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[ Why a Food Ethics Council? ‘y

The food we eat is cause for concern. The rapid pace of change in
the application of science, biotechnology and big business to
systerns of food production has brought with it an increase in
public anxiety abour such mazters as factory farming, genetic
engineering, and the widespread use of antibiotics and chemicals
to control diseases of plants and animals. This concern embraces
macters of food safety, animal welfare, conservation of the
environment, the livelihood of farmers and, not least, effects on
the less privileged in developing countries.

The UK Government has committed itself to establishing a
Food Standards Agency, whose prime function will be to promaote
food safety. There are also several official international bodies (e.g.
Codex Alimentarius Cormmission) which consider the quality,
safety and efficacy of the application of biotechnology to focd
preducticn. It is customary for these bodies, and the politicians
who take advice from them, to state that they base their
conclusions on ‘the scientific evidence’. Public concern that a
particuiar practice is somehow “not right' tands to be dismissed
because it is not ‘scientific’. However, this appreach fails to
acknowledge that decisions for the public good cannot be based
on science alone.

Following the Uruguay round of talks of the General Agreement
on Tariffs and Trade {GATT), the European Parliament adopted a
resolution! which emphasised:

“the need for the WTO (World Trade Organisotion) to fink trade
issues to emvironmental, social and animaf protection issues with the
dim of accommeodating conflicting interests and insists that WTO
decisions must gn no account be permitted to thregten existing
international or EU standards.”

This is a clear statement of intent ta incorporate ethics into
public decision making. [t has, however, made little impact ro date,
mainly, we suggest, because few attempts have been made to
proceed from this general expression of good intent, first to a
rigorous analysis of the ethics of food production, and then to a
series of practical recommendations for good practice. The Food
Ethics Council has been established to address this need.

The Food Ethics Council: General Aims

in 1998, \n response to an initiative from the Farm ond Food
Saciety, the Joseph Rowntree Charitable Trust mode funcs
avaiiable to estabiish a Food Ethics Counail, a group of
independent indivduas (see Box: Members of the Food Cthics
Councii) chosen to provide the rarge of expertise neaded to
address the folswing aims.

Our aims are to:

* Review develobmenis in food and agricufturs within ¢ sound
framework of proctical ethics which addresses the princitiles of
wellbeing, cutonemy and justice with respect to consurrers
progucers, farm animaks fwheres relevant) and the living
environmment.

* Promote the incorporation of ethical thinking i gecision-
making i ggricuiture, food monuiacturing

ond retoiling

* Produce authoritotive, wellresearched reports, which hightight
ethical concerns and make recommendations for actior.

... :Prof Philip James: Dlr&ctor of the Rowets Rﬁear h

. '__.-E_Elalogxcal Scienca,Un&érs}ty of Blrmlngham
Dr Ben Hepharm: -E_xecuuve Direcmr} Dxre:mr 4

Sciences, %}nivermy af I(eele

Instituce, Abardeen -3Zj DI R

| Official Journat of the Eurcpean Communities {1994) C18/165 European Parliament DGI — Legjslative Plarining Division — Resalution {ne. 23} on te conclusion of the Liruguay Raure ang the future

activivies of the YWTC (5. 12.94)




A: Recommendations relating to the criteria
on which regulatory decisions are made

l. A legal distinction should be drawn between the use of
veterinary drugs to control disease and those used mercly
to increase productivity, effectively ensuring that the
latter are subjected to more stringent approval criteria.

2. Regulatory authorities should make decisions on
veterinary drug use with reference to a recognised
ethical framework and not simply on the basis of
scientific evidence.

3. Because current WTO rules prevent any distinction
between food products based on methods of production
(cf. Article IIl}, except that according to Article XX,
restrictions on international trade might be permissible:
* to pratect ‘public morals’

* ‘to protect human, animal or plant life or health’

+ ‘refating to the natural conservation of exhaustible
natural resources’,

it is recommended that the full significance of these
exemptions be explored by the EU in the interests of
advancing animal welfare, consumer choice and
environmental protection.

4. The Precautionary Principle, incorporating the nine
eiements defined in this report, should be established as a
cornerstone of biotechnological decision-making in
relation to agricultural and food systems, including those
employing veterinary drugs.

B: Recommendations relating to the provision
of scientific evidence on which regulatory
decisions are made

5. Scientific data on which assessments of the safecy,
quality and efficacy of veterinary drugs are based should
be provided by independent scientists, operating through a
Government administered procedure, and on the principie
of ‘blind trials’. We recommend that responsibility for
setting national standards and ensuring their effective
contrel be vested with the new Food Standards Agency.

6. The legal provision by which manufacturers, under
Section 118 of the UK Medicines Act (1%468), may keep
confidential information on the safety of veterinary
products, should be repealed.

C: Recommendations relating to the
composition of regulatory and advisory
committees

7. UK Government Advisory Committees considering
the application of biotechnology (including veterinary
drugs) to food production and processing, should be
reconstituted to include a broader range of perspectives,
with less emphasis accorded to scientific expertise and
rigorous application of the Molan Principles.

8. In making appointments to the joint Expert
Committee on Food Additives, the Codex Alimentarius
Commission, the World Trade Organisation and similar
international regulatory committees, mechanisms should
be introduced to ensure that advice given is not
influenced by vested interests.

D: Specific recommendations on drug
licensing, labelling and research

9. In view of the ethical analyses presented in this report
(supported by the recent reports of the EJ DG24
Scientific Committee on Animal Health and Animal
Welfare and of Health Canada), we recommend that
commercial licensing of BST in the EU to increase milk
vield in dairy cattle should be grohibited indefinitely.

10.1n view of the ethical analyses presented in this report
{supported by the recent report of the EU DG24
Scientific Committee on Veterinary Measures relating to
Public Health), we recommend that the EC should
maintain its position on banning the importation into the
EU of beef from animals treated with anabolic hormones.

1 1. In view of the ethical analyses presented in this report
(supported by evidence from several recent prestigious
reports), we recommend that the use of antibiotic feed
additives {ZFAs) as growth promotants should be phased
out as 500n as is practicable, All antibiotics administered
to animals, for whatever purpose, should be classified as
prescription only medicines/imedicated feedingscuffs,

12. Any food product derived from animals treated with
drugs designed solely to increase productivity (cf.
Recommendation |} should be labelled accordingly.

13. The UK Government should invest more resources in
research on organic and similar systems of sustainable
food production, which are based on good husbandry
rather than dependent on the use of drugs.




DRUG USE N FARM ANIMALS

The main aim of this report is to examine the ethics of
administering drugs to farm animals: firstly to control disease and,
secondly, to increase productivity. We have chosen this as the
subject of our first report because of its extreme importance and
topicality. The twa issues of major current concern are the use of
antibiotics as ‘growth promotants’ in pig and poulcry production
and the use of hermonss in milk and besf production.

At the time of writing, the European Union, under pressure
from the WTO, is reviewing the moratoria it has imposed with
respect to both these practices ‘pending further scientific
evidence’.We believe that these reviews must also be informed by
the principles of practical ethics.

Our terms of reference were to:

* examine the ethical principles involved in the use
of drugs for therapy, prophylaxis and productivity
enhancement in food-producing animals

* establish a procedure for regulation of the use of these
drugs based on both science and ethics, and achieved
both through iegislation and/or voluntary systems of
quality control.

This involved a series of more defined
objectives:

¢ to review the current use of drugs in anirmals used for
food production, primarily in UK and European contexts
but also with reference to the impacts of world trade, as
subject to the tegal provisions of the Codex Alimentarius
Commission and the WTO.

* to consider the rationale for use of such drugs in terms
of their effects on animal health and welfare and claimed
economic advantages.

* to consider alternatives to the use of the drugs.

* in the light of the abave considerations, to recommend
practical measures (e.g. by the introduction of new legal
provisiens and/or new codes of practice) whereby
seunder, ethically-validated procedures might be
introduced concerning regulation of the use of drugs

in food-preducing animals.

Working methods

Topics for aif reports are decided by the full Council. A
working group, chaired by  merber of Coundil, is set up to
research and write each report. Cach group inciudes non-
Council members, invitea to cortribute their special skills.
Reports are endorsed by the full Councit

Members of the working group for this report were: Prof John
Webster (chair: School of Veterinary Sciences, Uriversity of
Bristol), Mr Mike Radferd [Schoo! of Law, University of East
Argiig), Mr john Verrell (pharmaceutical chemist, Henley on
Tharmes) ard Dr Ben Mepham {Cenire for Applied Bioethics,
Unwersity of Nottingharr). This analysis of the ethics of drug
use in farm animals hos been based on Mephom's
deveigpmert (the Ethical Matrix) of principles originafly
formutated for use in the field of medical ethics.

ihe working group examined published scientific evidenca,
much of it aiready revieved for governmental documents, and
the fegal reguictions governing divg Lse in animals. Therz is
not room here to maoke reference to al' our source marerial
but we do igentify a rumber of key revisws which form a
route of access to the relevant origingl publications.

A questionnaire (Appendix 1) wias sent to 30 selected,
irfarmzd indiv.duais. Those responding, together with others
fram whom hetbfut advice was received, are listad in Appendix
2. The analyses in this report nave been informed, inter alig,
by these opinions.

Drugs given to farm animals (sometimes known as veterinary
medicines) may be administered for the following three purposes:

2.1. to treat disease (therapeutic): drugs given when
necessary to restore good health and alleviate the symptoms of
disease in sick animals. These include drugs prescribed by a
veterinary surgeon to control disease, e.g. antibiotics and anti-
parasitic agents, and drugs designed to improve welfare, ez,
analgesics and anti-inflammatory agents.

1.2. to prevent disease (prophylactic): drugs administered to
healthy animals with the intention of preventing disease, These
include licensed drugs, such as vaccines and immunological
preparations, and unlicensed products such as probiotics and




homeopathic preparations. This category also includes antibiotics
and antiparasitic drugs administered to populations of healthy
animals to protect them from challenge from the bacteria and
parasites they are likely to encounter in the environment in which
they are reared.

2.3, to increase productivity (productivity promotant):
drugs administered to nominally ‘healthy’ animals to manipulate
reproduction, increase. milk yield, alter body composition or ..
improve food conversion efficiency during growth, These are of
two main types:

* Hormones: these substances alter the physiological state of
animals. Examples include prostaglandins, used to synchronise
mating; bovine somatotrophin (BST) to increase milk yield; and
anabolic hormones, used to increase lean tissue growth rate and
improve food conversion efficiency.

* Zootechnical feed additives (ZFAs): these products,
incorporated into animal feed, include copper. antibiotics, and
related compounds like monensin, which act primarily within the
digestive tract to increase nutrient availability,

The expression ‘veterinary drug’ means ‘a medicinal product
which is manufactured, sold, supplied, imported or exported for
the purpose of being administered to animals but not to human
beings’. For the purposes of sale they are classified as shown
(see Box ).

The distinction between therapeutic, prophylactic and
productivity promotant uses of veterinary drugs is not always
clear cut. The use of hormones to manipulate growth or increase
milk yield is clearly not therapeutic or prophylactic. The use of
hormones to control fertility may be therapeutic or simply an aid
to management. But the situation becomes more blurred when
we consider the use of antibiotics, where the same substance may
be used therapeutically, prophylactically or as a productivity
promotant, as will be discussed below,

Consequently, legislation based on the notion that drug use can
always be readily ascribed to one or other of the three categories
described above is simplistic. Moreover, the full significance of
veterinary drug use (for treated animals, livestock farmers,
consumers and the living environment) is simply not encompassed
by the established scientific assessment criteria. What is needed is
a deeper form of analysis, which addresses the many other
important questions, such as those concerning consumer safety,
quality assurance, animal welfare and protection of the
environment. In short, what is required is an ethical analysis -
which should form the basis of a new, publicly acceptable,
standard of assessment.

BOX I —The classification of veterinary
drugs and the legal regulation of their use

GENERAL SALE LIST (GSL) VETERINARY DRUGS,
which may (in effect) be sold through any retaif outlet
PHARMACY ONLY VETERINARY DRUGS (P):

* Prescription-only medicines (POM): veterinary drugs
which may only be sold or supplied by retail in accordance with @
prescrifstion given by a vetennary surgeon or veterinary practitioner.
« Pharmacy and merchant list (PML): veierinary drugs which
may be sold by pharmacies and registered agricuitural merchanis.

