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1.0

2.0

Definitions
The following terms are defined for the purpose of these research permit guideines.

. Cooperator: any individua, corporation or ingditution not engaged in pesticide research who
has agreed to use or dlows the use of apesticide for research purposes on a Site owned or
operated by that individual, corporation or ingitution.

. Crops:. includes dl agricultura crops and forest resources.

. Food use: includes crops intended for human consumption, feed use, and application in food
storage or food handling aress, as defined in the Food and Drugs Act.

. New use: involves addition of new use Ste categories or commodities, change in gpplication
methods (e.g., change from ground to aerid application), increase in gpplication rate, or other
sgnificant changes of the use.

. Resear ch: teds, trids, or experiments carried out to generate new data or confirm results
drawn from other studies, as required pursuant to Section 9 of the PCPR, to support
registration of apesticide.

. Resear cher: any person employed by aresearch establishment who is responsible for using
or supervising the use of a pesticide for research purposes.

. Resear ch establishment: any public or private corporation or ingtitution or part thereof
whose employees are engaged in research pertaining to chemica pesticides.

. Structural pest control: includes, but is not limited to, pest control in houses, gpartments,
hotels, motels and vehicles.

Application for Research Permits

21 Gened
Anyone can apply for aresearch permit, for example, a company officer or aresearcher.
However, trids should be conducted by trained personne employed by private industry,
government, universities or other recognized research establishments.
When anumber of research permit goplications involving the same pesticide product are

expected from various sources, the PMRA may ask the pesticide company to coordinate the
requests through a single gpplication for permit to include al proposed treatments at all
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2.3

locations. Thistype of coordination is epecidly important when questions on the basic
supporting data package make it desirable to limit quantities of a product used for research.
Applicaions for research permits should include the following (see Appendix 111 for detalls):

covering |etter;

completed Application for Research Permit form;

completed Control Product Specification form;

draft experimenta labd;

research plan (including site information, list of cooperators, etc., if applicable);
supporting data and information; and

completed Application Fees form and the appropriate fee.

OO OO OO OO

Application for Research Permit, Control Product Specification, and Application Feesforms
are available from headquarters, or the regiond managers of the PMRA. Ingructions for
completing and submitting requests are included with the forms. Applications should be
submitted to the Agency and should indlude sufficient informetion to dlow scientific
assessment of individua research proposals. Researchers applying for research permits
should seek the cooperation of the chemical company concerned and ensure that an
experimenta labd is submitted with the gpplication.

All submissions concerning research should be sent to:

Submisson Management and Information Divison
Pest Management Regulatory Agency

Health Canada (A.L. 6605E1)

2250 Riversde Drive

Ottawa, Ontario, K1A 0K9

Purpose of Research
The applicant must clearly state the purpose of the proposed research.
Site Information

When making an application, the gpplicant must provide the most exact location possible for
the treatment Site.

For forest or water gpplications, maps and/or locations of the areas being considered must be
provided. Maps must be marked with labelled lines of latitude and longitude and a scale bar.
Detailed maps and/or locations must be supplied to the PMRA preferably at the time of
submission of application, but no later than one month prior to the planned treatment date, so
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that final concerns can be addressed by the Agency. Failure to provide these test location
details may result in refusa of the permit.

For stes other than forests and waters, maps may not be required on condition that the test
plotisat least 100 metres for ground applications, and 500 metres for aerid gpplications,
away from environmentally sensitive areas such as forests, water bodies and wetlands
(including doughs). However, the Ste locations and alist of cooperators, if any, should be
provided to the Agency at the time of gpplication for the permit. If thisis not possible, the
information should be provided, as soon as available, to the Agency and the PMRA’s
regiona managers for the region where the research will be conducted (see Appendix VII for
address).

Date of Application

To dlow time for processing, gpplicants are requested to advise the PMRA of their research
intentions as eaxly as possible before the date of the intended trid, but no later than the time frame
specified below. If the time frame is not met, then the research permit may not be granted in time
for the trials to be conducted.

New Active Ingredients 180 days
Registered Active Ingredients 90 days
Notification 30 days

Note: Regulatory Proposal Pro 96-01, Management of Submission Policy, dated June 7, 1996,
had proposed different time frames. After consultation with the industry, the Agency has decided to
follow the origind time lines as Sated above.

