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Human rights issues have increasingly come into focus during the course of
the 1990s. In international organisations and movements, in meetings and
conferences, and in concerned newspapers and journals as well as other
media, human rights are receiving more and more attention. This emphasis
is not only an indication of a growing number of human rights violations,
but also reflects an increased awareness on the part of both governments
and civil society organisations.

At the intergovernmental level, decisive steps towards greater involve-
ment have been the 1993 Vienna Declaration and Programme of Action,
adopted by the World Conference on Human Rights, and the UN Secretary-
General’s report ‘Renewing the United Nations: A Programme of Reform’,
which was completed in July 1997. In the latter, human rights were placed
at the centre of all United Nations work, henceforth regarded as an integral
tool for the promotion of peace and security, economic prosperity and social
equity.

The acceptance by Mrs Mary Robinson, the United Nations High Com-
missioner for Human Rights and former President of Ireland, to give the
first Dag Hammarskjöld Lecture on 1 October 1998 at Uppsala University
was therefore very timely. In an inspiring lecture entitled ‘Human Rights:
Challenges for the Twenty-first Century’, Mrs Robinson shared with the au-
dience her concerns and her vision. In particular, she emphasised the need
for structured integration of all aspects of human rights at international, re-
gional and national levels, and, secondly, for the harnessing of one vital
component of global society—the corporate sector—to take full responsibil-
ity for the implementation of human rights. The full text of the speech fol-
lows here. It has also been published separately.

Mary Robinson has had a distinguished professional career. She devoted
her academic studies to Law and was appointed, at the age of 25, Reid Pro-
fessor of Constitutional and Criminal Law at Trinity College, Dublin. She
combined her academic commitments with numerous political responsibil-
ities and engagements and, in 1990, was the first woman to be elected Presi-
dent of Ireland.

Under her presidency, Ireland experienced a remarkable surge of nation-
al pride and culture as well as impressive economic development. Despite
being a very popular President, Mrs Robinson decided not to stand for re-
election after her first seven-year period ending in 1997. Instead, she turned
her attention towards international work and took office as United Nations

 

High Commissioner for Human Rights in September 1997.
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I had a vivid dream recently, which was clearly related to the honour and
also the pressure of delivering this first Dag Hammarskjöld Lecture. In this
dream I had obviously come here to Uppsala, to a room in the Foundation
which I had in fact visited less than two years ago. Seated in a rocking chair
was a remarkably young and familiar looking 93 year-old. I wanted to ask
him about the speech he had made on 10 April 1957 in which he had said:

We know that the question of peace and the question of human rights are closely
related. Without recognition of human rights we shall never have peace, and it is only
within the framework of peace that human rights can be fully developed.

He looked sad and reminded me that when he became Secretary-General in
1953 the early euphoria about human rights in the UN system was already
fading. The notion of translating the Universal Declaration of Human Rights
into binding norms had met resistance and he himself had felt constrained in
speaking out as Secretary-General about human rights. Then he leant for-
ward, tipping his chair, and spoke intensely.

‘Everything has changed now. You have a mandate; you have the full back-
ing of the Secretary-General, all you have to do is to work from the perspec-
tive of those who most need their human rights protected and promoted.’
‘But how?’ I asked, and then the alarm went off and I woke from my dream.

The dream still haunts me as I join in the many tributes to this great man:
economist, lawyer, diplomat and international civil servant; whose career
culminated in his appointment as the second United Nations Secretary-
General, from 1953 until his death in a plane crash in Ndola on 18 Septem-
ber 1961 while attempting to bring peace to the Congo. He truly was a re-
naissance man, combining his public life with a strong artistic nature, as is
clear from the meditations in Markings, the poems and translations, his aes-
thetic sensibility shown through his keen interest in music and the visual
arts, the quality of his photography and the wide circle of artists and writers
who were his friends.

There are many parallels between the issues he addressed and the challenges
confronting us today. As Secretary-General, Dag Hammarskjöld interpreted
his mandate to be an extraordinary mandate for action. The Charter empow-
ered him to draw to the attention of the Security Council any matter which
threatened international peace and security, and during his term he repeat-
edly demonstrated his belief that the ideals embodied in the Charter must
find expression in reality. The Nobel Peace Prize was awarded to him post-
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humously in 1961 for his work in helping to resolve the crisis in the Congo;
now that region of Africa is once more in crisis.

Since the adoption of the Universal Declaration of Human Rights in 1948,
there have been notable achievements. An impressive body of international
law has been enacted, including the two Covenants1 and the Conventions2

on racism, torture, the rights of the child and the elimination of discrimina-
tion against women. Human rights mechanisms such as special rapporteurs,
experts and working groups have been established. The United Nations Hu-
man Rights Commission meeting annually in Geneva has focused world at-
tention on cases of torture, racism, disappearances, arbitrary detention, the
right to development, summary executions, violence against women, and
has generated international pressure on governments to improve their re-
spect for human rights. With Sweden’s strong support, the protection and
promotion of the rights of children have, in recent years, increasingly been
given priority on the agenda of the organisation.

It is acknowledged that we need to improve the way all this functions. Dur-
ing its session this year the Commission on Human Rights initiated a review
of the effectiveness of the international human rights mechanisms which I
have warmly welcomed. I also support a parallel academic study of the
functioning of the International Treaty Bodies and I have established a task
force within my Office to support both exercises and to enable me to present
my own recommendations to the Secretary-General in due course.

And yet, and yet... As we mark the 50th Anniversary of the Universal Dec-
laration of Human Rights and engage in the stocktaking review after five
years of the Vienna Declaration and Programme of Action, it is deeply dis-
turbing to recall that every day, hundreds of millions of people experience
some serious violations of their human rights. Increasingly, as we watch
their suffering on TV, we seem to have a capacity to distance ourselves: to
go and make some coffee, take a phone call. There is a worrying correlation
between the immediacy of our knowledge and our capacity to distance our-
selves. Many of those who suffer are children, women, old people, people
with disabilities, minorities, migrants and indigenous peoples.

Many human rights defenders live a life of terrible fear. This was brought
home to me in a very personal way during the last session of the Commis-
sion on Human Rights. A number of the representatives of small NGOs
working in difficult circumstances pleaded with me to ensure their protec-
tion when they went back to their own country. Violations range from tor-
ture and arbitrary detention to hunger and homelessness, from violence
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against and trafficking in women and children to child labour, from illiteracy
to deaths from lack of access to safe water. The rhetoric becomes ever more
hollow. Our world needs effective, structured action to implement the inter-
national commitments made.

The challenges that confronted Dag Hammarskjöld have multiplied. There
are more wars—albeit conflicts frequently within the boundaries of sover-
eign states and consequently characterised as ‘internal conflicts’; more refu-
gees—more of whom are technically ‘displaced persons’ within their own
country. There are more states—and greater disparity between their re-
sources; there is more poverty—but less agreement about the role of the
state in addressing it; in short, more challenges to peace and the realisation
of human rights.

One important and increasing asset in addressing these challenges is the ro-
bust and continued international debate—including vigorous criticism—
from civil society concerning human rights abuses by both states and corpo-
rate entities. The need for the United Nations to link more effectively with
civil society—and to combine resources, so that criticism can be supple-
mented by constructive engagement at all levels—was highlighted last year
by the Secretary-General, Kofi Annan, when he presented his report ‘Re-
newing the United Nations; A Programme of Reform’.

This plan, subsequently endorsed by the General Assembly, clearly desig-
nated human rights as a theme central to each substantive field of the UN’s
work. Henceforth, human rights is to become an integral tool for the promo-
tion of peace and security, economic prosperity and social equity.

I propose, therefore, to focus on two immediate challenges: the structured
integration of human rights at the international, regional and national levels,
and the harnessing of one vital component of our global civil society, the
corporate sector, in recognising that human rights is very much their busi-
ness too.

I see my role in the Secretary-General’s strategy to integrate human rights
effectively in all aspects of the United Nations work as that of a catalyst: to
motivate the entire UN system to be involved in the realisation of civil, cul-
tural, economic, social and political rights at all levels, particularly at coun-
try level, and within countries, at grassroots level.

Since my appointment, I have been engaging with senior UN colleagues
through the participation of my Office on the recently established Executive
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Committees of the United Nations in New York and also in developing co-
operation agreements with different components of the UN, its agencies and
programmes. Such agreements are designed to ensure that we introduce an
appropriate human rights dynamic and dimension into all UN activities.
And I have taken the opportunity to hold working sessions on this with UN
colleagues during official visits to countries, such as my recent visit to Chi-
na. In discussions with colleagues in a range of countries such as Uganda,
Rwanda, South Africa, Morocco, Cambodia and Iran, we have talked to-
gether about how each programme of the UN can help promote human
rights in that country. Under the leadership of Kofi Annan we have seen the
importance of working together as colleagues to further human rights in a
very rounded way.

Clearly, there can be no controversy about the centrality of human rights in
the Charter. Nor can there be any doubt that the Universal Declaration cap-
tured the spirit and determination of those who framed it. The challenge
confronting us 50 years on is how to achieve effective, rigorous and bal-
anced implementation of all human rights for all. That requires greater ca-
pacity both to promote and to protect human rights at all levels.

International capacity building will require significant further reforms in
several of our post-war international institutions, including the UN itself
and the Bretton Woods Institutions.

Recent events in Asia and Central and Eastern Europe remind us, vividly
and urgently, of not only the universality and indivisibility but also the in-
terdependence of economic rights with all other rights; of the imperative to
give real meaning to the right to development.

In the past there has been a view in some quarters that sound economic poli-
cy is not synonymous with a central focus on human rights. I disagree. I be-
lieve very recent events have given us a more mature understanding not only
of their interdependence but of the inherent symmetry between the two sets
of rights: civil and political, and economic, social and cultural.

This is particularly important at a time when economic orthodoxies are be-
ing challenged and the parameters of the debate on how we address abject
poverty and enhance global prosperity are changing.

However, in terms of enhancing the UN’s capacity to ‘deliver’—particularly
for those groups which are the poorest, the most vulnerable and the most
disadvantaged—we still have an international system weakened by the de-
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gree to which it is compartmentalised. ‘Mainstreaming’ human rights, as it
has been referred to, including into the International Monetary Fund and the
World Bank, will provide a dynamic breaking down of that compartmentali-
sation and more effectively integrating our respective work and endeavours.

This also applies to the regional institutions which have been created and
with which my Office is developing working links. Last July I participated
at the third conference between the UN and Regional Organizations, the first
under the auspices of Kofi Annan as Secretary-General, on the subject of
conflict prevention. There was a clear recognition of the need for more co-
ordination, better early warning systems, identification of and sharing of re-
sponsibilities. To hear, on both sides, the openness to working with the
other, the acknowledgement that together we have much greater strength,
was encouraging to me.

Capacity building at the national level requires both a coherent framework
of benchmarks and objectives and institutional structures to facilitate their
achievement. The former can be provided by commitment to a national plan
for human rights—an initiative strongly encouraged in every country by the
World Conference on Human Rights in 1993 and one in which my Office is
assisting a growing number of governments. Despite this, and disturbingly,
some governments do not feel they need a plan of action for human rights.

But even where there are plans, plans without effective strategies for imple-
mentation are empty vessels.

During this past year in which I have had the honour to occupy this position,
I have become increasingly convinced of the necessity to focus on preven-
tive strategies. This has convinced me of the importance of creating strong,
independent national human rights institutions to provide accessible rem-
edies, particularly for those who are most vulnerable and disadvantaged.
Frequently these institutions are human rights commissions, but in many
countries, drawing on traditions originating here in Sweden, they are related
to or identified as a human rights ombudsman or ombudsperson.

I think we recognise that democracy alone is no guarantee that the rights of
all persons will be protected, and the history of all democracies bears this
out. Nor is the constitutional entrenchment of human rights in itself a guar-
antee that they will not be violated in practice. It is precisely their capacity
to contribute substantially to the realisation of individual human rights
which makes independent institutions so significant. People can bring to
them their complaints against the police, their complaints of discrimination
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on the basis of gender or race, their cases of harassment. I remember dis-
cussing with members of the Ugandan Commission on Human Rights how
they were handling complaints against the police. And it seems to me that
this is really capacity building: this is, from the ground up, developing a ca-
pacity to take on issues of potential violation and transgression of human
rights.

From a less traditional human rights perspective, national institutions which
can protect the rights of minorities are sometimes an essential prerequisite,
not only for the rights of individuals concerned, but for the survival of viable
multi-ethnic states.

The consequences of neglecting this imperative can be catastrophic—as we
have recently witnessed in both Europe and Africa. And danger signals now
flash in some areas of South East Asia.

I recognise that capacity building is both a complex and sensitive endeavour,
not often talked about as such, and somehow seemingly a little distant from
the harsh violations that I began with. And yet, unless we build up the na-
tional justice system, we cannot really address human rights in a sustainable
way. And capacity building engages the international community—and my
Office as part of that community—in constructive dialogue with both gov-
ernments and civil society. Nor does this approach lessen in any way the re-
sponsibility to voice criticism of violations of human rights whenever that is
necessary: rather it acknowledges that criticism must be accompanied by
constructive engagement precisely because of a recognition of the primary
responsibility which governments must play in an era where the nation state
still occupies a central role.

Independent national human rights commissions can, by virtue of their ac-
cessibility, transform the rhetoric of international instruments into practical
reality and provide redress for millions of people. They can do this in a man-
ner which is consistent with the international standards prescribed in inter-
national treaties, while accommodating constitutional peculiarities and the
extraordinarily disparate challenges posed by local conditions and cul-
tures—thus respecting ethnic, cultural, religious and linguistic diversity but
not allowing it to compromise the universality of human rights.

Such commissions can also contribute to and complement government re-
ports to international treaty bodies, reflecting more fully the reality of hu-
man rights. In a number of countries that I visit, I am presented with the gov-
ernment’s report to the treaty bodies (such as the Committee on the Rights
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of the Child or the Committee on the Elimination of Discrimination Against
Women) and almost in the same breath I get the NGOs’ alternative report,
or—better still—I know that the NGOs and independent human rights com-
mission have not only contributed to the report, but will be in Geneva to ex-
press their views when the report is being defended by the government. Fi-
nally, independent commissions can provide constructive, well-informed
criticism from within, which is important in balancing criticism from ‘out-
side’. Human rights is a sensitive and extraordinarily complex affair: it can-
not be achieved by nice words and consensus. There has to be a facing-up to
bullies; there has to be an addressing of issues of violations. But if it all
comes from the outside it can be seen as being very political and politicised.
So, part of our challenge is to build the resources of criticism from within;
to develop structures of human rights from within, to create a groundswell
of awareness of human rights which links with, and will be in a global alli-
ance with, the international protection and promotion of human rights.

Of course, national human rights commissions or similar bodies can operate
most effectively in societies where the domestic infrastructure reflects the
state’s commitment to democracy and the rule of law—a pluralist and ac-
countable parliament, an executive ultimately subject to the authority of
elected representatives and an independent, impartial judiciary. These are
necessary but even they are not sufficient prerequisites for the promotion
and protection of human rights.