A veterinarian may only prescribe POM drugs wo ‘an animal
ar herd which is under his care’ (This applies also to PML
drugs unless the veterinarian is a registered pharmadist). The
ethical and professional criteria implicit in the term ‘under his
care’ are laid down in the RCVS Guide to Professional Conduct.

The PML list covers drugs such as wormers, including those
for pet dogs and horses. Zootechnical feed additives such as
praductivity promotants and coccidiostats were formerly
clossified as PML feed additives but are no longer considered
as medicines under the Medicines Act and are controlled and
autharised under EC legislation.

Medicated feedingstuffs are onimal feeds with
a prescribed (POM) veterinary medicinal product added to
treat or prevent outbreaks of disease in livestock.

Zootechnical Feed Additives (ZFAs) are substances,
e.g aniiblotics, trace elements, enzymes etc. which may be
added to animal feeds to increase productivity: these were
formerly dassed as PMLs. In the UK their use is controlied by
ihe Feedingstuffs {Zootechnical Products) Regulations | 998,
which implements EC Directive 70/1524/FEC

Homeopathic preparations: the authorisation of
veterinary homeopathic medicines is controlled under EC
Directive 92/74/EEC, which states that 'no homeopathic
product may be marketed for therapeutic purposes unless it
has a product licence or marketing cuthorisation’. In effect, this
means that hormeapathic products are subject to legisiation
which requires proof of their safety but not of their efficacy.

Probiotics: a probiotic may be defined as ‘g live microbial
preparation, used either as a food or ammal feed, which carn
benefit the host through restoring iLs tntestinal microbial
balance’ The use of probiotics is not covered by the Medicines
Act because no daims are made as to their medicinal efficacy.




DRUG USE IN FARM ANIMALS

3. AN ETHICAL APPROACH TO

 BIOTECHNOLOGY ASSESSMENT

| 3.1 Background ]

Currently, prospective technologies are routinely subjected to
assessment procedures to ensure that they deliver the claimed
benefits reliabiy and without significant risks {essentially, covered
by the criteria ‘safety, quality and efficacy’). Once these criteria
have been satisfied, market forces tend to be regarded as the
appropriate means for addressing other issues of public concern.
While in theory (e.g. in a society where there was a high level of
public awareness and trust} the free market might be a satisfactory
way of ensuring consumer choice and protection, many aspects of
modern-day food production present a profound challenge to this
assumption. Questions relating to the origins of our food, its
means of production, dependence on problematical technologies,
and impacts on the welfare of consumers, animals and the
environment, cannot be assessed simply on the basis of economics
and technology, not least because animals and the environment
cannot express their interests as ‘stakeholders’. A satisfactory form
of ethical assessment needs to take account of all these issues.

A sound starting point for deliberation is to outling principles of
the common morality or ‘commaen-sense ethics’, which most
reascnable people share. One problem with such a claim is that it
depends rather critically on how you define ‘reasonable’. Different
cultures might see things differently (human autonomy, women's
rights, animal rights) yet still be considered rational, if not
reasonable. Nevertheless, despite multiculturalism and pluralism,
the pursuit of democracy, which few in our culture would
challenge, makes certain assumptions that conform to the idea of
the common morality,

These assumptions have been described by the American
medical ethicists, Tom Beaucharmp and James Childress,
who identify four principles, namely prima facie respect for
beneficence, nonmaleficence, autonomy and justice.?
In a medical context:
Beneficence refers to 'doing good'; i.e. the duty to help the
patient by effecting a cure or relieving suffering.
Nonmaleficence refers to ‘doing no harm’ (the ancient
Hippocratic Oath) and this applies, for example, to avoiding
procedures which might be undertaken primarily to advance
knowledge or skills, rather than for the good of the parient.
Autonomy concerns respect for the patient as a person, and not
just as a ‘case’.
Justice is interpreted as ‘fairness’, e.g. showing no favouritism or
sexual, racial or age preference.

This, so-called, ‘principled approach’ to medical ethics seeks to
assist docters and nurses in addressing many of the dilemmas with
which they are constantdy faced.The use of the principles does
not determine the outcome but it does ensure that attention is
paid to a range of ethically relevant issues, that there is a
consistency of approach towards patients, and that the decisions
made are explicit and can be verified (or challenged). The
principles are based on established ethical theories {(even though
most people are not aware of them} which commonly feature in
perceptions of ‘right action’ (see Box 2).

In adapting this approach to agricultural and food
biotechnologies, Mepham? noted that the following are valuable
with respect both to medicine and food production:

* the assumption of a common morality
» a principled approach which is based on established
ethical theory
» the characteristics of rationality, transparency and consistency.

There are, hawever, several important differences between
medical ethics and food ethics. Thus, for the latter:

= there are more ‘interest groups’ (e.g. animals, consumers,
farmers and the living environment), some of which (animals and
the environment) cannct express opinions

» the ethical analysis needs to impact on public policy decisions
{not simply ad hominer as in the surgery)

* to be of use in democratic, publicly-accessible policy making,
the terminology needs to be as simple and user-friendly as possible
(or; at feast, comprehensible to the committed non-expert).

(3.2 The Ethical Matrix |

In this report, we propose to analyse the issues raised by applying
the ethical principles described above to the interests of four
groups, viz:

*Treated Organisms: in this case, the animals whose products
are used for human food

* Producers: in this case, livestock farmers

* Consumers: in this case, those who consume animal products
(meat, eggs, milk)

«The Biota: i.e. the living environment.

Respect for these four groups is considered in relation to the
principles of ethics described, namely autonomy, justice and, here,
wellbeing (the latter combining, for simplicity, the principles of
beneficence and nonmaleficence — which are often closely and
reciprocally interrelated).

2 Beauchamp T L and Childress | F (1994) Principles of Biomedical Ethics, 4th edition. New York and Oxford: Oxford University Press
3 Mepham Ben (1996) Ethical analysis of food biotechnologies: an evaiuative framework. In ‘Food Ethics’ ed. Ben Mepham. London: Routledge pp, 101-119




Because the three principles and four interest groups interact,
the twelve resulting ethical impacts can be represented in the
form of a table (the Ethical Matrix},* which aims to facilitare
analysis by imposing a rational structure {see Table 1). But it
would be a mistake to imagine that the Matrix can resolve
complex ethical issues simply by consigning their elements to
the separate ‘cells’.

In the Matrix, the way in which the three principles impact on
the interests of the various groups affected by agricultural and
food technologies is expressed in terms which are intended to be
familiar but are at the same time authentic from an ethical
perspective; e.g. respect for consumer autonomy (effectively
‘choice’) may translate into a requirement for food labelling, that
for the wellbeing of animals as “animal welfare’. The ‘biota’ are
defined as ‘animal and plant life’, i.e. the wildlife which constitute
the living environment: (it is assumed that geological formations
per se are not ethically relevant, although effects on them may well
be ethically relevant for humans). Somewhat more problematically,
justice for animals is defined as ‘telos’ - the ancient Greek word
meaning ‘ultimate end or goal'. Here, it refers to the concept that
justice for an animal corresponds to respect for its intrinsic worth
{which philosopher Immanuel Kant considered was possessed by
every person} i.e. this can be seen as the basis of the view that
animals have certain *rights’ analogous, if not commensurate, with
hurnan rights.

At its simplest, the Matrix is merely a check-list of concerns,
which happen to be based on ethical theory. But it can be much
more e.g. by serving as a means of promoting public education

Table |

The Ethical Matrix
showing, in twelve
individual cells, the
interpretation of respect
for the three principles of
weilbeing, autonomy and
justice in terms
appropriate to the
interests of (in this
instance) farm animals,
livestock farmers,
consumers, and the biota
(animal and plant life of
the natural environment).
*These, rather unfamiliar,
terms are explained
briefly in the text.

and as a stimulus to ethical deliberation. It is, of course, impossible
to discuss the full significance of this approach here, any more
than it would be possible to give a satisfactory account of, say,
biochemistry, in a couple of pages. Since the Matrix per se has

no substantive output, its value can enly be measured in terms

of its 'usefulness’.

However, it is important to note that -

» the Marrix is not prescriptive: even if one were to assign
scores to different ‘cells’ {e.g. a food technology might improve
food safety and thus score +3 in that cell, but reduce animal
welfare, leading to a score of -2 in that cell), the fact that
individuals weigh the cells differently precludes a definitive decision
on ethical acceptability.

* it is probable that no form of biotechnology or system of food
preduction could afford equal respect to all the ethical principles,
and hence some may need to be overridden by others or respect
for some only partially discharged.

* the Martrix can only compare two situations (usually, conditions
with and without a proposed technology) but if the conditions
without the proposed technology represent the status quo, this
might unduly limit the options for ethical acticn: alternative
scenarios need to be included within the analysis.

+ the Matrix is designed to facilitate decision-making by making
explicit the relevant ethical concerns, encouraging ethical
reflecticn and discussion.

4 Seencte 1



DRUG USE IN FARM ANIMALS

BOX 2 - Background Ethical Theory

According to the approach cdopied here, respect for wellbeing
corresponds to issues provrinent i utihtarian theory, which
characteristically empiovs G form of cost/bencfit analysis to
decide on right action’. Most famously articulared ir: the
eighteenth and nineteenth centuries by jeremy Benthem and
John Stusrt Ml it can be epitorised as The greatest gosd for
the greatest number’. While this might seermn a worthy objeciive,
naive forms of utiitarianism suffer from severa' defecs eg:

= it depends on predictions of outcome [which right be
wrong) and (falible) cssessments of who ar what counts
the cost’benzfit analysas

* it car bz held to justify gross inequaiity (as fong o3 the
majority ‘zre happy's or even crime (stoien money gdistributed
to the neady)

* goods and harmis gre often incommensurable (how can we
weigh the safety of a hair shampoo aganst the suffenng of
animais used to test it?)

Respect for autonomy corresponds o the noten of rights’
advanced in the eightzenth century by Immonuer Kant, vhich
abpedls io our resporsibifities and dutiss to tregt otners as
ends . themsefves’ in essence, the Goldan Ruie: Do as you
wouk be done by’ For Kari, ethics wos about respecting
otners as individusts, not calcdating costs onc benefils {ie. in
contrast to utiitariamsm, irrespective of outcome).

* A major defect of this approach taken 0 isegton is that
there is ro rule by wnich te decide how to prioritise duties, L.
the duties to protect otners from harm and to tell the truth: -
if, 2s may hoppen, tefing the truth 's o cause of harim.

Respect for justice corresnonds (o Rawls' notion of justice
as faimess. For Rawls (o contemporary US Shiosobhar):
“lustice is the first virtve of socidl institutiors, s truth is of
systems of thought. A theory, however slegent and
economicy!, must be rejecred or ravisad (f it is Lntrue; iikewise
fows and institutons, no matter how efficent or well aranged
must be veformed or obolished | they ore umust”

* Howevar: thera is o problern in definmg what foirnass
means: e.g 4oes it mean that goods should be distributea
according (6 neeo, or ability, or effort?

In practice, off these theortes are likely [ contipuie. 10 varying
degrees, 1o beople’s attiides on what shoufd be done in
specific circumstarices. It seems unhkely that anyone could
consistently act ds an ovt-gnd-out utiitarian; or s an out-cnd-
out Kantign. Irstecd each of s blends these theories
(vonsciously or unconsciousty) with intuitive responses and
cuttural influences to achieve what has been termed o
reflective eguilibrium’.

* Rawds | (13721 A Theary of lustice, Ondford: Cafoed University Press

3.3 Application of the Ethical Matrix
to Veterinary Drugs

The aim in the following sections is to examine three types of
veterinary drug (BST, growth prometing hormones and
zootechnical feed additives) used, or proposed for use, as
productivity promotants, in the light of the principles defined in the
Ethical Matrix. In theory, the conseguences of such drugs couid
respect, infringe or have no impact on each of the ethical principles.
Qur approach is to report ethical impacts on the separate interest
groups {animals, consumers etc} as objectively as possible.

