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A heightened awareness by experimenters of the resigzsiztltgiiieié “
- ciated with the use of animals and increased sens v f. R
azzgs and their capacity to suffer will achieve much more for ator
n . ES

animal welfare than new jegislative measures . .-

put this heightened awareness requires Committee that take theiﬁted:?agiggzt E
o o 1 They must be more than a group of the experimenter : 5
e Se?ious'yéutsidé member. As Senatore Georges pightly commented, E?;ni
P trer ;amelecting the outside member 18 fairly erucial to public con eﬂce
o his si m. There have been problems in Sweden where confirmed ﬂn&_
in this s¥s iiénists found their way on to the large committees setiup u :p a
antl—vivisic ed to give advice and quick decisons. But the animal qteres oi
el deslgn rotected if the outgide member is not of independent vze:s. -One
ot prope?dy :ember nas sald that it is not an easy'role: if you are too o
T et ¥ 1 will be regarded as & eollaborator, if too stringent, i; an:;
ggﬁ?i:ﬁizgnﬁzt one is led to wonder whether, if it is_;:m:§$2izhgzld ibﬁ o
¢ i t or appoil }
iniriative of the institution, tThis appointmeg O e ceantéations
madelbydtgz ;ﬁi;;;u5:§?a£:?mo? iii;ezzozzdignf{rmation py a senlor governggqt_
igzgc;ZA after considerlng any commenis by such organisations.

uth.
It is only a short step from this to the system noW propzsigrfzgiggwsﬁgeFVisé
X whére there is a Committee responsible to the Minis P proiéc:s
galizénsing system for institutions, but not fg: ;:giv;:a:;: o comﬁittees
isions about projects are to ) e
b difiicti:uiigns working to a Code. A small inspectorate pro;tizscigiaiiiv
;:nzzirig: and for an independent inves;igation ofmggzpigézgséor protecting“'
the case e

accountability. In view o : .
2Ez;;ieiniZ§ests. 1 do not believe that it unduly restricts freedom
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REGULATORY STRATEGY AND ANTMAL EXPERYMENTATION

John Braithwaite

Summary

It will be argued that the regulation of animal experimentation may henefit
from a commitment in advance to a hierarchy of regulatory response. By this
1s meant a commitment to try self-regulation First for most problems, but
equally a cofmitment to escalate regulatory response when monltored
self-regulation is found to fail. The stages of escalation sugpested when
self-regulation fails are "enforced self-regulation™, followed by command and
control regulation with non-discretlonary punishment as the ultimate strategy.

I am not an expert on the practical realities of animal experimentation.

I suppose I was invited to speak at this seminar because of some expertise

I have on peneral strategies of regulating otganizational conduct. As a
clitizen, I am also deeply concerned by what I see as widespread unnecessary
and unconscionable experimentation on animagls. When I was researching my book
on the regulation of the pharmaceutical industry I visited the laboratories of
32 pharmaceutical companles spread across five countries (Braithwaite, 1984).
At many of these companlies I walked through the rows upon rows of dying
animals in the toxicology laboratories, The monkeys who spend a confined
eXistence hooked up to all manner of tubes and wires, the rabbits in stocks
with chemicals belng dropped into their rotted, emacliated eyes. The tragedy
is that most of this testing is for the development of "me-too" drugs which
invelve no therapeutic advance over existing products; they are merely
attempts by pharmaceutical companies to get their share of a market in which
another company has a patent monopoly by developing a minor molecular
modification on the patented drug. If we acept that in a varliety of areas
there is both animal experimentation which sheould not happen at all and
necesgsary experimentation whieh should be conducted in a more humane fashion,
then what regulatory strategy is best equipped to reduce the unwarranted
suffering? No one at this seminar has arpgued that there is no unwarranted
suffering, though there are clearly diferent views on how much of existing
animal experimentation the world would be better off without. the regulatory
strategles I will consider in turn are self-regulation, command and control
regulation, enforced self-regulation and taxes on harm.

Self-Repulation

By self-regulation I do not mean laissez faire - deing nothing - I mean a
range of programs voluntarily entered into by the animal experimentation
communily to prevent abuses. Such self-regulation has a history in Australia
going back to the first preparation of the "Code of Practice for the Care and
Use of Animals in Research in Australia” by the National Health and Medical

hesearch Council and the CSIRO in 1969 and the associated development of
ethics commlitiees.