Limitations and Data Requirements for Research Permits

There are three basic divisons of research*:

a)  new use(new crop, rates, anima host, application method, tank-mix, etc.) for registered
products,

b)  new formulation and/or new uses for an active ingredient thet is currently in aregistered
product; and

c) new activeingredients. This group is subdivided further into three categories according to
type of personne involved, tota area, and available data.

*Note: Limitations and conditions for research permits for antimicrobid pesticides and products
for greenhouses, domestic/resdential aress (including lawns and gardens), industrid
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6.0

premises, food handling areas or for structurd pest control or fumigation, will be
determined on a case-by-case basis.

Table 1 outlines the generd limitations on research permits (Appendix ).

Figure 1 and Table 2 outline the generd data requirements for research permits under different
stuations (Appendices 1A and 11B).

Table 3 specifies the number of copies of information required for research permit submissions
(Appendix I1).

Data requirements may be discussed with the gppropriate Agency division(s) responsible for
evauating the request prior to submission of research permit gpplications to avoid unnecessary
delays in the review process. Trade Memoranda T-1-245, Guidelines for Developing a Pesticide
Toxicology Database, and T-1-255, Guidelines for Determining Environmental Chemistry
and Fate of Pesticides, and Regulatory Directive Dir93-07a, Guidelines for Efficacy
Assessment of Chemical Pesticides (or any replacement documentation) should be consulted.

Data Submission and Handling

Data required to support aresearch project must be organized according to instructions provided in
Regulatory Proposal Pro98-02, Organizing and Formatting a Complete Submission for Pest
Control Products Sufficient copies must be submitted for didtribution to the reviewers. Consult
Table 3 (Appendix I11) for information regarding the number of copies required.

Data submitted to support research permits may aso be used to support future submissions for
registration by reference to either the research permit or submission number. The gpplicant must
clearly indicate that the data submitted are to be used for the research permit and retained for
registration purposes. Previoudly submitted data may aso be considered in support of research trid
requests, if such data have been submitted according to the regulatory guidelines and are referenced
in the research permit request.

Resear ch Records and Data Reporting

Records must be kept of all quantities of pesticides used in a research program, cooperator(s)
involved, trid location(s), method(s), and data generated as a result of research, whenever
pesticides are distributed for research purposes. These records are to be made available to the
Agency upon request. Data generated as aresult of research permits are to bereported in a
scientific manner and, submitted in accordance with ingtructions for data submisson. Refer to
research permit numbers or permit submisson numbersin al correspondence.
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7.0 Labelsfor Research Uses

Labesarerequired for al chemicd pedticides to be tested under aresearch permit or notification in
lieu of permit. These labels must be submitted with the research permit request and research
natifications. It isthe respongbility of the supplier of the pesticides and the research permit
applicant to provide these labels to Al researchers and cooperators before experimenta work is
initiated. All people handling this product must be able to produce this labd for ingpection. The
information included on these labels will depend on the use under investigation. Labels must be
typed and legible, and represent the intended research project.

Labelsfor experimenta products should include the following information where applicable:

1
2)
3)

4)
5
6)
7)
8)

9)

10)
11)
12)

13)

14)
15)

16)

the statement;: EXPERIMENTAL USE ONLY;

the Research Permit Number, or the Notification Number, issued under the PCPA;

the statements: Not for sale. Not for distribution to any person other than aresearcher or
cooperator.;

the name, brand, or trademark of the product, and type of formulation;

the name and address of the manufacturer;

the net contents;

the ingredient statement (guarantee);

hazard warnings and precautions, including proper persona protective equipment and re-
entry intervas (seeitem #3 of Generd Limitations, Appendix IV, for redtrictions on re-entry);
the KEEP OUT OF REACH OF CHILDREN statement;

the READ THE LABEL BEFORE USING statement;

the Notice to User statement;

disposd and decontamination methods (for unregistered products, the labe should indicate
that any unused product should be returned to the manufacturer);

firg ad and toxicologicd informetion;

environmenta hazards,

directions for use, including information on:

a) crop(s) or Site(s)

b) pest(s)

c) dilution and application rates

d) method of application

€) timing of gpplication

f)  number of applications per crop season

g pre-harves intervas and

any other information necessary to ensure safe and effective use of the product for research
pUrpoSes.