VVithin the space available, it is only possibie vo perform
summary analyses; a process which is, however, facilitated by the
recent publication of several authoritative reports cn the subjects
to be discussed. it should be appreciated that the authenticity of
the analyses is dependent on a rigour that cannot be
demonstrated here: readers wishing to examine the primary data
are referred to the bibliographies of the reports cited. Reference
to principles described in the Matrix is denoted by use of bold
italics, e.g. autonomy.

We then conclude each analysis with an ethical
evaluation, which forms the basis of a number of our
subsequent recornmendations. This evaluation represents
the outcome of our ‘weighing’ of the impacts of the cells
of the Matrix, coupled with appeal to the Precautionary
Principle (see Section 7.3 of this report) when the
available evidence reveals significant uncertainties. We
believe that our assessment of the evidence, in the
manner presented in the Matrix, will find general support,
although few people will have considered the issues in the
terms used here. But even if there is disagreement over
the ethical evaluations the proposed framework may
nevertheless facilitate fruitful dialogue.




4. BOVINE SOMATOTROPHIN

[ 4.1 Background J

This genetically engineered protein hormone is used in the USA
and several other countries to increase milk yield in dairy cantle.
Responses to fortightly subcutaneous injection of BST (at the tail
head or behind the shoulder) are claimed to increase yield by 10-
15% (2 - 7 litres of milk per day)s

First licensed in the USA as *Posilac’ in 1394, it is claimed by the
manufacturers, the Monsanto company, that, by 1998, over 100
million doses of this BST product had been sold, with 30% of the
9 million cows being in herds to which BST was administered. In the
USA. a veterinary prescription is not required either to purchase or to
administer BST. Arguments for the use of BST are primarily economic -
fewer cows being requirad 1o produce a given quantity of milk, but this
is also ciaimed to have beneficial environmental impacts since cows
have certain undesirable products. such as manure and methane gas.

The first application for marketing authorisation in the EU was
made by the Monsanto Company in 1987, In April 1990, the
Council of Ministers prohibited marketing and use of BST, other
than in authorised research studies, undi the end of 1991, and this
ban was subsequently extended to allow time 1o collate retevant
research studies. Following several other deveiopments, such as
the FDA approval of BST for use in the USA in 993, the EU
Council of Ministers announced a decisien in December 1994 1o
extend the existing moratorium on the sale or use of BST until 31
December, 1999. A decision on the continuation or termination of
this ban after January 2000 is to be announced this year.

4.2 ETHICAL ANALYSIS

Application of the Ethical Matrix to BST focuses mainly on
issues affecting the treated dairy cattle and consumers of dairy
products. but also identifies other concerns related to dairy
farmers, the environment and the economic impacts on
national economies.

4.2.1 Treated Cattle

BST was first proposed as a dairy biotechnology as long ago as
the mid- 1980s. Consequently, the scientific literature on BST, and
its physiological mode of action, is exvensive, Despite this, the
number of studies which have specifically addressed the impacts of
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BST on animal welfare is small by comparison with those which
explore its effects on productivity.

For current purposes, the recent report of the EJ Consumer
Policy and Health Protection Directorate (Report on Animal
Welfare Aspects of the Use of Bovine Somatotrophin, published
10th March 1939} provides a useful summary. The report expressed
the opinion that “animal welfare does not appear to have been an issue
in the decision moking process on BST in the USA” i.e. as performed by
the Food and Drug Administration. ndeed, the EU report concluded
that an adequately wide range of studies on welfare indicators in animals
recelving BST had not been performed, making accurate assessment of
risks impossible. Despite this, the report drew the following conchusions:

= BST use increases the risk of clinical mastitis, which is a painful
disease resulting from inflammation of the udder. The magnitude of
the increase in incidence of this condition following BST use has been
variously recorded as: | 5-45%; 23%; 25%; 42%; and 79%. The duration of
treaument for mastitis was longer in cows receiving injections of BST.

* An increased incidence of foot and leg disorders associated
with long term administration of BST has been described, e.g. in
the largest scale study the number of multiparous cows (several
calvings) with foot disorders and the number of days affected
were both more than doubled. Lameness has been identified by
the UK Farm Animal Welfare Council as the major source of pain
and suffering in dairy cows,

» Adverse injection site reactions occur in BST-treated animals,
with studies showing severe reactions in at least 4% of cows. It
has been reported that injections made at the tail head cause less
swelling than those behind the shouider; but because there is less
subcutaneous space here to accommaodate inflaimmartion, pressure
and pain at the injection site may be greater.

* Reproductive capability is adversely affected by BST, with
studies showing that the pregnancy rate (i.e. the number of
inseminated animals which become pregnant) fell from %0% to
63% in primiparous cows (first calving) and from 82% to 73% in
multiparous cows. Rates of multiple kirths, which may reduce
welfare, were substantially increased by BST.

* BST-treated cows have reduced 'body condition’ at the end of
the lactation period and experience increased periods of being ‘off
feed'. This is due to increased demands on both the energy
reserves of the body and the digestive capacity of the gut.

* Several other conditions are associated with BST use eg.
increased incidences of bloat, indigestion and diarrhoea; reduced
ability to cope with raised environmeneal temperatures; and 2
higher culling rate in multiparous cows.

5 Eurppean Urion DG XUV {1999) Scientfic Committee on Animal Heath and Animal Welare ‘Report o1 Arimal YWelfare Aspeces of the wse of Bovine Somatstrophin’ (10.3.99) Brussels: Eurapean

Commission
& See note 5
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Such condidons clearly reduce animal welfare (i.e. they impair
fitness and zause suffering). Behavioural freedom is also adversely
affected because lameness affects mobility, while the need to
supply the cows with greater amounts of concentrate feed (to
fully exploit the effect of BST) tends to favour regimes in which
cows are kept indoors and deprived of opportunities to graze.

The concept of ‘respect for animal telos’ impiies thae animals
shouid receive fair treatment according to their intrinsic worth. In
such terms, the enforced alteration of physiological and behavioural
norms (reflected, for example, in reduced reproductive fertility)
may be seen as an infringement of the standards of treatment to
which animals ‘under human care’ are entitled,

Thus, according to the evidence presented in the EU expert
report, BST use infringes all the identified ethical principles as they
apply to animals. (A recent report from Health Canada’ provided
essentially similar data, and led to a recommendation that BST
should not be used in dairying in that country.}

[ 4.2,2 Producers ]

Ethical impacts on farmers centre on their freedom to adopt, or
not to adopt, this new technclogy. Compulsion to use BST
through economic necessity would offend the ethical principle of
autonomy. This type of situation is not uncommon, since most
farmers have long been compelled, through economic necessity, to
join the ‘technological treadmiil’. However, each new imposition of
a ‘technological advance’ both limits freedor of choice and leaves
the industry more dependent on external inputs and the
commercial imperatives of mulitinational biotechnology companies.
A recent survey of dairy farmers in the UK showed thac 79% did
not consider BST ‘ethically acceptable’.? Bur if their economic
survival required them to use BST, most farmers would probably
see it as the lesser of two evils.

it is claimed that the effectiveness of BST use depends on
‘a high tevel of management skills', which are, however, defined
{in inevitable self-fulfilment) by the scale of the milk yield response
observed. In practice, there is considerable variation in responses
to BST injection (and in some cases no significant yield increase is
observed}, so that its economic use might depend on sufficiently
large herds (1o allow for poor responders), adequate feed (which
is crucial vo sustain the response) and recourse to veterinary
treatment to manage increased iilness. Such cenditions are unlikely
to apply for most livestock farmers in less developed countries,
whose wellbeing might thus be adversely affected by failure to
compete with (probably imported) dairy products produced
using BST. The principle of fairness is thus likely to have
international implications.

U.Z.S Consumers }

Relevant ethical concerns here refer to food safety, consumer
choice and impacts on affordability. Again, a recent report of
the EU Consumer Policy and Health Protection Diractorate
provides a useful surnmary. Their 'Report on Public Health Aspects
of the Use of Bovine Somatotrophin’, which was published on
16th March 1999, forms the basis of the following remarks.

= While BST, itself, is unfikely o exert any adverse biclogical
effects in humans, effects of cleavage produces of BST (i.e.
melecular fragments) have not been investigated in detail.

= However, BST administration increases the concentration in
milk of a substance with undisputed biological activity in humans
{viz. insulin-like growth factor-1, also known as 1GF-1).

* According to the report of the Joint {(FAO/NVWHO) Expert
Committee on Feed Additives {(JECFA),'® “rbST can be used without
any appreciable health risks to consumers” because inter afia IGF-1 is
degraded in the gut. However, in contrast, according to the EU
report: “clear evidence is provided that orally ingested IGF-1 reaches
the receptor sites in the gut ir its biologically active form”, Moreover,
“The diverse biological effects attributable to the intrinsic activity of IGF-
I, exerting a brood variety of metabolic responses through endocrine,
paracrine and cutocrine mechanisms, make the definition of an in vivo
quantitative dose-effect relationship virtually impossibie”™.

* The EU report cites the need to evaluate “the possible
contribution of life span exposure to IGF-1 and related proteins, present
in milk from BST tregted cows, to gut pathophysiology particularly of
infants, and to gut associated cancers” and draws atrention to “an
association between circulating IGF-I fevels end on increosed risk of
breast and prostate cancer”.

* Data on the ameount of IGF-1 and of a more active form
{so-called ‘truncated {GF-1") in milk of BST-treated cows were
described as ncomplete’.

* Increased use of antimicrobial substances (to treat BST-
associated mastits, see 4.2.1) might lead to the selection of
resistant bacteria.

Such unquantified risks may fail to respect consumer wellbeing.
Mcrecver, in 2 recent UK survey, 65.4% considered that the use of
BST was not “ethically acceptable.!! Respect for their gutonomy
would allow consumers to choose whether or not to purchase
the dairy products that resulc from BST use by requiring such
products to bz labelled. (This was indeed a recommendation of
the EU Group of Advisers on the Ethical Implicadians of
Biotechnology, chaired by Baroness Warnock.'2)

7 Health Carada (1998) Repert of the Canadian Veterinary Medicz Association Expert panel on rBST,

B Millar K M et ol {1999) Ethical attimdes of consumers and farmers o the use of two dairy tachnologies; Bovine Somatotrophin a+d Auzomated Milking Syscems. Proreedings of the Brizish Assaciation of

Animal Science, Scarborou

9 Eurcpean Union OG XXIV (1999) Sdentific Commirtee on Animal Health and Animal Welfare "Repert on Public Health Aspects of the Use of Bovine Sometatrophia {15.3.99) Brussels: European

Commission

iD Joint FAQNYHD Expert Committee on Food Additives {1998) Rome. WHO Food Addiove Series 41, 125-148

It See note B

12 European Commission Group of Advisers on the Ethical Implications of Bictechralogy (1993) “The ethical implications of the use of performance enhancers in agricilcuce and fisheries {Rapporteurs: M

Warnack and M Sinsca o). Brussels



But. this is not currently the case with dairy produas or other products
congining milk. censtituents, which are imported from the USA. -

Indeed, an adeguate iabelling policy might present formidable -

practical difficulties. All milk contains some natural BST, so that -
separation of the milk produced with the genetically engineered
form of BST from milk containing-enly the natural BST would
entail the following:

» separate collection systems {possibly from the same farm i
some cows were BST-rreated and some not)

* a monitoring programme based on accurate diagnostic tests
(which exist but have not baen developed for large scale use} and

« informative and comprehensible labelling

* Moreover, if consumers were to be given a genuine choice,
retail outlets would have to sell both types of dairy product.

Results of a survey indicate that in the EU milk consumption
would decline if BST use were to be legalised'%. This raises a
different type of public health concern, in that milk is an important
source cf dietary nutrients {particularly calcium) and any
significant reduction in its consumption might have adverse effects
on public health. For example, inadequate calcium intake increases
the risk of osteoporosis (brittle bones, predisposing to fractures).

With respect to the principle of affordability, there appears to
be no evidence that BST use in LUSA has benefited consumers
through reduced prices.