It may seem unrealistic to expect nation states to willingly establish national
institutions which have central to their mandate, at the core of their work,
the role of monitoring the behaviour of the state and its employees and of
holding government accountable. However, I believe nations now under-
stand better the link between respect for human rights and achieving the se-
curity and stability essential for sustainable human development. I am en-
couraged in this belief by the agreement on a framework for technical
cooperation in human rights achieved earlier this year at a workshop in Te-
hran, which drew together representatives of 36 Asian and Pacific govern-
ments who, after all, represented over half the world’s population. There
was also NGO participation and participation by national human rights
commissions and by the Asia Pacific Forum. The delegates of governments
agreed to work together and to be supported by my Office to strengthen their
national capacities in four specific areas: national plans for human rights;
national institutions for the promotion and protection of human rights; hu-
man rights education; and strategies for realising the right to development.
And it was agreed to review progress together annually in further workshops
carried out under resolutions of the Commission on Human Rights.
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We have already moved on to consolidate this approach at the national level,
for example by signing with Indonesia a more detailed memorandum that
will involve a human rights resource person in Jakarta having full access to
East Timor and helping Indonesia to cope with the problems of implement-
ing a human rights plan of action adopted this summer. In discussions this
month with South Korea and Thailand concerning the independent human
rights commissions they have agreed to establish within the next 12 months,
reference was made to this framework for technical cooperation. More re-
cently it was cited in a Memorandum of Intent I signed with China which is
to lead to projects of technical cooperation there. So, there are openings to
engage in, and opportunities to ensure that awareness of, a culture of human
rights is built from within, as well as being linked to the treaties and stand-
ards of the international community.

My Office is also working to support and strengthen national human rights
institutions in an increasing number of countries in Africa, Central and East-
ern Europe and Latin America. Very often we join with regional organisa-
tions or other partners in this work.

To illustrate the potential of this approach: at the Second African Confer-
ence for National Human Rights Institutions, hosted by the South African
Human Rights Commission in Durban this summer, I learned details of the
poverty ‘speak outs’ which had been organised by that Commission, the
Gender Commission and the South African Coalition of NGOs. More than
10,000 people had taken part actively in ten public hearings on how to ad-
dress issues of poverty in a practical way.

Nor is this human rights capacity building confined to developing regions.
Countries such as Australia, New Zealand and Canada have recognised
these values, and I was happy to note that one of the requirements of the
Anglo-Irish agreement concluded last April was that human rights commis-
sions would be established in Belfast and in Dublin. My Office is currently
responding to requests from both governments for advice in relation to the
detailed implementation of their obligations under the Anglo-Irish agree-
ment and in accordance with the Paris Principles.

The second challenge, which I want to address now, recognises that one of
the effects of globalisation is the shrinking influence of governments in im-
portant areas where they nonetheless retain responsibility: for conditions in
the workplace, and for the way in which the vulnerable sectors of their com-
munities can be exploited. The corporate sector should neither be asked to,
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nor expected to, assume those government responsibilities. But I believe the
corporate sector can be encouraged to make an informed business assess-
ment of the relevance of human rights to the environment in which they do
business. Knowing that governments retain the primary responsibility, and
that international organisations such as the UN must continue to give effec-
tive leadership in standard-setting, I would emphasise the importance of en-
couraging young people of calibre, integrity and commitment to human
rights to choose a career in the public service: whether in national govern-
ment or in international organisations. The effects of globalisation will de-
mand principled leadership to address issues of economic and social equity,
the rule of law and meaningful participation in decision-making.

In this world of transition, with all the pluses and minuses of globalisation,
we need a more eclectic, imaginative and inclusive approach to cooperation
with the corporate sector. It is my intention as High Commissioner to pursue
appropriate strategies to ensure that social responsibility in general, and hu-
man rights in particular, are firmly anchored in the corporate agenda. The
welcome pressure of the informed consumer and shareholder, the increasing
importance of information and knowledge and the rise of transparency, driv-
en by the explosion of information technology, make this development in-
evitable. In a sense, the debate is business-driven. There is a recognition that
consumers have become much more informed and correspondingly more
demanding, and, because we are then talking about the market, civil society
has a powerful role to play. If there is an awareness of human rights and
standards, if there is an insistence by consumers that human rights values
are reflected in the products or in the images that they will accept, that is a
very powerful way of developing the scope for human rights as part of a cli-
mate conducive to the conduct of business.

Corporations are sometimes responsible for abuses of human rights and, if
so, are more and more vulnerable to being in the spotlight in that regard.
They can be encouraged to accept that the globalisation of international hu-
man rights standards—the slow, painful result of United Nations efforts—
must be reflected increasingly in the globalised market place. Like the
Secretary-General, I see significant possibilities for the emergence of a
more constructive and productive partnership with the private corporate sec-
tor, as we approach the new century. Indeed, given the changing role and ca-
pacity of government, I believe this is essential.

The issues currently confronting our world pose a tremendous challenge. If
we are serious about the right to life we must equally be serious about the
right to food, health care, education and shelter. We must acknowledge the
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importance of a vigorous international debate—while understanding that
the reality of implementation and access for the vast majority of humanity
lies at the national level. It is at that level, therefore, that capacity building is
most important. We must understand the implications of the recent United
Nations report indicating that even in the world’s wealthiest countries 100
million of our fellow human beings live in poverty. In this climate there can
be no ‘us and them’; no preaching; no abdication of responsibility.

We will succeed only if we harness our collective endeavours: if we ac-
knowledge the gross inequity of a world in which the three richest individ-
uals have assets exceeding the financial resources of the 48 least developed
countries on this planet.

And so, in conclusion, I would counsel and urge that we collectively re-
solve to honour the memory of Dag Hammarskjöld by striving for a world
in which his vision of peace and human rights becomes a reality, a reality
which, I am convinced, will only be possible if we achieve a more equitable
allocation of resources, a more enlightened and responsive corporate sector
and the growth of appropriate institutions, particularly at the national level,
to ensure that governments are accountable for the rights of all those within
their jurisdiction.

Our generation, and I say particularly to the students present, your genera-
tion, have the hardest task: the laws are there, the international mechanisms
have been established, and can be improved and that process is in train, but
the essential challenge is to implement where it really matters, to make a
reality of human rights for all. That requires each of us to be a custodian of
human rights, that each of us plays our part.

Notes 1. The International Covenant on Economic, Social and Cultural Rights (1966) and
the International Covenant on Civil and Political Rights (1966).

2. The International Convention on the Elimination of All Forms of Racial Dis-
crimination (1965); the Convention on the Elimination of All Forms of Discrimi-
nation Against Women (1979); the Convention Against Torture and Other Cruel,
Inhuman or Degrading Treatment or Punishment (1984); and the Convention on
the Rights of the Child (1989).
Development Dialogue 1998:1 · The Journal of The Dag Hammarskjöld Foundation



 

17

   

Development Dialogue 1998:1 · The Journal of The Dag Hammarskjöld Foundation

 

Is Nuclear Disarmament Still a Mirage?

 

The Prospect after the Comprehensive Test
Ban Treaty

 

By Praful Bidwai and Achin Vanaik
India’s nuclear weapons tests of May 11 and 13, 1998, sent
shock waves through the world and set back the global nuclear
disarmament agenda. The tests produced consternation not
least because they appeared to lack a clear security rationale,
and were determined largely by domestic factors related to the
rise of a right-wing ethnic-chauvinist political force. Overt
nuclearisation in South Asia puts a question-mark over the fate
of the Comprehensive Test Ban Treaty (CTBT), the most signi-
ficant multilateral nuclear restraint measure since the signing
of the Nuclear Non-Proliferation Treaty (NPT). Ironically,
India, after wantonly violating the letter and spirit of the CTBT,
is now hinting at its willingness to sign its key provisions.
Equally ironically, the Treaty cannot enter into force without
India’s and Pakistan’s signature and ratification.

Is it still possible to salvage and strengthen the post-Cold
War momentum in favour of nuclear restraint and disarma-
ment? This momentum is weak, uncertain, unsteady and revers-
ible, but nevertheless new and real. Thus, six states which pos-
sessed nuclear weapons or were nuclear-capable opted for
nuclear abstinence; the START (Strategic Arms Reduction
Treaty) process has made headway in spite of NATO expansion;
thousands of nuclear weapons have been decommissioned and
de-alerted; and the moral–political–legal norm for nuclear dis-
armament has been greatly strengthened. The New Agenda
Coalition comprised of Brazil, Egypt, Ireland, Mexico, New
Zealand, Slovenia, South Africa and Sweden, has emerged as a
significant force. The way forward lies in both absolute and
incremental approaches, including no-first-use declarations or
agreement among the nuclear weapons states, negotiations for
a fissile material cut-off convention, agreements on nuclear
weapons-free zones, and most important, talks to eliminate all
nuclear weapons globally. Here, the role of the nuclear weap-
ons states, which have so far failed to fulfil their NPT obligation
to undertake disarmament, is critical. Unless they rapidly move
in the direction of eliminating these weapons of mass destruc-
tion, as mandated by the International Court of Justice in its
1996 verdict on the illegality of nuclear armaments, the post-
CTBT positive impetus, already compromised by India’s tests,
may be lost altogether.

The Dag Hammarskjöld Foundation has taken a keen in-
terest in nuclear disarmament issues. In 1996, it published a
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monograph by Praful Bidwai and Achin Vanaik entitled Testing
Times: The Global Stake in a Nuclear Test Ban. The present
article, which was finalised in December 1998, is in many ways
a follow-up to that study.

Praful Bidwai is a columnist with over 20 Indian news-
papers, and a Senior Fellow of the Centre for Contemporary
Studies at the Nehru Memorial Museum and Library (NMML),
New Delhi. Achin Vanaik, also formerly with the NMML, is a
commentator and freelance writer. They consider themselves
scholar-activists committed to nuclear disarmament, develop-
ment and social justice issues. Both are founding members of
the Movement in India for Nuclear Disarmament or MIND, an
organisation that emerged after the Indian tests.

As the world approaches the next millennium, it is pertinent to ask if it
might become a safer place to live in, at least in the sense of becoming freer
of weapons of mass destruction (WMDs), especially nuclear armaments, of
which it still has an overkill capacity, enough to destroy the globe perhaps
30 times over. An answer to that question must begin with a quick review of
several developments that have taken place in the decade since the end of the
Cold War. The Comprehensive Test Ban Treaty (CTBT), signed in 1996
after 42 years of negotiations amidst countless vacillations and setbacks, is
arguably a landmark development. It is the first significant effort to reach a
multilateral nuclear restraint agreement since the Nuclear Non-Proliferation
Treaty (NPT) of 1970, itself admittedly marked by serious inadequacies and
flaws. At least potentially, the CTBT could become a prelude to a series of
incremental steps which culminate in the elimination from the face of the
earth of the scourge of nuclear weapons.

Nuclear restraint and disarmament efforts always take place in a wider po-
litical context which has a strong, often decisive, bearing on their success or
failure. The CTBT has been no exception to this. It was made possible by
the cessation of the Cold War which, for the first time since the Nuclear Age
began, ushered in a period of a hesitant, slow, uneven, uncertain, reversible,
but nonetheless real and new, momentum towards nuclear disarmament, and
not just arms management. This momentum remains, in so many ways, a
hostage to the evolving political context. But its existence cannot be denied
except at the risk of promoting the kind of cynicism that would rule out the
very possibility of nuclear disarmament as a mirage or a romantic goal.
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The evidence for this proposition comes from a number of sources and fac-
tors, some of which are admittedly intangible, and few of which have been
translated into state policies. Many of them partly derive from, and are
closely related to, the elimination (thanks to the end of the Cold War) of the
most powerful rationale for nuclear weapons, namely East–West bloc rival-
ry, and hence the creation of conditions in which a major relaxation of the
hardened and bellicose nuclear postures of the first five nuclear weapons
states (NWSs) became both possible and necessary from the point of view
of policy-makers and policy-shapers in these countries and, more broadly,
internationally.

New momentum 
for disarmament

In 1996, the same year that the CTBT was signed, two other initiatives fa-
vouring nuclear disarmament also matured. The International Court of Jus-
tice (ICJ) at The Hague delivered its Advisory Opinion on a reference made
to it on the legality of nuclear weapons. And the Canberra Commission, a
body of independent experts, sponsored and supported by the Australian
government, and mandated to examine the desirability and feasibility of nu-
clear disarmament, published its report in November 1996.

The ICJ judgement was in many ways a breakthrough, and a triumph for an
international non-governmental organisation (NGO) initiative, known as the
World Court Project, launched by a coalition of several peace groups. The
verdict unanimously held that the use of nuclear weapons would be gener-
ally incompatible with, and in violation of, international law, as well as
international humanitarian law. On the more controversial, and legally prob-
lematic question, which some of the ICJ judges held to be invalid to start
with, as to whether the use of nuclear arms may be justified in extreme and
exceptional circumstances (such as threats to ‘the very survival of a state’),
the court was divided. But all the judges were unanimous that Article VI of
the Non-Proliferation Treaty (NPT) obligates the nuclear weapons states to
begin in earnest, negotiations for their rapid elimination. They called upon
the NWSs to do so.1

The ICJ verdict was the first legal determination within the United Nations
system which evolved a clear judicial norm against nuclear weapons. Inso-
far as it takes a clear stand on the undesirability, ethically indefensible na-
ture, and illegality, of these weapons of mass destruction, it is a major gain
for the cause of nuclear disarmament. The fact that this largely positive ver-
dict came from a court whose appointments are made politically by govern-
ments, and whose judges usually vocalise and defend the views of the nomi-
nating states, is itself a remarkable achievement.
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The judgement has strengthened the case of those states, especially in the
Non-Aligned Movement (NAM), which have been pressing the NWSs to-
wards nuclear restraint and disarmament in various fora, including the NPT
Extension and Review Conference of 1995, with its numerous preparatory
committee meetings (PrepComs), the Conference on Disarmament at Ge-
neva, and the UN General Assembly itself. It has also encouraged peace and
disarmament groups to speed up the tempo of their campaigns and their ad-
vocacy initiatives, and to explore new forms of resistance—such as resist-
ance on the part of soldiers, who could refuse to use nuclear weapons on the
valid ground, supported by Nuremberg jurisprudence, that they cannot be
legitimately ordered to commit violations of international law.

The report of the Canberra Commission further strengthens the momentum,
and the argument, for nuclear disarmament. The Commission, composed of
18 influential individuals including Robert McNamara, Nobel Peace Lau-
reate and scientist Joseph Rotblat, former Prime Minister of France, Michel
Rocard and General George Lee Butler, former Chief of US Strategic Air
Command, argues persuasively for the total elimination of nuclear weapons,
not just their reduction to small numbers such as a few dozen or a few hun-
dred (from the present strength of 20,000–30,000). It comments on the stra-
tegic futility, high risk, and excessive dangers of nuclear weapons, and calls
for their rapid, step-by-step elimination along with elaborate confidence-
building measures (CBMs) and verification procedures.

The signature of the CTBT, albeit in unusual circumstances—at a special
session of the UN General Assembly in New York, and not in the United Na-
tions Conference on Disarmament (CD) at Geneva, as would normally have
been the case—was followed by the tabling of resolutions in favour of nu-
clear disarmament in the General Assembly’s 50th and 51st Sessions by
non-aligned states such as Malaysia, a burst of activity by disarmament
CSOs and peace groups, the very important emergence of a ‘New Agenda
Coalition’ (NAC) of proactive governments, and unilateral de-targeting and
de-alerting of nuclear weapons by the NWSs. The general climate became
more propitious for other, related, initiatives pertaining to WMD elimina-
tion. The Malaysian resolution in the UN in December 1996 was particular-
ly important because it used the Advisory Opinion of the ICJ as a basis for
demanding as a legal obligation the commencement of negotiations leading
to the conclusion of a Nuclear Weapons Convention.

Perhaps the most important of the follow-up and subsequent activities was
the ratification of the 1992 Chemical Weapons Convention (CWC), which
outlaws this particular category of WMDs, and mandates the systematic de-
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struction of their stockpiles, while setting in place a series of tight verifica-
tion procedures to ensure compliance with the Treaty.

