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IJUCLID DAR & MRL Evaluation reports

e Several request received to check the completeness
and correctness of reports in full

» Beyond what is described in Admissibility checklist

Reports can be insufficient/fail for various reasons

Dossier has been compiled under an earlier IUCLID
Version

Applicant has used different fields than the ones used
in the report

Bug in report template

0 O |
@ Type atleast 3 characters X UID: 8093d6af-0f37-4bdc-aeba-93cobega91ed .. ® O B
® Peeu.pre
a ;fpﬁﬁ;(gﬁ"'“" residue levels (MRL) © Administrative data | Description of key information | Pest / disease to be treated || Additional information )
- Representative product for Metrafenone MRL v 3SPRYM
+  zpplication on wheat, rye, barley and oat apraying ( 4
Application equipment
N 1 Identity of the product / active 3 oe auie
substance information*
Growth stage and season
v 2 Good agricultural practices (GAP) 2
Growth stage of crop (first application) Growth stage of crop (last application) = Tament
> @ Cereals_EU_35 day PHI_GAP v her:
25-5 side shoots visible; 5 tillers visible (G) (2 - Formation 69 - End of flowering: fruit set visible (6 - other:
> @ Cereals.EU_No PHI_GAP 1 of side shoots/tillering = 25 - 5 side shoots visible; S tillers  Flowering (main shoot) = 69 - End of flowering: Not
visible (G fruit set visible specified
3 Additional transparency regulation © )
information i Number of applications (range)
Inherited templates 2-2
Re-treatment interval (in days)
28 - 28
Application rate per treatment (product) - range
5-05 Lsha
Remarks on application rate
Water amount per treatment / spray volume
100 - 400 L/ha
Concentration of target a.s. in dilution
37.5 - 150 g/hL
Concentration of formulation in dilution
0125-05 L/hL
g Table Appendix A.L.
a
5 K Preparation Application Application rate per (reatment
= Crop /. MS/ G No. laterval | Cone asin | Water PHI Remarks
& Sngmikon | Type | Cone | Methed! | G R | day) | dibonmin | minmax | S v @)
= max minmax | max(ghl) | (L)
= Avens saiiva
Kot specified
(Eysiphe
rorninis)
Crop destinstion: growen for
o speeified i Barvestig fresh (SHERED). not
- (Oculicnacala a0t | e BECH 2569 ) s relevar. User: pofessioral.
cru (¢ | Mg |GER m (O 202 (e (37se e 100400 150150 |gha 35
(FDCHE) il App.rae protuce: 0505 L
Kot specified
(Pyrenuphora
=z teres (PYRNTE])
=
&
=
] Avens saiiva
g (G o)
Kot specified
(Eoysh Crop destinatien: grown for
Barvesting fresh (SHERED). not
Notspeciied celovant. Usee: professional
. - (Ocalicnscals [ v BECH25 - 61 ) su
(Bread whea) ceum | | e gL [GSPRYM) @B 2oz e |ars s 100400 [ 150150 |gha  aa App.rae product; 05 -05 L/
(Duram whear) o specifi FHI remarks:
D) o Notspplicsble
teres (PYRNTE])
x Taticosecale sp.
[Triicale) (TELSS)
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IJUCLID DAR & MRL reports

Such requests pose a Problem for applicants

 DAR/RAR/MRL Evaluation report are not in
the applicant's responsibility

* Checking of reports is a very time-consuming
task

 Report templates (ftl Format) are not human
readable hence we search for the needle in
the haystack in a black box

 The IUCLID Version issue is currently
unsolvable without creating endless update
cycles causing a new layer of delays to the
processes

RMS/EMS would likely face the same issues

A Type atleast3 characters x

EU PPP Maximum residue levels (MRL)
application

-]

v *f Representative product for Metrafenone MRL
application on wheat, rye, barley and oat

c

> 1ldentity of the product / active B

substance information*
¥ 2Good agricultural practices (GAP) 2
> @ Cereals EU_35 day PHIGAP

> @ Cereals EU_No PHI_GAP

3 Additional transparency regulation
information

Inherited templates

uuID: 8

® Poeu.pep

6af

Q@ Administrativedata  Description of key information ~ Pest/ disease tobe treated  Additional information (]

v spraying (3SPRYM)

Application equipment

Growth stage and season

Growth stage of crop (first application) Growth stage of crop (last application) | Teaent

25- 5 side shoots visible; 5 tillers visible (G) (2 - Formation 69 - End of flowering: fruit set visible (6 - v other

1 of side shoots/tillering > 25 - 5 side shoots visible; 5 tillers | Flowering (main shoot) > 69 - End of flowering: Not
visible (G)) fruit set visible) specified

Number of applications (range)
2
Re-treatment interval (in days)
28 - 28

Application rate per treatment (product) - range
05-05 Lha
Remarks on application rate

