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1
A. | NTRODUCTI ON

1. The purpose of this Memorandumis to outline new directions in

Product - Speci fic Registration (PSR) and the related topic of proprietary rights to
the data supporting registration of products under the Pest Control Products Act. In
view of the concern that has been expressed regarding this subject, these anendnents
to PSR are presented as an interimneasure. They will be inplenented effective June
1, 1981 for all registered and unregistered pesticide products and active
ingredients. Currently a study is proceeding within the Departnment to exani ne

possible alternatives to PSR. The interimand alternative policies will be presented
for consultation with industry, growers and their organizations and public interest
groups, after which a final policy will be devel oped and i npl ement ed.

2. Under Section 9 of the Pest Control Products Regul ations data are required to

support the registration of control products. There are three options for
conpani es to supply data. These are outlined bel ow

2.1 Dat a sharing by business agreenent. Were there is already one or nore
sources of an active ingredient registered, conpanies can cone to
agreenents regarding the sharing of supporting data. The government
woul d then be officially informed which conpanies can legitimtely refer
to existing data on file to support their products.

2.2 | ndependent devel opnent of data required for registration. This applies
to new active ingredients and is an option for a new source of an
al ready registered active ingredient.

2.3 Where there is already one (or nore) source of active ingredient
regi stered, and while conpani es cannot cone to agreenment anongst
thensel ves on terns for data sharing, the ternms of the interimpolicy
will be used to set data requirenments. (See Section |, Registration
Procedures.)

3. Throughout this Menorandum PSR will be referred to as foll ows:
3.1 PSR Product-Specific Registration in the general sense;

3.2 PSR80 The system as introduced on Septenber 8, 1980, and observed up
until June 1, 1987;

3.3 PSR Il The systemthat will be observed begi nning June 1, 1987. It
i ncor porates changes under discussion in 1985 (PSR 85) and results of
consul tations on PSR 80.

4, The objectives of PSR I are:
4.1 To ensure that the safety, nerit and val ue of products registered under

the Pest Control Products (PCP) Act are supported to the maximum extent
possi bl e by nodern data bases;

4.2 To pronote a clinmate favourable to the introduction of new products in
Canada
4.3 To facilitate the registration of active ingredients from new sources

and therefore assure conpeting products are avail able for use.



5. The first two objectives require a system which recogni zes proprietary
rights to data. The third objective requires that time limts be established
on the protection of proprietary rights to data and that ways be found for
conpani es to share both existing data bases and in the devel opnent of new

dat a.

6. PSR Il incorporates the following principles in an effort to achieve the
obj ectives outlined in paragraph 4:

6.1 New data should add to total know edge of the chem cal, rather
than duplicate studies in areas that are already docunented. As a
result of the "data call-in" programin the United States, nany

conpani es have produced substantial anpunts of new toxicol ogi ca
data. Rather than encourage new applicants to duplicate these
studi es, Agriculture Canada would like to see new data in other
categories, particularly environnental studies. Wth the

i ncreasi ng awareness of problens caused by pesticides in the
environnent, particularly in groundwater, nore research in this
area is clearly needed;

6.2 Repeats of studies involving the use of animals should be avoided
if no new or useful information will result;

6.3 I ndustry shoul d negoti ate data-sharing agreenents wi thout
governnment involvenent. Agriculture Canada will not becone
i nvolved in nmandatory arbitrati on between conpani es over the use
of data, but will instead require subm ssion of new data from new

sources if conpani es cannot reach an agreenent.
B. BACKGROUND
PSR80 was i ntroduced Septenber 8, 1980 in relation to two issues:
7.1 Pressure fromindustry to recogni ze data ownership

7.2 Concern about mcrocontam nants (e.g., dioxins, nitrosanines) in
active ingredients.

8. PSR80 was based on two principles:

8.1 The source of the active ingredient in each fornulation nust be
known;
8.2 Each source of active ingredient nust have its own supporting data

base to provi de assurances of safety to human health and the
envi ronnent .

9. PSR80 has netted sone real and significant benefits. After Septenber 8,

1980,

applications for registration of new products were processed only on the

basi s of an updated chem stry package with specifications to a | evel of 0.1%



3

and an index to all data. This information has proven val uable in eval uating
purity and acceptability of sources, establishing review priorities,
expl ai ning regulatory positions and in responding to enquiries.

