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- Active substance BPR authorization
BPC opinion approval
Transitional period BPR EU procedure
- National Registrations BPR dossier evaluation
- BPR dossier preparation p >
Freeze of registrations x *"’\I‘\
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Portfolio Strategical Analysis

Determine your dossier preparation strategy
Determine your regulatory strategy

Dossier structure
Compliance with BPR requirements — case study on insecticides
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Active substance

BPC opinion
approval

BPR EU procedure
BPR
authorization

Portfolio Data Gap Studies &
Strategical Analvsis dossier
Analysis Y redaction

Compliance with BPR dossier

BPR dossier evaluation
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Freeze of registrations

1. Know what you have
2. Evaluate the balance efficacy/risk ;Yv%
3. Adjust to reach the balance |
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- Rationalize these combinations
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* Historical portfolio, often many slightly different compositions (due to
different formulators etc.)

* |Insecticides are often mixes of several active substances

r n
- Impact on deadlines (last approved active substance) ﬁ é
- Impact on risks of the products (additivity)

- Impact on efficacy (is it all justified ?)

* Co-formulants = may be Substance of Concern (SOC)

- Other active substances (e.g. preservatives)

- Substances with impact on CLP (e.g. solvents, perfumes?)

- Substances with community workplace exposure limits (e.g. solvent VS water-based)
- SVHC

- Synergists

- Endocrine Disruptors?




Know what you have - USE o* RR A

Redebel Regulatory A

Do not underestimate your label!
It contains more uses than you think !
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LABEL BPR USE

Stay in
room
Spray room

Leave room

Indoor
Spray flying

//' ﬂ\\ insect

Effectively kills mosquitoes. Spray insect
Either spray directly on insects
or vaporize the room for long

lasting effect (up to 8 hours). y. Spray area

Spray sitting
insect

Stay in area

-

Leave area
Outdoor

Spray flying
insect

Spray insect

Spray sitting
insect

Identification of label claims & Definition of precise uses

Evaluation of Efficacy and Risk ,
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Portfolio Studies &

Data Ga :
Strategical L dossier BPR EU procedure
Analysis

Analysis preparation BPR
authorization

BPR dossier evaluation
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Freeze of registrations
Compliance with BPR dossier

1. Know what you have
2. Evaluate the balance efficacy/risk ,Tvvf—\
3. Adjust to reach the balance |
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Best balance

Efficacy Risk
Historical Approach BPR Approach
Efficacy VS Risk VS Risk VS Efficacy
’ 2\

- Screening studies — effective product dose

- Preliminary risk analysis — uses acceptability
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Efficacy VS Risk

Usually well known as basis of commercialization

Be careful on exact claims !

If you are claiming a specific insect, you need a specific test !

When testing, strictly follow PT18 guidance (reference insects, replicates, etc.)

Tests on standard flying
insects butcldiming flying
insect, including tiger
mosquitos:

Test on flying insects and
Additional test on tiger
mosquito

KNOW YOUR EXACT USES !
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Efficacy VS Risk

* Both risks have to be analyzed: environment and human health
* Compare your label claims with standard risk models
* Spot redundancy, in use and formulation, to save effort !
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Product

Balance Efficacy and Risk

Environmental risk assessment

Stay in

room
Spray room

Leave room

Spray flying
insect
Spray insect
Spray sitting
insect

Stay in area
Spray area

Leave area

Spray flying
insect

Spray insect

Scenario 1: Room
spray, indoor

Scenario 1bis: Spray

flying insect, indoor

Scenario 2: Surface
spray, indoor

Scenario 3: Spray
air, outdoor
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Stay in the room or leave makes no difference

Spray flying insect, Stay in room
is redundant with
Room spray, Stay in room

Spray room is worst-case as higher quantity

Spraying on indoors or outdoors surfaces has a
major impact.

However, for air spray, indoor use is considered
worst-case compared to outdoor use.
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Human health risk assessment

Stay in

Scenario 1: Room

gelely Major difference is stay or leave the room.

>pray But stay in room is a worst case.
Stay in room

Spray room

Leave room

Spray flying

. Scenario 2: Room
insect

spray
Leave room

Room spray is worst case compared to

Spray insect ] .
S spray Insect or spray air outdoors

Spray sitting
insect

Product
Scenario 1bis:
Spray flying
insect,

Stay in room

Stay in area
Spray area

Leave area
Outdoor totally redundant with indoor,

as indoor is worst case.

Spray flying
insect

Spray insect Scenario 3:
Spray sitting

insect

Surface spray
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Environmental Human health

Scenario 1: Room Scenario 2: Scenario 1: Room

spray, indoor Surface spray,
indoor

spray,
stay in room

Spray room Spray room

eIl Spray sittin roctet
Spray insect pray ; & Spray insect
Product INSEC

Outdoor Spray insect

Same simplification approach but different scenarios &
potentially different conclusions on risk acceptability 14
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Adjust to reach the balance o RRA
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What can you do about it ?

|. Composition VS USE

* Rethink your uses and formulations
- Are all uses commercially relevant?
- Is the formulation fully justified?

®

Il. Efficacy VS Risk

1) Test efficacy to find the threshold y O
Screening tests on relevant insects

2) Refine risk
- Fine tune your risk models
- Obtain additional data on active substance or product
- Define risk mitigation measures
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SHORT TIMING — max 2 years after BPR opinion for BPR dossier preparation

Portfolio Data G Studies &
ata Hap dossier BPR EU procedure

Analysis '
y preparation

Strategical
Analysis

BPR
authorization

BPR dossier evaluation

»

a

. . . Freeze of registrations
Compliance with BPR dossier Jreg

1. Know what you have

2. Evaluate the balance efficacy/risk !;n T
3. Adjust to reach the balance (XX >/

In parallel: registrations under transitional period to ensure market continuity 17



Take away messages o RRA\
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Company’s departments implications in registration process

Management Legal

Regulatory Affairs

meeesssssm———) ANTICIPATION ! .
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Thank you for your attention |

Thomas Raas — Redebel Regulatory Affairs

t.raas@redebel.com
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