
Canllawiau ar gyfer treialon sy’n defnyddio
ychwanegion bwyd anifeiliaid heb eu
hawdurdodi

Crynodeb o’r canllawiau ar gyfer treialon
sy’n defnyddio ychwanegion bwyd anifeiliaid
heb eu hawdurdodi
Bwriad y canllawiau hyn yw cefnogi unigolion sydd â diddordeb mewn cynnal treial maes, gan
gynnwys y broses o gyflwyno cais.

Pwrpas y canllawiau

Bwriad y canllawiau hyn yw cefnogi unigolion sydd â diddordeb mewn cynnal treial maes, gan
gynnwys y broses o gyflwyno cais.

Dim ond ychwanegion bwyd anifeiliaid sydd wedi’u hawdurdodi y caniateir eu rhoi ar y farchnad,
eu prosesu neu eu defnyddio. Mae diffiniad o ychwanegion bwyd anifeiliaid i’w gael ar ein tudalen
ychwanegion bwyd anifeiliaid.

Dim ond ar ôl i gais a gyflwynir i’r Asiantaeth Safonau Bwyd (ASB) neu Safonau Bwyd yr Alban (
FSS) gael ei gymeradwyo y caniateir defnyddio ychwanegion bwyd anifeiliaid nad ydynt wedi’u
hawdurdodi ar gyfer treial gwyddonol.

Cyn i’r DU ymadael â’r UE, yr ASB oedd yr awdurdod cymwys a oedd yn cynnal awdurdodiadau
treialon bwyd anifeiliaid ar ran y DU. Yn dilyn yr ymadawiad, trosglwyddwyd y penderfyniad i
gymeradwyo treialon ym Mhrydain Fawr, ac mae bellach yn nwylo’r Gweinidogion priodol. Yn
unol â Rheoliad (CE) 1831/2003, Erthygl 3(2), ‘For experiments for scientific purposes, the
appropriate authority (i.e. Ministers) may authorise the use, as additives, of substances which are
not authorised, with the exception of antiobiotics, provided that the experiments are carried out in
accordance with the principles and conditions laid down in Regulation 767/2009 or the guidance
set out in in Article 7(4) of this Regulation and provided that there is adequate official supervision.
The animals concerned may be used for food production only if the authorities (i.e.  FSA/FSS and
Ministers) establish that this will have no adverse effect on animal health, human health or the
environment’. Felly, y Gweinidog sydd â’r penderfyniad terfynol ynghylch a ddylid awdurdodi treial
ac a all anifeiliaid o’r treial fynd i mewn i’r gadwyn fwyd. Yr ASB sy’n cyfrifol am benderfynu
cymeradwyo treialon yng Ngogledd Iwerddon.

Mae’r treialon hyn yn benodol i ychwanegion bwyd anifeiliaid, ac nid ydynt yn berthnasol i
fwydydd anifeiliaid eraill fel deunyddiau bwyd anifeiliaid, nad oes angen eu hawdurdodi cyn y
gallwch eu rhoi ar y farchnad.

https://www.food.gov.uk/cy/canllawiau-busnes/ychwanegion-bwyd-anifeiliaid
https://www.legislation.gov.uk/eur/2003/1831/chapter/II
https://www.legislation.gov.uk/cy/eur/2009/767/contents


Ar gyfer coccidiostau a histomonostatau, neu unrhyw sylwedd arall y gellid ei ystyried yn
feddyginiaeth filfeddygol o dan y Rheoliadau Meddyginiaethau Milfeddygol (2013), fel y’u
diwygiwyd, anfonwch eich ymholiad i’r Gyfarwyddiaeth Meddyginiaethau Milfeddygol (VMD:
postmaster@vmd.gov.uk) yn y lle cyntaf. I gynnal treial maes clinigol o feddyginiaeth filfeddygol
mewn anifeiliaid ym Mhrydain Fawr a/neu Ogledd Iwerddon, hynny yw, o dan amodau arferol
hwsmonaeth anifeiliaid neu fel rhan o ymarfer milfeddygol arferol, mae’n rhaid i ymgeiswyr gael
Tystysgrif Prawf Anifeiliaid (ATC) gan y VMD yn gyntaf.