The CWC, it bears noting, faced tough opposition from military hawks in
many countries, most notably from the Republican-dominated Senate in the
United States. It was ratified in Washington just days before the deadline
(April 29, 1997), and that too when it was hedged in with conditions and
made part of a larger package, meant to placate hardliners. This package in-
volved integrating and subordinating the US Arms Control and Disarma-
ment Agency, considered too soft by the Republican Right, to the US State
Department. Russia and China went through with their ratification only af-
ter the US did. Another two states that hesitated were India and Pakistan. In-
dia delayed the process of ratification, withholding formally depositing its
Instrument of Ratification by more than a year, until late 1996. And just
weeks before the April 1997 deadline, she all but threatened to withdraw rat-
ification unless the Treaty commanded universal compliance (or else, it
would become ‘discriminatory’). Ultimately, New Delhi did ratify the
CWC, but only when ratification by the US and China seemed imminent.

The CWC was a boost to the cause of nuclear disarmament, not only be-
cause it created a legal and political norm against WMDs, but also because
it contains a fairly intrusive regime, itself necessary, of verification, and thus
lays the foundation for limiting the notion of national sovereignty in matters
pertaining to WMDs. National sovereignty has to be balanced against other,
wider criteria, of determining reasonably accurately that a state does not in-
deed possess chemical weapons (or precursors to them) beyond its declared
stocks, and that it dismantles such weapons according to agreed timetables.

Nuclear restraint, 
post-CTBT

In the arena of nuclear disarmament itself, five other developments are of sa-
lience. First, despite numerous irritants, especially disputes and suspicions
over NATO expansion (on which more later), the US and Russia agreed to
proceed towards talks on Strategic Arms Reduction Treaty III (START-III),
although the process of ratification of START-II is not complete due to op-
position from within the Russian Duma. Fortunately, towards the end of
1998, as the financial costs of maintaining a sizeable nuclear arsenal became
more apparent (in a context where the deep economic crisis facing Russia
shows no signs of abating), the Duma appeared to have come around to ac-
cepting that the Treaty should be ratified. START-II will by 2003–4 reduce
US and Russian nuclear arsenals from the START-I level of 7,000–8,000
weapons each to about 3,500 each. START-III, it is generally agreed, will
aim at further reductions to about 2,000–2,500 weapons each. Although this
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is still a far cry from complete elimination, and does not meet China’s in-
sistence that the Big Two go down to 1,000–1,500 nuclear weapons before
she joins the nuclear disarmament process, it does represent significant
progress when compared to the horrendous magnitude of the global arsenal
of 50,000 weapons in the last years of the Cold War.

The second development, referred to earlier, is the motion in the UN Gen-
eral Assembly tabled by Malaysia, which calls for welcoming and recognis-
ing the import of the ICJ judgement and hence urges the NWSs to commit
themselves to negotiating comprehensive nuclear disarmament in a multi-
lateral forum. The Resolution (51/45M) was supported by 115 states, a large
number of them NAM states, and China, but opposed by 22 countries in-
cluding the other NWSs with 32 abstentions. The Malaysian resolution,
calling for efforts to negotiate a Nuclear Weapons Convention (NWC) for
the elimination of nuclear weapons, was endorsed by a majority of the Euro-
pean Parliament on March 13, 1997.

The third initiative was a statement issued at the end of 1996 by 60 retired
generals and admirals from 17 nations who joined General Lee Butler and
Andrew J. Goodpaster, a former NATO commander, in calling for the rapid
and complete elimination of nuclear weapons from the world’s arsenals.
This statement also declared nuclear weapons to be of dubious worth in the
battlefield and highlighted their potential for large-consequence accidents.
The statement is a strong argument against hesitation at low thresholds such
as a few nuclear weapons, and employs unassailable logic which military
strategists would find it hard to refute. The document has been used as a
campaign tool by CSOs and by some of the generals themselves, including
Butler, who have embarked on writing articles, and holding public meetings
and press briefings in different countries.

The fourth development, which is among the most important and positive, is
the emergence of the New Agenda Coalition of governments determined to
press more strongly than ever for rapid global disarmament. The emergence
of this group is itself the response to the growing frustration felt by many
non-nuclear weapons states (NNWSs) with the slackening of the post-Cold
War pace of nuclear disarmament. The NAC comprises Brazil, Egypt, Ire-
land, Mexico, New Zealand, Slovenia, South Africa and Sweden. The new
determination of these countries to work together and to resist pressure
(with the partial exception of Slovenia) from the NWSs is what is most im-
pressive. Moreover, the NAC has shown keenness to work with CSOs. Thus
a new advance is being made in the process whereby the most active of the
NNWSs strive through newer and stronger forms of collaboration with dis-
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armament CSOs to push their agenda of global disarmament. This process
has become particularly important since large-scale peace movements of the
kind that emerged in the 1980s are unlikely to reappear soon and thus much
of the disarmament action shifts to the diplomatic and institutional arena.

The NAC put forward a major resolution ‘Towards a Nuclear Weapon-Free
World: The Need for a New Agenda’ (A/C.1/53/L.48/Rev.1) in the First
Committee of the UN and this was voted upon on November 13, 1998. The
Resolution did not say anything new but was carefully formulated so that
many could hail it as a model document of ‘practicality and awkward mod-
eration’ thereby putting many of the NWSs and their supporters on the spot.
What was most important about the vote in the First Committee was that de-
spite strong pressure from the USA, UK and France to vote against the NAC
resolution, 12 out of 16 NATO members chose to defy them and abstain.
Ninety-seven countries voted for, 19 against (USA, UK, France, Russia, In-
dia, Pakistan, Israel and some other mostly East European countries desper-
ate both to please the USA and eventually enter NATO) and there were 32
abstentions. Even more impressive, when this Resolution (now recorded as
53/77/Y) made its way for voting in the more widely attended UN General
Assembly on December 4, 1998, the NATO abstainers held fast. There the
final tally was 114 for, 18 against (as Armenia switched to abstention) and
28 abstentions. Unfortunately, both on November 13 and December 4, Slo-
venia under great pressure from the western NWSs, was forced to drop its
sponsorship of the NAC Resolution and abstained on both occasions. Clear-
ly, one of the most important strategic tasks of CSOs from now on will be to
forge a more systematic and durable relationship with the NAC.

The fifth factor is the new orientation of the recently elected SPD–Greens
government in Germany. Their pre-election manifesto, which stated that the
parties favoured a No First Use doctrine for NATO, was largely overlooked
at the time and seen perhaps as an oversight by the SPD in the face of some
clever pre-election Greens manoeuvring. However, doubts about their true
intentions were dispelled when shortly after the election, the new foreign
minister, Joschka Fischer, raised the issue of just such a change in NATO
doctrine. Both Washington and London were shaken. Though Germany
sought to assuage the USA somewhat, in particular by declarations of fealty
to NATO and its commitment to NATO’s preservation of nuclear weapons,
it is clear that the new government believes it is time for some important
changes in NATO doctrine after the end of the Cold War. Another NATO
member, Canada, has also declared its support for incorporating a No First
Use proposal in NATO’s official policy and Belgium is also open to the idea.
A Canadian parliamentary committee calls for far-reaching changes in
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Canada’s and NATO’s security doctrines. Significant cracks have begun to
appear in NATO which favour an acceleration of the process of nuclear
restraint. This is good news.2

There is some evidence that various such activities as well as the new mood
in favour of nuclear restraint after the end of the Cold War has had a signifi-
cant public impact. For instance, according to recent Gallup polls, an over-
whelming 87 per cent of the British public wants the government to negoti-
ate a global treaty to prohibit and eliminate nuclear weapons, and 68 per
cent of the American public agrees that the US should do the same. Al-
though it is inappropriate to talk of a return to the peace movement of the
early or mid-1980s in Western Europe and the US, the idea that nuclear dis-
armament is not only desirable but feasible is gaining ground. For instance,
a recent study of the US National Academy of Sciences, perhaps the most
redoubtable scientific association of that country, argues that going down to
zero, that is, complete nuclear abolition, is both realistic and necessary.

CSOs have emerged in different parts of the world which possess a great
deal of technological expertise, besides familiarity with disarmament and
arms control negotiation processes. They have produced a great deal of
high-quality and imaginative literature on the feasibility of nuclear disarma-
ment, and on a possible route map to it. The fact that even former CIA di-
rector, Stansfield Turner, now proposes the de-alerting and de-coupling of
nuclear warheads from their delivery vehicles, and putting them into some
kind of escrow account is indication of the change that is taking place in the
policy establishment in the US.

India too moved a resolution calling for de-alerting and de-deployment of
nuclear weapons in the UN in November. Although the seriousness of this
motion is open to question given India’s nuclearisation—and it may well be
making a virtue out of necessity before it proceeds towards actual deploy-
ment—the move is a tribute to, and acknowledgement of, the diplomatic
pressures that exist for pursuing global nuclear disarmament.

Negative factors
at work

All these developments help create and promote a momentum favouring nu-
clear disarmament. They have generated an atmosphere conducive to both
incremental and radical approaches to nuclear restraint. However, other,
negative factors have been at work and there have been some setbacks. The
biggest is the damage done to the growing moral–political movement
against nuclear weapons and test explosions by India’s and Pakistan’s deci-
sions to cross the nuclear threshold in May 1998, discussed below.
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Insofar as the CTBT was meant to increase significantly the existing dynam-
ic of restraint and disarmament, this has not happened. The forward propul-
sion of the overall momentum has slowed down partly because of the way
the CTBT was finally drawn up, but primarily because of factors extrinsic to
that Treaty. In the CTBT negotiations, India was the principal holdout. It
sought to justify its refusal to sign the Treaty on the spurious ground that the
CTBT would not place effective restraint on countries like the US which had
the expertise and capacity to substitute laboratory for underground testing.
It also opposed the CTBT on the less spurious ground that the attitude of the
nuclear weapons states to the CTBT had as much, if not more, to do with
their concerns about non-proliferation, as with self-restraint.

The Chinese, Russian and British insistence that the CTBT should not be al-
lowed to enter into force without Israel’s, India’s and Pakistan’s accession to
the Treaty effectively meant that while the CTBT has set an international
norm which the NWSs are unlikely to disobey, it will not enter into force for
some time to come, if at all. Since carrying out its tests India has said it is
more open to joining, while Pakistan would find it difficult to buck pressure
in this regard. Israel has subsequently joined the CTBT and does not pose a
problem. North Korea might be expected to sign and ratify the CTBT if the
other hold-outs do the same. But matters remain uncertain on this front. In
particular, the Indian decision is still hostage to the conflicts and tensions in
its domestic politics. At best, one can say that India is likely but not certain
to join the CTBT. As it is, other countries are awaiting US ratification of the
Treaty and here too, the more favourable outcome of the Congressional
elections in November 1998 for President Clinton’s Democrats makes Sen-
ate ratification (by a two-thirds majority) more likely but far from certain.

Had the NWSs shown more commitment to disarmament, and had the high-
ly unusual, indeed unprecedented, entry-into-force clause of the CTBT not
been insisted on, an altogether different message would have been sent out
through the rapid application of the Treaty. The very circumstance of the
CTBT coming into force quickly would have given a much stronger impetus
to the general dynamic of disarmament and restraint that has now been
negatively affected.

The NWSs have failed to take a proper lead in other ways too. The US, es-
pecially, can do a great deal if the executive is prepared to push for genuine
nuclear restraint and disarmament. But as things stand, it is uncertain if,
under what conditions, and when, the CTBT will receive Congressional rati-
fication. White House responses and behaviour after the CTBT signature
have reinforced the view that non-proliferation rather than self-restraint and
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disarmament is United States’ main preoccupation, to the point that in some
influential circles, there is a much stronger determination to make progress
in the latter area contingent on advances in non-proliferation. The White
House has also linked the Stockpile Stewardship and Management Pro-
gramme (SS&M) to the issue of CTBT ratification. If the achievement of the
CTBT was a blow to the most ardent arms-racers in the USA and a victory
for arms moderators, the SS&M programme means a significant retrieval of
lost ground by the arms-racers. The US decision (justified in the name of
promoting a science-based SS&M) also to carry out sub-critical tests and to
go ahead with building the National Ignition Facility (NIF) at Lawrence
Livermore Laboratories in California (France is planning the Laser Mega-
joule facility) could seriously damage the cause of nuclear restraint and dis-
armament.

At the time of the CTBT negotiations, Washington agreed that it would in-
definitely postpone sub-critical tests, which were otherwise scheduled to
take place in September 1996. Anti-nuclear groups had been pressing for
their complete abandonment, but had to settle for much less. Nonetheless, it
was hoped that with signing of the CTBT, pressure would mount for cancel-
lation of sub-critical testing and that securing sufficient financial support
and sanction for constructing the NIF would also become much more diffi-
cult. This has not happened.

The ostensible purpose of the sub-criticals and of the SS&M programme is
to ensure safety and reliability of weapons stocks, especially ageing weap-
ons. Most scientists argue that such tests are not necessary to ensure safety
or reliability. This strongly suggests that the major purpose of the SS&M,
the NIF and sub-critical tests is a) to bring about design improvements in
warheads and develop new weapons even if not new-generation weapons;
b) to keep in operation and even expand both the hardware and software of
an already existing scientific establishment geared to the existence and con-
tinuation of the nuclear arms race; c) to keep the US in a position to resume
a qualitative nuclear arms race if for any reason in the future it decides to
break out of the CTBT straitjacket. Just how effective the SS&M pro-
gramme is or can be in weakening the restraint on qualitative arms develop-
ment imposed by the CTBT is a matter of dispute only with respect to fourth
generation or fusion weapons.3

Sub-critical 
nuclear tests

Do sub-critical tests violate the letter of the CTBT? It would seem not. The
Treaty only prohibits ‘nuclear test explosions or any other nuclear explo-
sions’. And sub-criticals are not explosions. However, in the absence of a
precise and accepted definition of what exactly constitutes a nuclear explo-
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sion, there is a grey area here as well regarding the direct fusion research and
activities which aim at something like a nuclear explosion even if for an in-
stant. But sub-criticals most certainly violate the larger spirit of the CTBT.
Of course, the CTBT’s powerful restraining impact is not thereby nullified
as many anti-CTBT hardliners and nuclear hawks have tried to make out.
Strictly speaking, the CTBT is a restraint measure, not a disarmament one.
Its value lies not just in the prohibition of nuclear test explosions, but in its
effect as a stimulus to achieving further restraint and disarmament meas-
ures. When this purpose is compromised, the value of the CTBT is dimin-
ished, even if it does not disappear. Ultimately, it is not the technical but the
political impact of the CTBT that is important, in fact vital. To ensure that
the political impact remains substantial and powerful, the Clinton adminis-
tration must counter the impression that it is not averse to starting another,
qualitative, nuclear arms race, or developing new-generation weapons, or at
least new weapon designs, by using non-explosive testing.4 And yet, despite
widespread protests neither sub-critical testing nor the NIF project seems to
be in danger of being wound up.

Four sub-critical tests had already been conducted by December 1998 in the
US and there are reports of five such tests by Russia too. These experiments
involve nuclear materials and the study of the dynamics of their impact and
explosion, but the quantities used are too low (sub-critical) to sustain a nu-
clear chain reaction. The technological value of these tests looks doubtful to
many scientists, but their political impact has been negative.

