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Existing rules

European Food Safety Authority

Published in the IUCID PPP manuals and documentation

European Food Safety Authority (EFSA). (2021). IUCLID for PPP Filter rules (2.0). Zenodo.
https://doi.org/10.5281/zen0do0.5118638

Validation rules

Summary Issue Type Message Target Checked field
documents reference

QLT_PPP_001: Quality 'Administrative All endpoint study = Administrative
Endpoint must rules/Warning data' is not records data — common
be indicated complete. The block

'Endpoint’

addressed by the

study record must

be indicated.
QLT_PPP_002: Quality 'Administrative All endpoint study | Administrative
Data waiving rules/Warning data' is not records data — common
must be complete. If you block
justified want to submit a

data waiving then

European Food Safety Authority. (2021). IUCLID submission rules for PPP dossiers (1.0). Zenodo.
https://doi.org/10.5281/zenodo0.5141357
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Updated rules: Data source ~. efsae

= QLT_PPP 004/009/010/027/047

Updated to reflect the changes in the Literature Reference
entity and resolve issues with multiple literature reference
entities in a data source

Other study identifier(s) + Newitem % Importfile
i Reference Type
= Study ID type Study ID Remarks Action o
‘ Please select hd
: Notification of Studies i study report -
(NoS) ID EFSA-2021-12345678 None other company data
publication
Attachments + New item [i Im PGI’t file v publication (copyright not owned for reproduction)
# Attachment type Attached confidential ...  Attached (sanitised) d... Action review article or handbook
other:
Full original study report _
1 full study report J yrep Sanitised Study Report.pdf i

(1).pdf
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Updated rules: Data requirements
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= QLT _PPP 011/13/15/17
Checks presence of Endpoint Study Records

ENDPOINT_STUDY_RECORD.OtherDistributionData 7.2 Mobility
ENDPOINT_STUDY_RECORD.ToxicityToBirds 8.1 Effects on birds
ENDPOINT_STUDY_RECORD.ShortTermToxicityToFish 8.2.1.1 Short-term toxicity testing on fish X
ENDPOINT_STUDY_RECORD.LongTermToxToFish 8.2.1.2 Long-term toxicity testing on fish
ENDPOINT_STUDY_RECORD.ShortTermToxicityToAqualnv 8.2.2.1 Short-term toxicity testing on aquatic invertebix
ENDPOINT_STUDY_ RECORD.LongTermToxicityToAqualnv 8.2.2.2 Long-term toxicity testing on aquatic invertebrates
ENDPOINT_STUDY_RECORD.ToxicityToAquaticAlgae 8.2.3 Effects on algae growth X
ENDPOINT_STUDY_RECORD.ToxicityToAquaticPlant 8.2.4 Effects on plants other than algae X
ENDPOINT_STUDY_RECORD.ToxicityToMicroorganisms 8.2.5 Inhibition of microbial activity X
ENDPOINT_STUDY_RECORD.ToxicityToTerrestrial Arthropods 8.3 Effects on bees
ENDPOINT_STUDY_RECORD.ToxicityToSoilMacroorganismsExcept48.5 Effects on earthworms
ENDPOINT_STUDY_RECORD.ToxicityToSoilMicroorganisms 8.6 Effects on non-target soil microorganisms
ENDPOINT_STUDY_RECORD.AdditionalEcotoxicologicallnformatio|8.7 Further studies X
ENDPOINT_STUDY_RECORD.ToxicityToTerrestrialPlants 8.7.1 Terrestrial plants X




New rules: Confidentiality and Attachments
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= QLT _PPP_037

If in a Data Protection block, in the field is checked, then the field 'Justification' must not be empty and
if in @ Data Protection block, the field 'Justification' is not empty, the flag must be checked

= QLT_PPP 047/041/040/042/043/044/049/045/046

Example: The rule checks all EU_PPP endpoint study records in the Mixture and linked under mixture
composition Substance datasets.

The rule passed if at least one of the following conditions is met:

The field 'Attached (confidential) document' is empty

The fields 'Attached (confidential) document’ AND 'Attached (sanitised) documents for publication’
have an attachment.