Bydd angen i’r ymgeisydd ystyried a oes angen trwydded gan y Swyddfa Gartref i gynnal y treial
bwyd anifeiliaid, yn ogystal â chytundeb gan yr ASB; er enghraifft, os bwriedir samplu gwaed neu
rwmen yn ystod y treial. Cyfeiriwch at ganllawiau’r Swyddfa Gartref ar brofion ac ymchwil ar
anifeiliaid i gael mwy o wybodaeth am y trwyddedau sy’n ofynnol o dan Ddeddf Anifeiliaid
(Gweithdrefnau Gwyddonol) (ASPA) 1986 er mwyn gallu cynnal gweithdrefnau gwyddonol
‘rheoleiddiedig’ mewn anifeiliaid.

Statws cyfreithiol y canllawiau

Cydymffurfiaeth reoleiddiol: Mae’r canllawiau hyn yn cydymffurfio â phob Rheoliad CE a
gymathwyd perthnasol y cyfeirir ato yn adran ‘Pwrpas y canllawiau’ y dudalen hon.

Ar gyfer pwy mae’r canllawiau hyn?

ffermwyr a thyfwyr
gweithgynhyrchwyr a phroseswyr
arall (unigolion neu sefydliadau sy’n bwriadu cyflwyno ceisiadau am dreialon ychwanegion
bwyd anifeiliaid)

I ba wledydd yn y DU mae’r canllawiau hyn yn berthnasol?

Cymru
Gogledd Iwerddon
Lloegr

Dyddiad adolygu

Byddwn yn adolygu’r canllawiau hyn erbyn mis Ebrill 2027.

Geiriau allweddol

cig a da byw
cynhyrchion (er enghraifft: wyau neu laeth o anifeiliaid sy’n bwyta’r ychwanegyn)

Cysylltu â ni

Rydym yn croesawu eich adborth ar y canllawiau hyn.

Canllawiau ar gyfer treialon sy’n defnyddio
ychwanegion bwyd anifeiliaid heb eu

https://www.gov.uk/guidance/legal-requirements-for-placing-a-veterinary-medicine-on-the-market#definition-of-veterinary-medicine
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.gov.uk%2Fgovernment%2Forganisations%2Fveterinary-medicines-directorate&data=05%7C02%7C%7Ce0e049605768432df23a08dd92b9a56b%7C8a1c50f901b74c8aa6fa90eb906f18e9%7C0%7C0%7C638828048382533765%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=dH28nIE7fXn7868aUvdiEw5YoinsbMJX4i7IwbV%2Fo04%3D&reserved=0
mailto:postmaster@vmd.gov.uk
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.gov.uk%2Fguidance%2Fanimal-test-certificates&data=05%7C02%7C%7Ce0e049605768432df23a08dd92b9a56b%7C8a1c50f901b74c8aa6fa90eb906f18e9%7C0%7C0%7C638828048382550785%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=iY7qgaHVdRm0atBpfGcg6SIapNhOYz6vO4HWbtBmi%2BM%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.gov.uk%2Fguidance%2Fresearch-and-testing-using-animals&data=05%7C02%7C%7Ce0e049605768432df23a08dd92b9a56b%7C8a1c50f901b74c8aa6fa90eb906f18e9%7C0%7C0%7C638828048382574361%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=1eG6A7YpfrX7bWe0OB4%2FJJHWMHaPgddEmCDWxJUhWcY%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.gov.uk%2Fguidance%2Fresearch-and-testing-using-animals&data=05%7C02%7C%7Ce0e049605768432df23a08dd92b9a56b%7C8a1c50f901b74c8aa6fa90eb906f18e9%7C0%7C0%7C638828048382574361%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=1eG6A7YpfrX7bWe0OB4%2FJJHWMHaPgddEmCDWxJUhWcY%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fassets.publishing.service.gov.uk%2Fgovernment%2Fuploads%2Fsystem%2Fuploads%2Fattachment_data%2Ffile%2F619140%2FConsolidatedASPA1Jan2013.pdf&data=05%7C02%7C%7Ce0e049605768432df23a08dd92b9a56b%7C8a1c50f901b74c8aa6fa90eb906f18e9%7C0%7C0%7C638828048382585675%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=hbsrQSoIqEFibpSkp3dSUisr56aAhQDhS6b9qG4RafI%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fassets.publishing.service.gov.uk%2Fgovernment%2Fuploads%2Fsystem%2Fuploads%2Fattachment_data%2Ffile%2F619140%2FConsolidatedASPA1Jan2013.pdf&data=05%7C02%7C%7Ce0e049605768432df23a08dd92b9a56b%7C8a1c50f901b74c8aa6fa90eb906f18e9%7C0%7C0%7C638828048382585675%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=hbsrQSoIqEFibpSkp3dSUisr56aAhQDhS6b9qG4RafI%3D&reserved=0
mailto:feedadditives@food.gov.uk


hawdurdodi
Dim ond ychwanegion bwyd anifeiliaid sydd wedi’u hawdurdodi y caniateir eu rhoi ar y farchnad,
eu prosesu neu eu defnyddio. Mae diffiniad o ychwanegion bwyd anifeiliaid i’w gael ar ein tudalen
ychwanegion bwyd anifeiliaid.