The NIF, which is meant to experiment on possibilities of direct nuclear fu-
sion produced by high-powered laser beams, could in the long run turn out
to be more menacing, at least potentially. If the experiments, as yet on the
drawing board, succeed, the NIF may conceivably be used to generate new
weapons designs or improve existing ones.5

On top of this, US foreign policy behaviour, most notably in respect of
NATO enlargement into Eastern Europe, indicates that there is a debilitating
continuity with Cold War policy thinking in the dominant section of the US
establishment, rather than a paradigm shift away from it. NATO enlarge-
ment has led, as was to be expected, to an overall hardening of postures
within the Russian establishment: even those more willing to maintain or
even step up the pace of mutual bilateral disarmament with the US have be-
come weaker relative to their opponents, and more suspicious of Western
and US longer-term perspectives vis-à-vis Russia.
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NATO enlarge-
ment: a big setback

Even before NATO enlargement, Russian hardliners were reluctant to pro-
ceed systematically towards further nuclear disarmament. Nuclear weapons
are seen by them as the last remaining source of global status and prestige
for a country which otherwise has fallen back dramatically from its earlier
superpower status. Whatever disarmament has taken place under the Inter-
mediate Nuclear Forces Treaty of 1987 and START-I, was seen by them as
the price that had to be paid for improved relations with the US and the West
in the aftermath of the end of the Cold War. Now that period is largely
deemed over. Loss of territory through the break-up of the ex-USSR had al-
ready reduced Russia’s territorial-strategic depth on its western front. One
casualty of the new strategic situation has been Russia’s earlier, long-held
commitment to ‘no first use’ of nuclear weapons. This abandonment was al-
ready indicative of the hardliners greater reliance on nuclear weapons as a
means to security.

To promote NATO enlargement in such a context could only strengthen
Russian hardliners, which it did. Unable to stop such enlargement, Moscow
put up as brave a face as it could, settling for a ‘consultative’ status with
NATO. But NATO enlargement is nothing if not an American-led Western
attempt aimed strategically to contain future Russian power. This is any-
thing but a security perspective breaking with Cold War reflexes in order to
involve Russia in new arrangements for promoting collective European
security.

Russian nuclear might is thus being given a stronger security rationale on
top of the prestige factor already operating in the minds of Moscow’s hard-
liners. This could complicate the START ratification and implementation
process. The Russians have become more inflexible on the issue of a fissile
material cut-off treaty (FMCT) (discussed below) and are, like China, insist-
ing in advance that, like the CTBT, a future FMCT must have an entry-into-
force provision effectively making it contingent on the accession of coun-
tries like India, Pakistan and Israel.

Israel gets away 
with intransigence

Other developments have contributed to the slowdown of the pro-nuclear
disarmament momentum too. Take the nuclear-capable states of Israel, India
and Pakistan. Pakistan’s behaviour is almost entirely reactive to that of In-
dia. Thus the South Asian dilemma (discussed below) is pivoted centrally, if
not completely, on India. Both India and Pakistan have stood out, and drawn
Western criticism, first on account of their refusal to sign the CTBT, and
then for carrying out their tests. This criticism is justified even if hypocriti-
cal, coming from existing NWSs. However, Israel’s nuclear-capable status
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and its clandestine activities in building this up and maintaining it has been
largely ignored. No pressure (which would have been justified) has been put
on Israel to give up its nuclear ambiguity, which as we have seen in the case
of South Asia always leaves open the likelihood of an eventual crossing over
of the threshold.

Israel’s strategic dominance of West Asia is virtually complete today. The
Oslo peace process and its near-collapse marks the effective capitulation of
the Palestine Liberation Organisation whereby it has given up its sole dip-
lomatic ace—recognition of Israel—not in exchange for recognition of the
Palestinian right to full national self-determination, but for what are, in ef-
fect, incomplete municipal-type rights over patches of territory (not even
contiguous) in the West Bank and Gaza. With Israel negotiating separately
with Syria, there is simply no significant pressure from anywhere on it to
show any visible signs of nuclear restraint or willingness to advance the re-
gional nuclear disarmament process qualitatively.

In the past, Israel repeatedly said that it was willing to go along with a
Middle Eastern nuclear weapons-free zone (NWFZ) provided this was part
of an overall peace settlement, that is, provided its security as a nation state
was clearly established. Despite this now being effectively achieved, Tel
Aviv has not shown any flexibility or inclination towards a Middle Eastern
Zone free of nuclear weapons or weapons of mass destruction. Indeed, there
is every reason to believe that Israel is seen by the US in particular as some
kind of nuclear hedge or guarantee in the region against a future Iranian or
Iraqi nuclear potential.

South Asia:
the new dilemma

On May 11 and 13, 1998, India shocked the world when it carried out five
nuclear tests and announced that it was now a nuclear weapons power and
expected to be treated as such. On May 28 and 30, Pakistan followed suit,
partly because it was goaded to do so by an Indian government that behaved
with sudden but calculated belligerence. Pakistan’s decision to go nuclear
was clearly reactive. It would almost certainly never have gone nuclear if In-
dia had not done so first. Even now it has officially stated that it will only de-
ploy its weapons if India does so first.

What prompted India’s decision? While every country that has gone openly
nuclear has (with the exception of the first—the USA) cited an external
threat as the motivating factor, the truth is that in certain cases it was not ex-
ternal threats or perceived external threats that constituted the main factor
but changed self-perceptions on the part of the decision-making and deci-
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sion-shaping elite and its wider catchment area of support.

Where Russia and China were motivated to go nuclear by obvious concerns
about external threats, France and Britain did so for reasons much more
strongly connected to considerations of nationalist grandeur and delusion-
ary self-importance. Britain, as a declining colonial power wanted to sup at
the high table of ‘world powers’ and believed having nuclear weapons was
an entry qualification for this. France felt the same and also believed this
was one way of asserting its independence from the USA and its premier
status in continental Europe where West Germany was obviously a power to
reckon with in the future. India’s motives are much more similar to those of
France and Britain, while Pakistan, even more singlemindedly than Russia
and China, only went nuclear because of a perceived external threat from a
nuclear India.

Of course, India had to cite external threats, most notably China, and the
supposed China–Pakistan nuclear-related relationship as justifications for
doing what it did. But these were fallacious explanations. Neither China nor
Pakistan, nor any other NWS, has in recent years behaved more belligerent-
ly towards India than in the past. China–Pakistan collaboration in nuclear-
related matters is old hat, although Indian hawks have tried to paint this as
indicative of an escalating threat. The real reason for the significant harden-
ing of India’s nuclear posture has to do with changing self-perceptions.
There is a fundamental reason for this and hence the tests as well as a more
proximate cause.

Uneasy, insecure 
Indian nationalism

The fundamental reason for the hardening of the Indian position on the nu-
clear issue (and therefore its decision to go openly nuclear) is the emergence
of a new kind of elite nationalism that both decisively enhanced the desire to
take this step and ensured that it would be more acceptable to this very elite.
For a range of reasons, 50 years after 1947, Indian nationalism has tended to
become more uncertain, tension-filled and insecure than at any point in its
post-Independence history. The Nehruvian consensus has collapsed. This
included the perspective of non-alignment which served as a useful compass
for India’s foreign policy during the era of bloc rivalry. Now there is no al-
ternative vision to replace the existing confusion or overcome adequately
the ideological vacuum created by this collapse.

What exists today by way of a general perspective on foreign policy is no-
thing but an uneasy amalgam of many components of shifting weight. To-
day this comprises neo-liberalism in economic thinking, a passive accept-
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ance of unequal globalisation, traditional realpolitik reflexes favouring the
pursuit of India’s ‘natural regional pre-eminence’ and its future (also
deemed natural) status as a global power-broker, coupled with a lingering
Third Worldism which is a fast-fading legacy of the non-aligned era.

In two domains, cultural and military, this growing insecurity of Indian na-
tionalism has led to a much more aggressive orientation as the best way to
assert Indian relevance in a more complex and uncontrollable world. It is not
a coincidence that the greater external attraction of nuclearism is paralleled
internally by the growing attraction of Hindu-nationalist or communal poli-
tics. Nor is it a coincidence that the only major political party in India (the
Bharatiya Janata Party) that has long officially threatened to exercise the nu-
clear option if it came to power is also the party most associated with the rise
of this bellicose communal politics.

All other political parties, even right up to May 11, 1998, (and indeed the
overwhelming majority of the members of the so-called strategic commu-
nity) had officially committed themselves to nuclear ambiguity—neither
wanting to foreclose the nuclear option for India, nor willing to exercise it.
This was so even after the CTBT debate. The only party committed to going
nuclear officially was the BJP which has had this policy since 1951! Clearly,
that commitment had nothing to do with any external threat, actual or per-
ceived—where was the Pakistan or even Chinese nuclear threat in the
1950s?—and everything to do with its pernicious ideology of an aggressive
Hindu nationalism. That ideology can be summed up in one sentence first
formulated by its foremost ideologue of the 1920s and 1930s, V.D. Savarkar.
He declared that for a strong India to emerge, you had to ‘Unite Hindus and
militarise Hinduism’!

True, a Congress government had considered testing in December 1995 but
resiled from it partly because of US pressure. But those preparations, made
in the context of the CTBT debate, were probably part of a perspective
whereby the government was considering testing and then signing the
CTBT. That is to say, the tests then would not necessarily have meant a com-
plete break from the posture of ambiguity but a way for India to upgrade its
nuclear weapons capability, which possibility was otherwise being threat-
ened by the CTBT. This is a conjecture rather than a definitive assertion. We
don’t know precisely what the Congress government had in mind and even
whether it would or would not have carried out a test in the absence of US
pressure. But the conjecture gathers strength from the fact that any other
party, barring the BJP, would have had to prepare the ground even among its
most loyal supporters before making the kind of dramatic break with all pre-
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vious policy that the BJP alone was most comfortably poised to carry out.
The BJP leadership has also subsequently admitted that it wanted to carry
out the tests in June 1996 when it was in power for only thirteen days, but
the time was too short.

In May 1998, the BJP in effect carried out a violent and undemocratic politi-
cal coup, decisively altering the direction of Indian society on so vital an is-
sue as its nuclear policy. It had done the same when in December 1992, it
destroyed the Babri Mosque in defiance of the Supreme Court and the Indi-
an Constitution in order to further its hate-filled communal agenda of under-
mining the secular character of the Indian state. The BJP justified its failure
to inform its coalition partners about the tests in the name of preserving se-
crecy. But this did not prevent it from sharing that secret with the Rashtriya
Swayamsevak Sangh or RSS (National Volunteer Corps—a cadre-based or-
ganisation which is the real head of the various fronts and groups, including
the BJP, that together make up the collective forces of Hindu nationalism).
The RSS is in no way electorally accountable to the Indian public. But it was
privy to (probably decisive in determining) the decision to go nuclear.

The proximate 
factor: the CTBT 
debate

Apart from the rise of Hindu nationalism and changes in elite self-percep-
tions, New Delhi’s decision was influenced by another factor, the nature of
the domestic debate on the CTBT. The public debate on the CTBT in India
in 1995–96 was the most intense (and most one-sided) debate on any nucle-
ar weapons-related issue since India demonstrated her nuclear capability in
1974. Its overall result was not just a rejection of the CTBT but the emer-
gence of stronger pressure than ever before on India to go openly nuclear.

First, the CTBT highlighted as never before the deep incoherence in the par-
ticular form of ambiguity that New Delhi practised as a matter of policy.
Having characterised the CTBT as not only worthless in its restraining ef-
fect on countries like the US, India also made it out to be a mere non-prolif-
eration measure specifically directed at establishing Permanent Five (P-5)
nuclear hegemony over countries like itself. That is to say, the CTBT repre-
sented a carefully laid ‘trap’ for a country like India which it therefore had
to avoid falling into. In that case, what would be the point of India defying
the CTBT by not acceding to it, but then acting as if it, and therefore the
‘trap’, was in place? Why should India oppose the CTBT but then remain
where it is, neither testing nor exercising its bomb option? The logic of the
arguments used to justify opposing the CTBT finally exacted its price by
engendering, endorsing and spreading more irresponsible, dangerous and
adventurist thinking.
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It would have been another matter if India had tried to justify its anti-CTBT
stand in the name of a particular perception of national security. But it could
not resist the temptation, common to nuclear elites everywhere, to try and
paint realpolitik motivations and understandings in the colours of a more
genuine commitment to the cause of universal nuclear disarmament. Hence
the Indian hype about the CTBT being worthless and how New Delhi alone
was prepared to defy nuclear hegemonic aspirations. Hence also the implicit
accusation that all the other NNWSs that wanted the CTBT (and some with
even stronger provisions than the Treaty that eventually emerged) were
somehow being taken for a complete ride by the NWSs, and had neither the
courage nor the intelligence that marked the ‘principled’ Indian position.

The issue was not just India’s hypocrisy, one that it shares as a general char-
acteristic with the nuclear elites of other countries. It was more. Had India
acknowledged that it was caught in a contradiction, namely that its deemed
national security interests prevented it from acceding to a treaty which, with
all its limitations, is nonetheless an important and effective restraint meas-
ure globally, then it could have better resisted the hawkish pressure from
those who argued that defying the CTBT is logically the first step in a proc-
ess that must also involve testing, and eventually, open production and de-
ployment of nuclear weapons.

Such was the elite consensus and popularity of the Indian decision to oppose
the CTBT, that the BJP clearly recognised that the ground had been prepared
for it to hijack the nuclear agenda and proceed to do what it eventually did.
Given the elite reaction to the CTBT issue, it could anticipate considerable
popular approval for a decision to go openly nuclear. In fact, after the tests,
it had to be somewhat surprised that though many elite circles greatly wel-
comed what it had done, resistance, from these circles and otherwise, was
greater than anticipated. In short, the elite consensus for opposing the CTBT
was greater than for carrying out the tests. Among the political parties the
mainstream Left, the Communist Party of India (Marxist) or CPM, and the
Communist Party of India or CPI, opposed the tests and the jettisoning of
ambiguity while the Congress Party expressed many reservations about
what had been done even if this did not harden into a clear-cut opposition to
it.

Apart from the negative consequences of the tests on the security of South
Asia, what we are specifically concerned with here is the impact of the ac-
tion on the global disarmament process. Obviously, the Indian and Pakistan
tests are the single biggest blow to this process since the end of the Cold
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War. The tests have greatly damaged the momentum even if they have not as
yet fully reversed it. For some time now, the fear has been that either further
intransigence by the existing NWSs led by the US would seriously under-
mine the new dynamic of disarmament or that a South Asian breakout into
overt nuclearisation would be the key factor. In the event, the latter has
turned out to be the case.

After 34 years, two new nuclear weapons states have emerged even if they
are not likely to be given (nor should they be) formal status as such. No mat-
ter how hypocritical the condemnation and criticism by NWSs of Indian and
Pakistani actions, this must not be allowed to obscure the fact that India as
the primary culprit in causing the breakout is itself hypocritical in citing the
hypocrisies of the NWSs as having supposedly driven an ‘impatient’ New
Delhi into doing what it did. In fact, India and Pakistan are desperately keen
to join this club of nuclear hypocrites albeit as new and junior members.

Any illusion that these tests will serve as a wake-up call to the NWSs caus-
ing them to pursue disarmament more seriously is best discarded. There are
two main consequences of the Indian action for the global process of dis-
armament. First, it becomes more likely than before (even though far from
certain) that other nuclear-capable states will consider going openly nuclear.
Obvious potential candidates are Iraq, Iran, Libya and North Korea. If even
one of them (Iran is probably the strongest contender) does so, Israel is al-
most certain to follow suit with the most dangerous implications for the
whole of the Middle East. Second, hawkish behaviour in India promotes
hawkish behaviour and greater intransigence elsewhere, from Pakistan to
China to the other NWSs. China has to be watching what India does in the
future and preparing itself accordingly. The knock-on effects, as well as the
negative impact of this on the global disarmament process, can easily be im-
agined. Undoing the damage caused by the South Asian breakout is both im-
perative and difficult.