NOTE: Items 1 to 10 above should be on the front pand of the labdl. In addition, the PMRA may
add any use limitations, terms and conditions to the labd.
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8.0

For research involving aregistered product, a supplementa label will be accepted in conjunction
with the approved version of the registered product labd. The supplementa label shdl include items
1to5, 7to 10, 13, 15 and 16 as outlined above. Both the supplementa label and the registered
product label must accompany pesticide containers at al times.

The number of copies of the labd, including the supplementd |abdl, required for review is outlined
in Table 3 (Appendix I11). Additional copies should be submitted for digtribution to the regiona
offices of the PMRA for the regions where the research will be conducted.

Review Procedure for Research Permit Applications

8.1

8.2

8.3

8.4

The applicant should submit an appropriate number of copies of the application and any
necessary supporting data to the Agency. The applicant should aso submit a copy of the
gpplication to the provincid pesticides regulatory officias having jurisdiction over the research
area.

The Agency will verify the gpplication and, if acceptable, will review the submitted
information. If deficiencies are identified, the gpplicant will be asked to submit dl of the
requested information in a specified time frame. If there is no response, or if the reponseis
incomplete or inadequate, the submission is withdrawn and returned to the gpplicant at the
applicant's expense. If related data have been submitted previoudy, please make reference to
such data by submission number (and the study number or report number where gpplicable)
in the research permit gpplication. The Agency may aso request comments by the provincia
regulatory officials when gppropriate (when research permit submissionsinvolve restricted
uses that would require provincid permits, e.g., forest and/or aquatic Sites).

Based on the review by the Agency and comments received from the provincid regulatory
officias (where gppropriate), a decison regarding the application is made and forwarded to
the applicant.

Copies of gpproved permits are sent to the gpplicant and the regiond offices of the PMRA
for the regions where the research will be conducted. When the research involves food use
and the PMRA has approved subsequent sde of the trested commodity, PMRA will notify
the Canadian Food Inspection Agency of the food use under research, at the following
address:

Dairy Fruit and Vegetable Divison
Canadian Food Inspection Agency
59 Camdot Drive

Nepean ON

K1A 0Y9
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The gpplicant is respongble for notifying provindd governments and applying for their
permitsif thisis arequirement in the province where the research takes place. Appendix VI
contains addresses of relevant provincid officias.

For this system to function, research programs must be planned well in advance and applications
must be submitted early.

Resear ch Permit Exemptions

Research permits are not required under the PCPA if the pesticide is used for small scale research
according to the conditions and limitations outlined in Appendix V.

Precautionary measures againgt exposure (including proper persona protective equipment and re-
entry intervals) and worker education are essentid (see Genera Limitations for notifications and
exemptions under Appendix IV for more details).

Note that food uses of treated crops are aso regulated by the Food and Drugs Act and
Regulations. Treated crops must not be sold for human consumption or for feed for meet or diary
animdls, or for chickens or other fowl that supply eggs for human consumption, unless the residues
conform with the exigting maximum residue limits (MRLS) as defined in Divison 15 of the Food and
Drugs Regulations. If the treated crop is intended for food or feed use without an appropriate
exising MRL, aresearch permit is required and no exception is alowed.

Notification in Lieu of Permit

Notification is designed to speed up procedures and only gpplies to smal and medium scae
research involving (a) new active ingredient in an area of 5 to 50 ha of the crop under research on
premises owned or operated by the researcher; (b) new active ingredient in an areaof 1to 5 ha of
the crop under research on premises not owned or operated by the researcher; and (c) currently
registered active ingredient in an areaof 10 to 50 ha of the crop under research, regardless of
whether or not the land for the research is owned or operated by the researcher. More details and
limitations are outlined in Appendix V.

