertise with respect to current forest protection
practices. On numerous occasions, PMRA staff has been invited to view provincial forest
protection programs to gain a better understanding of the true nature of these activities,
but to no avail. Consequently it would seem that if PMRA is unable to develop a true
understanding of the protection technology currently used and the real-world issues faced
by program managers, it would be well advised to welcome and accept direction from
provincial and federal agencies and registrants intimately involved in such programs.

I recognize that there are both real and perceived issues concerning the application of Bt-
based pesticides; it is my hope that PMRA relies upon science and the ‘real’ issues in

addressing concerns about the unsuitability of some of the conclusions drawn in the Bt
Re-evaluation Decision document.

Regards,

Stephen Nicholson

Sales Manager,

Forestry and Public Health
stephen.nicholson@valent.com

(enclosure)



Notice of Objection: RVD2008-18, Re-evaluation Decision, Bacillus thuringiensis

1) Aquatic Habitats:

The proposed label language wording is unacceptable and if applied, will result in
severely limiting the ability of protection managers to protect the nation’s forested lands.
The proposed wording in not supported by fact and ignores over 30+ years of successful
aerial applications to North American forests.

Research work conducted by Charles Buckner, Peter Kingsbury, Steve Holmes, and
David Kreutzweiser amongst others has shown that impact to aquatic habitats is
negligible. (Numerous references available)

Operational assessments conducted in Quebec by the provincial Ministry of Resources,
and in Ontario by the provincial Ministry of Natural Resources in the 1980’s support the
conclusions drawn by these researchers.

Additionally reference texts such as by Glare and O’Callaghan, (2000) and the World
Health Organization (1999) would indicate that PMRA’s proposed wording regarding
aquatic habitats is not supported by science.

As indicated in the PACR document, since health risks associated with drinking water
and Bt are negligible, and aquatic habitat impacts are minimal or non-existent, the
statement as proposed is unjustified and not based on fact or in science.

Additionally, PMRA’s misuse of GPS/GIS terminology in identifying aquatic habitats
underscores its lack of understanding of current forest protection technology.
Proposed Wording:

Delete all references to ‘lotic’ and “lentic’ as this adds a degree of complexity and
interpretation not required for label purposes. In layman terms, water is either standing,
running, or frozen; do not complicate the issue.

Amend first sentence of current wording as follows:

“Avoid direct application to sensitive aquatic habitats... ... estuaries or marine habitats.”



2) Personal Protective Equipment:

Again, the proposed label language is not supported by fact. Research conducted
regarding exposure levels of agricultural workers to microbial compounds is not
applicable to forestry applications. It also misrepresents the risks involved to the public,
especially regarding the use of Btk to protect forested residential areas.

Protection program managers are placed in an awkward situation with this proposed
requirement; all studies show, and PMRA agrees that Btk is of minimal risk to people,
yet PMRA is mandating the use of significantly more stringent PPE. This sends a definite
mixed message that will only make a program manager’s duties more difficult.

Forestry applications use fully formulated products, handled through closed-loop loading
systems. In a typical forestry season, ground workers loading aircraft etc are exposed to
the products in a liquid form, and only for a brief time when opening tank hatches etc.
There is no particulate matter and no reason for a NIOSH -95 series type respirator.

Contrary to PMRA’s statement, NIOSH-approved respirators ARE more intrusive and
threatening in appearance.

This requirement will only serve to increase anxiety of residents and bystanders living in
residential forested areas that are being sprayed with Btk.

Proposed Wording:

Delete in entirety all references to NIOSH-95 respiratory equipment. Current label
language is acceptable.

3) Sensitization:

This is being fully addressed by my regulatory colleagues. My concern is that the
approach taken by PMRA to add “boiler plate’ language to all pesticide labels is not
flexible enough to be responsive to individual products. All registered pesticides do not
pose the same risks, so blanket language is unacceptable and ignores product-specific
research. Furthermore, if PMRA does not accept the science supporting this issue, again
the risks of using such products will be, in the public’s eye, unacceptable.

Proposed Wording:

As per Valent BioSciences Corporation submission.



4) Resistance Management:

Again, a broad brush approach by PMRA that it not supported by fact. Resistance is NOT
an issue in forest applications, and there are few alternate products available if a program
manager wished to follow PMRA’s recommendations.

In reviewing the original PACR Re-evaluation Document, there is no indication of any
concerns re resistance management. It can also be argued that in consideration of 30+
years of application to forests, resistance has never occurred. Resistance has been noted
twice, and in isolated conditions (once on an island, and once in a storage silo); a quick
scan of the literature would indicate the fallacy of such a recommendation.

Proposed Wording:

Delete this section as it is non-applicable.

Stephen Nicholson
July 3, 2008