There are a number of advantages to self-regulation. It involves minimum
inenrsion on the freedom of people to act, and as Professor Holborow pointed
ottt, with any kind of scholarship, freedom i$ an especlally important value.
An accumulation of restraints on scientific freedom puts creativity in
Jjeopardy. Self-regulation is a very flexible strategy. In theory, if not
always in practice, voluntary codes ar easler to change and keep up tc date
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tantly, self-regulatory Strategie
i ion. But perhaps most impor :
tg?n 1§§;Si:§ticularism ~ designing standards sufficiently ftix;2%¥eiggt.
a Oregalistically so that they can apply in different wayid Trat the e o
z?zzumstances If Dr Rowan wWas right yesterday wheneheisg 2.t s
Y ‘ is "a state of min

ives Lo animal experimentation -
2§:§§:§;§t§rn then self-repulation is the preferred strategy. The }ag.i_
plunt instrument for regulating states of mind. .

For all these advantages, seif-regulation suffers from the izn?:ﬂggtal defee
t;at e it paaiocion i: e jgsg Eogazaiséblgé that when the er

ty because it has no teeth, no lega R : ery
credib;ithen complying with a voluntary ccde and spending ahiariivingztoof
ontee time and money, rational economic actors can exploit T ffpe e die
etha 1ulat.ion Aé former Shell International Diregtor, Geg krly : ge e
sel _gzid‘ "Codes of conduct tend to be placebos which are 1i etﬁanoan'- es
2222 a reévonsible company will do of its own v?lition and more on. an
irresponsible company will do without coercion.

Command and Control Regulation

The major alternative teo self—regglation iihgoizzggnzgﬁtCSE;::igrzg:;izig
oo an1malv:¥pzz;z82;:::ognghi:elsgziYezmploying an inspectorate to-wdg;tor
e coand initiate prosecutions against offenders. There is nov: a &
compliaﬂ({Ea ture attacking this strategy, much of it penneq by consezyg v
s 1te;a live off corporate research funding, much of it overstate
econo:iStScznobe no doubt that command and control regulation istzrzni;nq
3§§a; :Ez unresponsiveness vo changing technological ?2d ::ziiz? 1:nzvéﬁib

i to red tape, unnecessary costs, and stultifica T hnovatier
realities, f all these problems is the fact that statutes tend to oode
Standaras © ob applied in the same way to all animal experimenters — from the
:z:gdzigg :2no§1 iaboratory to the transpational pharmaceutical company..

sometimes this means that lowest common dencomipator stanﬁg;g:rggebzzggzzdégg
ions which should be subject to much sirleter s dboturtais)
e 1 suffering lnvolved in their work or because of their pl" ¥-10
ooy unusu? he? standards. In other circumstances it means 1rra£1§na11
e aaras %eing imposed in clircumstances where they have no pract cai ,1 :
iZ::gzﬁgz Simply because 5 per cent of expe;1menta;igﬁt;::sg:tza::dg§ég_Gith
i ] cent of the community of experim .
g gisi.wiggdpgz better targeted only on the 5 per cent. oge :g{{gh
Ze;:isgwwiih this dilemma is a compromise called endorced self-regu a

Enforced Self-Regulaticn

: de
nis address yesterday, the Minister described the approach bz;gih?gnzzih_

o rnmeht as enforced self-regulation. This is a term Bt o
ol Eozel 1 wrote for the Micnigan Law Review in 1982 (Bralthwa tiéie
s ar;hg ;inister would seem to have taken some ideas from that aihé -:'
tzgiéﬁ in other respects there would seem to be differ??cesnzztnggd seém

. . osal and my medel. The most noFahle differe bt
it sigropv model, as we shall soon see, is one of particu B
pe that wh :ng'ﬂinistér seems to favour primary emphasis on a univedsawﬁ :

reﬁuleigg;ctice with only limited scope for particularistic standar

3:r: from one research institution to another.

Wwithout the naivete of trusting t
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The Minister is Proposing to require eae
and Ethics Committee. These will be mandated ag & condition:
There must be at least one lay member on the Proposed’ Gomm
agree with Professor Holborow that it is desirable t
would be best selected from
ArOups., Otherwise the
selecting tame laypersons.
Minister with respect to the Animal
licences, but not With the instituti

n organizatiquﬁio-.

on-level Committees,

» and that when these
Committee has failed to make self-regulation work,
there will be Prosecutions, licence suspensions or licence revocations.
the self-regulation is enforced.

So
Of course, these audits need not pe random,
Comnittees to sey targets for reducing the n

experiments, and audits could be concentrate
meet their targets.

For example, one could require
umber of animals used in

d on organizations which fail to

Under my original enforced self-regulation mode
each organization to Write its own code of prac
of contingencies facing that organization.

would either approve the code or send it bac
insufficiently stringent. At this stage in
Wwould be encouraged to comm

1. the government would compel
tice taillored to the unigue set
The Animal Research Review Panel
k for revision if it wag
the process, compunity groups
ent on the proposed codes. Rather than having

+ MOSt enforcement duties and costs

Such audits would pay

e being disciplined by the
organization.