10. In 1982 a proposal was put forward for registration of active

i ngredients to strengthen the regul atory process and streamnl i ne PSR
operations. Industry was consulted by nmeans of a nmenorandum and a consultation
and responded favourably. This is described in Menorandum T-1-241, dated

Oct ober 1, 1983.

11. In Menorandum R-1-219, dated February 1, 1984, the strengths and
weaknesses of PSR80 were di scussed and revisions to PSR were proposed. These
proposal s were discussed in a neeting with industry on May 1, 1984. Since
then, witten conments have been received fromthe Crop Protection Institute
of Canada (CPIC, previously CACA), individual fornulations and manufacturers.

12. Many coments have been received from growers' organi zations, expressing
concern about the effects of PSR80 on the availability of active ingredients
from new sources and about the effect on the costs of pesticides.

13. Growers' organi zations have stressed that any future directions should
take into consideration their needs and coments.

C. PSR 80

14. The problems with PSR80 were described in detail in Menmorandum R-1-219
They are sunmmarized briefly bel ow.

14.1 DI FFERENCES BETWEEN ACTI VE | NGREDI ENTS FROM DI FFERENT SOURCES
Di fferences between active ingredients fromdifferent sources are
not always significant, either chemically or in terns of
bi ol ogi cal activity. Mnor variations should not be a barrier to
the devel opnent of data bases to be used in comon by different
manuf acturers, either by industry task forces or by agreenent to
conmpensat e.

14.2 NEW SOURCES: PSR80 has prevented or del ayed registration in Canada
of certain new sources of active ingredients.

14.3 DATA BASES: PSR80 has provided unlimted protection of data. This
has provided little incentive to manufacturers to keep data
current and in some cases, has even di scouraged subni ssion of new
data. Data bases for ol der conpounds are often inadequate, and
even partial additions would be an inprovenent.
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D. PO NT VALUE SYSTEM

15. In describing PSR II, the term "point-value systen will be used
frequently. This system (Appendix |) was devel oped by the Crop Protection
Institute of Canada (CPIC), with input fromthe Canadi an Manufacturers of
Chemical Specialties (CMCS), to assign relative values to data bases. The

poi nts have been validated against a survey of contract |aboratories conducted
i ndependently by the Pesticides Directorate.

E. PSR |1

16. Agriculture Canada originally proposed a period of full data

protection for 15 years fromthe date of first registration, after which al
data woul d become generic. The inherent weakness in this proposal was a | ack
of incentive for either original owners or new applicants to naintain an
up-to-date data package

17. CPIC countered with a proposal that each individual study be protected for
15 years. This approach woul d encourage owners to maintain a current data
package, but new applicants woul d al ways be obliged to produce full new data
bases. Furthernore, it would favour unnecessary repetition of studies.

18. G FAP has proposed that 15 years of protection be accorded fromthe date
of first registration, after which conpensati on between conpani es for data

| ess than 10 years old would become mandatory. This proposal does not provide
incentives to keep data current.

19. The U.S. A provides a 10 year period of exclusive use of data fromthe
time of first registration followed by a 5 year period of nmandatory
arbitration on the same data. Each piece of data, therefore, has 15 years
total of protection.

20. Table 1 describes the categories of active ingredients and the

requi renents for registration of new sources of active ingredients under PSR
1. Al discussions assune that chenical equival ence anpbng sources has been
denonstrated. |f chem cal equival ence cannot be denpbnstrated, these new

sources of active ingredients will be treated as new active ingredients and
will require a full data package.
21. PSR ||l grants the original owner of data a period of 10 years exclusive

use of data required for registration, beginning at the tinme of first

regi stration. After 10 years, the data are no | onger protected. To encourage
conti nued subm ssion of data, each study submitted after registration will be
given 15 years of data protection starting fromthe conpletion date of the
study. This period may overlap the 10 year exclusive use period. (See Figure

1).
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Tabl e 1.

CATEGORY

NEW ACTI VE
(Period of
Ful | Data

Prot ecti on)

| NTERME-

DI ATE*
(Period of
Parti al
Dat a

Prot ecti on)

GENERI C
(Period
of No Data
Prot ecti on)

* VWhere a conpany has conmitted to produce data,
sources of that active requesting simlar

Categories of Active Ingredients and Requirements for

Data to Support

Regi stration of Active Ingredients from New Sources

CRI TERI A
FOR CATEGORY

REQUI REMENTS FOR

REG STRATI ON OF NEW SOURCE

First Active ingredient -
end- use product (s)

regi stered within the | ast

10 years

First Active ingredient and -
end- use product (s)

regi stered nore than 10

years ago

AND

Owner has kept the data base -
| east partially up-to-date
(sonme data <15 years ol d)**

Active ingredi ent and end- -
use product(s) first

regi stered nore than 10

years ago

AND
Owner has not kept the
data base up-to-date
Al'l supporting studies
> 15 years ol d or
virtually no data.

e.Jg.
uses will

provi di ng an equival ent value (in points) of data.