[ 4.2.4 The Biota |

The living environment is represented in the Ethical Matrix as

the biota (i.e. undomesticated animal and plant life). The ethical
principles are translated as respect for censervation of the living
environment, biodiversity and sustainability. It is valid o argue
that because BST increases yield per cow, the towl number of
cows needed to supply milk requirements will be raduced, and this
could free up land for more envirenmentally friendly purposes.

Reducing cow numbers could also reduce some of the pollutive
effects on the environment which accompany dairy farming, e.g. on
a globai scale fewer dairy cows would produce less metharte (a
greenhouse gas). But this neglects the adverse consequences of
increased intensification, which often leads to more point-source
pollution, e.g from slurry and silage effluents. Moreover, methane
production from anaerobic degradation of slurry is far greater
than from aerobic degradation of faeces dropped in the field.

THICS COUNCIL REPORT

4.3 An ethical evaluation of BST us

13 Commission o the Eurapean Comrmunities: Economiz and Socizl Commictee {1 994) Owr-initiative Opinion on the use of Bovine Somarctropin in the EU {CES  023194) Brussels
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[ 5.1 Background ]

In both humans and animals, sex hormones such as oestradiol,
progesterone and testosterane are involved in the physiological
regulation of growth and development. This has led to attempts ta
increase the weight gain and feed conversion efficiency of animals
reared for meat by supplementing their normal (endogenous)
hormeones with extra amounts, either of these steroid hormones
or similar synthetic compounds. In the USA, Canada and certain
other countries, six anabolic hormones (stercids and steroid
analogues) are used as growth promoters in beef cattle. Three of
these are nawrally occurring steroid hormones (1 73-oestradiol;
testosterone and progesterone) and three are synthetic
compounds {zerancl; trenbolone; and melengestrol acetate -
MGA). Most are administered as subcutanecus implants {e.g.
behind the ear) or by injection, although MGA is supplied as a
feed additive. The effect of these anabolic stercids is 1o increase
lean tissue growth. Fat deposition is reduced and since fat is so
energy dense, food conversion efficiency is increased. By these
criteria alone, a healthier product is produced at less cost.

In 1981 the European Commission set up an investigation te
establish whether the six hormones presented any effects which
would harm human health. This ("Lamming’) committee and a
subsequent working group reported that the concentrations of
the substances and their metabaolites found in edible tissue were
not harmful, providing that the drugs were administered ‘under
appropriate conditions’. !4

However, since 1988, the use of hormonal growth promaters
has been prohibited in the EU, and a 'third country’ is required to
guarantee that meat imported into the EU is from animals in
which such substances have not been used. Recently, the EU
decision has been challenged by the USA and other countries
through the WTO, and in March 1999 the USA threatened to
instigate a trade war over the issue. The current UK Government
position, represented by Mr Nick Brown, the Agriculture Minister,
is that ‘the EU ban is not justified by the science’.'®

Other hormones which have the potential to manipulate growth
for economic gain include PST (porcine somatotrophin} and
clenbuterol {an adrenalin-like B-agonist). In pigs, PST has an effect
similar to that of the anabolic steroids (though the physiclogical
processes involved are different). Lean tissue growth is increased,
carcasses are less fat and food conversion efficiency is improved.
However, currently, PST is not licensed for commercial use.

Clenbuteral does not increase lean tissue growth but raduces fat
deposition. So, again, the meat is leaner and food conversion
efficiency is increased, However the adrenalin-like effects of
clenburersl can cause serious cardiac and respiratory problems in
both treated animals and humans consuming meat from them.!%
This substance is also currently banned for use as a growth
promactant and it is likely that the ban will persist. Indeed, this
should be facilicaved by the fact that there is now a simple and
effective method of testing, based cn analysis of hair clippings.

| 5.2 ETHICAL ANALYSIS )

An ethical analysis of growth promoting hormones, with reference
to the Ethical Matrix, focuses on impacts on the trezted animals,
producers and consumers.

[5.2.] Treated Cattle ]

Data from growing cattle treaved with anabolic steroids do not
reveal evidence of increased incidence of preduction-related
diseases, as /s the case with BST, probably because growth is a
much less merabolically demanding process than milk production.

However, these compeounds are (cr act like} sex hormones and
this can have significant adverse effects. There have been reports
of abnormalities in the reproductive tracts of both male and
fernale cattle treated with anabolic steriods,'? and of “a very
obvious and significant dose-related decrease in thymus weight of young
colves administered ... a combination of estradiol and trenbolone
acetate ™'t Such effects may be considered infringements of both
animal weffare and telos. Furthermore, treated animals are more
sexually active.Vhen they are confined at a high stocking density
in single-sex groups this leads to an increased level of sexual
aggression {infringing behavioural freedom) and thus increased
risk of injury. Implantation of the hormone pellet may also be
seen as an instrurnencal use of a living being, offending its telos,
while welfare is jeopardised by the small, bue significant, risk of
infection at the implantation site. Thus, in terms of the Ethical
Matrix, there are threats to all three ethical principles as they
apply to animals.

[ 5.2.2 Producers )

There are certain physical hazards to which farmers may be
exposed through use of hormonal growth promoters, perhaps
most obviously in the case of the feed addidve MGA, which might
have adverse effects (cf. respect for wellbeing) through inhalaton
of dust.

14 Corrmissien of the European Communaities, [ 1984) Report of the Scientific Vererinary Commitzee, the Szientfic Conmittee for Anima Mutrition 2nd the Sdientfic Committee for Food on the Sasis of the

report of the scientific group on anabolic ste-oids in animal production. Brussels

15 MAFF News Release (22.3.99) ‘P-oposed US restrictions on imporze of agricultural products from the =L

16 For example, Martinez-Navarro | F (1990) Food poisoning re ated te corsumpzion of illicit B-agonist in fiver. Lancet 336, 1311

17 World Trade Organization (1957) EC Measures Concern ng Mezt and Meat procucts (Ho-manes); complaint by the United States: Repor: of the Disputes Panel (D Ardré)

18 Dr Marganer Haydon. an assessor at Healtn Canada, in evicence to the Scanding Senate Comemittee om Agricuiture ang Forestry, Ottawa on 3.5.9. it shoulc be noked thar, at the dme of writing, the

Committee has not yet repartad its findings



Commercial pressures to adopt these practices in those
councries in which the hormones are licensed have led to their
widespread use and, in a global market, there is no reason to -
assume that this would nort also apply in the EU were they 1o be
licensed here (cf. qutonomy).

Many besf farmers in UK are now taking advantage of
participation in quality-assurance schemes, aspecially those such as
RSCPA Freedom Foods, which demand extremely high standards .
of animal welfare. This expression of increased autonamy by
producers (which reflects an equivalent desire for increased
autonamy by consumers) would be threatened by a removal of
the current ban -on the importation of hormone-treated beef,
particularly if it was not labelled as such,

[ 5.2.3 Consumers ]

Several standard assumptions about anabolic harmones imply that
they constitute a food safety hazard. Thus:

* the specification of ‘withdrawal periods’, which must elapse
before such meat can be sold for human consumption,
acknowiedges that the hormones are a food hazard

* the withdrawal periods are designed to ensure that hormone
levels have returnad to the ‘normal range’

* it is assumed that there is 2 threshold below which there is no risk.

However, previous risk assessments (e.g. in the Lamming
Report}, based on these assumptions, are now believed to be
untenable. For example:

* A formal risk assessment of the natural hormenes. cestradiol,
progesterone and testosterone, was thought unnecessary because
they are produced in the human body and there is substantial
variation in observed levels. However, in 1999, ADI {acceptable
daily intakes) figures were defined.

* Epidemiological evidence for the assodadon berween
exposure to these hormones and the occurrence of cancer of the
brease, prostate and testis was attributed to their hormonal
activity — and it was assumed that cancer could cnly be due to
higher intake levels than those needed for physiological action.

But according to the recent report of the EU Scientific
Committze on Veterinary Measures relating to Public Health
(SCVPH),'? there is now growing scientific evidence for several
important factors which were previously not acknowledged:

* Adverse effects of hormones may be mediated not only by
processes involving hormaone receptors but also via formation of
hormone metabolites, which may have genotoxic effects, especially
in the case of oestradiol.

* There is increasing awareness of the sensitive hormone
balance which exists at different developmental stages in humans,

' FOOD ETHICS COUNC

making it imperative to distinguish between age and sex in
assessing safe hormone exposure levels: prepubertal children may
be particularly at risk to elevated levels.

* The increase in hormone-associated diseases (such as breast
and prostatic cancer) in many countries suggests a need to
re-evaluate tha possible contribution of residues of growth
promoting agents in meat to the total lozd of hormones and
hormone-like substances in the diet.

The Repart concluded chac

* a risk to consumers has been identified, with different degrees
of conclusive evidence, for all six hormones

+ “In the case of | 7B-oestrodiol ... a substantial body of recent
evidence (suggests) that it has to be considered as a complete
carcinogen, as it exerts both tumour initiating and tumour
promoting effects”

» the current state of knowledge does not allow a quantitative
estimate of risks due to the other five hormones

= for all six hormones, “endocrine, developmental, neurobiclogicdl,
immunotoxic, genotoxic and carcinogenic effects be could be envisagad”
{with pre-pubertal children being the group of greatest concern).

* no thrashold levels could be defined for any of the six
substances {i.e. below which there wouid be no effects).

In addition, there have been concerns about abuses of the
hormones and difficuities in conerolling cheir use, for example:2¢
* misplacement of approved implants (e.g. njected into neck
muscles, which have a rich blood supply, rather than the ear),
increasing risks to consumers if the implanted material is not
excluded from the food chain and/or if hormone levels are
substantially increased

* use of multiple implants simultaneously, e.g. when cestradiol
and trenbolone are administered together there is a
pronounced synergism.

19 Eurcpean Union DG XXIV (199%) Scienufic Cemmitzee on Veterinary Measures Relating to Public Health: Assessment of patential risks to human health frem hormane resiaues in bovine meat and meat

products {30.4.99) Brussels

20 Europeas Commission Spokesman’s Service [ 999) by sive use and difficulties of contrels of growrh hormenes increase risks (3.5.99) Brussels
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Moreaver,

« “Within the framework of the US National Residue Program no
residue examinations have ever been performed ... for trenbofone
acetate. No residue tests have been performed for zeronol since 1989
and for MGA since 199072

The main risks to human wellbeing are therefore likely to be
due to the intrinsic hazards of such substances, coupled with
abuses, inadequate monitering and/or loopholes in the law.
tn practice, there are five major problems,

» The recent evidence from the EC SCVPH report 22 suggests
that exposure to any concentration of residues in hormone-
treated meat presents some degree of risk to consumer health -
i.e. there is no threshold level.

+ It is difficult (though not impossible} t police the use of the ‘natural
stercids, (| 78-oestradiol, testosterone and progesterone) by testing
for residues in meat (and in cartle senc for slaughter). However, thera is
now a very sensitive test for residues of clenbuterol in meat {and other
tissues such as hair) which makes it possible to police its illegal use.?

= A ban on the use of {allegedly "safe’) substances such as trenbolone
may increase the black market for more dangerous compounds
such as stilboestrol. Indeed, the original EU ban on testosterone,
trenbelone etc. was imposed following evidence of abnormal
mammary development in babies fed preducts containing veal from
calves implanted with stilboestrol, which had already been banned.

» Whether the use of cermin anabelic hormones is legalised or
not, there is a reai risk of residues in meat arising from their
illegal use {administration of illegal substances or administration of
legal substances at an illegal time). This implies that there is a
potential risk to humans that which can oniy be controlled by
diligent and widespread monitoring of residues.

» Safety information may not be disclosed because of legal
provisions. Thus, in evidence to the Appellate Body of the WTO
“Conodo and the United States stated that they had conducted risk
assessments and had authorised MGA for growth promoation, but
refused to provide scientific evidence and information claiming that their
studies were proprietary and confidential in nature”.2

In conclusion, it should be noted that consumer confidence in
the safety of beef has been severely undermined by the recent
BSE and E Celi scares. Anything which aggravates that situation
fails to respect consumer wellbeing in its widest sense,

| 5.2.4 The Biota ]

Environmenta! impaces of anabolic hormones (on conservation,
bicdiversity and sustzinability) are less easy to discern in the
sheri-term. However, recent evidence suggests the effects are
unlikely to be negligible. For example, the cumulative effect of
oestrogenic material appears te be responsible, inter olia, for a
falling sperm count in men in ¥Western countries.