Government involvement would not stop at monltoring.

publicly ratified codes would be

not ratify private rules unless t
legislatively enacted guldelipes,

Private and public enfo
rules.

Violation of the

The
hey were consonant With
The proposal therefore amounts .o a mix of
reement of privately wWritten, but publicly ratified

One advantage of this compromise between self-regulation and command and

control is that rutes are tailor-made for tne realities confronting particular
organizations. They can therefore avoid the feebleness of lowest common
denominator rules and the irrationality of imposing standards on the majority
which are only relevant to the activities of a minority. Particularistic
rules can be more rational, more detailed {and therefore more useful in
securing convictions), and easier to change in light of nevw information or new
situations. Under enforeced self-regulation, the Particularism is achieved

he voluntarism of self-regulation. Ip a
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sense, enforced self-reguiation comblnes the flexibility 050223§;r35;2?21226
with the punitiveness of pgoveranment command and control. ey I&e here
considerable weaknesses of the enforced selfwregulﬁtion m : éanel ratifying
important one concerns the administrative feasib?llty of the e e inboiv9d-
jarge number of codes written by an enormous variety of orﬂazhz O eanes and
in animal experimentation. A more detailed account of hctg B e

the strengths of enforced self-regulation has been provided e
(Michigan Law Review, v. 80, 1982).

I do not necessarily advocate it as the Dest model for cont?otligitigém?lature
experimentation abuses. But I want to throw out one other 1n e;rement that

of the model as I proposed it in 1982. This turned on the onsipie for

each regulated organization have a compliange director resp nﬁ Tuggestion was
co—ordinating inspections and audits to monitor compliance£ A N Paotlces

that whenever the compliance director recommended that “ei &1“e§ erimentation
change to come into compliance with the organtzalion’ s anliahavepto be

rules, any faillure to comply with this recommendation wou oty bady That
reported by the compliance director to the government rezuta reiort tﬁe

45, it would be an offence by the compliance director no 12 o rector (and'w
refusal to come into compliance. Thls would give the compt ;gtnin the .
his or her Animal Care and Ethics commiitee) epormous clow ¢ thumbing their
organization: experimenters would know thai the consequenie o erors Wwould
nose at the compliance director would be that government 1nspe

automatically be on theilr backs.

Towards a Heirarchy of Regulatory Response

1 don't know enough about animal experimentation to hazard atﬁiiz g: zg:;vis
the optimum regulatory strategy in tnis area. In any casﬁ. o e this pbint
doubt whether there 1ls such a thing as an optimum approactt. ?rom The loast
what I have described is a higrarch§ 2go;egtiazzgzrzzgnggiiH;egalation’ sast.
interventionist option of self-reguld f R datory
ommand and control regulation. Within the latter category. b
iesponse can be increased from command and econtrol with disigiziznzﬂit oo
punishment, to command and control where every detected Vio ation A e that
cited and subjected to formal enforcement action. In general, tyhierarchv e
regulatory bodles should begin at the bottom of this enforcimegfective. o
work thei} way up as less interventionist approaches pro;? tn& bl
is, the best regulatory stralegy involves telling the in uslgyregulation ok
self-regulation will be tried Firsti 1f they do not maietZE t; o mecon
effectively. then regulatory sntervention will be escald O o control
self-regulation; if enforced self-regulation fails, thin then g e ana
regulation with discretionary enforcement; if that fai sﬁ e o oo said
control regulation with non-discretionary sanctioning. iih iy
that self-regulation has already been tried and falled w o Gertainly
experimentation, and from what I have heard, that may be i gseif—regulatiﬁn.
there seems to have been a collapse of public confidence E'erarchv v
That is simply to say thalt we are already part way up the hi 3
regulatory response I am advocating.

. to
The hierarchy extends from more voluntaristic regulatiog.i;higzdigv12221iion‘.
give experimenters a greater commltmeal tO standards nz E other end, which
at the one end, to more directive and punitive repuiat ozha b their noses at
provides firmer guarantees that the bad apples will n°ti nters themselves
the standards. Obviously a voluntary regime that exper menbe both more
pelieve in because they have substantial conirol of M iagi ry mechanisms:
effective and cheaper, but only if self*regulatory.disc P bn:syof he -
with teeth are actuslly working to bring lrresponsible membe
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scientific community to heel. But I believe that because self-repulation 1s
always such a potentially soft option for the regulated interests, unless a
self-regulatory system is part of an explicit soecial contract with government
that vnless you make this work, there will be regulatory escalation to more
interventionist approaches, self-regulation will be little more than a
symbolic activity. Regulated interests can do a lot of things to give their
self-regulatory systems credibllity. they can invite their critics from
animal welfare groups to audit their self-regulatory systems, or {as some
indeed have done) to sit in on institutional review committees. to make
minutes of such meetings and internal inspection reports freely avallable.
They can introduce exchange andiils where groups of animal welfare auditors
from different organizations report publicly on the effectiveness of one
anothers' compliance systems. They can publish statistics on how many
experimenters have been disciplined and in what ways for breaching wvoluntary
codes. But it would seem that the sclientific community has not been prepared
to do enough of these kinds of things to build confidence in thelr
self-repulation, and so they should expect escalation of regulatory response.