Proof of authorization
to use the existing

dat a base
OR
Ful | new data package

Proof of authorization
to access existing
data which is

<15 years old

OR

New dat a equi val ent

In at points to the new
studi es <15 years old in the
exi sting data base (up to

75% of the total protected
dat a package)

M ni mal ot her data where
necessary, i.e., acute

st udi es.

, to support a new use, new

al so be required to conmit to

The 15 years is fromthe date of conpletion of the study.



F. NEW ACTI VE- | NGREDI ENT CATEGORY

22. PSR Il provides protection of the original data package required for registration
for 10 years fromthe date of first registration. New sources applying for registration
during the first 10 years are required to provide a conplete, new data package, or proof
of access to an existing data package on file with Agriculture Canada.

G. | NTERMEDI ATE CATEGORY

23. In the internedi ate category, data submitted for first registration will no |onger
be protected. However, this category provides opportunities for registration of new
sources of active ingredients as well as incentive to manufacturers to update data
packages. New studies submtted after the date of registration will be protected for 15
years. Protection begins the date of conpletion of the study. The val ue of each study will
be determ ned using the point-value system Applicants of new sources of registered
actives in this category will be required to submit new studies equivalent in points to
the value of the protected studies. Agriculture Canada will determ ne which studies are
required.

24. For registered products in the Internediate Category with virtually conplete data
bases, conpanies applying to register new sources will be required to supply data to a
maxi mum of 75% of the total protected data base for that active. This category therefore
allows partial protection (for the nmodern studies) of a supporting data base.

H. GENERI C CATEGORY
25. In the generic category, data will no |onger be protected. New sources will provide
only mininal data related to product safety, e.g., acute studies. No significant coments
were received on this category. It was agreed that products with seriously deficient or
very ol d data bases should not be protected.

| . DATA DEVELOPMENT FOR REG STRATI ON

26. New Actives
Applicants must provide a full data package.

27. New Sources of Reqgistered Actives

27.1 Applicants nay cone to a business agreenent to share existing data with the
owner(s). In this case, witten authorization to access the existing data
package must be provided. Alternately, applicants may al so devel op an
i ndependent data package.

27.2 Al new sources of active ingredient will be required to submt proof of
chem cal equivalency (T-1-23e) to the registered source(s) before registration
(generics) is granted or point assessnment (internediates) is undertaken. This
requires subm ssion of |abel index or data and detail ed chenmistry
specifications, as outlined in T-1-237 and T-1-238.



27.

8

Where the applicant falls into the Internedi ate Category, the Pesticide Directorate
will request the registered data owner(s) to subnit a point assessnent of their
protected data. The point val ue assessnent nust be provided within 60 days,

ot herwi se Pesticides Directorate will assume there are no new data to be protected,
and the active ingredient will be considered to be generic. The Directorate wll
confirmthe point assessnent and informthe new applicant of the assessment. 30 days
will be allowed for existing data owners to challenge the assessnent established.
The new applicant will be required to provide new data equivalent to the final,

conmbi ned point total to a maxi num of 75% of the full, protected data package,

whi chever is less. See figure 2.
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27.4 Miltiple Sources. If the data base is shared equally by two or nore conpani es,
a new source will be required to provide data equivalent in point value to the
total nunber of points carried by the registered data base divided by the
nunber of registrants.

If the points are not shared equally by established sources, the new applicant
will be required to provide data equivalent to the points held by the conpany
with the highest point value (up to 75% of the protected data base).

28. REG STRATI ON W LL BE CONSI DERED WHEN:

28.1 New Category
1) proof of chenmical equival ency AND of access to an acceptable data base is
confirmed.

OR 2) the independent data base neets registration requirenents

28.2 Internedi ate Category

proof of chemi cal equival ency is confirnmed, AND

El THER 1) authorization of access to an acceptable data base is
confirmed.
OR 2) acute toxicology on technical material is conplete, and registration wll

be negotiated with the registrant, based on, the type of studies to be
undert aken.