Today, the crucial task is to make sure that the existing firebreak in South
Asia—between testing and actual manufacture and deployment of nuclear
weapons—is not crossed. Otherwise there will be a further and qualitative
deterioration in the regional and global situation. Can India be held to its
current position? That is to say, can we make sure that there is no further
testing, no further weaponisation and no actual deployment? Admittedly,
except for the first (which issue is connected to India and Pakistan signing
the CTBT), the chances are not high. The nuclear lobby in India has stated
clearly that the logic of carrying out the tests is to establish some kind of de-
terrent capability and to halt now at the current firebreak is to render the
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May tests pointless. But the longer the firebreak is maintained the better the
chances of preventing its finally being crossed.

For there to be any chance of achieving this desired situation, much will de-
pend on what progress is made outside of South Asia in regard to the general
disarmament process. Even if India does eventually openly deploy (fol-
lowed by Pakistan), the pace and content of its subsequent nuclear prepara-
tions will also be influenced by what happens elsewhere. The main lesson
then is that the hope of improving the South Asian, and indeed the general
Asian situation (including China), or more correctly of minimising its de-
gree of deterioration, is crucially dependent on whether the NWSs, especial-
ly the US and Russia, can be pushed to carry out further and deeper arms
restraint and reduction measures. This remains the crux of any effort to re-
charge and reinforce the global disarmament momentum.

What is to be done? What measures, modest and feasible, can nonetheless help sustain and deep-
en this dynamic? Perhaps the most important is getting a multilateral Ad
Hoc Committee (the technical term for a discussion or negotiating forum in
the Conference on Disarmament) for global nuclear disarmament into exist-
ence and operation. There is a small window of opportunity here. For the
first time, Washington has officially acknowledged that there is a conceptual
distinction between demanding such a body and demanding disarmament.
The new governments in Britain and France, both inclined towards social
democracy, are more open to such a body coming into existence. Russia,
which earlier had not opposed such a body, now opposes it. However, Rus-
sia will most likely follow an American lead here.

The point is that the coming into existence of such an Ad Hoc Committee is
a matter of hard bargaining in the framework of the FMCT negotiations. The
Group of 21 of the non-aligned states (G-21, currently comprising 30 coun-
tries) have to consider whether the value of getting such a body into exist-
ence even with only a discussion or deliberative mandate (to begin with)
outweighs the insistence that it be empowered from the beginning to formal-
ly negotiate the issue of nuclear disarmament.6 Similarly, the G-21 will also
have to consider whether the stockpiles issue should emerge from the pro-
cess of negotiations or whether its inclusion be made a precondition for be-
ginning negotiations. A brief discussion of the FMCT question is necessary
here.

The FMCT is an issue where, even more than in the case of the CTBT, mat-
ters can be so distorted that the restraint imposed through it can act solely or
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overwhelmingly on countries other than the NWSs. That is to say, the
FMCT can much more easily be reduced simply to a non-proliferation
measure. This will certainly be the case if the Treaty confines itself purely to
cutting off future production of fissile materials. The NWSs led by the US
and Russia already have huge stocks of weapons-grade fuel which will be
further enhanced as many of the existing warheads are dismantled in ac-
cordance with START. Merely cutting off further production constitutes no
sacrifice on the part of the NWSs. Bringing in existing stocks and demand-
ing their progressive reduction according to some negotiated formula has
been the demand of a number of NNWSs, especially outside Europe. But so
adamant have been the NWSs that there seems to be only a poor chance that
stock reduction will be brought into the FMCT in the immediate future.

India, which is now preparing to participate in the FMCT negotiations, both
because it is being pressured by both NWSs and NNWSs into doing so and
because it wants now to pose as a ‘responsible’ and ‘moderate’ nuclear
weapons power, has also made it clear that it is against stocks being brought
into the negotiations. The reason for this is obvious enough. Given its lim-
ited stockpile and its recent decision to go nuclear, bringing in stocks would
be to effectively deprive itself of the capacity to build a large-sized deter-
rent. Even on the issue of a production cut-off, there is uncertainty within
the Indian government and within the nuclear lobby as to what constitutes a
large enough stockpile. Will India be able to reach that level during the
course of the FMCT negotiations? Or will it have to adopt stalling tactics if
progress even on reaching a purely production cut-off FMCT is too fast?

Pakistan’s position on the issue of stocks now bears careful watching too. So
far, Pakistan has insisted (rightly) that stocks must be brought into the ne-
gotiations. However, given its need now to build up its own stocks from a
level considerably lower than even India’s, can it afford to maintain this pos-
ture? Or will it now shift ground and join the other NWSs in their opposition
to bringing the issue of stockpiles into the FMCT negotiations?

Breaking the 
FMCT impasse

The Group of 21 have correctly sought to link the FMCT issue, then, to
some other form of concrete advance towards global nuclear disarmament.
Earlier, India had insisted that this linkage take the form of a commitment
by the NWSs to a time-bound schedule for total nuclear disarmament. The
other NNWSs were not quite so rigid. They saw this demand more in the na-
ture of a bargaining ploy and recognise that the first step towards global dis-
armament must be the institutionalisation of some multilateral body em-
powered and legitimised to negotiate such a process. But in July–August
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1998, India dropped this demand, indicating clearly that its real purpose in
earlier making it was to cover up its potential spoiler role, exactly the reason
why it had demanded the same linkage during the course of the CTBT ne-
gotiations. Indeed, India and Pakistan collaborated in breaking G-21 unity
and proceeding to lift all obstacles to the negotiation of an FMCT—without
a larger bargain.

Nonetheless, there are possibilities. The FMCT issue is not being pushed as
vigorously by the NWSs, partly because they know it is difficult for them to
get their own way completely; also because the NWSs are less keen on
movement on this issue than they were earlier. But advances on other fronts,
such as START II ratification, further arms cuts and CTBT ratification by
the NWSs will push the FMCT issue to the fore once again. If the NNWSs
succeed in shaping the FMCT in such a way that it can become a framework
agreement which incorporates the setting up of an Ad Hoc Committee to
discuss nuclear disarmament soon, if not immediately, then this would be a
major gain. The point is that what happens outside the CD and FMCT ne-
gotiations framework is now as important for influencing its direction as
what happens inside it.

Outside of the CD, there are fora in which the dynamic of restraint and dis-
armament must, therefore, also be reinforced. There can also be a number of
unilateral measures undertaken by the NWSs. These should be pushed to
adopt a ‘no increase, no modernisation’ pledge. No increase would here re-
fer to no increase in the explosive power, accuracy and targeting possibili-
ties of their nuclear weapons. Furthermore, there is much that can be done
to improve transparency in regard to nuclear-related facilities. No country
may be immediately asked to reduce anything, but they could be asked to
provide full information about what is going on. Now that the Cold War is
over, what justification is there for excessive secrecy? In fact, this lack of
transparency is the greatest in Britain, France and China, and now India and
Pakistan.

According to existing START treaties, the US and Russia have to be open to
some verification and monitoring. Other nuclear-capable states have similar
commitments under existing international treaties. Britain is unilaterally
providing a full audit of its activities. Such an audit of weapons-usable ma-
terials can be provided regularly by all the NWSs as part of a proper and for-
mal agreement. The US and Russia have a memorandum in place regarding
further production of fissile materials. Britain and France are reducing the
number of warheads in their arsenals, the former now going in for a single
Trident system to replace its hitherto multiple systems of deployment.
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Although Russia has recently deployed its new Topol-M series of missiles,
China alone among the five official NWSs seems intent on expanding its ar-
senal. Parallel efforts are already under way in this area. Thus, there are dis-
cussions in Vienna on institutionalising a plutonium regime. Success here is
important. A related proposal whose time has surely come is the establish-
ment of an international register of nuclear weapons-usable materials,
which lists their stocks, production capacities and transfers.

Nuclear weapons-
free zones: a new 
hope

Another important idea is the establishment of nuclear weapons-free zones
(NWFZs) in different regions of the world. There are already treaties for five
such zones: Antarctica, Latin America, South Pacific, Africa, and Southeast
Asia. There are two areas in which the emergence of NWFZs is feasible and
strongly desirable because of their strong practical and political effect on the
NWSs—Central Asia and Central Europe. The latter especially would undo
some of the damage that has been done by NATO enlargement. When Ger-
many reunified, it was agreed that there would be no missile deployment
ever in the eastern part which was rejoining. Furthermore, Warsaw Pact de-
ployment in Poland and Czechoslovakia was, of course, dismantled. No
such commitment was demanded of the western part of Germany, however.

Although NATO leaders have said they have no intention of restoring de-
ployments of missiles in the new member countries of NATO, this is only by
way of assurance; it is not a formalised treaty commitment. Indeed, such de-
ployment possibilities are written into NATO rules and both Poland and
Czechia have publicly declared their willingness to accept such deployment,
if necessary. A Central European NWFZ would involve just such a formal-
ised abnegation by these countries as well as dismantlement of missiles in
the western part of Germany. Russia is very much in favour of a Central
European NWFZ. It has also endorsed the Kirghizia plan for a Central Asian
NWFZ, which is now very much on the cards. Its establishment will give an-
other fillip to the process of spreading NWFZs and to the general momen-
tum of disarmament.

Meanwhile, an international conference to evaluate existing NWFZs and
identify/promote new ones (e.g. in Central Europe, the Middle East, Nordic
states, South Asia, Northeast Asia, etc.) is being planned for some time in
late 1999 or early 2000.7

Clearly, there is abundant scope for a series of initiatives, which must be of
both the incremental and absolutist type. That is to say, we need a blend of
Development Dialogue 1998:1 · The Journal of The Dag Hammarskjöld Foundation



 

Is Nuclear Disarmament Still a Mirage?

 

39

  
political efforts, some of which in the name of realism emphasise the impor-
tance of a step-by-step process on restraint and disarmament as well as those
that keep the goal always in sight and stress the urgency of rapid movement
towards it. That is why another actively pursued alternative to the setting
up of a multilateral committee to negotiate nuclear disarmament must be
pursued.

This is the initiative of pressing for a Nuclear Weapons Abolition Confer-
ence and Convention. In this regard, the work that has already been done in
drafting a model Nuclear Weapons Convention (NWC) by an international
team of lawyers, scientists, disarmament experts and policy-makers is very
important. It is no one’s case that the only thing left now is to get states to
agree on such a model draft. But it does mean that discussion on total abo-
lition has been concretised in a way that did not exist earlier. Already, this
has advanced the discussion on the principles and means for verification of
an NWC. Moreover, one way actually to initiate the NWC process is not to
wait for some or all the NWSs to agree to its institutionalisation but simply
to start such an NWC off once a critical mass of NNWSs have agreed to be
part of it and begin discussing this among themselves.

Though the NPT has been indefinitely extended, its review conferences and
PrepComs continue to provide another arena for maintaining the pressure
for total disarmament. Countries like Mexico, in particular, have become
sufficiently fed up with the procrastinations of the NWSs as to indicate that
their own allegiance to the NPT cannot permanently be taken for granted.
Countries like Australia, Canada, Egypt, Malaysia, Mexico, New Zealand,
South Africa and Sweden have become more forceful in pressing for total
disarmament and in insisting that the NWSs fulfil their bargain according to
Article VI in the NPT. We mentioned earlier the crucial importance of insti-
tutionalising the relationship between CSOs, certain anti-nuclear mass or-
ganisations like the Campaign for Nuclear Disarmament (CND) in Britain
(with 40,000 members) and anti-nuclear campaign groups in Germany
(which are presumably in fairly close cooperation with the powerful
Greens), and the country-members of the New Agenda Coalition plus other
activist governments outside of it such as Canada and Australia. We can only
re-emphasise this.

The overall context, then, is fairly summed up by saying that there is an
overall plus to be registered on the side of nuclear disarmament and restraint
after the end of the Cold War. But the slow yet uncertain forward march that
seemed to be represented by the signing of the CTBT has received a terrible
jolt by the Indian and Pakistani nuclear breakout. However, the momentum
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has not yet been fully reversed by those actions. It is still possible to resume
that slow, difficult, frustrating, uncertain, but nonetheless forward, march.
That was perhaps the most accurate overall assessment of the whole post-
Cold War disarmament momentum. Whether we can not only succeed in
this but even accelerate the pace of the forward movement is the key ques-
tion. In this regard what is accomplished or not accomplished in the next ten
years could well prove decisive for the coming century.

Notes 1. The World Court Project was set up by the International Physicians for the Pre-
vention of Nuclear War (IPPNW), the International Association of Lawyers
Against Nuclear Arms (IALANA), and the International Peace Bureau (IPB).
More than 700 groups from countries around the world endorsed the World
Court Project. More than 1.5 million declarations, mostly from Japan, were pre-
sented to the Court in October 1995.

Article VI of the NPT is as follows:
‘Each of the Parties to the Treaty undertakes to pursue negotiations in good faith
on effective measures relating to cessation of the nuclear arms race at an early
date and to nuclear disarmament, and on a treaty on general and complete dis-
armament under strict and effective international control.’

2. ‘Urging Shift by NATO, Germany Angers US’, International Herald Tribune,
November 23, 1998.

3. While ‘safety’ is a technical issue, ‘reliability’ is a term with military and politi-
cal overtones related to the question of a warhead’s performance. The ‘science-
based stockpile stewardship programme’ is that part of the overall SS&M pro-
gramme that justifies the development of more advanced facilities such as the
Dual Axis Radiographic Hydrodynamic Test Facility (DARHT) at Los Alamos
and the NIF at Livermore. For how the science-based SSP and SS&M pro-
grammes can be used to facilitate further design of warheads and production of
improved weapons, see ‘The Stewardship Smokescreen’ by H. Zerriffi and A.
Makhijani, in The Bulletin of Atomic Scientists, September/October 1996.

The key area of dispute is over the possible relationship of NIF and Inertial
Confinement Fusion (ICF) technique to the development of fourth-generation
nuclear fusion weapons which would not need nuclear explosive testing. The
theory of ICF is that the giant lasers yet to be built at NIF will produce concen-
trated pulses of ultraviolet light to explode a tiny gold capsule called a hohlraum,
itself comprising a pellet of deuterium and tritium. Just before the hohlraum ex-
plodes, it is supposed to emit a powerful beam of X-rays that will compress and
heat the pellet to more than a 100 million degrees Celsius causing deuterium and
tritium nuclei to fuse as in a nuclear bomb but on a very much smaller scale.

No one, and that means no one, knows whether the NIF has much chance of
success. Several leading physicists don’t give the NIF as much as a 10 per cent
chance of success. Even the most ardent enthusiasts (who are far fewer than its
critics) for the NIF will not give it more than a 50–50 chance of success. But the
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NIF is also obviously one of those ‘big science toys’ that keep weapons labs and
their scientists and administrators active and happy. See J. Bairstow, ‘Switch Off
the National Ignition Facility’ in Laser Focus World, September 1997.

4. Different nuclear weapons states and nuclear-capable states are situated at dif-
ferent levels in the ladder of qualitative weapons development. These states can
produce either first generation or second generation weapons. The CTBT pre-
vents qualitative transition to a higher generation level of weapons development.
No country can currently produce third generation nuclear weapons nor move to-
wards this if they respect the CTBT.

5. See note 3, as well. Apart from the genuine scepticism about the technical value
of the NIF in producing new fusion weapons, the Pentagon is supportive, but not
strongly so, of the NIF. The Defense Department has opposed any funding in-
crease for the SS&M programme coming out of its budget indicating the Depart-
ment’s stronger attachment to the existing hardware and weapons at hand than to
the more pie-in-the-sky promises of new wonder weapons in the future.

SS&M must also have regular yearly sanctions for its funding demands so that
its own progress is subject to possible Congressional stalling or opposition.

6. The two possibilities being discussed in the G-21 are an Ad Hoc Committee on
nuclear disarmament with a working group that is empowered to negotiate on
disarmament; or a Committee which only has, to begin with, a deliberative or
discussion status. For the supporters of the latter, even a Committee with only a
deliberative status would mean such a gain—a multilateral committee would
come into existence and its functioning would be legitimised—that rather than
risk making the best the enemy of the good, they would prefer that the demand
for the first kind of Committee be a bargaining posture rather than an inflexible
ultimatum.