Gwneud cais

Mae’r broses wedi’i nodi mewn deddfwriaeth (Erthygl 3(2)) yn Rheoliad a gymathwyd (CE)
1831/2003 ar gyfer treialon ym Mhrydain Fawr. Mae Rheoliad (CE) 1831/2003 yn nodi’r gofynion
ar gyfer treialon yng Ngogledd Iwerddon. Mae’r ddau Reoliad yn caniatáu defnyddio ychwanegion
bwyd anifeiliaid heb eu hawdurdodi mewn treialon.

Gellir defnyddio Atodiadau II a III i Reoliad y Comisiwn (CE) 429/2008 a gymathwyd ac i Reoliad
(CE) 429/2008 Gogledd Iwerddon fel canllaw ynghylch pa wybodaeth y gellid ei chyflwyno.

Ar gyfer treialon sy’n cael eu cynnal yng Nghymru, anfonwch eich cais a’ch dogfennaeth i
regulated.products.wales@food.gov.uk.
Ar gyfer treialon sy’n cael eu cynnal yn Lloegr, anfonwch eich cais a’ch dogfennaeth i
FeedAdditives@food.gov.uk.
Ar gyfer treialon sy’n cael eu cynnal yng Ngogledd Iwerddon, anfonwch eich cais a’ch
dogfennaeth i nioperationalpolicy@food.gov.uk.
Ar gyfer treialon sy’n cael eu cynnal yn yr Alban, anfonwch eich cais a’ch dogfennaeth i
feedadditivetrials@fss.scot. 

Mae’r ASB/FSS yn gofyn bod ceisiadau am dreialon ychwanegion bwyd anifeiliaid yn cael eu
cyflwyno cyn gynted â phosib. Os na ddarperir gwybodaeth sydd ei hangen ar gyfer gwerthuso
diogelwch y treial yn y cais gwreiddiol, gofynnir am wybodaeth atodol a chaiff y cais ei ohirio nes
i’r gwybodaeth atodol ddod i law.

Disgwylir i broses ymgeisio ASB/FSS gymryd 12 wythnos, er y gall yr amserlenni amrywio yn
dibynnu a oes angen gwybodaeth ychwanegol.

Mae’r broses ymgeisio yn cynnwys adolygiad gan yr ASB/FSS o ddiogelwch yr ychwanegyn bwyd
anifeiliaid ei hun, ac asesiad o ddyluniad y treial a gynhelir gan sefydliad trydydd parti arbenigol
yn gyfrinachol.

Dim ond gyda’r rhai sy’n ymwneud â’r broses awdurdodi y bydd yr holl wybodaeth a rennir gan
ymgeiswyr yn cael ei rhannu, a hynny yn ôl yr angen. Mae’r ASB/FSS yn cydymffurfio â Deddfau
Preifatrwydd y DU, gan gynnwys Rheoliad Cyffredinol ar Ddiogelu Data (GDPR) y DU a Deddf
Diogelu Data 2018.

Gwybodaeth sydd ei hangen

England, Northern Ireland and Wales

WORD
Gweld Animal feed trials application form as Word(Open in a new window) (97.45 KB)

Mae’n rhaid i ymgeiswyr lenwi’r ffurflen gais (Saesneg yn unig) am dreial a’i dychwelyd i’r ASB/
FSS.

https://www.legislation.gov.uk/eur/2003/1831/chapter/II
https://www.legislation.gov.uk/eur/2003/1831/chapter/II
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32003R1831
https://www.legislation.gov.uk/eur/2008/429/contents
https://Regulation
https://Regulation
mailto:regulated.products.wales@food.gov.uk
mailto:FeedAdditives@food.gov.uk
mailto:nioperationalpolicy@food.gov.uk
mailto:feedadditivetrials@fss.scot
https://www.legislation.gov.uk/ukpga/2018/12/contents/enacted
https://www.legislation.gov.uk/ukpga/2018/12/contents/enacted
https://www.food.gov.uk/sites/default/files/media/document/25-07%20Animal%20Feed%20Trials%20Application%20Form.docx


Y protocol treial (arbrofol): Mae’n rhaid i ymgeiswyr ddarparu’r protocol treial llawn wrth gyflwyno
cais.