28.3 Ceneric Category

proof of chemi cal equivalency is confirnmed, AND acute toxicology on technica
material is provided.

J. UPDATE OF | NDEXES FOR REG STERED PRODUCTS

29. In cases where only i ndexes were previously required, data originators nay now be
asked to subnmt data which are not in current PSR files within the Pesticides Directorate.
Regi strants should review their data i ndexes and ensure that an up-to-date version is
filed with Agriculture Canada. A six nonth period after the date of issue of this
menorandum wi | | be all owed for conpanies to ensure their indexes are up to date. After
January 15, 1988, the index on file with Agriculture Canada will be used, regardless of
whether it is current.
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K. VOLUNTARY SUBM SSI ON OF DATA

30. Vol untary subm ssion.s of data should be made in the format specific in Menoranda
T-1-237 and T-1-239. These Menoranda specify the nunber of copies needed.

31. If two or nore registrations exist for an active ingredient fromdifferent sources,
and only one registrant has data and wi shes to submit it, Agriculture Canada will not
require data from other sources. Voluntary subm ssion of data will inmprove the

registrant's position only in relation to other potential registrants who have not yet
regi stered their actives.

32. I f basic toxicological or environnental data have been subnitted to support a new
use on the | abel, other registrants of the active ingredient fromother sources will be
required to subnmit equivalent. data to register a product for the same use.

33. Vol untarily submtted data will not necessarily be reviewed i medi ately upon
receipt. It will be reviewed at re-evaluation , or if a special need is identified.

L. EVALUATI ON

34. PSRI| applies to data submtted in response to a formal re-evaluation in the
foll owi ng way:

35. If a full data package is generated for re-evaluation, either by a single or
mul tiple sources, these data will be protected for 10 years. During the initial ten years
foll owing re-evaluation, a new applicant will be required to provide:

- proof of access to the existing data base as a result of successfu
negoti ations with the owner(s); or

- data equivalent to that supplied by the established registrant(s).

36. If any gaps remain after re-evaluation, a 10 year exclusive use period will NOT be
observed.

37. Start of 10 years: The beginning date of the 10 year period will be negotiable for
each re-eval uation.

38. MULTI PLE SOURCES: |f a group has coll aborated to produce the data required for
re-eval uation, new applicants will be required to produce data equival ent in point val ue
to the total point value of the data base divided by the nunber of registrants who
participated in data devel opnent.

39. If on review of a data base where there are nultiple sources registered, it appears
that one source has supplied the bulk of the data that is available and is useful, nore
onus will be placed on the other sources to supply data for re-eval uation
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M DATA SUBM TTED FOR PURPOSES OF THE FOOD AND DRUGS ACT

40. Dat a devel oped and submitted to neet requirenents of the Food and Drugs Act are not
covered by the proposals in this Menorandum This includes one-year feeding studies in the
dog, and crop residue data, which are used exclusively by the Foods Directorate to
establish Maxi mum Residue Limts (MRLS).

N. EFFI CACY DATA
41. Ef ficacy data will not be protected under the interimpolicy.

J.E. Holl ebone

A/ Director

| ssues. Planning and Priorities
Di vi si on

JEH/ dl t
0166T
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PO NT VALUE SYSTEM

Crop Protection Institute of Canada

GUI DE
LI NESTUDYSPECI ESPO NTS

APPENDI X |

312

313
314
315
316
317
322
323
324
325
326
327

332

333
334
343
344

352R
365

352K/
365

TOXI COLOGY
Acut e Studies

Acute oral (technical) r at
dog
Acute dermal (tech) r abbi t
Acute inhalation (tech) r at
Eye irritation (tech) r abbi t
Dermal irritation (tech) r abbi t
Dermal sensitization (tech) gui nea pig
Acute oral (formulated) r at
Acute dermal (form r abbi t
Acute inhalation (form r at
Eye irritation (form r abbi t
Dermal irritation (form r abbi t

Dermal sensitization (form

Short Term
O al 90- day
90- day
Der mal 90- day
I nhal ation 90- day
Der mal 21-day
I nhal ation 21- day
Long Term