Water amount per treatment / spray volume
100 - 4

Concentration of target a.s. in dilution
375 - 150 g/hL

Concentration of formulation in dilution
0125 - 0.5 L/hL

<info>
<titlewL REPORTC/titler

<Bcon. eaptyline/>

<para>
<#lnclude “arl_tnstructions, Ft17/>
<ficom. ewptyLine/>

Comphasts role-"bold">Subsission Date (MM and YYYY):</omphasis>
<fpars>
<com.cmptyLine/>

<emphasis role="bold">Subsequent Submisslons Date (MM and YYYY):</emphasis>

Report generator

<spara>
<feon.emptyLine/>
<pare>
<omphasis roles"bold">Substance lase: </enphasis> <hcom. substancelame _subject/>
fpara>
<Beom.captyLine/>
<pora>
<omphasis role="bold">Agplicant’s Tdentity amertegalt ¥ . toxt cunariegal
<fpars:
E Table Appendix A.1.
=
] v, Prepuration Appiicaion Application ate es reatment
S Crop R ] P—— No. | laterval | Concasia | Water ritt e
2 dton oty o T |G| et | o | i | mivmas | A2 |t
s ' @ e0n | as i | man L) | (b | R
= e s
(Castnon o)
(AVESA)
Hordeu vlgors Nt spectied
k) GHORVX): (e
Secale ccae (ye) i) - .
sop st on: grov
mmece): ——— et (D),
Korirwel P ool | SPen | s a8CH 2550 . . el User: ralesional
(Brcad whest) crugen e |Gk o L T el LR C AR R C R [PREE P
yllndac SR | ospect
(rzas Wsvcriy | hemle ol App. e prodack 05 031
r— conconta) I
(Durars whoat N specicd
e el
Tticun st (Spel) )
z (TRZSP) "
z Temcomese
(ica) (rTL35)
=
= vens sativa
3
(Castncn i)
* (AVESA)
Hordeu wigare ot specfied
(Ewiy) 61OV et ctop destinaion: grown foe
Secale crale () o) urssing s GHERED). ot
secce) s [is——
Nt speciicd »
Thiesn st Sapuraion sprayi
(Bread whesi crue e |Gt oo [sogt |G @ (RSB o 2o [srsos0 00 a0 (1500150 [y ma | Ape e procs 05051
ez (< nowsble ol b
svcrm)
Tt dun concerea)
(Duran whea) B [pe—
Rz0U) e Notspplcasie
Tiidcumspck (Spel) e
Tzsh)
 Tetcosece .
(ica) (rT135)
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IUCLID DAR & MRL reports — next steps

The need for QC of the Report is clear and METHOD OF MANUFACTURE ()
u n d e rStOOd, b Ut p u S h I ng It to th e a p pI Ica nt IS n Ot C.1.1.2. Method of manufacture (synthesis pathway) of the
. active substance = From the FLEXIBLE_RECORD.Manufacturer_EFSA in section
t h e S O | u t I O n e — 1.8 Method of manufacture (synthesis pathway) of the active substance
: Producer of Active S 1 Manufacturing plast 2) » + Crosslink to the manufacturer section C.1.1.1 (previous slide)
e + Block of starting substances, including some relevant information
- — e — (CAS Nr, Formula) from the linked REFERENCE_SUBSTANCE
* More guidance on how IUCLID and resultin g i o S | SR
. o poventflag | Substa Purty o
report go together (as e.G. done in the WP on SEE e B — .

Confidential Volume 4) ©
* More detailed Validation rules ? — difficult to e —
keep robust to cover for exceptional cases ot
* Keep older report Versions alive ? — mititgation T

of the Version issue

Further ideas ??

EEEEEE



Streamlining MRL Submissions: New Option to Reduce
Duplicate Efforts

Current situation: Proposal:

 Add/modify , Other submission related information” in the
dossier header of AS dossier

* If the GAP relevant for the MRL dossier is different
from the representative use of the AS dossier, a
separate MRL dossier is required.

Other submission related information

3.1-b: If the GAP(s) relevant for the MRL dossier is/are different compared to the
GAPS(s) for representative use(s) of the approval/renewal dossier, a separate MRL
dossier is required. GAP document(s) relevant for the MRL application (e.g. GAP for
non-representative uses) must be created only in the MRL dossier. GAP document(s)

relevant for the representative uses (within the approval/renewal application) must be
created only in the approval/renewal dossier. Proposal for inclusion in Annex IV of Regulation (EC) 396/20005 is included in this dossier

MRL application on non-representative uses is submitted simultaneously

MRL application on representative uses is included in this dossier

* However, there are cases that same residue data

o :
package is used for both AS approval/renewal and ¢ Add the 4th option
critical GAP for MRL setting. 2 MRL appl.lcatlon on r]on rgpresenatlve usgs IS
included in the dossier using the same residue
A This creates additional efforts for Applicants to i, data as representa'tlve uses @ o
generate two dossiers without new scientific ) Other + free text field to provide a description

Modify the 2nd option to ,,MRL application on
representative uses or non-representative uses is
included in this dossier using the same residue data“

evidence and for RMS to review two dossiers.

Goal: Minimize unnecessary efforts for Applicant and RMS v
5 CropLife
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Thank You!
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