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Transparency Overview
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E-Public Registry
What information & When?

APPLICATIONS TO REGISTER OR AMEND A REGISTRATION
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Summary of Info
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E-Public Registry
What information & When?

» Exception:

¢ Where Conditional registration granted :

e Consultation, access to test data and reconsideration
opportunity are delayed until confirmatory data
submitted & reviewed, or until registration renewed
(whichever comes first) - PCP Regs 14(1)

— l.e., no consultation or decision documents for conditional
registration decisions on new actives or major new uses if a
conditional registration

« But evaluation report will be available
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E-Public Registry
What information & When?

Re-evaluation and Special Review

Notice of Request for Consultation - Notice of
Initiation addn’l data doc Decision doc Objection
. (if required
Evaluation report PMRA
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E-Public Registry
What information & When?

» Pest control products

¢ at registration:

e registration #

e Validity period

« Conditions of registration (eg., label)
¢ Registration status:

* Registered, cancelled etc
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Inspection of Test Data

» Data that is relevant to the decision
¢ Accessible for inspection at time of decision
¢ CBI, as defined in the Act, must first be removed
¢ View access via a Reading Room in Ottawa

¢ Data continues to be protected by ATI Act, inspection
does NOT put the data in the public domain; no copy
can be made (S 43(8))

» Requires an application with an affidavit

¢ stating the purpose & that there is no intent to use the
data or make it available to others for
registering/amending a pesticide anywhere (S 43(1))




Other Considerations

» Transitional provisions (S 81); Act applies to:

¢ Applications received before “in force” date if
decision not yet reached

¢ Products registered on “in force” date

Except that test data supporting decisions made before
the “in force” date not accessible until the product is
consulted on under the new Act via a major new use
application or re-evaluation
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Other considerations

» Required to respect:

¢+ Official Languages Act
 Increased translation workload ( PMRA docs)

¢ Privacy Act
* Privacy Impact Assessment done

« PMRA must remove privacy info from test data,
evaluation reports (includes author names for
unpublished studies)

¢ Copyright Act

 Where published info used in an evaluation, the
publication not put in-registry, only reference to it
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Challenges

CBI & Privacy information protection

¢ CBI must be designated by registrant, separated
from test data & verified by PMRA before Reading
Room access (S 43(4),(5).(6),(7)):
e Publication of guidance to industry
 Significant new workload for PMRA & industry
* Need to “catch up” for early decisions

¢ Privacy information protection
. Significant new workload
* Plan to automate as much as possible
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Challenges

Efficient electronic delivery has involved:

¢ Major redesign of e-infrastructure, incl. design/ integration
of new tools based on complex business rules

¢ Conversion of archived test data to electronic (microfilm &
paper post1984)

¢ Ongoing conversion of incoming paper to electronic

¢ Doc management system/database already contains
400,000+ docs (up to. 50 million pages) & growing daily

¢ Re-engineering of processes to accommodate e-
document management throughout application lifecycle
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E- Public Registry on Day 1

» What will you see?

¢ Single Public registry on PMRA Site with:

e Listing of “open” registration applications with active
etc. but to begin with not new uses

 Listing of all actives for which re-evaluation started but
not yet completed

« Evaluation reports/other docs added “as soon as
reasonably practicable” after decisions made on
applications and re-evaluations

o LIsting of all registered products (Labels already

viewable via ELSE)
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E- Public Registry

» Not a Google-type search tool

¢ But information can be displayed in
different ways based on filtering
mechanisms via pre-established
“buttons’/criteria:

* E.g., re-evaluations, applications, actives etc.
¢ Will consider all feedback
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E- Public Registry
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E- Public Registry
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Actives

View actives beginning with the letter:
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E- Public Registry
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Question to PMAC

» What advice does PMAC have on managing
expectations for a more transparent system
given the transitional provisions of the Act and
the challenges that will be faced in the
transition to a new paradigm?
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