Asesiad risg o’r treial bwyd anifeiliaid

Dylai’r ymgeisydd gynnal asesiad risg, a dylid ystyried mesurau diogelwch i bobl, anifeiliaid a’r
amgylchedd. Efallai y bydd angen data ategol, er enghraifft gwybodaeth am nodweddiad yr
ychwanegyn. Dylid darparu cyfiawnhad os na chyflwynir unrhyw un o’r rhain. Os oes angen mwy
o wybodaeth, bydd yr ASB/FSS yn cysylltu â’r ymgeisydd.

Bydd unrhyw newidiadau yn y treial yn gofyn am brotocol treial ASB/FSS wedi’i ddiweddaru, i’w
anfon at yr ASB/FSS. Unwaith y bydd treial wedi’i awdurdodi, ni ellir diwygio’r protocol arbrofol.

Anifeiliaid sy’n mynd i mewn i’r gadwyn fwyd ar ôl y treial

Os yw ymgeiswyr yn dymuno rhoi unrhyw anifeiliaid a oedd yn rhan o’r treial yn y gadwyn fwyd
(anifeiliaid rheoli yn unig, neu’r holl anifeiliaid) neu gynhyrchion (er enghraifft, wyau neu laeth o
anifeiliaid sy’n cael yr ychwanegyn), yna dylid egluro hyn yn y protocol treial a’r ffurflen gais ar
gyfer y treial. Dylid darparu mwy o wybodaeth am gyrchfan nesaf yr anifeiliaid, gan gynnwys:
manylion y fferm ymlaen gofrestredig, y cyfnod pesgi cyn lladd, lleoliad y lladd, a’r cyfnod tynnu’n
ôl o’r ychwanegyn bwyd anifeiliaid anawdurdodedig (cyn lladd).

Os na fwriedir i anifeiliaid fynd i mewn i’r gadwyn fwyd, ni ellir newid y penderfyniad hwn ar ôl cael
cymeradwyaeth.

Manylion cyswllt

Cymru: regulated.products.wales@food.gov.uk   
Lloegr: feedadditives@food.gov.uk
Gogledd Iwerddon: nioperationalpolicy@food.gov.uk 
Yr Alban: feedadditivetrials@fss.scot

Gwefannau perthnasol

Ychwanegion bwyd anifeiliaid
Canllawiau ar awdurdodi ychwanegion bwyd anifeiliaid
Cofrestr Ychwanegion Bwyd Anifeiliaid Prydain Fawr
Cofrestr Ychwanegion Bwyd Anifeiliaid yr UE
Gov.uk ar gyfer trwyddedau’r Swyddfa Gartref
Tudalen we FSS ar dreialon bwyd anifeiliaid yn yr Alban
Cyfarwyddiaeth Meddyginiaethau Milfeddygol (VMD) (ar gyfer cocsidiostatau a
histomonostatau neu sylweddau meddyginiaethol milfeddygol heb eu hawdurdodi).
Ar gyfer ceisiadau’r UE a rheolau ar roi gwybod ymlaen llaw, cyfeiriwch at y canlynol:
Rheoliad (UE) 2019/1381 Senedd Ewrop a’r Cyngor ar 20 Mehefin 2019 ynghylch
tryloywder a chynaliadwyedd asesiad risg yr UE yn y gadwyn fwyd a Rheoliadau diwygio
(CE) Rhif 178/2002, (CE) Rhif 1829/2003, (CE) Rhif 1831/2003, (CE) Rhif 2065/2003, (CE)
Rhif 1935/2004, (CE) Rhif 1331/2008, (CE) Rhif 1107/2009, (UE) 2015/2283 a
Chyfarwyddeb 2001/18/EC (Testun sy’r berthnasol i’r EEA)

