EXPERIENCES AND DIFFICULTIES
IN THE NEW AUTHORISATION

SYSTEM
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Soil(Conservation-and-Agavironment




Agricultural institutes were merged into the

National Food Chain Safety Office
( NEBI H)

Plant and soil protection
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Producs subject toauthorisation

Plant protection product s (PPP)
Herbicides, Fungicides, Zoocides , Plant growth

regulators

+ later on: Safeners,Synergists,Co-formulants,Adjuvants in 1107

(titl COM reg(léatibn 1 HghttAhri@x lll onanational levél)i g ht Annex |
NOT PPPs

e.g. Traps with stickers or pheromones, leaf sprayers etc.
In mmeamy cowmtries mat (tolizereggeigteaed! !

Yield enhancing __substances (YES)
1.Fertilizers, 2.0rganic fertilizers, 3.Mineral fertilizers,
4.Composts 5. Earthworm humus,
6.Soil iImproving substances, 7.Soil-conditioners,
8.Microbiological products (living)
9.Growing media
10. Plant-streghteners

In many countries YESS are not to be registered !




Each product Is to be registered In
Hungary

With the exception of
Water, untreated manure, and EC fertilisers

Nurmber of registered products in HU : 827

(Date 2012.Sepil. - PPP+ noiPPP, without YES)



Yearly workload of registration in the old systen

(2011, 2012)

New Significant

authorisation | Mmodification
PPP (+ notPPP) 80 60
YES 60 (160 products) 30
Experimental 100 (600 -

products)

Administrative 100 -
change
Parallel import 30-40 -




Workload In the new system

Zonal evaluation and new authorisation issued 1
(HU=zRMS)

Submission and evaluation in 2012 (HU=zRMS) 5
Submission and evaluation in 2013 (HU=zRMS) 5
Submission for accepting (HU=cMS) 50
Zonal amendments 7
Mutual recognition (Art 40) 5
Step 2 Zonal evaluation/voluntary worksharing 10

submission in2012




Step?2 reregistration

91/414 can be followed
Starting point 2004 (EU accession) :

Alst class step?2 - Zonal evaluation/voluntary worksharing
English reg.report, cMS can change endpoints, GAP
and risk management. Flexible but often no dRR

&nd class step2 i national evaluation according to
Annex VI - Hungarian report

Brd class step?2 - fast evaluation , short report

Mt h cl asobindasetofeold 2uthorizations with
obviously wrong classification T new CL based on
MSDS, checked by experts




Experiences with zonal evaluations

A PPP1 2 a.s. = 2 manufacturers==) 2 different dossier
dRR must be unified by applicant !

A PPP2 New a.sc still not in positive list
endpoints of dRR differs from EFSA conclusion !
-gl AUAY 3 FT2NJ I LILIX AOI yiuQa

A PPP3 Reg.report hidden in CADDY, not coherent,
fragmented- difficult to find

A 1 year deadline can be kept



Authorisation as cMS (Art 36)

A Still no finished case

A HU has no specific requirement
but we stick to
1. Relevant fate scenarios

2. Efficacy evaluation for
SE EPPO zone (PP1/2

[ Lo South-east

" Mediterranean Bt 2



Procedure as cMS

A After getting application , Biol dept. checks if
SE EPPO zone covered with efficacy trials

A If not, applicant is asked to carry out trials
A Same with fate scenarios




Procedure for efficacy

S-E EPPO zone covered?

NO

zRMS evaluates ?

Applicant complements ?

YES

YES
NO

cMS evaluates
in 120 days

‘Acceptable?

g — YES
NO

Refusal

Authorisation




Refusal based on efficacg!m

A Art 36(3) - Not possible, only on health an
environmental reasons

A Art 41(1)c perhaps - this was the intention but
sanction Is not in the text

A Art 29¢ Yes, efficacy is essential for authorisation

A EPPO and EU efficacy guidances (being prepared)
PPP should be tested in the relevant EPPO zones

Conclusion of Central Zone: Everybody should be cautious with this topic

Policy of HU: without relevant efficacy evaluation authorisation can not be
granted



Difference in GAP on the label

IS it possiliies? _
A . Sas WalyYS dzaSQ YSIgE ¢
A 2 main reason: s )
- optimal dose differs inside political zone
(going to East higher herbicide and lower fungicide)

- MS practice to give range or only max. dose
(e.g. 2 l/ha or 12 |/ha)

(EPPO efficacy workshop 2012 Octobdr Wien)

GAP difference must be inside the risk envelope !!!

(no higher dose, more treatment or shorter waiting period etc)



/£ 201 &Gl NI &

A For 12 month zRMS evaluation at finishing
completness check (UK interpretation)

A For 120 day cMS accepting process:
when evaluatiorand copy of authorisation of
ZRM arrived to cMS.
Uploading of RR Is not enough.

A HU: 120 day start must be appliedhis is
start of process (otherwise payment would be
necessary before zZRMS evaluatio




Mutual recogyition aff 10 ppodd ot $Arki46)0)

A New tendency: Misuse of Art 40 for avoiding
zonal system (Art 33) !

A Applicant goes only to 1 MS, then asks MR in
others- no zonal evaluation

A Intention was to authorise more years after

zonal evaluation ’ T
A What should be evaluated Lileiie
A Risk of more refusals ? 3'%2; e

m\\_\k;‘% ; R
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Mutual recogiiition aff gisieeicppoddoasts

A Art 34 allows use of existing (original) )
R20dzySyias AF ISYSNRO

A Requirement for generic is not clear

A Similarity depends on opinion of zZRMS

A cMS can have other opinion

Are
they
similar?




Do Do Do Do
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Mutual recogiiition aff gisieeicppoddoasts
Caszesalidgy

Generic applied for authorisation of a fungicide before June 14. 2011 in a zl
zRMS refused authorisation according to 91/414
Generic applied again after June 14. 2011

zRMS issued generic authorisation at the end of 2011 based on an old dos:
of the original company (PPP was similar, but all component except a.s. wz
different)

Generic applied for MR in CZ, SK and HU immediately referring to Art 40 &

CZ, SK, and HU refused giving authorisagipartly because Step 1 was not
still done and access to some study was not clear

In middle of 2012 zRMS carried out Step 1 and proved its equvivalency
together with data access

Generic is waiting for decision of CZ, SK, HU