~

5.3 An ethical evaluation of hormone
use for growth promotion

2! See note 20
21 See note |9

23 Hliot: CT et al {1995} Development of a rapid screening test to detect B-zgonist residues in bovine €ye and hair Vererinary Record 137, 643-4
24 World Trade Orgarization {999} Europgan Communities- Measures Concerning Meat and Meat “roducts (Harmones): Status Report 2y the Euopgan Commuriies (14.1.99)



ZOOTECHNICAL FEED

_ADDITI

[ 6.1 Background }

Zootechnical feed additives (ZFAs} are substances added to
animal feeds which are not themselves nutrients but are intended
to increase productivity by improving the digestion, absorption
and utilisation of nutrients. Most public concern about ZFAs
relates to the routine use of ‘in-feed’ antibiotics, which were
formerly classed as PMLs (see Box ).

It is helpful to understand how this practice came about. The
maodern, highly intensive, ‘factory farming’ systems of food
production evolved rapidly during the period from 1950-1970.The
main economic forces driving this intensification of livestock
production were: increased mechanisation of agriculture,
permitting the bulk movement of feed and rmanure; increased
profitability of livestock production, based (in some cases) on
subsidies, permitting capital investment in buildings and equipment;
rising consumer incomes leading both to increased demand for
meat and dairy products, and to higher labour costs relative to
costs of feed, fuel and equipment; and increased control of animal
disease through the development of vaccines and antibiotics -
aliowing animais to be stocked at high densities, which would
formerly have incurred economically unacceptable levels of death
and disease.

Prescription of antimicrobial drugs, such as antibiotics and
coccidiostats, became routine, especially in intensive pig and
poultry units, to control diseases caused by exposure to high
concentrations of bacteria and protozoa, respectively. It was
undoubtedly effective, within this limited definition of success.
Apart from the use of monensin in beef cattle (see Box 3), there
has not been a similar routine prophylactic use of antibiotics to
control infectious disease in growing ruminants (beef cattle and
sheep) for the simple reason that these animals rely on microbial
action in the rumen to digest their food. In this case, routine use
of most antibiotics kills off rumen microbes and impairs appetite
and growth. The rearing of calves on milk for white veal is a
special case. These animals are prevented from becoming
ruminants, and this has permitted systems for the production of
white veal to be as intensive as those for poultry and pigmeat. le
has also greatly increased the need for routine use of antibiotics
to control bacterial infections.

As the inclusion of antibiotics in feeds became routine, pigs and
poultry receiving these medicated feedstuffs often showed
improved food conversion efficiency even in conditions where
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they were not exposed to infection. Confirmation of these
observations led to further research to develop the new category
of zootechnical feed additive, i.e. a substance which is not itself a
nutrient but which is intended to ‘enhance’ performance by
improving the digestion and utilisation of nutrients. {See Box 3)

BOX 3 —The main categories of
zootechnical feed additives

Substances which increase digestibility
{enzymes): these improve the digestion and utilisation by
the body of {especially) starch and nen-starch polysaccharides.
There is no reason (o suppose that these may cause direct
harm to dnimals (or subsequently to people) provided they
are incorporated into a balanced wholesome diet.

Substances which improve nutrient absorption
from the intestine: the small intestine of any healthy,
normal anirmal comtains a large population of commensal
bacteria which are harmless, but compete with the host
animal for nutrients that could otherwise be diverted to meat
production. When used as ZFAs, copper salts and antibiotics
such as tylosin or zinc bacitracin greatly reduce the pobulation
of commensal microgrganisms. This reduces cellular activity
{especially in cells of the immune system) and increases the
net absorption of nutrients. An in-feed antibiotic also reduces
problems of low-grade infection with bacieria sensitive fo that
antibictic. However, the use of an antibiotic as a growth
promotant does not make the animal healthier. Indeed, it
actuafly increases the risk of infection with bacterie resistant
to the antibiotic by impairing the probiotic effects of the
natural flora.

Substances which manipulate fermentation:
ruminant animais, like cattle and sheep, obtain most of their
nutrients from the end-products of microbial fermentation. It is
therefore possible to alter the ntitrient supply to ruminant
animals by selectively manipulating the microbial population of
the rurnen using certain antibiotics or coccidiostats. The most
successful drug for this purpose has been monensin sodium,
which significantly improves food conversion efficiency in
growing cattle. It achieves this effect, in part, by hatving
methane production, which not only conserves energy for the
host arimal but aiso reduces production of this greenhouse
gas. By changing the end-products of fermentation it also
conserves aming acids, thereby sparing more nitrogen for the
growing animal and indirectly reducing nitrogen pollution

from ruminants.




In the |360s, concern that condnued low level use of anitbiotics
as growth promoters might result in the development and
selection of andbiotic resistant bacteria led to 2 legal distinction
being drawn {in the |968 Medicines Act) between therapeutic and
feed antibiotics. This allowed continued use of feed antibiotics,
which it was considered would not pose any risks to the
continued efficacy of therapeutic antibiotics. Howewer, the Swann
Committee, which reported in | 969 was of the unanimous
opinicn that: “administration of antibiotics to farm livestock,
particuiarly at sub-therapeutic levels, poses certain hazards to
human and animal heatth”.25 The committee made forty two
recommmendations on the use, control and supply of
'feed antibiotics’.

However, such cautionary advice, and that of subsequent
government committees, has not eliminated the problem.
According to a recent report from the Soil Association2é

+ Approximately 1225 tonnes of antibiotics are used annually in
the UK, of which 37% are used on farm animals, 25% on pets and
horses and 38% in human medicine,

* Virtually alt growing pigs and broiler chickens receive
antibiotics in their feed for the major part of their lives.

6.2 Current legal regulation of
antibiotics in feeds

The uses of antibiotic (or antimicrobial) productivity promotants as
‘zootechnical feed additives” {ZFAs) are subject to EU Directive
70/524/EEC {amended). Market authorisation under this Directive
is subject to several criteria, including the requirement that, at the
permitted level in animal feed, there should be no adverse effects
on human health, animal heaith or the environment. However,
according ro the ‘safeguard clause’ a Member State may suspend or
restrict use of a ZFA if it deems that there is evidence thart calls the
use of the subsrance into question. In such cases the Commission,
in consultation with Member States, decides whether the scientific
evidence adduced to support the safeguard clause is justified.??

In 1997, appeal to the safeguard clause resulted in an EU ban on
the use of avoparcin, because of concerns that its use in animals
might lead to development of resistance against the related antbiotic,
vancomycin, which is used in human medicine. Subsequently, several
other bans were introduced on use of ZFAs linked to antibictics used
in human medicine, while Sweden, on accession to the EU, was
allowed to maintain its ban on the use of all ZFAs until the end of
1998. Recently, in response to general concerns about developrnent
of antibiotic resistance, the European Commission introduced a ban
on four ZRAs (bacitracin zing, spiramycin, tylosin phosphate and
virginiamycin) which will be implemented by all Member States from
| July 1999, and will be subject to review before 31 December 2000.

In addition e these four, use of cwo further ZFAs, claquindax
and carbadox, will be prohibited from 31 August 1999, due to
concerns over possible adverse effects arising during their
manufacture, Hence, from | Septermnber 1999 only four ZFAs will
be permitted in the EU: avilamycin, flavophospholipol, monensin
sodium and salinomycin sodium.

{ 6.3 The problem ]

The distinction between therapeutic, prophylactic and growth
promotant uses of antibiotics is not always clear cut. A prime
example is the antimicrobiati compound tylosin, one of the four ZFAs
recently banned in the EL. Before the ban, tylosin was used both as
a ZFA o improve feed conversion in (nominally healthy) growing pigs
and as a prophylactic to reduce cthe incidence and severity of enzootic
(mycoplasma) pneumonia, a condition that is rarely fatal but does
impair growth. Any 2nalysis of the rights and wrongs of banning the use
of tosin in pigs has to consider (at least) the following consequences:

= marginal losses in productive efficiency in healthy animals

= the risk {to pigs} of impaired welfare through increased
prevalence of pneumonia

« the risk {to people} of prescribing aleernative antibiotics (also
used in human medicine) to control pneumonia in pigs

+ the reduced welfare of pigs reared in very poor conditions of
heousing and husbandry where pneumonia can only be controiled
by the reguiar administration of antibioics.

Another example which Hlustrates the difficulty of making clear
distinctions concerns the use antibiotics prescribed by the veterinary
surgeon nominally to control disease. These may be prescribed for:

+ Ali pigs in a group, where only some are observed to be sick.
This blurs the distinction between therapy and prophylaxis.

« All pigs in a group, routinely o prevent sickness. This blurs the
distinction between prophylaxis and growth premotieon, since the
drug may be given 10 preserve normal growth rates in housing
conditions likely to predispose to enzoatic pneumonia.

These examples illustraze the complexity of the ethical issues
and the danger of simplistic solutions, such as a rigid restriction of
drugs to therapeutic uses only (the only uses permicted by
organic farmers), Without suitable animal management and
housing systems, this could de more harm than good.

| 6.4 ETHICAL ANALYSIS ]

In the following sections we examine the use of antibiotics and
cther substan<es in animal feeds, whether nominally used as
prophylactics or as growth promotants, according to the
framework provided by the Ethical Matrix.

25 Joint Expert Committee (1 the use of Antibiodics in Animal Husbandry and Veterinary Medicing (196%). Lerdon: HMSG
26 Harvey | and Mason L [ 998) The Use and Misuse of Antibiotics in UK Agriculure Part |: Current Usage. 3ristol: Sail Association
27 Veterinary Medicines Directcrate {1939) Medicines Act Vergrinary Information Service (MAVIS) ‘EU to ban four antiiotic growth oromoters”, Editicr 29, 3.



6.4.1 Treated Animals: Pigs, Broiler
Chickens and Veal Calves

Several practices adversely affect animal welfare:

* Most compounded feeds for growing pigs, pre-weaning calves
and broiler chickens are supplernented with antibiotics. These are
most commoenly incorporated into feeds for piglets weaned at 3-5
weeks of age. The primary intention here is to control scours
{diarrhoea), so this appears, at first sight, to be an action designed
o improve health and welfare. However, piglets can be weaned
quite successfully without recourse to antibiotics at a more
natural age (at feast B weeks). h is also possible to adopt other
more specific approaches to the contrel of post-weaning scours,
e.g. the use of active or passive immunisation (vaccines or
antibodies/antitoxins).

* Antibiotics used as growth premotants in broiler chickens may
also have a prophylactic role, e.g. in the control of necrotic
enteritis. However, this condition is associated with excessive
consumption of cereals, which could be avoided, Alrernative control
mechanisms for this condition include the use of in-feed enzymes,
which may be considered a more ‘natural’ form of ZFA since they
address the primary, physiological source of the prablem.

*When antibictics are used simply as growth promotants in
breiler chickens, or in pigs after they have overcome the siress of
weaning, the effect is greater in the presence of an endemic
disease or stressful conditions such as poor hygiere and
overcrowding. Hence, ZFAs are able, to some degree, to mask the
warst effects of bad housing and hygiene {i.e. overcrowding and
squalor). In these circumstances all animals may be denied the
freedoms of physical comfort and opportunity to carry out
normal maintenance and social behaviour (cf. the principles of
wellbeing and behavioural freedom). Some animals suffer from
the symproms of diseases caused by damage to the digestive tract
(whether antibiotics are used or not) and some will die. Despite
this, the system as a whole is economically viable.

* Probably the most serious welfare problems for broiler
chickens and (to a lesser extent) growing pigs are the painful
abnormalities of the skeletal system caused by animals ‘outgrowing
their strength’ in environments where there is minimal opportunity
to assist skeletal development through proper exercise. Broilers in
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chronic pain with ‘leg weakness are unable or unwilling to support
the weight of their body. Lying for long periods on litter exposes
them to the corrosive effect of faecal deposits, which may cause
breast blisters and hock burns. Such conditions are made possible
by routine use of ZFAs. According to a UK Farm Animal Welfare
Council report in 1992: ... the current level of leg problems in
broilers is unacceptable.” 88 The industry has achieved improvements
since then, but there is still a long way to go.