Academics who talk about the existence of an optimum regulatory approach for a
particular problem are therefore talking nonsense. What is the optimum
depends on how constructively the regulated industry is responding at
different points along the hierarchy of regulatory response. Optimum
regulation emerges from processes of negotiation between effected interests.

I believe Australian governments are now beginning to learn this lesson with
the tripartite approaches to otcupational health and safety regulation we are

seeing in most jurisdictions, and the approach the Commonwealth has been
adopting to affirmative action.

Alternative Hierarchies

The important point I have been trying to make 1s that governmenis should not
have a view on what is the right regmlatory approach for a problem like
eliminating abuses in animal experimentation. Hor am I suggesting that the
particular hierarchy of regulatory response I have suggested 1s the right one
- that is, escalation from self regulation, to enforced self-regulation, to
command and control regulation with discretionary enforcement, to command and
control regulation with non-discretionary sanctioning. All I am saying is
that regulatory bodies should have a commitment to escalation up some sort of
hierarchy of regulatory intervention and that this commitment should be
commenicated in advance to the research community so that they are given a
more explicit incentive to make less interventionist approaches work better.

To illustrate an alternative, many economistis are more attracted to taxes on
harm as an alternative to command and control as an ultimate sanction. This
could work, for example, by the regulatory body imposing a financial charge
per animal per day for all animals used in experiments. Depending on how
steep the fee was, this would increase incentives to use animals only when
this was absolutely necessary. While command and control approaches might be
better for ensuring that when animals are used, all reascnable measures to
assure their comfort are taken, the tax on harm has advantages in minimizing
the use of animals in the first place. Moreover, the funds collected by the
charges could be used to support audits to ensure honest payment of the
charges and supplementary command and control inspectlons on cage sizes and
the like. Indeed, they could be used to fund research on alternatives to the
use of animals in experiments. In general, I have been a critic of taxes on
harm as a regulatery strategy, but in the animal experimeatation area, it does
have some sSpecial merlt as the only approach short of total ahclition which is
directly targeted on reducing the actual level of animal use in experiments.
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IHE LIMITATIONS OF LAW IN THE REGULATION
OF ANIMAL WELFARE

Margaret A Stone

Swrmaty

Soeial, political and moral factors all impose limitations on the legal
system's capacity to regulate animal welfare. The legal system can implement
regnlations; it cannot decide the content of regulation. Therefore clear
decisions between the competing moral claims of animals and of humans are
required before the legal system 1s involved.

The consequences of any declisions to restrict or abolish animal
experimentation must be faced zo that a clear standard can be formulated.
Where a clear moral decision cannot be achieved, as for instance with the
issue of abortion, the usual result 1s such confusion over the appropriate
rules that effective legal regulation is impossible.

Even where a clear decision on the moral issues 1s made the capacity of the
legal system to give effect to that decision may be limited. The moral stance
of the proposed reform may be too much at variance with prevailing social
convictions. Enforcement may be seriously impeded not only through the

non-cocperation of the public at large but also of those officials charged
with enforcement.

Finally even where proposed changes embody a clear moral position which is
more or less accepted by the majority of the community, political pressure
imposed by a small but disproportionately influential lohby group may
nevertheless prevent their successful implementation.

Over the last few day$ much has been said about our attitudes to animals and
how they need to change. A number of speakers have either expressly or
implicitly looked to the law to effect or at least consolidate such changes,
whether to prohiblt or severely restrict animal experimentaticon or to prevent
such interference. My task today is to scund a note of caution even of
pessimism. However much I would like to outline ways in which the problems so
graphically illustrated could be solved by legislative or judicial

intervention, I am in fact golng to concentrate on the limits of effective
legal action.

The limitations which confront the lepal system is dealing with the interests
of animals in the whole, and more specifically with the question of animal
experimentation can be divided {with some overlap} into three categories:
SOCTAL, POLITICAL and MORAL LIMITS. Undoubtedly the last is the most
important of these and considerably permeates the other two.

Moral Limits

Moral Limits to effective legal action stem from the failure of the community
to make moral declsons that can be translated into legal safeguards,
obligations and duties. The basic question here is, "Where on our moral scale
or scales do we place the interests of animals?" There can be many different
opinions on this issue, Some have emerged in the course of this seminar. The
first speaker, Professor Rollin seemed to come close to the view that the