Note that food uses of treated crops are aso regulated by the Food and Drugs Act and
Regulations. Treated crops must not be sold for human consumption or for feed for meet or diary
animdls, or for chickens or other fowl that supply eggs for human consumption, unless the residues
conform with the exigting maximum residue limits (MRL) as defined in Divison 15 of the Food and
Drugs Regulations. If the treated crop is intended for food or feed use without an appropriate
exising MRL, aresearch permit is required and no exception is alowed.
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Under these conditions and limitations, a research permit under the PCPA will not be required.
However, the Agency must be natified of the research according to the following terms and
procedures:

(1) Theresearcher, or the pesticide company involved, must notify the Agency of the research
plan using a sandard natification form (Appendix V). Copies of the form can be obtained
from the Agency or the regiond managers of the PMRA. The form must be received by the
Agency a least 30 days prior to the trestment.

(2) Experimenta label and product specification form requirements are the same asthose for a
research permit (see Table 3, Appendix I11).

(3) Sufficient copies of the natification should be submitted to the Agency for digtribution to the
evauation divisons and the PMRA regiond offices involved (Table 3, Appendix 111 indicates
the number of copies required to review, but does not include copies for the regiond offices).
A copy of the notification should aso be provided to the provincid pesticide regulatory
officias having jurisdiction over the research area.

(4) Research record and data reporting requirements are the same as those for research under a
permit.

(5) Precautionary measures againgt exposure (including proper persond protective equipment
and re-entry intervals) and worker education are essentid (see Generd Limitations for
natifications and exemptions under Appendix IV for more detalls).

(6) The Natification in Lieu of Permit option is subject to review and audit (see Section 19) and
is conddered a privilege that can be revoked if any misuseis determined.

NOTE: The Agency may limit the Sze of the plot, the number of Stes and/or disdlow researchif it
does not comply with the terms and conditions as outlined in this regulatory directive.

Provincial Permit

Certain provinces may require a provincia permit to conduct any research with pesticides, whether
the research is conducted under afedera permit or afedera exemption of research permit. It isthe
respongbility of the researcher to contact the provincid regulatory officids for such apermit as
early as possible to dlow sufficient time for approval.

Regardless of whether or not aprovincid permit is required, the applicant of afederal research
permit should submit a copy of the research permit gpplication or natification in lieu of permit to the
provincia pesticide regulatory officias having jurisdiction over the research area. Where
gopropriate (when research permit submissions involve restricted uses that would require provincia
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13.0

14.0

15.0

16.0

permits, eg., forest and/or aguatic Stes), the provincid regulatory officids will be given the
opportunity to make comments to the Agency for consideration.

Importation of Pesticides for Resear ch Purposes

Quantities of product required for research must be reported on the research permit application or
the natification in lieu of permit. Section 55 of the PCP Regulations permits the importation of a
pesticide for research purposes provided that the product is accompanied by a declaration of
importation. However, quantities of imported productsin excess of the amount necessary for the
proposed research are subject to detention.

Disposal of Unused Products

Researchers and the pesticide companies are responsible for the safe disposal of unused products.
Any unused product should be returned to the manufacturer.

Sale of Products Under Resear ch

Pesticide products that are not registered under the PCPA and Regulations should not be sold for
research purposes. For a currently registered product, it should not be sold for the unregistered
uses under research. This policy is designed to promote safe use by limiting product availability only
to those doing genuine research.

Sale and Use of Foods Treated Under Resear ch

The sdeof adl food crops and livestock that have been treated with any agriculturd chemicd is
subject to the Food and Drugs Act and Regulations. For food residue and safety assessment,
relevant information (see Appendix 11) should be submitted to the Agency for review. Tresated

crops from research sites must not be sold for food or feed, and meat (including mesat byproducts
and fat), milk and eggs that contain residues as a result of research must not be sold for food, unless
(1) written authorization has been obtained from the Agency, or (2) the residues conform with the
exiging MRLs as defined in Divison 15 of the Food and Drugs Regulations.

Pesticide-Fertilizer Combinations

When the proposed research involves pesticide-fertilizer combinations, the Fertilizer Section of the
Pant Products Division, Food Inspection Directorate, Canadian Food | nspection Agency, 59
Camelot Drive, Nepean, Ontario, K1A 0Y 9, must be consulted following the procedures outlined
below:
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(1) When the pesticide component done would require aresearch permit:

C theapplicant will provide a copy of the Pesticide Research Permit Application to the
Fertilizer Section of the Plant Products Divison; and

C gpprova of the gpplication will be dependent upon the reviews of both the fertilizer and
the pesticide components.