1 year chronic feeding
Lifeti me oncogenicity

Conbi ned chronic
and oncogenicity

gui nea pig

rodent

dog

rat/ rabbit

rat

rat/ rabbit

rat

rat
rat

nouse

rat/ nmouse

NPFPPFPOUOOWNEREPOUWW

50
50
50
200
25
50

425
600
600

825



362R/' R
363

364
364

364
364
366
368

Speci al Studies

Mul ti-generation repro
Teratogenicity

In Vitro Mutagenicity:
Poi nt Mutati on

Chr onbsonme Abberati on
DNA Repair

Del ayed Neurotoxicity
Exposure Studi es

14

rat/rabbit
rabbit
r at

m cr obi al
manmal i an

chi cken

270
140
140

15
15
15
15
45
150
(each study)
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APPENDI X 11

GUI DELI NES TO DETERM NE PO NT VALUE- ASSESSMENTS

Voluntarily submtted studies are eligible for points for 15 years fromthe date of
conpl eti on of the study.

All studies older than 15 years on the date of point value assessnent are no | onger
eligible for points.

Summari es, addendum and suppl enental reports are not eligible for additional points.

Points will be assigned once to each study.
Al interimreports are eligible for points, but only until such tinme as the fina
report is listed in the index. The final report only will then be credited points.

Studi es using netabolites or specific mcrocontam nants as a result of a regulatory
requi renent are eligible for points.

If there are two or nore studies that satisfy the sane category, only the nopst

recent valid study will be given points. Points are not additive within a single
cat egory.

Invalid and published studies will not be assigned points (i.e., IBT).

In case of dispute, studies not on file with the Pesticides Directorate will be

requi red before points are assigned.

Ensure all criteria indicated for the category are net before awardi ng points, e.g.
species, tire frame, technical or fornul ated.
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GUI DE
LI NE STUDY SPECI ES PO NTS
METABOL1SM
420 Met abol i sm (| abel | ed) r at 225
goat 270
chi cken 240
cow 275
430 Met abol i sm (| abel | ed) pl ants 150
Phar macoki netic (unl abelled) -- 80
ENVI RONMENTAL CHEM STRY
621 Hydrol ysi s 15
621 Vapour pressure 15
621 Phot odegr adat i on soi | 80
aqgueous 25
air 15
621 Solubility in water 25
621 Oct anol /wat er partition coefficient 5
622 Mobi lity: absorption/desorption 35
622 Leaching - lab study (cold) 42
- field (Ilabelled) 150
623 Soi | metabolism aerobi c 42
anaer obi c 46
631 Soi | dissipation study
or crop rotation study 62
631 Soi | accumul ation 60
632 Pond study (run-off) 75
693/ 632 Aquatic degradation
and persistence aer obi c 32
ENVI RONMVENTAL TOXI COLOGY
712W Acut e oral mal | ard 5
bobwhi t e 5
713 Sub- acut e oral mal | ard 5
bobwhi t e 5
714W Avi an reproduction study 15
722 Acute toxicity rai nbow trout 5
bl uegi I | 5
722/ 737 Acute toxicity Daphni a 10
734 Toxicity bee 5
737 Toxi city: non-target
terrestrial invertebrate 20
742/ 743 Toxicity: non-target pl ant/ al ga
i nhibition test 28
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APPENDI X |11

FORMAT FOR SUBM SSI ON OF
| NDEXES AND PO NT ASSESSMENTS

| NDEXES

Pl ease include the following informati on for each study, where applicable.

1)
2)
3)
4)

6)
7)
8)

9)
10)

correspondi ng gui deline nunber, e.g., 312, 313

date of conpletion of study

type of test, e.s., acute, anaerobic, etc.

nanme of material tested, e.g., technical, netabolite, mcrocontamn nant 5)

duration of test, e.g., 14 day dernmal, 90 day der nal

species tested, e.g., rat, dog

testing | aboratory

type of report, e.g., prelimnary, final, etc. - where comm tnent has been given but
study is not conplete, indicate target date for conpletion

nunber of pages in report

i ndi cate, where appropriate, if study was submitted voluntarily, or as a result of a
data call-in, (e.g., re-evaluation)

PO NT ASSESSMENTS

The Pesticides Directorate will inform conpani es when an assessnment is required. Please
indicate the followi ng informati on where rel evant, when subnitting point val ue
assessnents.

1)

2)
3)
4)
5)
6)

the active nane, netabolite and m crocontam nant nanmes if tested (decode nunbers for
technical, etc.)

date of the index used

list studies in order of guideline nunbers

list applicable index excerpt (see above) for each.study assigned points

i ndi cate the nunber of points assigned to each study

total points



