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OECD Guidance for Industry Data Submissions on Plant Protection Products and their 

Active Substances (Supplemental TG223 Guidance) 

 

Supplemental Guidance and Criteria for Industry for the Submission of Acute Oral Avian 

Toxicity Data Using OECD TG223 for Plant Protection Products and their Active 

Substances in Support of Regulatory Decisions in OECD Countries  

 

1 GENERAL INTRODUCTION 

 

The following supplemental guidance and criteria apply to the submission of avian acute oral 

toxicity data using OECD Test Guideline 223 (TG223), Acute Avian Oral Sequential Dose 

Study, for the registration of a plant protection product (conventional pesticide) in the United 

States (US) [ADDITIONAL COUNTRIES].  Following a validation study using northern 

bobwhite quail (Colinus virginianus) (OECD 2010), the TG223 was approved for use by OECD 

in July 2010. 

 

To adequately address the data requirements for the registration of a plant protection product in 

the US [ADDITIONAL COUNTRIES], additional criteria, beyond those currently included in 

TG223, are needed.  This supplemental guidance document is intended to ensure that multiple 

avian acute oral toxicity studies are not needed to satisfy the data requirements for OECD 

member countries.  This guidance is meant to be used in conjunction with the guidelines 

specified in TG223. 

 

There are some aspects of the TG223 protocol, as currently written, that could impact the 

adequacy of the data submitted under this guideline for regulatory purposes in the US 

[ADDITIONAL COUNTRIES].  These conditions are described below: 

 

 As stated in TG223, species with low background mortality and a low propensity to 

regurgitate are preferred.  Species that frequently match these criteria are bobwhite quail 

and Japanese quail (Coturnix japonica)
1
.  Therefore, the TG223 testing design may not 

be appropriate for use with other test species.  Additionally, because the validation study 

was conducted only with bobwhite quail, and because the US has a long history with this 

species, the bobwhite quail is the preferred species.  However, other species may be 

considered (e.g., Japanese quail) if low background mortality has been demonstrated for 

the species in the testing laboratory [i.e., background mortality is ≤ 1% (OECD 2010)] 

and regurgitation does not occur during the study.   

 

 As stated in the TG223, the protocol is easiest to apply to chemicals that produce death 

within a few days.  If the time until starting the next stage needs to be extended beyond 

three days due to delayed mortality (or effects), this extension  may result in a situation 

where tested  birds  are weeks apart in age and may be from different hatches.  

 

                                                           
1 The TG223 states that the LD50-only test can be used to estimate a percentile of a species sensitivity distribution.  For species sensitivity 
distributions, TG223 states that the following species such as mallard duck (Anas platyrhynchos), feral pigeon (Columba livia), zebra finch 
(Poephila guttata) and budgerigar (Melopsittacus undulatus) may be used. 



Draft 21 August 2012 

2 
 

 Under TG223, only 5 control birds are required.  If there is one incidental death in the 

initial five-bird control group, five more control birds are added to the test.  The TG223 

statement, “…five more control birds are added to the test” (TG223 paragraph 12) is 

vague, and there is a potential for adding additional „control‟ birds any time during the 

study (which could introduce uncertainty in the results). 

 

 TG223 does not specify that the highest dose tested in the „limit dose test‟ needs to be at 

least as high as the environmentally relevant concentration.   

 

2 SUPPLEMENTAL GUIDANCE 

 

To be adequate for use in conventional pesticide risk assessment in the US [ADDITIONAL 

COUNTRIES], a study conducted using TG223 for avian acute oral toxicity data must be 

scientifically valid and conducted using the „LD50 – slope test‟ or „limit dose test‟ guidelines (the 

„LD50 – only test‟ is not adequate for fulfilling data requirements in the US), and should meet all 

of the following criteria: 

 

1) ‘LD50 – slope test’: 
 

a) The study is conducted using bobwhite quail (other test species may be acceptable if they 

have low background mortality in the laboratory and do not regurgitate during the study; 

please note that the background mortality data for the species in question should be 

available from the submitting laboratory at the time of the study review). 

b) The chemical being tested does not cause delayed effects (i.e., the start of the next phase 

is extended beyond three days). 

c) The raw data and results are submitted electronically using the SEquential DEsign 

Calculator (SEDEC) (the Excel calculator that determines the placement of doses during 

testing and is used to estimate the LD50, slope and confidence limits for TG223 studies). 

d) Control birds are not added during the course of the study. 

e) Not more than 10% of the control animals die during the study. 

 

2) ‘Limit dose test’: 
 

a) The study is conducted using bobwhite quail (other test species may be acceptable if they 

have low background mortality in the laboratory and do not regurgitate during the study; 

please note that the background mortality data for the species in question should be 

available from the submitting laboratory at the time of the study review). 

b) The study is conducted at 2,000 mg a.i./kg-bw or the environmentally relevant 

concentration (whichever is greater). 

c) Control birds are not added during the course of the study. 

d) Not more than 10% of the control animals die during the study. 

 

There may be instances in which data from studies that deviate from some of the criteria listed 

above (i.e., 1.b, 1.c, 1.d, and 2.c) may be deemed adequate for use in risk assessment and may be 

used to fulfill data requirements in the US [OTHER COUNTRIES].  However, to ensure that the 

study will not need to be repeated, applicants should contact the regulatory authority in the 



Draft 21 August 2012 

3 
 

country to which the application is made before conducting a TG223 study that deviates from the 

above criteria.   
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