(2) When the pedticide component falsinto the notification category:

C the company or researcher will copy the natification to the Fertilizer Section of the Plant
Products Division for information.

(3) When the pesticide component alone does not need a permit or notification:

C theFetilizer Section of the Plant Products Divison does not require any information.

17.0 Advertising
There are concerns that advertising of pesticides under research may lead to misuse of the product.
Advertisng or any information relesse that creates afase or mideading impresson is consgdered a
violation of Section 3 of the PCPA and Section 36 of the Competition Act. All information must
be cons stent with the labdling of the control product being tested, and must not leave the
impression that the product being tested has been fully evaluated and accepted for uses other than
research.
18.0 Posting of Research Area
All field research activities, including those that do not require a permit, must have appropriate
warning signs posted adjacent to the trested Site.
The following must be observed in pogting the warning Sgns.
C The primary message must be:
PEST CONTROL EXPERIMENTAL SITE,
DO NOT ENTER WITHOUT AUTHORIZATION,
CONTACT
AT
(Contact name) (Telephone No.)
10 Regulatory Directive - Dir98-05



C

A contact name, such as the researcher or aloca representative, and phone number must
appear on the sign.

The sgn should include the research permit number or notification number, where applicable.
The sign should be vishle, legible, and posted at the point(s) of entry.

The sgn mugt be ingaled immediately before the product is gpplied, and remain in place until
the crop has been harvested or as long as data are being collected.

Company names, colours and logos may be used if desired. The name of the product(s) may
appear but must be smaller than the primary message.

Provinces may require additiond information.

19.0 Inspections

All research programs including those under research permit, notification in lieu of research permit,
and research permit exemptions, are subject to inspections by staff of the Agency for compliance
with the terms and conditions set out in this regulatory directive. Researchers will be required to
provide any information that may be requested pertaining to the research that will dlow the
ingpector to ensure that the conditions of research have been properly met.

Please direct any inquiries regarding this Regulatory Directive to:

Submission Management and Information Division
Pest Management Regulatory Agency

Hedlth Canada (A.L. 6605E1)

2250 Riversde Drive

OttawvaON K1A 0K9
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Appendix |

Appendix |:  Summary of Limitations of Research Permitst

Permit Register ed New Formulation
Limitations Product, New | or New Usesfor New Active I ngredient?
Uses Active Ingredient
Rlégﬁler;:d Category 1 Category 2 Category 3
Product
Type of Personnel | No limitation No limitation Researcher only | Researcher and  |Researcher and
Cooperator Cooperator
Cumulative area Case-by-case | Case-by-case Case-by-case, but j Up to 100 haor Up to 5000 ha?
per year (by all generally small 10% of total
researchersfor al plot trials national crop
purposes) area, whichever is
less, or alimited
number of
industrial sites
Plot size (total area | Case-by-case | Case-by-case Case-by-case Upto 20 haor Upto40haor
treated with the <5ha 20% of any one | 20% of the area
test pesticide per field or of that crop
trial site) plantation, grown on the
whichever isless® |establishment
where the
research takes
place,
whichever is
less?

Limitations on Research Permits for antimicrobial pesticides and products for greenhouses,

domestic/residential areas (including lawns and gardens), industrial premises, food handling areas or for
structural pest control or fumigation, will be determined on a case-by-case basis.

The size of trial must be justified by the applicant.

Data requirements for each category are given in Figure 1 and Table 2.

Exceptional circumstances may be considered on a case-by-case basis.
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Appendix IIA

Appendix I1A:

Scheme of Data Requirements for

Researcher/registrant
prepares to conduct
research trials.

Resear ch Permits

Is research
trial a food use for subsequent

sale, or is an exposure study to be YES to either —>
conducted in conjunction

with research

PMRA review:

Data requirement
AD

trial?

NO for both

Does research
trial meet criteria for exemption or
notification (as per Section 9, 10
and Appendix IV)?

Follow PMRA instructions
for exemptions and
notifications (as per Section
9, 10 and Appendix V).

NO

Does research
trial involve a new active
ingredient?

PMRA review:

Data requirement
B @

NO

Does research
trial involve a new formulation

of registered actives or new use
of a registered formulation?