Attached background material + Newitem % Importfile W

# Attached confidential document Attached (sanitised) documents for publication Remarks

1 None calculationacutechronic_2 (1).xls PRIMO calculations



New rules: Multiple product
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[ ] Q LT_P P P_O 5 O . E| @ Detailed quantitative and qualitative [

_ _ the piant protection product 001
Other representative product is

incomplete. The Mixture

composition must include one

n Q PPP_substance_ 2

n Q PPP_substance

1.4.1 (Cf. 1.4) Composition of the plant

linked substance which has the protection product
Function = ‘active substance’. 1.42(Ct. 1.4 information on the actve
This substance must be the same P ——

synergists and co-formulants

in the Main product mixture and
in the Other Representative |
p ro d U Ct S El ;gﬁu[gls'ler representative o_|_

El € Other representative il
products.007

1.4.4 Information on metabolites +

n ry Rep product 2
| n "1" Representative active

substance




New Rules: Dossier header
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n BR_PPP_O 38 / 051 Active substance approval
For renewals ‘European joint submission ocame e Aud 101 2200fe4081c7
number’ field in UUID format must be . R
urpose of the application
CompletEd renewal of an active substance for use in plant protection products
= B R_ PPP_ 039 / 52 Confirmatory information
For renewals - a selection must be done in Eugr:fﬁ:ag':,EZLZf;;f;;ﬁ;gﬁfmged
the Lead applicant field if the selection is Jin application
'no’ the Remarks field must not be empty. yes
Lead applicant
Offe rs th e pote nti a I fO r Submitting only confidential product data
. . Rapporteur Member State (RMS)*
refinement of rules applied s e
based on the selections in these Competent authority
fields -
Co-RMS
+ Belgium
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Enhancements: Endpoint_Summary checks p

L) QLT_PPP 012 /014 / 016 / 018

A Currently all summaries are required

fp Need for document completion to allow the
o compilation of endpoint lists



‘k***

Need for a failure: Active substance ~. efsae
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= QLT_PPP_021 Reasons
Mixture composition is incomplete. At least one . .
gflixture 1ccompositiorl]w must be |:>Iredsent|inkth§ 1) No substance information

' tion. Thi ti ' : £ :
sggzlceal;wcuelj\::vr:?cnh halsst?eulséuhnciignej'algti\e/e ava”a ble fO.r nOtlﬂcatlonS
substance’. | | that a dossier has been
yaetead? for refinement in case of confirmatory su bm |tted

Components 2) Resubmission with
+:E“'““"'C @'"‘“‘:ﬁ"" Y — substance added will
results in a submission
e failure
® clodinafop-
: P; propargyl | (R)-2-[4- active substance

EU: (5-chloro-3-flucro-

PPP pyridin-2-yloxy})-
pheno...| 105512-
06-9



Development: Flexible record checks
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= Example Requirement _ Human health hazard characteristics
summary: FLEXIBLE_SUMMARY.ToxRefValues is
complete AOEL (Acceptable operator exposure level)

o . ) Not allocated
The rule fails if any of the following is not true

. . Justification
The rule checks each Toxicological reference
values (FLEXIBLE_SUMMARY.ToxRefValues) document o
for completeness. AOEL

0.3 mag/kg bw/day

Study retained
+ developmental, rabbit (developmental)

Complete means: at least one of the following set of
conditions (1 or 2) must be fulfilled, otherwise the rule
fails for the document:

v developmental, rabbit (maternal)

IF 'Not allocated’ under the AOEL (Acceptable operator Route of original study
exposure level*) header is not selected, THEN 'AOEL’, oral

'Study retained’, Route of original study, 'Oral Oral absorption value (%)
absorption value (%)', 'Overall uncertainty factor None

(UF) must have an entry Overall uncertainty factor (UF)

IF 'Not allocated' is selected, THEN 100
a Justification’ field must have an entry.

Backlog item 1782 - Added to Hypercare rules backlog
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https://efsa815.sharepoint.com/:x:/r/sites/IUCLIDHypercareprogramme/Shared%20Documents/General/EU_PPP_RulesBacklog.xlsx?d=w6630c8946c724716b9c1664fa65877b6&csf=1&web=1&e=IKA9WT

Development: Rules for 'Other’ dataset
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Endpoint
acute toxicity: oral

*QLT_PPP 001 - 009 ety

Apply the checks on the D
administrative data to the (2] Robust study summary
‘Other substance’ and o
‘Other mixture’ datasets Study period

1989-06-26 to 1989-07-19

Reliability
1 (reliable without restriction)

Rationale for reliability incl. deficiencies
guideline study

Backlog item 1782 - Added to Hypercare rules backlog
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https://efsa815.sharepoint.com/:x:/r/sites/IUCLIDHypercareprogramme/Shared%20Documents/General/EU_PPP_RulesBacklog.xlsx?d=w6630c8946c724716b9c1664fa65877b6&csf=1&web=1&e=IKA9WT

Development: Reuse of results table checks
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= Example: Results and discussion' is not complete. For each endpoint study record
marked as 'key study' or 'weight of evidence', under 'Effect concentrations' heading,
the fields 'Duration’, 'Dose descriptor', 'Effect conc.' and 'Basis for effect' must be
filled in, with unit. If 'other:' was selected in any of the picklists, the below field must
be filled in. Each created entry must be complete.