Atodiad A: Rhestr o’r ddeddfwriaeth berthnasol

Rheoliad (CE) 1831/2003 Erthygl 3 (2)

https://www.food.gov.uk/business-guidance/advice-to-applicants-on-performing-a-risk-assessment-to-submit-in-support-of-a-uk-feed-trial-application-for-a-non-approved-feed
mailto:regulated.products.wales@food.gov.uk
mailto:FeedAdditives@food.gov.uk
mailto:nioperationalpolicy@food.gov.uk
mailto:feedadditivetrials@fss.scot
https://www.food.gov.uk/cy/canllawiau-busnes/ychwanegion-bwyd-anifeiliaid
https://www.food.gov.uk/cy/canllawiau-busnes/canllawiau-ar-awdurdodi-ychwanegion-bwyd-anifeiliaid
https://data.food.gov.uk/regulated-products/landing
https://food.ec.europa.eu/safety/animal-feed/feed-additives/eu-register_en
https://www.licensing-for-controlled-substances.homeoffice.gov.uk/?hof-cookie-check
https://www.foodstandards.gov.scot/business-and-industry/industry-specific-advice/farming-and-primary-production/animal-feed
https://www.gov.uk/guidance/manufacturing-and-supplying-veterinary-medicines-for-animal-feed
https://www.legislation.gov.uk/cy/eur/2019/1381/introduction
https://www.legislation.gov.uk/cy/eur/2019/1381/introduction
https://www.legislation.gov.uk/cy/eur/2019/1381/introduction
https://www.legislation.gov.uk/cy/eur/2019/1381/introduction
https://www.legislation.gov.uk/cy/eur/2019/1381/introduction
https://www.legislation.gov.uk/eur/2003/1831/chapter/II


Rheoliad 767/2009
Rheoliad (CE) 429/2008
Rheoliad (UE) 2019/1381 Senedd Ewrop a’r Cyngor ar 20 Mehefin 2019 ynghylch
tryloywder a chynaliadwyedd asesiad risg yr UE yn y gadwyn fwyd a Rheoliadau diwygio
(CE) Rhif 178/2002, (CE) Rhif 1829/2003, (CE) Rhif 1831/2003, (CE) Rhif 2065/2003, (CE)
Rhif 1935/2004, (CE) Rhif 1331/2008, (CE) Rhif 1107/2009, (UE) 2015/2283 a
Chyfarwyddeb 2001/18/EC (Testun sy’r berthnasol i’r EEA)

 

Cyngor i ymgeiswyr ar gynnal asesiad risg
i’w gyflwyno i gefnogi cais am dreial bwyd
anifeiliaid yn y DU ar gyfer ychwanegyn
bwyd anifeiliaid heb ei gymeradwyo
Dylai ymgeiswyr gyflwyno asesiad risg sy’n ymwneud â’r treial bwyd anifeiliaid arfaethedig.
Oherwydd eu natur technegol ac yn unol â’n rhwymedigaethau, mae’r canllawiau hyn ar gael yn
Saesneg yn unig.

Applicants should submit a risk assessment relating to the intended trial, using any evidence
already held in relation to:

Safety for the consumer
Safety for the target species
Safety for the environment
Safety for the worker

It is understood that feed additives to be trialled will be at different stages of the R&D pipeline,
and that a trial application will not contain all the final safety data required for a complete feed
additive dossier.  However, enough safety data should be provided, along with a relevant risk
assessment, to address any concerns relating to safety for the target species, consumers,
environment and workers, relevant for this trial application.  

Safety for the consumer

Safety for the consumer applies if it is the intention to have subsequent animal products going
into the food chain from trial animals exposed to the test item during the trial. In short, the
applicant’s risk assessment should consider the fate of the additive in the animal system, the
toxicity of the additive and any relevant metabolites, the exposure of food consumers to these
from consumption of the animal products, and the characterisation of the risk.  

In cases where the active compound is present in a fermentation product, the whole fermentation
formulation should be assessed, which should be identical to the product intended for the market. 

If an additive has several active compounds, the safety of each should be assessed, and a
discussion provided on potential combined effects. Residue studies should be undertaken on the
final form of the product, including the combination of active compounds, to account for any
metabolic interactions. For mixtures where potential active compounds cannot be each
characterised, the combined mixture should be evaluated.

https://www.legislation.gov.uk/eur/2009/767/contents
https://www.legislation.gov.uk/eur/2008/429/contents
https://www.legislation.gov.uk/cy/eur/2019/1381/introduction
https://www.legislation.gov.uk/cy/eur/2019/1381/introduction
https://www.legislation.gov.uk/cy/eur/2019/1381/introduction
https://www.legislation.gov.uk/cy/eur/2019/1381/introduction
https://www.legislation.gov.uk/cy/eur/2019/1381/introduction


The risk assessment should evaluate consumer exposure following EFSA’s guidance on the
safety of feed additives for the consumers (Section 4). This should include establishment of a
toxicological health-based guidance value (HBGV), such as an acceptable daily intake (ADI), an
exposure assessment based on residue data in the edible animal products, and comparison of
exposure to the HBG.