YES to
either

PMRA review:

Data requirement
c®

NO for
both

No review required. Use product
as per label instructions.

(1) Refer to Table 2 (following page) for description of data requirements A, B, and C.
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Appendix |IB

Appendix I1B:  Summary of Data Requirementsfor Research Permit
Applications
A B C
Data (e.g., for subsequent (e.g., for new actives) (e.g., for anew formulation
Requirements sale of treated cropsas of aregistered active, or
food, or for exposure new use(s) of registered
studiesto be conducted formulation)
in conjunction with
research trial)
Product Required® Required® Required®
Information
Toxicology 1) Acute studiesfor Category 1: Acute studiesfor For new formulation of a
technical and technical registered active;
- Any of the formulation 1) Acute studies for new
required studies 2) Two teratogenicity Category 2: above plus Acute formulation
that have been studies studies for formulation 2) Toxicology datalisted in
previously 3) 90-day feeding in two Data Requirement B, if
submitted tothe species Category 3: above plus these have not been
PMRA should be 4) Mutagenicity summaries of the following: previously submitted to the
cited and 5) Toxicokinetics 2) Two teratogenicity studies PMRA
referenced instead. | 6) Chronic/ 3) 90-day feeding in two species
oncogenicity and 4) Mutagenicity For new use of registered
- Toxicology reproduction (interim 5) Toxicokinetics formulation:
studiesfor reports as minimum) 6) Chronic/oncogenicity and 1) Toxicology datalisted in
antimicrobial 7) Short-term study of reproduction (interim reports as Data Requirement B, if
productsfor non- appropriate duration minimun) these have not been
food use will be and route of 7) Short-term study of previously submitted to the
evaluated on a administration for appropriate duration and route PMRA
case-by-case basis. | exposure assessment of administration for exposure

8) Any other available
toxicity studies

assessment
8) Any other available toxicity
studies

M etabolism and
Residue
Chemistry

Required?

Not required

Not required

Includes label, specification forms and Material Safety Data Sheets (MSDSs). (MSDSs not required for

registered products). Chemistry data are required for new active ingredients and new source of active
ingredients (if these data have not been previously submitted to the PMRA). Precautionary measures to
reduce exposure to workers should be prominently displayed on the experimental label along with the
statement FOR EXPERIMENTAL USE ONLY on the primary display panel.

Necessary if treated food is to be used for human consumption or if feed is to be used for meat or dairy

animals, or for chickens or other fowl that supply eggs for human consumption. Residue and metabolism
data must be provided if no data for a similar crop and under a similar use-pattern were submitted.
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Appendix |IB

A

B

C

Data (e.g., for subsequent (eg., for new actives) (e.g., for anew formulation
Requirements sale of treated cropsas of aregistered active, or
food, or for exposure new use(s) of registered
studiesto be conducted formulation)
in conjunction with
research trial)
Exposure Conditional® Conditional® Conditional®
Environment Conditional*® Conditional* Conditional®
3

Exposure assessment may be required depending on the toxicology profile and use-pattern. Requirements
for personal protective equipment and other exposure reduction measures will be assessed during the

PMRA review. If an occupational exposure study is to be conducted in conjunction with research permit, prior
consultation with the Health Evaluation Division (HED) regarding study protocol is recommended. Proposed
precautionary measures against exposure and worker education are essential components of the research

permit application.

For new active ingredients, laboratory data for Parts 8 and 9 (see DACO Table, Regulatory Proposal Pro98-
02, Organizing and Formatting a Complete Submission for Pest Control Products) for all field uses, are

required.

Prior to approval of research permits, laboratory studies of environmental chemistry and fate, environmental
toxicology and/or field studies may be requested by the environmental reviewers if, following their review of a
research permit application, significant environmental exposure is expected as a result of, for example:

a) direct application to bodies of water, forest sites and woodlands;

b) application within 100 m of federal, provincial, or municipal protected forests, lands or waters or other
areas particularly sensitive to environmental impact and wildlife exposure, for example, prairie sloughs;

and

c) new active ingredients involving application methods that present a possibility of significant drift.

18
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Appendix Il

Appendix I11: Number of Copies of Information Required for Research
Permit Submissions

PART
NO.