7. This proposed conference of 60 participants is being planned by five Civil Soci-
ety Organisations, namely the Dag Hammarskjöld Foundation, the International
Network of Engineers and Scientists Against Proliferation (INESAP), the Trans-
national Institute (TNI), Gensuikin (Japan Congress Against A- and H-Bombs)
and Peace Depot (Japan).
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Speculations, Spins and Sinking Fortunes

 

By Walden Bello
The financial crisis that erupted in Asia with the floating of the
Thai baht in July 1997 could have been prevented. Not only this,
explains Walden Bello: it was largely the creation of a wide
range of actors on the global financial stage. He argues that al-
though Asia’s ‘crony capitalists’, who concocted a ‘witches’
brew of unsound and corrupt practices‚ must bear part of the
blame, the chief villains were Western speculative investors.
‘There is now little doubt that the central cause of the financial
crisis was the quick, massive flow of global and bank capital
into East Asia in the early 1990s and its even more massive and
even swifter exit in 1997.’

In the first place, multilateral institutions—in particular the
International Monetary Fund—set the stage ‘by pressing the
Asian governments incessantly to liberalise their capital ac-
counts, in order precisely to encourage massive foreign capital
inflows into their economies’. Investors then poured in, eager to
take advantage of high interest rates and low stock prices, and
encouraged by the ‘incredible hype created around the so-
called Asian economic miracle’ not least by the business press,
investment analysts and academics.

In the new conditions of the withdrawal of Western capital
and the need for a ‘domestic alternative’, the final part of the
story may still, in Walden Bello’s view, remain to be written by
the peoples of East and Southeast Asia, the hundreds of millions
of ordinary people, who have become passive participants in
the drama that is the Asian economic crisis.

Walden Bello is author or co-author of numerous articles
and 10 books on Asian political and economic issues, including
Dragons in Distress: Asia’s Miracle Economies in Crisis (Lon-
don, 1991) and the recently published A Siamese Tragedy: De-
velopment and Disintegration in Modern Thailand (London,
1998). He is also currently a columnist for the Far Eastern Eco-
nomic Review. This article is based on his presentation at a
seminar in October 1998 organised by the Philippine Center for
Investigative Journalism (PCIJ) and the Dag Hammarskjöld
Foundation. 

Disaster almost always produce heroes, those who would try to save who-
ever is in distress, or at least make the effort of offering a hand. But in the
case of the ongoing economic calamity in Asia, there seems to be only a sur-
feit of villains. The Japanese could have played the role of knight in shining
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armour at the end of 1997, when they had the chance to reverse the descent
into depression via the proposed Asian Monetary Fund (AMF)—a mecha-
nism capitalised to the tune of USD 100 billion that was designed to defend
the region’s currencies from speculative attacks. But, in typical fashion, they
shelved their proposal when Washington opposed it. Though the AMF is
now resurrected as the Miyazawa Plan that would give the troubled Asian
economies USD 30 billion in financial aid, it is too little and too late.

In contrast to this lack of heroes, there are a number of candidates for the
role of principal villain. Taking our cue from the Western press, one might
begin with the practices and institutions that are usually presented to the
public as Members of the Dark Side. That is, aside from Prime Minister
Mohamad Mahathir of Malaysia, who has become the US media’s favourite
whipping boy—at the same time, it must be noted, that they are in the proc-
ess of elevating Philippine Actor-President Joseph Estrada to the status of
Asia’s new hero.

One might begin by quoting a person who has come to be the chief spin-
meister of one version of the crisis, US Treasury Secretary Robert Rubin. In
assigning the blame for the financial crisis, Rubin assigned pride of place to
lack of information on the part of investors. In a speech he gave at the
Brookings Institution in April 1998, Rubin said:

There are obstacles to getting good information about economic and financial mat-
ters. One is the temptation—in the private sector and in government—to avoid dis-
closing problems. But sooner or later, as we have seen in Asia, the problems will
make themselves known. ... In many cases, lack of data meant that no one had a true
understanding of this build-up or of these economies’ vulnerabilities.1 

This lack of transparency on the part of financial institutions went hand-
in-hand with distorted incentives, lack of supervision, and the absence of
so-called prudential regulation. All this is, in turn, part of a witches’ brew of
unsound and corrupt practices known as ‘crony capitalism’, which Larry
Summers, the famous economist who is Rubin’s Undersecretary, says is ‘at
the heart of the crisis’.2 Interestingly, it might be pointed out, this term that
Summers and others picked up is one that we Filipinos coined during the
Marcos period.

The institutional 
turnabouts

Before going on, it is worth noting here that this is a massive reversal of the
view that held sway at the World Bank when Summers, who now plays an
overweight, over-the-hill Sundance Kid to Rubin’s Butch Cassidy on CNN,
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was that institution’s chief economist in the late 1980s and early 1990s. For
those too young to remember what the orthodoxy was then, one might refer
them to the Bank’s famous book, The East Asian Miracle, published in
1993: ‘In each HPAE (high performing Asian economy), a technocratic
elite, insulated to a degree from excessive political pressure, supervised
macroeconomic management. The insulation mechanisms ranged from leg-
islation, such as balanced budget laws in Indonesia, Singapore and Thai-
land, to custom and practice in Japan and Korea. All protected essentially
conservative macroeconomic policies by limiting the scope for politicians
and interest groups to derail those policies.’3 

To repeat, economic policy-making by Asian technocats, in this view, was
largely insulated from political and business pressures, and this was a large
part of the explanation for the so-called Asian miracle. Every mortal is, of
course, entitled to an about-face. But the problem with the latest intellectual
fashion from the Summers’ salon is that the practices of crony capitalism
were very much part of economic life in the three decades that East Asian
countries led the world in the rate of growth of GNP. If, indeed crony capi-
talism was the chief cause of the Asian collapse, why did it not bring it about
much, much sooner? How could economies dominated by these practices of
rent-seeking that supposedly suffocate the dynamism of the market—in-
cluding Japan and South Korea—even take off in the first place?

Moreover, crony capitalism has, in recent months, become so elastic in its
connotations—which range from corruption to any kind of government ac-
tivism in economic policy-making—as to become useless as an explanatory
construct. It is one thing to say that corruption has pervaded relations be-
tween government and business in East Asia. So it has, as in Italy or in the
US, where it is legalised through such mechanisms as ‘political action com-
mittees’ (PACs) that make politicians’ electoral fortunes dependent on fa-
vourable treatment of corporate interests. It is quite another thing to say that
corruption and its companions, lack of regulation and lack of transparency,
constitute the principal reason for the downfall of the East Asian economies.

Now, in the light of the developments in the latter part of 1998, criticising
the crony capitalist thesis might strike those who have followed recent
events closely as beating a dead horse. It is, but this dead horse deserves to
be beaten and buried because it has a way of coming back to life in Dracula
fashion periodically. In any event, after the Russian crash in August 1998,
the bail-out of the hedge fund Long-Term Capital by the US Federal Re-
serve a few weeks before that, and Brazil’s teetering on the edge, there is
now little doubt that the central cause of the financial crisis was the quick,
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massive flow of global speculative capital and bank capital into East Asia in
the early 1990s and its even more massive and even swifter exit in 1997.

And there seems to be little doubt as well that the multilateral institutions—
in particular the International Monetary Fund (IMF)—played a key facili-
tating role by pressing the Asian governments incessantly to liberalise their
capital accounts, in order precisely to encourage massive foreign capital in-
flows into their economies in the belief that foreign capital was the strategic
factor in development. Indeed, one can say that the IMF has been the cutting
edge of globalisation in the region, since it is financial liberalisation that is
the cutting edge of the integration of these national economies into the glo-
bal economy.

The herd of the
self-deceived

Now, Western speculative funds came to Asia not because they were conned
by crafty and dishonest Asian financial operators. Don’t get us wrong: Asia
was swarming with crooked financial operators. But that these Western in-
vestors were conned or fooled? Come on. No, speculative investors came
into Asia because they perceived the opportunities to gain greater margins of
profit on financial investments here to be greater than in the Northern money
centres in the early 1990s, owing to the much higher interest rates, the low
stock prices, and—not to be underestimated—the incredible hype created
around the so-called Asian economic miracle.

The fact is, money was very eager to get into Asian capital markets in the
early 1990s, and whether or not the information was available, investors and
fund managers were quite undiscriminating in their moves into these mar-
kets. As Rubin himself admitted in a speech at Chulalongkorn University in
June 1998:

One of the things that has most struck us about the Asian crisis is that after the prob-
lems began to develop and we spoke to the institutions that had extended credit or
invested in the region, so often we found these institutions had engaged in relatively
little analysis and relatively little weighting of the risks that were appropriate to the
decisions.4 

The fund managers were going to see what they wanted to see. Not only did
many not assess their investments and local partners or borrowers, but they
actually made their moves mainly by keeping an eagle eye on the moves of
other investors—especially those with great reputations for canny investing
like George Soros or Long-Term Capital’s John Merriwether. But if there
was little room or desire for serious analysis of markets in the entry phase,
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there was even less in the exit phase, as the rush of investment leaders com-
municated panic to one and all.

Indeed, in the first months of the crisis, Stanley Fischer, the American depu-
ty managing director of the IMF, was attributing the crisis, not to politicians
or to lack of transparency or to crony capitalism but to the investors’ herd
behaviour: ‘Markets are not always right,’ he said. ‘Sometimes inflows are
excessive, and sometimes they may be sustained too long. Markets tend to
react late; but they tend to react fast, sometimes excessively.’5 

Bangkok, for instance, was a debtor’s rather than a creditor’s market in the
early 1990s, with so many foreign banks and funds falling over themselves
to lend to Thai enterprises, banks and finance companies, and willing to
forego the rigorous checks on borrowers that Western banks and financial
instititutions are supposedly famous for. The bad—indeed, shady financial
history of the Thai finance companies—was not a secret.6 In the 1970s and
1980s, many finance companies resorted to questionable business practices
to raise capital, including widespread speculation and manipulation of stock
prices, leading to the closure of some of them. Any neophyte in Bangkok’s
financial club knew this history. Yet, the finance companies were flush with
foreign cash, often pressed on them by foreign lenders unwilling to forego
what could turn out to be a goldmine.

Throughout Asia, American Chambers of Commerce, foreign correspond-
ents’ clubs and expatriate circles were replete with stories of rigged bids,
double—sometimes triple—accounting, false statistics, cronyism in high
places, but everyone accepted that these were the risks of doing business in
Asia, and you had to live with them if you were going to have your share of
the bonanza. In the end, what really served as the ultimate collateral or guar-
antee for the investments foreign operators made in Asian enterprises and
banks was the 6-10 per cent growth rates that they expected to go on far into
the future. Now you might end up with some duds, but if you spread your in-
vestments around in this region of limitless growth, you were likely to come
out a winner.

The Business 
Press’s share of
the blame

This brings up the role of strategic expectations and the role of certain play-
ers and institutions that encouraged and maintained those expectations. In
other words, there was a whole set of actors that played a supporting but
critical role, and the speculative investors were operating in a context where
they were locked into a mutually reinforcing psychology of permanent
boom with these other players.
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A key player here is much of the business press. Business publications
proliferated in the region beginning in the mid-1980s. But proliferation
alone is not adequate to convey the dynamics, since there was also a process
of monopolisation at work. The Asian prosperity started attracting the big
players from the West, and among the more momentous deals were the pur-
chases of the famous Far Eastern Economic Review by Dow Jones, of
Asiaweek by Times-Warner, and of Star Television in Hong Kong by Rupert
Murdoch. CNN, another Time Warner subsidiary, and CNBC also moved in,
with much of their programming devoted to business news.

These news agents became critical interpreters of the news in Asia to inves-
tors located all over the world and served as a vital supplement to the elec-
tronic linkages that made real-time transactions possible among the key
stock exchanges of Singapore, Hong Kong, Tokyo, Osaka, New York, Lon-
don and Frankfurt.7 

Now, for the most part, these publications and media, whether they were
independent or part of the big chains, highlighted the boom, glorified the
high growth rates, and reported uncritically on so-called success stories,
mainly because their own success as publications was tied to the perpetua-
tion of the psychology of boom. A number of writers working on critical
stories about questionable business practices, alarming developments, or
failed enterprises complained that they could not place their stories, or that
their editors told them to accentuate the positive.

Parachute journalism, a phrase applied to the practice of writers flying
in, becoming instant experts on the Vietnam War, or the Philippines under
Marcos, then leaving after filing their big stories, became common practice
in economic journalism in the 1990s too, with Fortune, Business Week,
Newsweek, and Time setting the pace. It was, for instance, Dorinda Elliot of
the Newsweek airborne brigade, who, more than anybody else, sanctified the
Philippines’ status as Asia’s newest tiger during the Subic APEC (Asia Pa-
cific Economic Cooperation) Summit of November 1996—a status that last-
ed less than eight months, until the collapse of the peso in July 1997.

Many of these business publications, in turn, developed an unwholesome
reliance on a character type that proliferated in the region in the early 1990s,
the investment adviser or strategist—an ‘expert’ connected with the re-
search arms of banks, investment houses, brokerage houses, mutual funds
and hedge funds. Indeed, in many instances, notes Philip Bowring, former
editor of Far Eastern Economic Review, economic journalism degenerated
into just stringing along quotes from different investment authorities.
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Interestingly enough, many of these people were expatriates or ‘expats’, to
use a Bangkok term, some of them refugees from the collapse of stock mar-
kets in New York and London in the late 1980s. Some of them were Genera-
tion X or pre-Generation X types who had been too young to participate in
the junk bond frenzy in Wall Street in the Reagan years but discovered simi-
lar highs in the East. Many of these people were as young as Nick Leeson,
the 26-year-old broker who brought down the venerable Baring Brothers.
But via the reporters in the business press, their advice on going ‘under-
weight’ or ‘overweight’ in certain countries or taking short or long positions
in dollars or moving into equities and out of bonds and vice versa, were dis-
pensed to readers as gospel truth. This is not to say that all of these ‘experts’
dispensed uniformly optimistic advice to investors playing the region. It did
mean, however, that they could not afford to paint too pessimistic a picture
of any country in the region since, after all, their bread and butter came from
bringing global capital into Asia.

A good illustration of the modus operandi of these operators is provided by
a prominent Singapore-based expat expert, who was widely cited in the
Economist, Far Eastern Economic Review, Financial Times, Reuters and the
Asian Wall Street Journal as the last word on the Southeast Asian investment
scene. This is how this expert assessed Thailand in December 1996, when it
was becoming clear to the rest of us mortals in Bangkok that the economy
was in real deep trouble:

We believe that current pessimism about the Thai economy is based on a number of
key misconceptions. We do not believe any of the following:
– Thailand is entering a recession.
– Investment is collapsing.
– Export growth is collapsing.
– The Bank of Thailand has lost control.
– Current account deficit is unsustainable.
– Thailand faces a debt crisis.
– There is a chance that the Baht will devalue.

Economic pros-
pects for 1997: 
expect a rebound8 

Now, the reason for focusing on Neil Saker of Singapore’s SocGen Crosby
Securities is that he is one of the best examples of the way market players
operate in East Asia. One would have expected that after such a massive
misreading of the situation, he would have been run out of Asia by irate in-
vestors. But lo and behold, Saker was able to transform himself from the
prophet of permanent boom into the prophet of doom after the financial col-
lapse of 1997, this time issuing statements about how investors would be
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wise to go ‘underweight’ in their investments in the region for a long time to
come. Lately, he has again reinvented himself, this time as the prophet of the
‘Asian recovery’, advising investors to go ‘overweight’ in Thailand and Sin-
gapore, which so happened to move into recession on the day he issued his
recommendation.9 

And, worse, he is quoted just as frequently today in the Financial Times, the
Far Eastern Economic Review, Asiaweek, and the Asian Wall Street Journal.
The market has such a short memory that it rewards charlatans instead of
punishing them.