* The production of white veal from calves kept in individual
crates and reared entirely on liquid feed has been the most
exereme example of a production system that fails to respect any of
the identified ethical principles (welfare, behavioural freedom and
tefos). The worst excesses of this system have now been banned in
UK, and EU legislation is at last proceeding in the same direction.
The abnormalities of normal rumen development in calves, caused
by denying themn access to solid food, are such that this system
can only be sustained by the regular use of in-feed antibiotics.

It is clear that antibiotic ZFA use supports animal production
systemns which greatly impair animal welfare. The fundamental
problem is that many intensively reared animals are kept under
conditions which are essentially unsustainable but are nevertheless
rendered economic by the routine use of antibiotics. That is to say,
real animal welfare problems are masked by an antibiotic sticking
plascer’. And in thar the animals are aiso treated in a highly
instrumental fashion, with little concern for their intrinsic worth,
the principle of respect for their tedos is markedly offended,

The problems of ‘factory farming’ cannot be blamed solely on
use of ZFAs. Nevertheless, the routine use of in-feed antibiotics
has been an essential contributor to the economic success of
many of the most intensive systems of animal preduction, i.e. the
systemns of pig, poultry and veal production which were
condemned by the Brambell Cormmittee as long ago as 1965.

On the other hand, provided that they are applied correctly,
there appear to be no adverse effects on animal welfare from
the use of enzymes and monensin sodium, which act by improving

digestion and selectively manipulating the microbial population of
the rumen, respectively. However, it should be noted that that
there are some hazards associated with these substances, e.g.
monensin sedium is toxic to horses.

1& Farm Animal Yverfare Councll (1992) Reporz on the Welfare of 3roiler Chickens. Tolworth: MAFF



I8 DRUG USE IN FARM ANIMALS

6.4.2 Producers }

Clearly, farmers neither like to see their animals suffer nor to
spend money unnecessarily. Thus they do not use antibiotics
unless they feel they need to. A global, properly enforced, ban on
the use of certain antibiotics as growth promotants would almost
certainly be acceptable to farmers because it would not put them
at a comparative economic disadvantage. Indeed, even in the
absence of any such general ban, many farmers are expleiting the
commercial potential of marketing their meat as free from
antibiotics, most effectively through organic farming schemes,

BOX 4 ~The Scandinavian Experience

Sweden enacted o ban on ZFAs in 1986. This led to initial
heaith prabiems in pigs and poultry because veterinary
surgeons were largely unprepared. In fact, total use of
antibiotics remained fairly stable at about 35 tonnes of active
substances p.a. However, it is claimed that antibiotic use in
Sweden has now reduced by 55%.

This has been achieved by a combination of different suategies:

* Reduced stocking density

* Improved hygiene and housing systems designed to reduce stress
= Changed feed composition

» New feeding strategies

In Denmark, gt the beginning of 1998 the animal food
industries adopted a voluntary ban on the use of antibiotic
ZFAs, and began a number of scientific studies to determine
the effects on morbidity and on therapeutic antibiotic use in
pigs and broilers. With reference to commercial broiler fiocks,
by May 1999 there had been no increcse in general morbidity
and no significant increase in the use of antibiotics for therapy.
However, there was an increase in the number of flocks
suffering from the Clostridium perfringens-related diseases
necrotic enteritis and chronic hepatitis.* Since March, 1998
there has been no use of amtibiotic ZFAs for finisher pigs
(subject to randorn testing and fines for violations). Some
herds have made the transition with no observable effects,
oithough there is a tendency to looser excreta, which is often
rectified as the ntestinal microflora stabifise. in cther cases,
diarrhoea responds to changes i feed and housing

conditions. **

*  Dr flemming-Bager (11.5.99) - Personal communication.

** Kjeldsen N (1999} Procesdings of the British Saciety for Animal Science:
Scarborough (22-24.3.99).

However, conversion to organic farming is a risky, long-term
process — so that the UK Government's recent doubling of the
payment rates to farmers wishing to convert to organic farming2®
is a welcome, if not totally adequate, initiative. However, other, less
intensive, systems which accord greater to respect animals and
reduce risks to humans, will also require substantial investment,
which many farmers will be unable to afford. In such terms,
preducer autonromy is only partially respected.

[ 6.4.3 Consumers }

The main consumer concern relating to the widespread use
of antibiotics in farm animals relates to the risk of antibiotic
resistance in bacteria responsible for human diseases

(cf. food safety).

The issue has been the subject of numerous reports during the
past eighteen months and it would be superfluous to make more
than brief reference here to the major features, The House of
Lords Select Committee on Science and Technology report,
together with its extensive evidence, provides a comprehensive
analysis of the problem, which left the authors “convinced that
resistance to antibiotics and other anti-infective agents constitutes a
major threat to public heafth.™® While acknowledging that
unnecessary prescription of antibiotics in human medicine
contributed to the development of antibiotic resistance, they
warned that “there is g continuing threat to human health from
imprudent use of antibiotics in agricufture.” The authors went on to
recommend that “antibiotic growth promoters such as virginiomycin,
which belong to classes of antimicrobial agent used (or proposed to be
used} in humans and are therefore most fikely to contribute to
resistance in human medicine, should be phased out, preferably by
voluntary agreemnent between the professions and the industries
concerned, but by legislation if necessary.”

Most recently, the EU DG 24 Scientific Steering Committee on
Antimicrobial Resistance has made similarly strong
recommendations, pointing to the “use/misuse (of antibiotics} as
feed additives” and the need for prompt action “to reduce the
overall use of antimicrobials in a bolanced way in ali areas”, including
veterinary medicine and animal production.?!

The Soil Association’s recent report ‘The Use and Misuse of
Antibiotics in UK Agriculture’3? went further in calling for
(inter alia):

* a ban on all non-medical uses of antibiotics in agriculture

» prophylactic use to be limited to cases of genuine need, as part
of a planned disease reduction programme involving changes in
housing, feeding and management

* a ban on the advertising of antibiotics directly to farmers

29 MAFF News Release (12.4.99} Boost for Organic Farming: new organic scheme launched

30 House of Lords {|998) Select Committee on Science and Technology report: ‘Resistance to Antibiotics and other antimicrobial agents'. London: The Stationery Office
31 European Union DG XXIV (1999) Scientific Steering Committee on Antimicrobial Resistance (28.5.99): Brussels

32 See note 26



However, without a simulwaneous radical change in animal
management and housing systems, the ban on a wide range of
antibictics used as ZFAs might itself create a serious concern.
Aithough ZFAs such as avoparcin and virginiamycin may carry a
risk of increasing antibiotic resistance in human pathogens, ihey
were originaily selected for use as ZFAs because this risk was
tonsidered smal! reladve to that invalved with the widespread use
of antibiotics of first choice in therapy (e.g the penicillin and
tetracycline series).

Tylosin is classed both as a ZFA and 2 medicated feedingstuff
(POM), so that one can envisage two scenarios. If tylosin were to’
be banned altogether, a veterinary surgeon, presented e.g. witha
pen of pigs with enzoctic pneumania, might feed obliged to treat
the whole pen (and probably the whole -house) with a therapeutic
antibiotic such as a tetracycline (with associated risks in terms of
human health}. If, on the other hand, tylosin were only to be
banned for use as a ZFA (as is currently the case), farmers and
their veterinary surgeons, operating under extreme ecenornic
pressure, might elect to dispense it to most or all the growing
animals, nominally to controt infectious disease but, in practice, to
improve profit margins.

Under such circumstances there would seem to be a need for
changes in the law. A recent British Veverinary Association working
party report recemmended that “following o scientific review, these
substances should be re-autharised as medicines and used only under
veterinary prescription”,33

However, withdrawa! of routine use of antibiotics (whether
nominally prophylactic or productivity promotant) would need to
be coupled with the radical ehanges in animal management and
haousing which have been adopted in Sweden and other
Scandinavian countries (see Box 4).

| 6.4.4 The Biota \

It is claimed that ZFA use is environmentally beneficial because
both feed intake and manure production are decreased per unit of
meat produced. However, such benefits may well be offsec by the
fact that, since antibiotics are not abserbed inta the animal's body,
they are excreted, probably in active form, in facces. Disposal of
excreta, for example as broiler house licter, may thus disperse
antibiotics into the environment, with likely adverse effects on the
biota. This must constitute a hazard, although its scale seems not
to have been investigated.

Such environmental impacts of antibiotics {on conservation,
biodiversity and sustainability) would then seem to be inextricably
bound up with the human health impacts discussed above.
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33 British Veerinary Assaciation (1958): Repart of the Antimicrobials Working Group, (17.9.98)
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[ 7.1 A basis for Trust ]

Food for people which is of animal origin is potentially riskier than
foed from plants for the simple reason that animals are so like us
in their biochemistry.What is chemically correct for us is aiso
chemically correct for the microorganisms that graze on us and
on them. Hormones too, work in much the same way in people as
they work in animals. Thus, most foad scares concern food of
animal origin.

Public perceptions of risl associated with food-corne disease
may not always te fully informed, bue then why should every
citizen be required to understand the principles of microbiclogy
and epidemiology? Whaz the consumer needs is to be able to have
trust in the quality and safety of food of animal origin. This trust
has, in recent years, been eroded by a series of outbreaks of
disease, some little more than scares grossly overdramatised by
the media; others, such as E.Coli 0157 and new strain CJD, very
serious indeed.

Public concern about the use of hormones and antibiotics does,
however, go much deeper than simply a feeling for personal safety:
it also relates to the ethical acceprability of the ways in which
veterinary drugs are used in producing focd. All departurss from
natural food production - factory farming, antibiotics, hormones,
genetic engineering, irradiation - tend to be treated with
suspicicn. And while the suspicions may not always be well
founded, these concerns are often consistent, as we have tried
to show in this report, with the principles encompassed by
‘common sense ethics’.

7.2 The role of Science in political
decision-making

{t is rational to insist that any decisions as to the application and
impact of biotechnology on food and agriculture must be
informed by a thorough review of the technical evidence
according to the rigorous discipline of scientfic method. It is not
however, raticnal to assume that such decisiens can be based on
scientific evidence alone.VWhen the UK Agricutture Minister, Mr
Nick Brown, stated: “the EU ban (on steroid hormone use in beef
cattle) is not justified by the science” he was simply broadcasting
advice given to him by scientists, operating rationally but within
their own limited terms of reference. (The assumption that
science alene can inform such decisions exemplifies the so-called

‘naturalistic fallacy’. which refers to the claim that “You can't get
an‘ought’ from an‘is"".) What he did not convey was any sense
that consideration had been given to the impact of ethical
principles which respect autonomy and justice.

On 23 February, 1999, several broadsheet newspapers published
a letter from nineteen Fellows of the Royal Society which began:
“We believe that the time is right to bring geod sdence inte the centre
of decision making and focus its impact on our increasingly
technofogically-driven world”, 35 We suggest that science {and
scientists) are already making a sufficient impact on the decision-
making process. What is needed is the wisdom to choose good
technology, both for reasons based on good science and on
reasons that transcend science. Technology assessment shouid
have at least as much to do with the ‘cught’ as with the ‘is’.

Hence, it is central to the case presented here that political
decisions concerning the impact of biotechnology on food
production cannot be based simply ‘on the science’, In some
extreme cases, such as the BSE epidemic, this is because the ‘best
available’ evidence is very weak. In the context of this report, the
scientific evidence concerning the rourtine use of hormones and
antibiotics in foad animals is much more extensive, but it is by no
means unequivozcal. It is, moreover, impertant to distinguish
between objective evidence obtained through the use of scientific
method and the ‘spin” put on such evidence by individuals wo
support their own ideclogical position or their careers. It follows
from this that scientists cannot assume the ‘right to the last word'.