DATA/INFORMATION

TOTAL NO.
OF COPIES

=

Application form*

Application Feesform (1 copy only)
Specification formt

Cover Letter*

Index?*

L abel234

Summariest

Material Safety Data Sheet (MSDS9)*

Chemistry

Toxicology

Metabolism

Resdue

Environmental Chemigtry and Fate

O |0 | N |~ DN

Environmenta Toxicology

N IN NN NN

1 one original plus photocopies
2
3
with the non-data submission components.
4

These items are to be combined in the Summary Binder

One electronic copy as well as hard (paper) copies in the prescribed format are required.

Two additional paper copies of the label are required and should be submitted loosely, i.e., not in binders but

This is the maximum number of copies required for a full review by all concerned groups. The number of
copies can be reduced if a full review is not required, e.g., test with existing formulation (no new chemistry)

and non-food uses.
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Appendix IV

Appendix 1V: Summary of A) Exemption from Requirementsfor Research
Permits and, B) Notification Requirementsfor Exempted
Resear ch
Limitations New Active I ngredient Activelngredient in Currently

Registered Product (New
Sour ce,
New Formulation, New Uses)

Type of Personnel

Researcher (no

Researcher (no

Research with cooperator

per year per
establishment?

under research on
establishment where
the research takes place

cooperator cooperator participation
participation) participation)
Premises Owned or operated by | No limitation® No Limitation
the research
establishment
a) Exemption: Total area | Up to 5 haof the crop Upto 1 haor 5% of Up to 10 haor 20% of total area

total areaof crop under
research on
establishment where
the research takes
place, whichever isless

of the crop under research on
establishment where the
research takes place, whichever
isless

b) Notification®:
Required when total
areaper year per
establishment

>5hato50 ha

>1 hato5ha

>10 hato 50 ha

research operation.

On land not owned or operated by the research establishment; the land supplier does not participate in the

If the research is carried out on several locations by any one establishment, the total accumulated area is

subject to the area limitations outlined in the table. If the pesticide company is doing the research, each
company is considered one establishment.

following page.

Follow Notification Procedures as outlined in Section 10, and observe the General Limitations outlined in the
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Appendix IV

General Limitations (for exemption and natification)

1.

No application to bodies of water, including doughs, or where runoff water may remove residues from
the treatment premises.

Food uses of treated crops are also regulated by the Food and Drugs Act and Regulations. Treated
crops must not be sold for human consumption or for feed for meet or diary animals, or for chickens or
other fowl that supply eggs for human consumption, unless the residues conform with the existing
maximum residue limits (MRLS) as defined in Divison 15 of the Food and Drugs Regulations. If the
treated crop isintended for food or feed use, without an appropriate existing MRL, aresearch permit is
required and no exception is alowed.

The researcher assumes the responsibility for worker and bystander safety. Protective measures and
education must be employed to minimize exposure to workers and bystanders during and post
aoplication. Persond protective equipment should indude the following as a minimum: during
mixing/loading, gpplication, clean-up and repair wear coverals over norma work clothing, goggles or
face shidd, and chemical-resistant gloves. Re-entry into trested areas within 48 hours must be
restricted. Individuas may re-enter treated areas within 48 hoursiif at least four hours have passed since
gpplication and long clothing and protective gloves are worn.

New formulations and new uses with potentia to increase worker exposure above the existing
formulations and uses are not suitable for exemption or notification. New uses with potentid to increase
worker exposure include those that involve a mgor change in use-pattern or within a use-pattern,
sgnificant changesin gpplication methodology, or bystander access. Advice should be requested from
the Occupationd Exposure Assessment Section, Hedlth Evauation Divison.

