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Comments of zRMS: The study has not been evaluated, as this this line of reasoning ( including
comparable Papers from ) has been considered and discussed in the update5.1.2.e

of the Guidance for birds and mammals (EFSA Journal 2023;21(2):7790), where
the it was not agreed to use a 20% level as a cut off for relevant effects.

'Body weight, particularly of dams, may be relevant to the ability to reproduce and
to the survival of pups. Tire body weight of pups is also relevant to pup survival.

has been regularly discussed, but evidence one way or the other for an overarching
et

al., 2019). It is clear from laboratory studies that large effects (e.g.around 20% or

theoverall body weight effect, because while effects on body weight might have a

primary or as a result of reduced food consumption (due to palatability or other

stage and species should be carefully considered, as these aspects can clearly alter

In mammalian toxicology, a significant effect on body weight or body weight 
change (gain) is relevant for endpoint determination. What level is significant is 
loosely based both on the likelihood of other effects relating to body weight

clear ecological relevance, changes in body weight gain that do not have an 
overall effect on body weight are more difficult to link to an eventual effect. 
Finally, consideration must be given to whether the effects on body weight are

changesand the power of the tests to determine effects on body weight at lower 
than that level (which is unlikely). The relevance of body weight in ecotoxicology

higher) on body weight can have an obvious effect on survival and 
reproduction(Young and Rasmussen, 1985). Smaller body weight changes may 
also have an effect on survival and reproductive parameters, but in a more 
nuanced fashion (Moatt et al., 2016). However, the level at which body weight 
changes will have an effect in the field is coupled to, amongst other factors, the 
species in question and the survival and reproductive traits of that species, 
landscape and climate factors, and other stressors. It is, thus, not possible to 
determine an exact level at which effects become’relevant’ecologically. 
Considering the power of the tests in question to detect an effect (see Section 
5.2.7) and the uncertainties surrounding the types of effects that result from body 
weight changes, it is considered that the use of the BMD10 for body weight 
endpoints is ecologically relevant. In cases where a BMD10 cannot be calculated, 
it is recommended that body weight effects of 10% or greater be considered 
relevant, in line with the use of the BMDI0. Regarding the specificendpoint’body 
weight gain', this endpoint would be considered less ecologically relevant than

effects of the active substance). If the effect seems to be as a result of reduced 
palatability orother effects, it should be considered whether other effects may be 
relevant for the ecological endpoint setting.
Important uncertainties to consider when using an endpoint based on body weight 
include the level of effect, the frequency of the effect, between-species 
concordance and the certainty in the individual test used to determine the 
endpoint. When considering cross-species concordance, the type of testand the life
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For information an excerpt from the updated guidance (section 5.2.6.5) is included 
below:

bodyweight and body weight changes. In addition, one tested species may be more 
sensitive than anotherto a body weight effect from a particular substance, so a lack 
of concordance does not necessarily mean that the body weight effects observed 
are irrelevant.'

level at which effects are relevant for survival andreproduction is scant (5.1.2.
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K-CP 10.1.2
5.1.2.e 5.1.2.e

Yes

2014) are comparable to5.1.2.e

Materials and Methods

2014), in which additional5.1.2.e

In order to understand how reduced body weight may affect population relevant parameters, such as 
mortality or reproduction, an extensive literature review was conducted, supplemented by additional 
analysis of the raw data from the studies and by a meta-analysis of all results. The review included 
laboratory and field studies, which were selected based on their quality, reliability and the availability of 
detailed data, and covered several small mammal species. Tire present report is an update of a previous

Data Point 
Report author 
Report year 
Report title

the original analysis, that for a body weight reduction below 20% no negative effects are expected on 
both survival and reproduction. A moderate reduction of body weight may even relate to positive effects 
on survival. Above 20% reduction of body weight, negative effects on reproductive parameters, such as 
reduced pup survival, reduction of pregnant females, reduction of litter size, reduction of over-winter 
survival in herbivorous species or a delayed female puberty may be expected. These observations are in 
agreement with observation from field studies, in which no negative effects relating to reduced body 
weight could be detected. In these studies the natural body weight varied within a range of +28.5%. 
Hence, within this range no negative effects are expected on the population level under realistic field 
conditions.

1 See Art.3 of Annex of Regulation No 283/2013 and 284/2013
2 RMS shall check that the GLP statement has been properly signed in the study report, that the study results are properly 
reported in accordance with GLP standards and following the relevant guidance by OECD on the review of the GLP status of 
non-clinical safety data (currently under development).
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literature (until December 2018) and additional key words have been considered and in which now also 
effects of lower pup weight are considered.

Since body weights of small mammals in laboratory experiments are sometimes higher than body weights 
of free ranging animals, because of the unlimited availability of feed in some studies, data were corrected 
accordingly in order to be able to relate any observed effects to reduction in free ranging animals. Since in

Executive Summary
In order to understand how reduced body weight may affect population relevant parameters, such as 
mortality or reproduction, an extensive review of the open scientific literature was conducted (110 
references), supplemented by detailed analysis of the raw data from selected studies (40 papers). The 
review included laboratory and field studies, which were selected based on their quality, reliability and 
the availability of detailed data, and covered several small mammal species. Relevance of changes in

Report No
Document No
Guidelines followed in study
Deviations from current 
guidelines:
Previous evaluation No

Not previously evaluated
No

2019
Effects of body weight reduction on survival and reproduction in 
small farmland mammals
18029-WSC
VV-869626
Not applicable
Not applicable

evaluation of the relevance of body weight for mammals (i512e

adult and pup body weight changes were considered.

The results from this analysis (an update of that reported by 5.1.2.