If a quantitative result was not determined, an explanation must be provided in the
field 'Remarks on result'. If none of the available picklist values apply, select 'other:'
and provide the reason for not determining a quantitative result in the below field.

Effect concentrations 4+ Newitem & Importfile
# Key result Duration Dose descriptor Effect conc. 95% CI Nominal / meas... Conc. based on Basis for effect
LD30 17.8 er
N 48 h Hae None nominal act. ingr. mortality
oral toxicity animal
LD30 409 er
£2 48 h Hae None nominal act. ingr. mortality

contact toxicity animal

12



Development: Applicants summary
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Require fields in the
a p p I i Ca n tS S u m m a ry to b e Applicant's summary and conclusion
mandatory

None

- ? Conclusions
I e S - In this study the oral LD50 values were determined in the rat as follows: Males = 2000 < 3000 mg/kg bw

Females = 1000 <= 3000 mg/kg bw Both sexes = 2420 mg/kg bw According to Commission Directive
2001/59/EC, no classification is required.

Technical note: Text box

Test substance: CGA 184927 + CGA 185072 (100 + 25) EC 100 (A-7957 B) Batch number: P. 903003,

fi e I d S Ca n b e u S e d m O re physical form: liquid. The test article was administered by oral gavage to Tif: RAI f (SPF) rats (5

animals/sex/group) at dose levels of 1000, 2000 and 3000 mg/kg bw. The age/weight of the animals was

I I i tely 65-8 ks f173-223 q. D | 10 ml/kg bw. Th il I hecked and
effectively in Report Pl e 1192 ol v 0o b el e ek
Generator than HTML fields

Backlog item 1741 - Added to Hypercare rules backlog
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https://efsa815.sharepoint.com/:x:/r/sites/IUCLIDHypercareprogramme/Shared%20Documents/General/EU_PPP_RulesBacklog.xlsx?d=w6630c8946c724716b9c1664fa65877b6&csf=1&web=1&e=IKA9WT

Development: Rules and Document Updates
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OHT 57 Analytical methods
Fu rther reVIeW needed Results and discussion

Recovery results and characteristics of analytical method

ba Sed On feed baCk from Recovery results
t h e O E C D CO n S u Ita ti O n ?zizzs:[:aig:::i: :;:::::;E::E;E}:t level 75%; 100.0% at level 100%; 100.2%

- Mean recovery (%): 99.9% from 6 recovery studies

S h O u | d ru I eS be d efl n ed i n Characteristics of analytical method

CO nj u n Cti O n S W i t h 1?!212?12?232?%.9% (at three levels: 75%, 100%, 125% of the target weight
1 - Precision: %RSD = 0.93 at mean value of 9.66% w/w

document reviews?

- Linearity: The linearity was tested using 5 weights of formulation blank of A-7957 C g
- Specificity: no interference between the peaks of CGA 184027, CGA185072 in the forr
compared with analytical standard of CGA 184927.

14
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Points for discussion ~. efsae

*» Time needed between rule implementation and
inclusion in Validation assistant?

» Form of consultation - in writing or meeting?

Most importantly: How can validation
assistant support your work in IUCLID?
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Stay connected

Subscribe to

efsa.europa.eu/en/news/newsletters
efsa.europa.eu/en/rss

Follow us on Twitter

@efsa_eu
@plants_efsa
@methods_efsa
@animals_efsa

Contact us

AR

"~ efsam

European Food Safety Authority

Receive job alerts
careers.efsa.europa.eu - job alerts

Follow us Linked in
Linkedin.com/company/efsa

efsa.europa.eu/en/contact/askefsa



https://eur03.safelinks.protection.outlook.com/?url=http%3A%2F%2Fwww.efsa.europa.eu%2Fen%2Fcontact%2Faskefsa&data=02%7C01%7C%7Cdda0d77411614bc0ac3e08d7b14ffa95%7C406a174be31548bdaa0acdaddc44250b%7C1%7C0%7C637172829365517385&sdata=gSJxXSxDT0PSAHmVPFTwhUFw%2FAoziza8DQg167yWO1M%3D&reserved=0
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21-24 JUNE 2022 - Brussels and online One2022.eu

#0neEU2022
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