The exemption and natification options do not apply to antimicrobid products, and products for
research in greenhouses, domestic/resdentia areas (including lawns and gardens), industria premises,
food handling aress, or for structura pest control or fumigation.
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Appendix VI

Appendix VI:

Newfoundland/Terre Neuve

Pesticides Control Section

Newfoundland Dept. of Environment & Labour
Box 8700

St. John'sNF AIB 4J6

Tel: (709) 729-3395; Fax: (709) 729-1930

Prince Edward Idand/lle du Prince Edouard
Pedticide Regulatory Program

P.E.l. Agriculture and Forestry

Box 306

Kensington PE COB 1MO

Tel: (902) 836-8925; Fax: (902) 836-3161

Nova Scotia/Nouvelle Ecosse

Environmentad Management & Support Services
N.S. Dept. of the Environment

5151 Termina Road, 5th FHoor

P.O. Box 2107

Hadifax NS B3J3B7

Tel: (902) 424-2534; Fax: (902) 424-0503

New Brunswick/Nouveau Brunswick
Technicd Approvds

N.B. Environment

Box 6000

Fredericton NB E3B 5HI

Tel: (506) 453-7945; Fax: (506) 453-2390

Québec

Divison des Pedticides

Ministére de I'Environnement et de la Faune
Edifice G, étage 8, bte 26

675 boul. Réné Levesque Est

Québec QC GIR5V7

Tel: (418) 521-3829 x 4806

Fax: (418) 528-1035

Addresses of Provincial Pesticide Regulatory Officials

Ontario

Pesticides Section

Ontario Environment

135 S. Clair Ave. West, Suite 100
Toronto ON M4V 1P5

Tel: (416) 327-5442; Fax: (416) 327-2936

M anitoba

Environmenta Management,

Pegticide Approvas

Manitoba Environment

123 Main Street, Suite 160 Via Station
Winnipegg MB R3C 1A5

Tel: (204) 945-7067; Fax: (204) 945-5229

Saskatchewan

Sustainable Production Branch
Saskatchewan Agriculture & Food

Room 133, 3085 Alberta Street

ReginaSK $AS0B1

Tel: (306) 787-8061; Fax: (306) 787-0428

Alberta

Pedticide Management Branch

Alberta Environmenta Protection

5th Floor, Oxbridge Place

9820 -106 Street

Edmonton AB T5K 236

Tel: (403) 427-5855; Fax: (403) 422-5120

British Columbia/Colombie Britannique
Pollution Prevention and Remediation Branch
Ministry of Environment, Lands & Parks
P.O. Box 9342, Stn Prov. Park

VictoriaBC V8W 9M1

Tel: 250-387-9951; Fax: 250-387-9935
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Appendix VI

Northwest TerritoriesTerritoires de Nord
Ouest

Environmentd Protection Service

Resources, Wildlife & Economic Devel opment
Government of the Northwest Territories
600-5012 50th Ave.

Ydlowknife NT XIA 38

Tel: (403) 873-7654; Fax: (403) 873-0221

Yukon

Standards and Approvas

Environmentd Protection

Y ukon Renewable Resources

Box 2703

Whitehorse YT Y 1A 2C6

Tel: (403) 667-5610; Fax: (403) 393-6205
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Appendix VII

Appendix VII:

Atlantic

Regiond Manager

Pest Management Regulatory Agency
1081 Main Street

P.O. Box 6088

Moncton NB E1C 8R2

TEL: 506-851-7671

FAX: 506-851-2689

Québec

Regiona Manager

Pest Management Regulatory Agency
2001 Universty,

7iéme élage

Montréal QC H3A 3N2

TEL: 514-283-8888

FAX: 514-283-1919

Ontario

Regiond Manager

Pest Management Regulatory Agency
174 Stone Road, West

Guelph ON N1Q 4S9

TEL: 519-837-9400

FAX: 519-837-9773

Manitoba

Regiond Manager

Pest Management Regulatory Agency
613-269 Main Street

Winnipeg MB R3C 1B2

TEL: 204-983-8662

FAX: 204-983-8022

Saskatchewan

Regiond Manager

Pest Management Regulatory Agency
Room 300 Walter Scott Bldg.

3085 Albert Street,

P.O. Box 8060

ReginaSK $4P 4E3

PMRA Regional Offices

TEL: 306-780-7123
FAX: 306-780-5177

Alberta

Regiond Manager

Pest Management Regulatory Agency
Room 654, Harry Hays Bldg.

220 - 4Th Ave. SEE.

Cdgay AB T2G 4X3

TEL: 403-292-4106

FAX: 403-292-6629

British Columbia

Regiond Manager

Pest Management Regulatory Agency
Room 202, 620 Roya Avenue

P.O. Box 2523

New Westminster BC V3L 5A8
TEL: 604-666-0741

FAX: 604-666-6130
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