In certain cases, safety, ADME and residue studies are not required as outlined in Section
3 of EFSA’s guidance on the safety of feed additives for the consumers. 

In summary, studies that could be provided as evidence alongside the applicant’s risk
assessment include:

An ADME study following Organisation for Economic C-operation and Development
(OECD) Test Guideline (TG) No. 417. To show the metabolism of the test item(s) in
laboratory animals and the intended target species as a basis for its toxicological
evaluation. This study(s) should also establish the metabolism kinetics of the test item, e.g.
major metabolites as potential marker residues.
A baseline set of data to evaluate genotoxicity from a reverse mutation (OECD TG 471)
and a micronucleus assay (OECD TG 487). These should then be complemented if
appropriate by further studies to evaluate if the observed genotoxic result occurs in vivo.
For example, a mammalian erythrocyte micronucleus test (OECD TG 474), a transgenic
rodent somatic and germ cell gene mutation assay (OECD TG 488) and/or an in vivo
Comet assay (OECD TG 489), as appropriate.
(In order to reduce the number of test animals, a single study combining the analysis of
different endpoints (e.g. micronucleus and comet assay) should be considered).
A sub-chronic oral toxicity study (OECD TG 408).
An in-vivo chronic oral toxicity study (OECD TG 452), if considered required based on the
results of the sub-chronic toxicity study.
A carcinogenicity study (OECD TG 451) or combined with a chronic toxicity study as per
OECD TG 453), if there are indications for any potential carcinogenic effect. 
In-vivo reproductive and prenatal developmental toxicity studies if there are any indications
for a potential effect on reproduction and/or development (OECD TG 416, a two-generation
reproduction study or OECD TG 443, an extended one-generation reproductive toxicity
study, and OECD TG 414, a test guideline for prenatal developmental toxicity studies.
Other toxicology studies if there are potential adverse effects not adequately addressed by
the above studies.
Residue studies providing data for the relevant animal products to enter the food chain,
using the highest inclusion concentration intended for the feed trial. A total and/or marker
residue study should be undertaken following EFSA’s guidance on the safety of feed
additives for the consumer  (Section 2.1.2). If relevant the marker residue should be
derived from the ADME data and the established ratio of marker to total residues should be
provided for the appropriate animal products.
A literature review covering past published safety evaluations of the additive to complement
the studies above or provide evidence that a new study is not required. Reviews should be
undertaken and reported following the EFSA guidance by Glanville et al. (2014) .  

Studies involving animals should respect the rules on animal welfare laid down by EU legislation
(see Directive 63/2010/EU). Studies should not be repeated if data are already available.

Safety for the target species

All applications should address the safety implications for the target species within the risk
assessment, following EFSA’s guidance on the assessment of the safety of feed additives for the
target species. 

https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/j.efsa.2017.5022
https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/j.efsa.2017.5022
https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/j.efsa.2017.5022
https://www.oecd.org/content/dam/oecd/en/publications/reports/2001/01/test-no-416-two-generation-reproduction-toxicity_g1gh2941/9789264070868-en.pdf
https://ntp.niehs.nih.gov/sites/default/files/iccvam/suppdocs/feddocs/oecd/oecd-tg443-508.pdf
https://ntp.niehs.nih.gov/sites/default/files/iccvam/suppdocs/feddocs/oecd/oecd-tg443-508.pdf
https://ntp.niehs.nih.gov/sites/default/files/iccvam/suppdocs/feddocs/oecd/oecd_gl414.pdf
https://efsa.onlinelibrary.wiley.com/doi/pdf/10.2903/sp.efsa.2014.EN-593
https://www.efsa.europa.eu/en/efsajournal/pub/5021
https://www.efsa.europa.eu/en/efsajournal/pub/5021


This should cover the intended inclusion concentration(s) for the trial and use data from toxicity
data from repeated dose studies in laboratory animals and/or relevant tolerance studies if
available. This should include studies from the published literature in the first instance. Reviews
should be undertaken and reported following the EFSA guidance by Glanville et al. (2014).    