But even were there to be universal scientific agreement on
the (biological) risks associated with a particular techrology,
this would not provide definitive grounds for a decision because
the acceptability of risks is not a matter on which science can
pronounce. Some pecple risk their lives climbing mountains,
others dare not risk going out without a hat: there is ne ‘right’
answer. However, in this simple exampte, individuals are at least
accorded respect for their autonomy, allowing them te define the
acceptability of risks in their own terms. It is reasonable to expect
that individuals should be permitted a similar degree of autonomy
as to the acceptability of the food they eat, and that both
producers and consumers should be treated fairly.

[ 7.3 The Precautionary Approach q

It is 2 characteristic of entrepreneurial activity thar it involves
taking risks: and according to free market philosophy, those who
take risks successfully should be rewarded for their business
acumen. However, in the naw world order, where globalisztion
ensures that technological inncvations might not only have global
benefits but also produce global risks, it is prudent (and ethical) o

34 See note 15
35 Heap B et al [|999) The misappliance of science”. Lette- to the Guardian {23.2.99)



proceed with more circumspection than market forces are
inclined to allow. There is a need, that is to say, to pay serious
attention to the Precautionary Principle (PP).

The PP was developed at a time when doubts first began to arise
that the ‘environment’ was s¢ robust that it was capable of absorbing
the jmpact of all human activities. Recognition of the growing
significance of several serious environmental problems (global
warming, hcles in the ozone layer, accumulation of environmental
toxins) changed these perceptions and led to the formulation of the
PR, which “fn its various legal forms... insists that where @ substance.or o
technology is potentially demaging to the emvironment, regulation should
be considered irrespective of final scientific proof” 36

The PP is now incorporated into international law and some
domestic laws concerned with the environmenc: In applying the PP
to the use of vetarinary drugs it is ciear that its remit is being
extended substancially beyond the original environmental locus
(although there is an environmental dimension to veterinary drug
use). Appeal to the PP has already been made with respect to the
ban on the use of certain antibiotic feed additives in the EU (see
6.2), However, the animal feed industry has responded with the ¢laim
that the PP is being used in this case as a mere*political expedient
and shoutd be abandoned in favour of ‘sound scientific evidence’.

Thus; it seems important to explore the usefulness of the PP
with respect to the ethical accepeability of vetarinary drugs. The
essence of the PP is that it is unwise to take serious risks which
may jeopardise human, animal or environmental life or health.
Where there is uncertainty, the grounds for proczeding with a
new technology are problemarical: buc uncertainty is the product
of current and theoretical limits, i.e. the unknown and the
unknowable. The former category can be addressed by
appropriate research and/or expertise. The latter, ‘unknowable,
category describes, especially, sicuations where the risks are low
and/or multifactorial andior long term. In these situations (e.g. diet
and corcnary heart disease, BSE and CJD) the damage may be
done before we can ‘scientifically’ identfy the problem.

Veterinary drugs, by design, have significant physiological effects
on the treated animals.¥Yhen they are used for therapeutic
purposes it is assumed that the beneficial effects outweigh any
potentially harmful side-effects. It is recognisad in principle and in
law that their use might be hazardous to the animals, to those
who consume their products and to other life forms within the
environment, Indeed, legislation to regulate {e.g.) withdrawal
periods for antibiotics used therapeutically on animals in the food
chain, or the use and disposal of sheep dips, is based not on
*sound science’ but on scientific uncertainty. This is the PP in
practice, However, the principle does not always seem to apply
when dealing with non-therapeutic agents.
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7.4 Impact of the World Trade
Organisation (WTO)

Ultimately, many of the concerns expressed in this report have
implications for trade and hence are affected by WTO rules, which
are designad to ensure that there are no barriers to international
trade. However, individual trading nations frequently have different
ethical pesitions and these are often reflacted in national
lepistation. ¥ the benefits of trade liberalisation are given absciute
priority then attempts by individual nations (e.g. to protect the vital
interests of people and their cultural diversity, animal welfare and
the envircnment) will be undermined. And this may lead to a loss
of public suppart, for the international trading system in general,

We believe that such national differences should be respected
when they are genuine expressions of ethical concern, which are
not adopted merely to gain trading advantages. If 'free trade’ is to
be ensured at ail costs, then policies which seek o promote
concemns such as social justice, animal welfare and environmental
sustainability seemn doomed to failure, because adoption of most
of such measures invoives additional financial costs. Regrettably,
like many other things, ethics does not come free.

Hence, a complemernary relationship needs to be established
whereby palicies which promote ethical advancement are
facilitaved rather than obstructed by those adopted 1o ensure free
trade.’ In the mean time, it may be necessary in some
circumstances, according to WTQO rules, to pay compensation,

[ 7.5 Changing for the better: the levers )

Effective programmes for change require weil-considered
strategies. Even if attempts to effect change at the level of the
WTO seem daunting, other fevers may be more accessible and
effective in a national context.

* EU legislation determines nztional policies of Member States
through EC Directives. This has resutced in actions supportive of
several of the recommendations made in this report, e.g. in
relation to the bans on the use of BST and stercid hormones and
on the importation of beef from the USA which invelves treating
cattle with hormone pellets.

* LK legislation has often been in advance of EU legislation in
relation to several concerns in this report, e.g. in the banning of
veal crates and sow stalls. Thus, working for ethical advances
through UK law is certainly z feasible aim, but pressure can also
be exerted for changes in EU law through the UK's influence in
the European Parliament and in the Council of Ministers.

36 Parker ] {1998) >recautionary Principle. In ‘Encyclopedia of Applied Echics' ed Chadwick R. vol. 3, pp. €32-64). a1 Diego: Academic Press
37 Roval Society for the Prevention of Cruelty to Animals {19%8) Conflict ar conzord? Animal welfa~e and the World Trade Organizaticn. Horsham; RSPCA



* Supermarkets, which now account for most of the retail trade
in food in the UK, have considerable influence on food safety
standards and integrity. The recent decisions of major supermarket
chains not to sell ‘own-label’ genetically modified foods is a
graphic illustration of that fact. ‘Ethical trading’ in the broadest
sense is becoming an increasingly important sector of the market,
as demonstrated by the rapidiy increasing sales of organic food
and the RSPCA’s Freedom Foods.

* An alternative explanation of the trend to ‘ethical trading’ is
that it is a response to consumer demand, There can be little
doubt that there is a widespread concern in the UK over the use
of drugs in food production, and that this consumer power —
coupled with the ampiifying effects on supermarket policy —
represents a genuine avenue for change for the better in the food
system. While WTO rules tightly constrain governments, the
relatively low percentage of income spent on food in developed
countries, together with an increasing awareness of food
technologies, has given consumers a much greater influence over
the way food is produced and marketed. However, widespread
ignorance of the practices involved in modern food production is
probably the major impediment to more rapid change,

* Farmers clearly have some influence over whether or not they
employ drugs in animal production systems (aithough in the EU
the choice is currently limited to a few antibiotic growth
promotants). Advertising of antibiotics in the agricultural trade
press is common, a practice which MAFF's Veterinary Medicines
Directorate claim is allowed under the Medicines Act but which is
deprecated by the British Veterinary Association. In reality, in many
cases, farmers’ choice is likely to be severely constrained by
economic considerations: the playing field is not of their making,

*Veterinary surgeons clearly also have a major responsibility for
prescribing, and advising farmers on the use of, veterinary drugs. In
some cases alternative methods of disease control might be
available (e.g. vaccination) but it is a fact that vets derive a
substantial income from such drugs, and this may militate against
radical and necessary change. However, it is in the mutual interest
of farmers and their vets to promote preventive medicine
schemes that reward the veterinary surgeon for ensuring herd
and flock health rather than dispensing drugs. The UK veterinary
professional bodies (the Royal College of Veterinary Surgeons and
the British Veterinary Association) could play 1 significant role in
promoting the appropriate practices recommended in this report.

We believe that conscientious attempts to intreduce
appropriate changes at these various levels will engender a
‘culture of care’, the essence of an ethical approach, which will
provide a necessary counterbalance to the currently dominant
‘culture of profit’.
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[ 7.6 Procedural concerns ]

There are three general types of concern over the assessment
procedures for veterinary drugs {and indeed, more generally,
relating to all biotechnological procedures applied to food) which
have profound implications for trust.

A)

First, there is the question of the criteria on which
regulatory decisions are made (whether these shouid be
based solely, as at present, on ‘safety, quality and efficacy’
or on a system which incorporates these three criteria
into a broader ethical frameworlk)

B)

Second, there is the question of the provision of the
scientific evidence on which decisions are made (its
source, objectivity, reliability and adequacy).

<)

Third, there is the question of the composition of the
committees charged with decision-making (their
expertise and impartiality).

We have argued in this report that 'sound science’ is not
enough: respect for a number of ethical principles as they affect a
range of interest groups should also influence the outcome of
decision-making procedures. Moreover, scientific evidence needs
to be, and be seen to be, impartial, comprehensive and
trustworthy. Dara collection by those with a vested interest in the
product (even ‘disinterested scientists’ whose career prospects
might, however, depend on continued commercial funding), or
assessments performed by regulators who have close links with
the manufacturing industry, would undermine public trust in the
decisions made, Non-disclosure of safety data under the legal
protection of commercial confidentiality is likely to have the same
effect. Moreover, to ensure public trust, the decision-makers
should be totally independent individuals — in Rawlsian terms
“competent moral judges”3® - who are able to combine
dispassionate objectivity in considering the facts with an
imaginative sensitivity in assessing their impacts on society as a
whole. There has, indeed, been much recent concern that the
screening of appointees to regulatory committees in the USA may
not always be sufficiently rigorous, allowing those with vested
interests to play significant roles in drug licensing?® In the UK, the
articulation of the Nolan Principles on Standards in Public Life* js
an important development, which needs to be incorporated into
the appointment procedures of all regulatory committees at the
earliest opportunity.

Only in this way will public accountability be assured.

38 Rawls | (1951) Dutline of 2 decision procedure for athics. The Philosophical Review &0, 177-197
3% Report of the General Accounting Office (B-257122) Conflict of Interests Review (19.10,94)

40 See for example: The British Council (1999) Governance and law: Ethics in pubtic Iife and corporate governance. London: The British Council



Below we offer below some recommendations for future action
based on the implications of the three ‘procedural’ concerns (A, B and
C, listed in 7.5) and on the ethical analyses performed in chis -
report. The recommendations are proposed as interim steps in an
ethical trajectory because it is recognised that, however desirable
any proposed course of action might be, in our complex modern
world, implementation of ethical initiatves often bas to await pelitical
and economic epportunities. This is, of course, often the excuse of the
‘realist’ for not seeking to bring about change. However, we believe

that there are a number of positive steps which could be made by

decision-malkers in government and cormmerce {and, indeed, by people
at large exercising their choice as ‘ethical consumers’) to pave the way
for the more fundamental changes required at the international level.

We conclude with some specific recommendations (D) for
practical action which, we are persuaded, follow from the analyses
performed in this repore.

A: Recommendations relating to the criteria
on which regulatory decisions are made

l. A legal distinction should be drawn between the use of
veterinary drugs to control disease and those used
merely to increase productivity, effectively ensuring that
the latter are subjected to more stringent approval criteria.

There is a very clear difference of motive in using drugs to treat or
pravent disease and in using them ta force animals to grow faster or
yield more milk. In common parlance, the latter process ‘isn't fair’ to
the anirmals, in a way which is somewhat analogaus to that exploited by
an athlete taking drugs to gain (a foolhardy) advantage on the sports
field.Yvhen we examine that initial reaction in the fight of a broader
ethical analysis it may be seen £o have a much more substantial tasis.

Animals receiving drugs to refieve sickness are treated for a limited
pericd. with benevolent intent, and precautions exist (e.g. compulscry
disposal of milk) to protect consumers from adverse effects of the
treatment. By contrast, animals receiving growth prometants or yield
stimulants may be treated throughout their lifetimes, in systems
which often impair their heaith and welfare and offend their intrinsic
worth as sentient beings, and which pose risks to human hezith, the
environment and public acceprability. The differences are apparent in
Table 2.'WWe believe that these differences must be reflected in law.
The assessment criteria should take account of 2 wide range of
ethical issues which, in effect, would resuit in the licensing of non-
therapeutic drugs being subject to a more rigorous examination than
that for therapeutic drugs which are aimed ar reducing suffering.