Academics: 
bystanders or 
accomplices?

But to lay the blame only on the business press and the investment advisers
for the creation of an atmosphere of inflated expectations would not be fair.
For the academic world played a key role. After all, it was economists and
political scientists in the West, who, when seeking to explain the high
growth rates of the Asian countries from the 1960s on, formulated the inter-
related propositions that an economic miracle had come about in Asia, that
high growth was likely to mark the region in the forseeable future, and that
Asia would be the engine of the world economy far into the 21st century.
What is even more amazing is that there was a remarkable consensus be-
tween the left and the right in the academic world that Asian growth was ex-
ceptional—though for diametrically opposite reasons. The right insisted
that it was because of free markets, the left because of the role of the inter-
ventionist state.10 

Writing on why and how the tigers evolved and why Asia would be the
centre of the world economy in the coming century became big business,
and here the most thriving business were those books that sought to equip
American businessmen and politicians with insights on how to deal with
those formidable Asians, such as James Fallows’ Looking at the Sun. Not to
be left out of the boom, the security experts sought to cash in on the Asian
miracle mania by writing on how Asian prosperity could produce either
peace or war, with crass pop analysts writing on ‘the coming war with Ja-
pan’ or ‘the coming war with China’, or, like Harvard guru Samuel Hunt-
ington, expatiating on the long twilight struggle against the ‘Islamic Confu-
cian Connection’.

But whether they liked Asia or saw it as a threat, most academics and policy
analysts believed in the long Asian boom.

The few of us who dissented from this consensus were attacked by both
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sides. Our critique of the increasing stresses of the NIC growth model on ac-
count of collateral damage in the form of environmental devastation, the
subjugation of agriculture to industry, the growing income disparities, and
the growing technological dependency that were behind the creation of
structurally determined trade deficits was dismissed by the right as well as
the academic liberals as a case of ‘leftist pessimism’.

But we were also dismissed by the academic left, who saw us as adhering to
old-fashioned dependency theory or to obsolete variants of Marxism. In-
deed, the most savage criticisms sometimes came from the left. To cite one
example, a reviewer of Dragons in Distress in a progressive journal said that
our suggestion in 1990 that Korea’s problem in a few years’ time would not
be how to enter the First World but how to avoid being hurled back into the
Third World was simply laughable.

In any event, the World Bank stepped in to serve as arbiter between the left
and right interpretations in the early 1990s and found merit on both sides of
the argument—though more merits, it said, resided on the right than on the
left. But what is particularly significant for this discussion is that the Bank
declared that, despite slight deviations here and there, the Asian tigers had
the economic fundamentals right and were thus geared to enter a period of
even greater prosperity. Since the World Bank is the equivalent in develop-
ment circles of the papacy in the Roman Catholic Church, the World Bank’s
book, The East Asian Miracle, which came out in 1993, became a kind of
bible, not only in the academic world but in financial and corporate circles.
The rush into Asia of speculative capital in the next few years must certainly
be at least partly tied to its thesis of Asian exceptionalism, to Asia as the land
of the never-ending bonanza.

The story so far To recapitulate the main points of this drama:

1. Crony capitalist practices pervaded Asian capitalism, but they were defi-
nitely not the cause of the financial collapse.

2. Northern finance capital was not conned into investing in the region by
dishonest Asian banks and enterprises that concealed the actual state of their
finances. That is, they cooked their books but they fooled nobody.

3. Portfolio investors and banks moved vast quantities in and out of the re-
gion, often without any real effort to arrive at an assessment of local condi-
tions and borrowers and largely as a result of herd behaviour.
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4. The fundamentals of borrowers were often ignored in favour of what
many investors and lenders saw as the real collateral or guarantee, that they
would eventually get a high rate of return from their investments, which was
the 8–10 per cent growth rate of the country, expected to extend far into the
future. Now with such a perspective, you should expect to end up with some
bad eggs among your debtors, but if you spread your investment around in
this region of everlasting prosperity, you were likely to come out ahead in
the end.

5. Also playing a critical role as accomplices in the Asian financial crisis
were three institutional actors: the business press, the investment analysts,
and, last but not least, the majority of academic specialists on the East Asian
economies and political systems.

And to reiterate: a global network of investors, journalists, investment ana-
lysts, and academics were locked into a psychology of boom, where growth
rates, expectations, analysis, advice and reporting interacted in a mutually
reinforcing inflationary fashion characteristic of manic situations. Just as in
the case of the Cold War lobby in the US, there was a whole set of actors
that—perhaps half-consciously, one must concede—developed an institu-
tional interest in the maintenance of the illusion of a never-ending Asian
bonanza so that, whether in the press, in the boardroom, or in the academy,
alternative viewpoints were given short shrift.

But not to worry, many of the prophets of boom quickly adjusted and be-
came prophets of doom or sanctimonious exponents of the crony capitalist
explanation for Asia’s problems. Many are coming through with their repu-
tations intact and some are realising that books on why Asia collapsed can
be just as profitable as books on why Asia was going to be the driver of the
21st century during the boom.

But wait a minute: this only brings the story to July 1997, the day the float-
ing of the Thai baht triggered the crisis. What happened afterwards, from
July 1997 up till today, still needs to be written, but for this part the story
line is much clearer, with the IMF and the US Treasury, Japan, and Prime
Minister Mahathir serving as chief protagonists, with brief walk-in perfor-
mances by China, Hong Kong and the World Bank.

And how will all these end? That part of the story remains to be written by
the peoples of East and Southeast Asia, the hundreds of millions of ordinary
people who have become passive participants in the drama that is the Asian
economic crisis. Rather than acting, they have been acted on. But, that may
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no longer be the case, judging from events in the streets of Jakarta, Kuala
Lumpur and Bangkok. In the coming period, the region is likely to see the
emergence of movements motivated by resistance not only to indiscriminate
financial and economic globalisation but to its cultural and political aspects
as well.

Within the region, we are likely to see a move away from dependence on
foreign financial flows and foreign markets toward economic strategies
based principally on domestic financial resources and the local market. That
means greater pressure on governments for redistribution of assets and in-
come in order to create the dynamic domestic market which can serve as the
engine of growth in place of the roller-coaster global economy.

Elements of the domestic alternative are already being discussed actively
throughout the region. What is still unclear, though, is how these elements
will hang together. The new political economy may be embedded in reli-
gious or secular discourse and language. And its coherence is likely to rest
less on considerations of narrow efficiency than on a stated ethical priority
being given to community solidarity and security.

Moreover, the new economic order is unlikely to be imposed from above in
Keynesian technocratic style, but is likely to be forged in social and political
struggles. For one thing is certain: Mass politics with a class edge—frozen
by the superficial prosperity before the crash of 1997—is about to return to
centre stage in Asia.

In short, this disaster is likely to end with a bang—a good one—and not a
whimper.
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Through a Glass, Darkly
By Philip Bowring
The charge of lack of transparency can be laid against many dif-
ferent actors, institutional and individual, as a major cause of
the current Asian economic crisis. Journalists have a crucial
role to play in ‘digging out information that banks, companies
and governments may seek to keep hidden’, but the extent to
which they can help clean ‘the glass of public life’ depends on
several factors: the ethical climate in which they operate, their
relative freedom, their determination and their level of expertise
in asking the right questions.

This article—based on a presentation in October 1998 at a
seminar organised by the Philippine Center for Investigative
Journalism (PCIJ) and the Dag Hammarskjöld Foundation—
cites cases of ‘what can happen when journalists do their jobs
well’. We should ‘not expect too much’—the careers of Britain’s
Robert Maxwell and Australia’s Alan Bond flourished despite
these societies’ much-vaunted press freedom—but even when
the media is only semi-free it can make a difference, at least to
the future. The Asian crisis, with its domestic and international
fallout, is a reminder to journalists that ‘we must use our
freedoms effectively’. 

Philip Bowring, born in England and educated at Cam-
bridge, England, and Khartoum, Sudan, has been a journalist
for all his working life, in London, Africa, Australia and—since
1973—in Asia. Based in Hongkong he has been business editor,
deputy editor and editor of Far Eastern Economic Review and
Southeast Asia correspondent of the Financial Times. Since
1992 he has been a columnist for the International Herald Trib-
une and a consultant on regional issues.

The buzzword of the current Asian economic crisis ought to be a journalist’s
delight. The word is Transparency. Lack of transparency is said to have been
a major cause of the financial disasters that have led to dramatic economic
contraction and numerous corporate bankruptcies.

The charge of lack of transparency has been applied to weak spots now per-
ceived as having led to the crisis. First on this list is the awarding of con-
struction and other major contracts. Insider deals, whether driven by po-
litical connections, family ties or sheer size of kickbacks, have led to
excessively high contract costs, wrong choice of technology and, in more
extreme cases, the undertaking of projects that had no commercial merit
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even under the best of circumstances. This case will be especially familiar to
Filipinos as it was so prevalent in their country during the Marcos era. ‘In-
vestors’, geared up with bank credits and Exim guarantees, could be sure to
make enough money from the construction phase of a project by kickbacks
from suppliers etc., without having to worry about operating the factory/
hotel/power station at a profit.

Another weakness is found in the operation of banking systems, not just in
Asia. Favours and kickbacks in the banking industry are almost the norm in
some countries. But that is not the only problem. In many instances in Asia,
notably in Indonesia but also in South Korea and (most recently discovered)
in China, foreign borrowing was much greater than had been assumed either
by local regulators or by international bodies such as the Bank for Interna-
tional Settlements and the International Monetary Fund (IMF). The reasons
included a need on the part of the borrower and lender to avoid foreign bor-
rowing rules (China) and to give borrowers greater flexibility in the use of
funds and lenders an opportunity to book loans through a third-country
company in order to avoid country-specific credit ceilings (Indonesia).

Also on the list are the activities of investment banks that brought to stock
markets (and in a few cases international bond markets too) a large number
of issues that were on the borderline of fraud. Fantastic profit prospects were
conjured up, enticing new shareholders, institutional as well as individual.
This was backed by ‘research’, which claimed to be independent but was ac-
tually just a selling tool for the investment bank. Such rose-tinted ‘research’
also helped draw in bank financing. The Western brokers and investment
bankers were probably more guilty on this score than the local ones as they
had the sales and distribution networks that the locals lacked, certainly over-
seas. They also controlled investment funds that could be abused to create
false markets or to prop up new issues with which their related companies
were involved.

In addition to the lack of transparency at the institutional level, there is over-
whelming anecdotal evidence of kickbacks to fund managers who bought
particular stocks. In Hong Kong and elsewhere, fraud against individual in-
vestors by brokers dealing on their own account, when discovered, was even
treated as a mere misdemeanour and not the serious crime it is. Everywhere
this is a cosy industry where cronyism rules and the regulators and regulated
are professionally intertwined.

Then there is the privatisation of once public assets and industries. Even the
most advanced countries with strong and relatively clean bureaucracies
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have had problems in privatising some assets, especially utilities with natu-
ral monopolies. Malaysia and Indonesia in particular have either sold off ex-
isting activities or given franchises for new ones (such as toll roads, TV, mo-
bile phones) without so much as a pretence at open and transparent bidding.
In some cases, franchise terms have been changed after the fact to help fran-
chisees at the expense of the public user or taxpayer. In others, projects—for
example power plants in Indonesia—proceeded with scant regard for power
demand, suggesting that the big money was going to be made on the con-
struction contracts.

None of the above is unique to the Asian crisis. Problems of transparency in
international contract awards have been a subject of concern for many years.
They led to the foundation some five years ago of a body, Transparency In-
ternational, aimed at combating the menace and trying to show big business
that though the practice of transparency might lead to some short-term loss
of business, it was in their interest.

Tools for 
illumination

But what can journalists do about transparency? In theory, that sounds like
an easy question. The more that is known about listed companies, public
contracts, bank lending, and actual or potential conflicts of interest, the less
likelihood of major scams, cronyism, and sheer stupidity. In which case,
journalists have a major role to play in digging out information that banks,
companies and governments may seek to keep hidden. The theory that ‘sun-
light is the best disinfectant’ remains valid.

Yet things are really not so simple. It has to be acknowledged that self-
discipline and local ethical traditions are as important as sunlight. Singa-
pore, for example, may not be as squeaky clean as it likes to project itself,
but there is little doubt that it enjoys a reputation for being the most corrup-
tion-free place in the region at the same time as transparency is limited, with
the media reporting what government and companies want reported.

At the other end of the spectrum is the Philippines, which simultaneously
enjoys a reputation for having one of the freest media in Asia and fares badly
in the corruption league. Why? How come? Is it that the media do report a
lot of what is going on but society tolerates it? Or that the media are gener-
ally viewed as too sensationalist to be taken with the seriousness that the is-
sues demand? Or perhaps it is because the mainstream media are not actu-
ally free: owners are too interested in using what they own to promote
themselves, attack rivals or avoid offending business groups with which
they are friendly or on which they rely for advertising revenue.
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If journalists are to perform a useful function, they must not only have en-
ergy, they must be able to ask the right questions. That may require a level
of expertise often lacking. And for that, some US approaches to journalism
may be at fault. A journalist is only there ‘to report’ what others say and do
and is not supposed to know too much himself. That may not be too much
of a problem (though I do not agree with it) in societies with all kinds of ac-
ademic and professional people, interest groups, etc. of varying views to be
called on and vast databases to be tapped. But that is not the case in most of
developing Asia.

Another factor is that in developing countries, the levels of education some-
times required for certain types of inquiry are not readily found among jour-
nalists. Remuneration is mostly very low, both compared with banks and
with government and academia. Asia is littered with lecturers in journalism
who have paper qualifications but have never run a news desk in their lives.

To cite just some examples of what can happen when journalists do their
jobs well. Back in the mid-1970s, an article in the Far Eastern Economic
Review, of which I was then business editor, exposed a huge case on insider
dealing on the stock market. This eventually led to legislation (never prop-
erly enforced—but that is another matter). The article took not only time
and determination but also considerable knowledge by the journalist of the
companies involved and the way the market operated. You cannot sit around
hoping a ‘Deep Throat’ will whisper the news in your ears.

In the Philippines, I can cite works such as Marites Vitug’s book Power from
the Forest, and preceding articles, which demonstrated the dogged but un-
ideological determination to understand the issues and get to the facts of
what was happening on Palawan. These also illustrated another kind of skill:
identifying the linkages between business and politics, which too often are
conveniently compartmentalised. In Hong Kong, for example, there is scant
detailed examination of the links between political power and the local
property tycoons. The connections are referred to in general terms, but few,
if any, dare examine them in detail.

In Indonesia, the extent of first-family business dealings was revealed rather
differently. Drop by drop, and as government pressures permitted, the scope
of the family interests became clear several years ago. Investigative work
and a determination to keep pushing back the limits of freedom resulted in
much more extensive coverage of elite business doings in Indonesia than in
Malaysia, for example. The information provided a basis for helping the
populace to judge Suharto, to consider when the effects of nepotism had
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come to outweigh the many benefits that Suharto had brought in the past,
and to doubt the need for his continuance in office.

Connecting the 
dots—later

But it is also true that journalism, however good and gutsy, can only deal
with events that have passed. Take Thailand. It is hard to see how the coun-
try’s free media, in the months prior to July 1997, could really warn of the
impending financial disaster, or at that time churn out reports on the ex-
change rate and the finance companies that would later bring Thailand’s for-
tunes crashing down. It is evident, though, that Thailand subsequently ben-
efited immensely from its media coverage of what had happened. This not
only shortened the life of the Chavalit government but also helped ensure
that its successor follow a stable policy.