Interspecies extrapolation of data can be used within the applicant’s risk assessment if this
extrapolation is between physiologically similar species (see Table 3 in EFSA’s guidance on the
assessment of the safety of feed additives for the target species4) and the margin of safety (the
ratio of tolerated to maximum proposed use level) is established as ? 10 for the species used for
the extrapolation. This extrapolation margin of safety criteria may be lower for certain additives
such as e.g. organic acids, certain coccidiostats.

Any known interactions of the test item with other relevant feed ingredients, other additives or
veterinary products should be described within the application. 

In certain cases, safety studies are not required as outlined in Section 2 of EFSA’s
guidance on the assessment of the safety of feed additives for the target species.

If the application does not fully address the above guidance the applicant should indicate
what monitoring and controls are in place to quickly identify and manage any adverse
effects that occur during the trial.

Safety for the environment

All applications should consider and discuss risks to the environment regarding the trial. Please
see EFSA guidance on safety for the environment. The FSA may use an external contractor to
support the evaluation of this assessment. 

Safety for the worker

All applications should consider and discuss risks to the worker regarding the trial. Please see
EFSA guidance on safety for the users. The FSA may use an external contractor to support the
evaluation of this assessment. 

Other considerations for the risk assessment

The efficacy trial should be designed following recommendations laid out in FSA/FSS Guidance
on the assessment of the efficacy of feed additives. The risk assessment should indicate whether
the trial design complies with the relevant animal welfare regulations (e.g., (England) Reg
2007/2078, (Wales) Reg 2007/3070, (Scotland) 2010/388, (Northern Ireland) 2011/16 and
2012/156, EC Dir 2010/63, EC Dir 98/58, EC Dir 1999/74, EC Dir 2007/43, EC Dir 2008/119 and
EC Dir 2008/120). A trial that is not shown to comply with these requirements will not be accepted
as part of the application dossier.

Where an application contains an additive produced from a production microorganism the
applicant should provide as much information as possible on the production processes.
Furthermore, safety data should be provided relating to this process where relevant. For example,
data to show absence of the host production organism and/or fermentation products in the final
product. If the host production organism has previously shown to be safe, for example on the
EFSA list of QPS recommended biological agents, but is genetically modified, then it should be
shown in supporting evidence that the molecular characterisation of the genetic modification does
not give rise to concern.

https://efsa.onlinelibrary.wiley.com/doi/pdf/10.2903/sp.efsa.2014.EN-593
https://www.efsa.europa.eu/en/efsajournal/pub/5021
https://www.efsa.europa.eu/en/efsajournal/pub/5021
https://www.efsa.europa.eu/en/efsajournal/pub/5648
https://www.efsa.europa.eu/en/efsajournal/pub/8469
https://www.efsa.europa.eu/en/topics/topic/qualified-presumption-safety-qps


Where an application relates to a microorganism, for example a probiotic strain, or uses a
production microorganism, molecular characterisation and phenotypic testing for antimicrobial
resistance (AMR) should be provided. The molecular characterisation should include taxonomic
identification, genotypic screening for AMR genes, and an assessment of antimicrobial
production, toxigenicity and pathogenicity. Results should be interpreted in-line with EFSA
guidance. 

All supporting studies provided as evidence within the feed trial application should be undertaken
and documented according to appropriate quality standards and should respect the rules on
animal welfare laid down by retained EU legislation, particularly those listed in retained EU
Directive 63/2010/EU. Studies should be compliant with the criteria established by a recognised,
externally audited, quality assurance scheme (e.g. good laboratory practice (GLP) in accordance
with retained EU Directive 2004/10/EC).

Where a trial uses a different or modified form of a test item cited in the referenced studies,
equivalence of the trial test item to the test item in the studies cited should be demonstrated and
the specific differences described.

We encourage the continuing development of new approach methodologies (NAMs) and
Integrated Approaches to Testing and Assessment (IATA) including high throughput screening,
omics and in silico computer modelling strategies (e.g. Artificial Intelligence (AI) and machine
learning) for the evaluation of hazard and exposure towards safety to complement required
toxicological data. This also advocates the Replacement, Reduction and Refinement (3Rs) of
animals.

All information provided to the FSA/FSS in relation to an application will remain
confidential. 
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https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/j.efsa.2018.5206
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