2. Regulatory authorities should make decisions on
veterinary drug use with reference to a recognised ethical
framework and not simply on the basis of scientific evidence

We believe that the assessment of veterinary drugs should take
account of a much broader range of issues than the standard
criteria of ‘safety, quality and efficacy’. The Ethical Matrix is
raccmmended as framework for use by advisory committess in
ethical decision-making relating to agricultural and foed
technologies, The assessment of drugs according to a broad ethical
analysis of this type would lead to a more rigorous, and publicly
acceptable, form of assessmeant,

3. Because current WTO rules prevent any distinction
between foed products based on methods of production
(cf. Article 1ll), except that according to Article XX,
restrictions on international trade might be permissible:
* to protect ‘public morals’

**to protect human, animal or plant life or health’

* ‘relating to the natural conservation of exhaustible
natural resources’,

it is recommended that the full significance of these
exemptions be explored by the EU in the interests of
advancing animal welfare, consumer choice and
environmental protection.

For example, according to EU Trade Commissicner. Sir Leon
Britean, trade-related animal welfare measures could theoretically
be afforded protection under Article XX but the EU has been
unwiliing to put this to the test. However, “there is nothing within
the drafting history of Article XX to suggest that such measures fo
protect animals shoutd not falt within (its) scape”*

4| See note 37
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4. The Precautionary Principle, incorporating the nine
elements defined below, should be established as a
cornerstone of biotechnological decision making in
relation to agricultural and food systems, including those
employing veterinary drugs.

From the ethical perspective adopted in this report, we
recommend that the PP should incorporzate the following nine
elements with respect to the use of drugs in food animals.
They apply to all uses but have particular relevance to the
use of drugs designed for preductivity promotion, i.e.
when they confer no net benefit to the animals receiving
the treatment.

® Risks refer not only to threats te physical conditions, such as
food safety or animal welfare, but alse to infringements of
principles such as 'censumer autonomy', ‘biodiversity’ and ‘animal
telos’ (with reference to the Ethical Matrix). Ncne of the latwer
might necessarily cause direct harm, in the usual sense, but they
matter from a comprehensive ethical viewpoint.

® Since all drugs alter the natwural physiological state of the
animal, there should be a presumption against their use uniess
good reasons can be advanced to overrule this presumption: such
a principle (‘No, unless’y forms part of the legal regulation of
genetic engineering applied to animals in the Netherlands.+2

® In assessing whether use of a particular veterinary drug
should be licensed, due attention should be paid to whether the
perceived problem addressed, or advantage envisaged, might be
delivered by some alternative process which involves lower risks.

® In assessing whether a particular veterinary drug should be
licensed, serious consideration should be given to the real-life
circumstances in which it is likely to be employed. The conditions
in which drugs tend to be tested {viz. those prevailing on research
institute farms, where veterinary care and appropriate
technological support are usually readily available) may only rarely
obrain on the rmajority of commercial farms.

® Risks are best identified when a wide range of expertise is
involved in consuhation and decision making. In principle, it would
be advantageous to seek the opinion of all those with relevant
expertise, especiolly those who dissent from cthe majority opinion.

® The need to take risks associated with uncermainty is justified
by the need to take action. The need for actions to avoid the
threat of global disaster ranks higher than threats of fatal diseases
affecting a few, which rank higher than risks of minor illnesses
affecting many. Marginal reductions in the price of food can hardly
merit any risks at all.

& Many risks that are associated with lack of current knowledge
can be addressed by further research. Such risks ought not to be
taken when the required research is feasible and affordable.

@ If such risk-taking is deemed necessary, contingency plans
should be made for dealing with adverse effects, including ‘worst
case scenarios’, before authorisation is granted.

® |If risk-taking is deemed necessary, there should be a
requiremnent for effective monitoring of potential adverse effects,
together with mechanisms to suspend authorisation expeditiously
if this is deemed appropriate.

We believe that these elements of the PP are based on sound
principles of both science and ethics. [c would be profourdly
unscientific, imprudent and unethical o proceed with 2
technology for essentially trivial reasons if its risks were
undefined.

However, we wish to emphasise that the PP should not be used
as a (political) device simply to obstruct the vital contribution of
technological innovation to modern civilised society. Luddite
cpposition to all technological development is as bigoted as the
belief that all human problems are soluble by the application of
‘techrological fixes'. Rather, what is required is an approach in
which technological inventiveness is tempered by a sensitivity to
ethical concerns expressed within society, thar displays a pradent
recognition of human weakness [appreciating that even the
strictest forms of regulation may be circumvented), and which has
the humility to realise that ‘we don’t know what we don't know’.
The Greeks had 2 word for it - phronesis- or practical wisdom.

B: Recommendations relating to the provision
of scientific evidence on which regulatory
decisions are made

5. Scientific data on which assessments of the safety,
quality and efficacy of veterinary drugs are based shoutd
be provided by independent scientists, operating through
a Government administered procedure, and on the
principle of ‘blind trials’. We recommend that
responsibility for setting national standards and ensuring
their effective control be vested with the new Food
Standards Agency.

It is anomalous that such a procedure {which is accepted
practice in the assessment of drugs for use in humans, i.e.'double-
blind trials') is not mandatory for veterinary drugs which may
enter the human foed chain. This recommendation would eneail
the setting up of a scheme, under Government control and

42 Advisory Commatcee on Ethics and Bictechnalagy {The Necherlands} (1990) Repert on Ethics and Sietechnelogy in Animals. ¥vageningen: NRLO



possibly within the remit of the prospective Food Standards
Agency in the UK, whereby testing of veterinary drugs would be
carried out in independent laboratories, which would.be funded
by the companies wishing to market new drugs. This would not:
necessarily involve extra expense for the companies, since
current testing is either done ‘in-house’ or contracted 1o
outside laboratories. ' '

6. The legal provision by which manufacturers may keep
confidential information on the safety of veterinary
products, under Section |18 of the UK Medicines Act
(1968), shouid be repealed.

This. confidentiafity clause, which prevents open discussion of
food safety risks, appears anomalous in that, as pointed out by the
House of Commons Select Committee on Agricuiture, it applies to
the Veterinary Medicines Directorate but not to the deliberations
of the Pesticides Safety Directorate. To quote their report:

“We find it illogical that pharmaceutical manufocturers should
require a higher degree of confidentiolity than agrochemical
manufacturers, and we would like to see swifter progress towards
“openness in the VMDY’ licensing actvities than that implied by the
Minister’s evidence to us”. 3

C: Recommendations relating to the composition
of regulatory and advisory committees

7. UK Government Advisory Committees considering
the application of biotechnoiogy (including veterinary
medicines) to food praduction and processing should be
reconstituted to include a broader range of perspectives,
with less emphasis accorded to scientific expertise and
rigorous application of the Nlolan Principles.

There should be strict observance of the principles contained in
the Nolan Report on standards required of those acting in public
service.:* Any vested interests in the use of drugs in food animals
would be incompatible with most of these principles. It is
encouraging that the UK Environment Minister, Michael Meacher,
has recently recognised the importance of a more balanced
membership of the Government’s Advisory Committee for
Releases to the Environment,* with respect to the safety of
GM crops.

8. In making appointments to the Joint Expert
Committee on Feed Additives, the Codex Alimentarius
Commission, the World Trade Organisation and similar
international regulatory committees, mechanisms should
be introduced to ensure that advice given is not
influenced by vested interests.

€S COUNCIL RE

The UK Government and the EC should exert political pressure
to reform these institutions in the interests of protecting animal
health and welfare, consumer choice, respecting cuitural diversity
and with due regard to longer-term effects on environmental
sustainability. The Precautionary Principle should be accorded
pricrity in all discussions.

D: Specific recommendations on drug
licensing, labelling and research

9. In view of the ¢thical analyses presented in this report
{supported by the recent reports of the EU DG24
Scientific Committee on Animal Health and Animal
Welfare and of Health Canada), we recommend that
commercial licensing of BST in the EU to increase milk
yield in dairy cattle should be prohibited indefinitefy.

Moreover, a recent survey suggests that the overwheiming
majority of both consumers and dairy farmers in the UK consider
BST to be ‘ethically unacceptable’ so that if BST-products were
marieted in the EU there should be a requirement for positive
product labelling {as recernmended by the EU Group of Advisers
on the Ethical Implications of Bistechnology report on BST+)
to facilitate consumer ¢hoice.

10. In view of the ethical analyses presented in this
report (supported by the recent report of the EU DG24
Scientific Committee on Veterinary Measures relating to
Public Health), we recommend that the EC should
maintain its position on banning the importation into the
EU of beef fram animals treated with anabolic hormones.

43 House of Commons Agricultare Committes (1995) Sth Report Pesticds Safery Directorate and Veterinary Medicines Directorate. Parag-aph 101,

44 See note 40

45 Parker G (1999) ‘Shake-up for madiied foods bady: ten zdvisers 10 go a%ter claims thar commitree was too close ro biotech industry’. Fimanzal Times (12.4.99) p. |
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The position of the UK Government needs to be challenged,
revealing as it does an undue emphasis on the role of scientific
evidence in political decision-making (7.2) while ignoring the wider
ethical concerns discussed in this report.,

{n effect, recommendations ¢ and 10 would entai all
hormenal preparations (BST, PST, anabolic steroids etc) only
being available on veterinary prescription, and veterinary
surgeons only being permitted to administer them
(presumably very rarely, if at ali) for therapeutic purposes.

1. In view of the ethical analyses presented here
(supported by evidence from several recent prestigicus
reports), we recommend that the use of antibiotic feed
additives {ZFAs} as growth promotants should be phased
out as soon as is practicable. All antibiotics administered
to animals, for whatever purpose, should be classified as
prescription only medicines/medicated feedingstuifs.

Because antibiotic ZFAs constitute a more difficulc case where
they are also used therapeutically andfor prophylactically,
legislation will need to be introduced to require that these
substances be re-classified as medicines and only used under
veterinary prescripticn, as proposed by the recent report of the
Antimicrobials Working Group of the British Veterinary
Association,* The EU should seek to build on the experience of
the Scandinavian countries who have already successfully
overcome the short term problems associated with the phasing
out of these drugs.

The porential risks of such drug use to human health have
already led to ad hoc prohibitions of certain ZFAs in the EU in
recent months, However, much less attention has been paid to the
use of ZFAs in masking the adverse effects of intensive production
systems {e.g. on the welfare of pigs and poultry). This implies that
antibiotic ZFAs should be phased out regordess of whether they
are considered to be a public health risk.

12. Any food product derived from animals treated with
drugs designed solely to increase productivity (cf.
Recormmendation 1) should be labelled accordingly.

It has tc be recognised that in the current global market there
are strong pressures for international trade in food to be governed
by safety standards based on the notion of ‘substantial eguivalence’,
a criterion which recognises only the physico-chemical attributes
of a food product. If a food produced with the aid of veterinary
drugs is considered substangally equivalent to one produced
without those drugs, there are currently no legal grounds for
import restrictions.¥e have argued in this report that issues of
human foed safety (important as they are) are an inadeguate basis

for the ethical acceptability of food. Individual consumers have
differing views on the acceptability of drug use, and cheir right to
avoid food produced in this way deserves respect. Although
consumers can purchase meat certified by UKROFS as not
produced from such animals, some cannot afford to do so.

13. The UK Government should invest more resources in
research on organic and similar systems of sustainable
food production, which are based on good husbandry
rather than dependent on the use of drugs.

The UK Government’s funding for research in agriculture and
food, under the auspices of the Biotechnology and Biological
Sciences Research Council (BBSRC) and the Ministry of
Agriculture Fisheries and Food (MAFF) is currently focused on
‘hi tech’ approaches, often pursued in partnershig with Industry.
In contrast, the allocadon of research funding to organic
farmingfsustainable systems is a very small percentage of the total
research budget. Yet not only is the demand for organic produce
increasing greatly but, as a holistic, sustainable and welfare-

sensitive form of agriculture, organic farming represents a
philcsophy which demands increasing attention, even if its large-
scale adoption is not entirely unproblematical {see Appendix 3.
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