~/‘z“—
@ > \
EuropaBio

The European Association for Bioindustries

MISSION_
POSSIB

S

REMOVING DOUBLE STANDARDS
IN EU SAFETY ASSESSMENT

or
El'J's risk assessment

ve the lives of

ling
he EU by enab

oss t e b-‘otechHO\OQV
he highest

Whether for

citizens act o
inno
access to1l ) Lot
products whilst ensu;w;g
level of consumer sa ety.

atients, farmers and

e from life-savingd
conjil::ri?\t:rsst‘::?gh yielding GM crops
rtrt‘\?at can improve foosi sef:gtnty,

ironmental sustainability .
:\‘:\\é putrition. But or::;j e:::-llfl::neﬁts_
assessment can yield S

Benefits for p

1. MISSION BRIEF:
ENSURE SAFETY
el AND DELIVER BENEFITS

EU AGRI:UI.TUR[ m
UL LIFE-SAVING MEDICINE

—5 4

222A RS (22224 20049 ?lllll SN0e00)) Brssss S 20080 30000\ 00887 X B 44444\ 00002) 3 !
949 v V22223 V222ld X2l v 22223 S=pss04 22224 22224 V000000603 = 20000 V22224

.Illillll

EU HEALTHCARE
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CODENAME: ECHA CODENAME:

Organisation: Organisation:
EUROPEAN CHEMICALS AGENCY

Organisation:

Mission: Help companies to Evaluate and
comply with legislation on facilitate safe access to
chemicals, advance their safe medicines, providing
use, and provide relevant information to healthcare
information to the public. professionals and patients.

Contribute to the safety
of the EU food chain by providing
scientific advice and communi-
cating on risks to deliver a
trusted food safety system.
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In the case of human medicines and biocides, EMA and ECHA both dedicate time
and effort to pre-submission activities to inform applicants on important aspects,
such as the scope and content of the application, preparation requirements,
expected timelines and procedures, as well as involved parties.

—— These services make the rest of the assessment run smoothly.

HHA

EFSA lacks these pre-submission meetings for GMOs and its applicants are
? not as well informed. EFSA could learn from EMA and ECHA!

Furthermore, not all products are assessed efficiently, which prevents some
of them and their benefits from reaching the market in a timely manner.

2. THE GLOCK IS TICKING:
TIME TO DELIVER THOSE BENEFITS!

Each EU agency has different legal deadlines for risk assessment of products under
their remit. Despite small differences in legally foreseen timelines, compliance with
these deadlines differs greatly among agencies.

A GROWING GAP

Timelines for risk assess-
ment of GM import crops
FREQUENT DELAYS have more than doubled in WORKIS PILING UP

the past decade, to reach In the face of decreasing
None of the 7 EFSA over twice the time taken efficiency and increasing
applications for GMO by other countries with number of applications for
authorisations assessed equally high standards for GMO authorisations, EFSA
in 2017 were finished risk assessment. scientists find themselves
within the foreseen legal covered under an ever-
timeline of 6 months growing and costly pile
(which can be extended of work.
to ask for further
clarification).

MISSION COMPROMISED

EFSA exceeded its legally mandated timeline for GMO authorisation by a factor of more
than 8 on average in 2017. EFSA's timeline differs strongly from ECHA and EMA, which

exceed the legally mandated timelines for biocides and human medicines by factors of

roughly 4 and 1.5 respectively.

Average risk assessment timelines and Assessment timelines per agency
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SLOW ON GMOS, BUT WHAT ABOUT OTHER PRODUCTS?

Within EFSA, timelines for risk assessment also vary substantially among product
groups and the dedicated panels that have been set up to assess them. Risk assessment
efficiency for GMOs trails far behind compared to all other EFSA product groups,
including pesticides.

Risk assessment timelines in five EFSA panels
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3. PUTTING THE MISSION BACK ON TRACK!
WILL EFSA DELIVER MORE BENEFITS?

The current EU risk assessment process appears disproportionate and costs
taxpayers more than necessary. Treating GMOs as if they were dangerous does not
reassure consumers about promising technologies that already contribute
substantially to Europe’s competitiveness and global sustainability.

But it's not too late to learn from past mistakes!

LOSS OF BIODIVERSITY
Between 1996 and 2015, biotech- GHEENHUUSE GAS EM'SS'UNS

nology helped to save 174 million In 2015 alone, use of biotech crops saved
hectares of land from ploughing 26.7 billion KGs of CO,, that's equivalent
and cultivation, and 19.4 million to taking 12 million cars off the street.
hectares in 2015 alone. Source: https://bit.ly/2S4SFIK

Source: https://bit.ly/2MqgqiS

POVERTY AND HUNGER

In 2017, biotech crops benefited
17 million small holder farmers
and more than 65 million people
if you include their families.

Source: https://bit.ly/2gmeVcv

USE OF INPUTS

GM crops have been shown to reduce
environmental impact from pesticide
application and can help to reduce use of
other inputs like water and fuel.

Source: https://bit.ly/2S4SFIK
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WHY EFFICIENCY MATTERS

e .
EFSA's scientific outputs are recognised globally, with over M
99.9% of its 4.500 scientific opinions remaining uncontested. FARMERS UNHAPPY
Nonetheless, in the field of GMOs, EFSA’s comparatively gj‘atif going on with EFSA?, =——
inefficient risk assessment contributes to delays and stilfagging behind
creates uncertainty among the public and decision makers.

MOVING FORWARD: FOCUSING ON FACTS
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L2 FACT FAL1 FALT
There has not More than In fact, the EU itself has EU livestock
been a single 280 scientific spent well over €300 mil- farmers rely
substantiated institutions lion on over 50 comple- heavily on GM
case of ill h mentary studies on GMOs, crop imports
effect from GM ave_ consistenﬂy confirming to meet their
crops in over CEIiCE the world-wide scientific needs for
two decades of the safety of consensus that all safety quality feed.
commercializa- SRlehs assessed GM crops are at Source:
tion, in any part Source: . least as safe as conven- https://bit.ly/2CCujGt
of the world. https://bit.ly/TKTwV1L tionaIIy bred crops.
ﬁft“prscj;biw R . g Source: https://bit ly/Ru09Xy g
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PUTTING THE MISSION BACK ON TRACK

The EU and the . )
. If other agencies
global community

. in the EU and Perhaps it is time for f ' -
] ben;eff'lt'from around the world EFSA to learn fromits Q
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risk assessment . . . .
efficiently, why agricultural innovation
from EFSA can't EFSA? in the EU and to
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