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Why is data protection important

A high level of protection to

human health, animal health

and the environment

Safety Recital 3 of BPR



Why is data protection important

A level playing field should be established 
as quickly as possible on the market for 

existing active substances

Level playing field  Recital 58 of BPR



Data Protection under the BPR – Art 60



Data Protection under the BPR – Art 60

• The protection period for the data shall start when they are 
submitted for the first time

• The protection period for the submitted data shall end X years from 
the first day of the month following the date of adoption of a decision

NEW AS

15 years
EXISTING AS

10 years
RENEWAL/

REVIEW of approval

5 years



Data Protection under the BPR – Art 95(5)



Data Protection under the BPR – Art 95(5)

• HARD

31 December 2025

WORRIES INDUSTRY
A LOT



Data Protection versus Review Programme

Intention

Review Programme finalized by 2014 

ALL existing Active Substances would benefit 

from 10 years data protection (Art 60)



Data Protection versus Review Programme

Reality

Review Programme NOT finalized by 2014 nor 2024

Only 27% of existing Active Substances benefit 

from 10 years data protection (Art 60) 

due to moving goal posts, e.g. continuously changed rules during the evaluation

It was not expected that RP would not even be finalized by 2024



Data Protection versus Review Programme
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Data Protection beyond 2025

2023

202520242014 2030 ?45% 20xx

TODAY Effortless and costless Art 95 listing

45% of Review Programme (RP) achieved 55% of Review Programme to be achieved

NO FREE-RIDING FREE-RIDING

Expected increase of AS sources 



Data Protection beyond 2025

2023

202520242014 2030 ?45% 20xx

TODAY Effortless and costless Art 95 listing

45% of Review Programme (RP) achieved 55% of Review Programme to be achieved

NO FREE-RIDING FREE-RIDING

Expected increase of AS sources 

Technical Equivalence (TE) to reference source 
must be demonstrated only at Biocidal Product 
Authorisation stage 

Art 89 transitional measures prolonged and TE check delayed 
by the new extension of the Review Programme



What does the biocide industry want 

• NO HARD STOP !!!

• Equal and fair treatment of all players for new data generated and 

submitted under the BPR

• New data = data generated under the BPR such as :

– The entry into application of the BPR

–New / continuously changing guidance

– Endocrine Disruptors (ED) Regulation/BPR Annexes amendments

–Redefinition of an active substance …



What is impact on BPR goals ?

A high level of protection to

human health, animal health

and the environment

Safety Beyond 2025

• Uncompliant sources 

• Level of (relevant) impurities

• Technical Equivalence (TE) 
delayed due to Review 
Programme delays



What is impact on BPR goals 

A level playing field should be established 
as quickly as possible on the market for 

existing active substances

Level playing field  Recital 58 of BPR

• Reintroduction of 

FREE-RIDING



Data protection @other Regulations

(EC)1107/2009

Test and study reports -> data protection of 10 
years data protection from the date of first 

authorisation (13 years for low-risk plant 
protection products).

Plant Protection Product Regulation REACH

(EC) 19/07/2006

The study summaries and robust study 
summaries of studies submitted  in the 

framework of registration -> 12 years data 
protection from the date of the 

submission 



Data Protection under the BPR – Next

• No hard stop for the data protection !

• Equal and fair treatment for all players for new data generated and 

submitted under the BPR

• High level of protection



Data Protection under the BPR – Next

• Authorities to understand and acknowledge the importance of data 

protection and work together with industry for a solution

• MS and ECHA to support COM in using the most appropriate legal

and regulatory tools to ensure data protection for new studies, 

matching the length of the review programme, in close dialogue with

industry



Thank you !
Raf Leyman

Regulatory Affairs Manager EMENA

Chair Bioplus-Probois
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