Thailand and South Korea, though both deeply nationalistic countries, also
largely avoided blaming foreigners for all their problems. The foreign bank-
ers had behaved appallingly. But free media helped keep the attention on the
local culprits rather than—as in Malaysia—the government using the media
to deflect blame from itself and heap it on to George Soros, the foreign me-
dia and even on Presidents Estrada and Habibie.

Thus, awareness of the domestic causes of crisis has been an important part
of addressing them squarely. Likewise, even in cultures that are forgiving by
nature—and I refer to the Philippines here—it is likely that a free media is
acting as a check on cronyism. The return of a few Marcos-era individual
cronies is disappointing to many. But the important thing is to avoid return
of the crony system. And here it seems to me that the media are continuing
to play a useful role.

But do not expect too much. Look at the West. For all its self-proclaimed
press freedom, look at the careers of crooks like Britain’s Robert Maxwell,
himself a media owner, and Australia’s Alan Bond. Both men had long his-
tories of dubious business dealings, which press, politicians and bankers
long chose to ignore. Partly they enjoyed the association with glamour. Part-
ly they fell for public relations lunches and other delights. Partly they were
cowered by threats of libel lawsuits. Partly they were just dumb, lacking
what should be all journalists’ first instinct: asking questions.

So there is nothing unique in Asian media’s many failures to expose crooks
before they are exposed by others. But they can be commended for being
rather less gullible or corrupted than many bankers and regulators. Look at
the career of Lee Ming Tee, creator of serial corporate scams first in Malay-
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sia, then in Australia, then Hong Kong. I’m sure he will turn up somewhere
else soon enough. I’m not sure whether this is because memories are so
short or we are all too parochial, not noticing events in other countries that
ultimately affect us. Awareness is especially important in this region be-
cause there are so many business interconnections, particularly via individ-
uals and families.

Thus, ‘contagion’ was partly a product of linkages peculiar to this region: a
corporate or banking problem in, say, Indonesia is immediately felt in Hong
Kong, Malaysia, etc. I am not sure that the media—and I have to say that
those in the Philippines seem to me especially parochial—have shown
themselves insufficiently aware of these linkages.

Clarity versus 
cloudiness

As for governments, the crisis seems to have propelled some to greater
transparency in the hope this will avoid further repetition. Thailand is a case
in point. The Bank of Thailand, which has always been relatively accessible,
seems to want to return to more open standards after a period of trying to
avert disaster by denying access to reality. Even Singapore seems to be edg-
ing towards a more open attitude to economic and business news. And in
China some of the very open discussion of issues and problems is finding its
way into the media as the political leadership finds the press can sometimes
be a more effective way of fighting corruption and abuse of power than the
normal party and state mechanisms. The leadership also recognised the dan-
gers of too free a rein. But there has been progress.

Yet the story is somewhat different in Hong Kong, where the government’s
actions have been aimed at hiding some realities—the scope and focus of its
share-buying in particular—and suggestions that it is ‘unpatriotic’ for the
media to criticise its market actions, which were aimed at nasty foreigners.
Some media bought this nonsense. But many did not. For these media, the
crisis seems to have brought about a greater willingness to criticise once
idolised figures—the mega-rich property developers.

In Malaysia, the crisis has also engendered a retreat into ‘patriotism’ in the
media. But this seems more directed by the government than the result of the
media’s own inclinations. Enough real information has continued to find its
way, albeit often in the small print, into the public domain for people to
grasp the gist of what is happening—for example, in the rescue of crony
companies such as Renong. The government’s eagerness, meanwhile, to
deny the ‘lies about Malaysia in the foreign media’ merely serves to give
credence to many such ‘lies’.
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In Malaysia as elsewhere, any reform movement must begin by identifying
the failures of the past, and those responsible. Even a semi-free media is by
definition a threat to the status quo, even when it is not overtly anti-govern-
ment. I would cite the example of Indonesia’s Tempo, essentially the mouth-
piece of the new urban upper middle class, with a huge vested interest in
socio-economic stability. Its revelations about the first family were a major
long-term contributor to reform in Indonesia before it pushed the envelope
a little too far and was banned. The lesson, of course, is not that media are
destructive and anarchic. Rather, it is that all societies need checks and bal-
ances. If Suharto had read the Tempo message correctly, he would have
reined in his children a long time ago.

For us journalists, the lesson is to show that we recognise the crisis as an op-
portunity to promote the benefits of free media. But it is also a reminder of
how we must use our freedoms effectively. Ask questions without fear or fa-
vour. And publish the answers. Transparency does not just happen. The
glass of public life is usually fogged or dirty. The job of journalists is to
clean it.
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Transparency and Accountability
in Drug Regulation
Fighting for the Right to Know

By Ellen ‘t Hoen 
The ‘harmonisation’ of medicinal drug regulation within the
European single market presents both a challenge and an
opportunity to consumer organisations, scientists and others
pressing for greater openness and easier access to information
about drugs. Since 1995, when the European Medicines Evalu-
ation Agency (EMEA) was established, public assessment
reports have been published and are readily available on any
pharmaceuticals approved through the ‘centralised procedure’,
which is one of two authorisation procedures set up. But this is
only a first step towards greater transparency. The Interna-
tional Society of Drug Bulletins, an independent organisation
which promotes the international exchange of good-quality
information on drugs and therapeutics, has identified several
serious flaws in assessment reports—an example being that on
interferon beta-1b—which indicate too great a reliance on data
provided by the pharmaceutical companies. Meanwhile, huge
quantities of new medicines with no real therapeutic value are
released onto the market every year, as a recent report by the
independent journal Prescrire has shown.

The International Working Group on Transparency and Ac-
countability in Drug Regulation, an initiative of Health Action
International-Europe and supported by the Dag Hammarskjöld
Foundation, is campaigning for an end to secrecy in the regula-
tion of pharmaceuticals. Among its chief concerns is the situa-
tion in Third World countries where under-resourced drug regu-
lators often depend on information from their counterparts in
the West—information which is frequently not shared with them.
‘The growing trend towards international harmonisation and
globalisation of the drug markets make the need for interna-
tional, accessible information, transparent regulatory proce-
dures and active exchange of data concerning drug safety a
matter of great urgency.’

Ellen ‘t Hoen is an international medicinal drug policy con-
sultant. In 1981 she was one of the founders of DES Action the
Netherlands, where she worked as a coordinator until 1990.
From 1990 to 1996 she was a staff member of the European
office of Health Action International. From 1996 to 1999 she
served as the coordinator of the International Society of Drug
Bulletins (ISDB) and the independent French drug bulletin La
revue Prescrire. She is presently working as a consultant to
Médecins Sans Frontières. 
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Introduction Each year new drugs are launched that take their place with the thousands of
drugs already being used by consumers. A great deal of the information
gathered during clinical trials and the entire research and development pro-
cess is never released. Companies carefully hide crucial information from
the public eye. Moreover, drug regulatory agencies contribute to the secrecy
that surrounds medicines by keeping their files closed, only releasing the
minimum required. This practice is meeting increasing criticism from con-
sumer organisations, scientists, editors of drug bulletins and others who are
concerned about the way medicines are regulated in our society and the way
information about drugs and health is managed. More transparency and ac-
cess to information about drugs promote a greater understanding of the regu-
latory processes and ultimately a better usage of medicines.

The secretive 
behaviour of drug 
regulators

Drug regulators’ secretive behaviour can lead to bizarre situations. This be-
came painfully clear in 1991 when the UK Committee on the Safety of
Medicines withdrew the sleeping pill triazolam (Halcion) from the UK mar-
ket on the basis of evidence available to them but without being able to re-
veal the reasons behind this decision to the public or the medical profes-
sion.1 

The Halcion case sparked a campaign for greater public access to drug in-
formation in the UK. In 1992 the UK’s National Consumer Council (NCC),
Social Audit, the Campaign for Freedom of Information and others joined
forces in an initiative to promote greater public access to drug regulation in-
formation by sponsoring ‘The Medicines Information Bill’. This legislation
would have required the Medicines Control Agency to publish detailed in-
formation related to the suspension of a licence, and given the public the
right to see all safety information, the advice of the Committee on the Safety
of Medicines, and inspection reports of manufacturing plants. It would also
have narrowed the scope of section 118 (the secrecy clause) so that only
genuine manufacturing secrets and sensitive information about unlaunched
products could be withheld.2 While the bill went through two readings, it
was opposed by the government and pharmaceutical industry and never
came to a vote. The British manufacturers threatened to boycott the UK drug
regulatory system if the bill was passed.

At the same time the amazing details of a serious Italian corruption scandal
unfolded. Professor Diulio Poggiolini, head of the Italian medicines divi-
sion, was tried and found guilty of accepting large amounts of money and
gifts from pharmaceutical companies in exchange for speeding up registra-
tion procedures, allowing favourable price deals and changing the indica-
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tion for certain products. Professor Poggiolini was at the time also President
of the European Committee for Proprietary Medicinal Products (CPMP),
the scientific committee of the European Commission that dealt with new
drug applications, and later moved to the European Medicines Evaluation
Agency (EMEA).

Secrecy shows itself in another form when companies refuse to provide in-
formation about drugs to prescribers who want to ensure safe use. The drug
bulletin, Drug Disease Doctor, described attempts to obtain information
about the excipients of 130 popular oral liquid brand preparations. The
authors wrote to the medical directors of 56 companies. After receiving a re-
minder letter, 27 (48 per cent) of these replied, six refused to give the infor-
mation, six offered other reasons for not furnishing information (e.g. the
product was no longer in production) and 15 (27 per cent) provided infor-
mation on 30 products. The rest of the companies (52 per cent) did not re-
spond. The authors commented thus on the outcome: ‘It raises questions
about the quality of the products used by non-responders. Refusals and no
response was obtained from many well-known multinational companies. It
is clear that the message of “greater transparency” is yet to reach the phar-
maceutical companies in developing countries.’3 

At the 1992 annual meeting of Health Action International-Europe (HAI)—
a network of groups that promote rational drug use—participants adopted a
resolution on secrecy in medicines control. The resolution stated: ‘Secrecy
in medicine regulation is pervasive, largely unnecessary, and an obstacle to
health. Lack of information limits freedom of choice, reduces scientific
credibility and inhibits constructive participation.’ The activities of con-
sumer groups in the UK quickly spread to the rest of Europe. Consumer
groups and others began to question their national drug regulators on their
information policies.

European drug 
regulation

In Europe in the early 1990s the national drug regulators often responded
with promises of openness and access to more information once the new
European drug regulatory systems were in place.

European drug regulation is part of the overall European single market and
the harmonisation of regulations that came with it. The main characteristic
of the European single market is the free travel of persons and goods. For
pharmaceuticals this means that once a drug is approved in one country it
cannot be refused in another EU Member State. The European harmonised
drug regulatory system is often seen as a model for other parts of the world.
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Drug regulation in the European Union

European drug regulation has been a gradual process. The first direc-
tive for regulation of pharmaceuticals in Europe goes back to 1965.4

The EU-wide system of mutual recognition was established in 1975.
The new European systems for drug regulation have been in place
since 1995. These included:

• the requirement that all drugs to be marketed in more than one
Member State obtain marketing approval through one of the Euro-
pean procedures: the centralised or the decentralised procedure;

• national procedures only for a drug marketed in one country;
• binding decisions for all member states;
• the establishment of the European Medicines Evaluation Agency

(EMEA).

European drug regulation consists of two marketing authorisation pro-
cedures: centralised and decentralised. The centralised procedure is
compulsory for biotechnology drugs and optional for other innovative
drugs. The decentralised procedure is open for all others.5 

The European Medicines Evaluation Agency (EMEA) plays a central
role in European drug licensing procedures. The Agency is ‘respon-
sible for coordinating the existing scientific resources put at its disposal
by the competent authorities of the Member States for the evaluation
and supervision of medicinal products’.6 The Council regulation lists a
series of tasks for the EMEA which includes responsibilities in the area
of information provision to health professionals and the public.7 

Since 1995, the EMEA has taken an important step towards greater
transparency by publishing a European Public Assessment Report
(EPAR) for each new drug that is approved through the centralised pro-
cedure. Since 1995, 88 marketing authorisations have been given con-
cerning 67 substances out of 177 applications.8 EPARs on the ap-
proved drugs are available as retrievable files on the Internet.9 How-
ever, the deliberations of the scientific committee, the CPMP, are not
open, and neither minutes nor reports of the meetings are published or
accessible. This makes it difficult for outsiders to understand or explain
certain outcomes of the deliberations of the committee other than
through unverifiable rumours.
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As the European Union is expanding, more and more countries are adapting
their legislation to the European requirements. Likewise, non-EU countries
are changing their drug laws in line with EU regulation in anticipation of
joining the Union in the future. One country to have done so is Norway.

The European Medicines Evaluation Agency (EMEA) plays a central co-
ordinating role in European drug regulation, including the provision of in-
formation. Although the quality of information provided is better than that
revealed by most national drug regulators, it still leaves a lot to be desired,
as the following example illustrates.

Mysteries in 
package inserts

On 14 February 1996, the European Commission issued a marketing
authorisation valid for the entire European Union for the anti-cancer drug
Fareston (toremifene). The therapeutic indication, as given in the Summary
of Product Characteristics in the EPAR,10 is ‘first line treatment of hormone-
dependent metastatic breast cancer in postmenopausal patients. Fareston is
not recommended for patients with oestrogen receptor negative tumours.’

However, the information for the patient differs from the scientific informa-
tion published in the European Public Assessment Report (EPAR). The
package leaflet which contains the patient information about the drug gives
the indication: ‘treatment of a certain type of breast tumour in women who
have had their menopause’. This information is inaccurate since breast tu-
mour may refer to both benign and malignant tumours. The use of Fareston
(toremifene) is restricted to the treatment of breast cancer and is not indi-
cated for benign tumours. There is no mention that it concerns a malignant
tumour. The word cancer is not used in the information to the patient.

Apparently the wording results from a dispute between members of the
CPMP, and the decision to use the word ‘tumour’ was a compromise to sat-
isfy those who did not think that the word ‘cancer’ should appear in patient
information leaflets. HAI-Europe has asked the EMEA to reverse this deci-
sion. The chairwoman of the women’s rights committee of the European
Parliament also asked for an explanation. The EMEA and the European
Commission defended their position, with reference to the EU labelling di-
rective which says: ‘certain therapeutic indications shall not be mentioned
in the package leaflet, where the dissemination of such information might
have serious disadvantages for the patient’. How the scientific committee
came to the conclusion that mentioning the correct indication for an anti-
cancer drug can be a disadvantage for a woman with metastatic breast can-
cer remains a well-kept secret.
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Drug bulletins
and access to 
information

Independent drug bulletins have a particular interest in the information pro-
vided by drug regulators. The production of reliable drug information re-
quires independent editorial processes and access to both published and un-
published data. For this reason members of the International Society of
Drug Bulletins (ISDB) are concerned about the degree of transparency and
access to information allowed by the various actors controlling access to
scientific data, i.e. research and evaluation institutions, drug manufacturers
and drug regulators. From the outset European drug bulletins have been
monitoring the work of the EMEA.11 The information provided by the
EMEA on the Internet is also of importance to those involved in drug infor-
mation activities outside the EU.

ISDB acknowledges that the EPAR is an important step forward, but a first
step only. Access to information about how the reports are put together,
what the basis for the decisions is and how conclusions are reached in the
scientific committees remain in the secret domain. The EMEA does not pro-
vide the full text of clinical trial reports, copies of the expert reports, copies
of the minutes of the discussion in the CPMP on the clinical evaluation of
the drug or the reasons for rejecting an application or a new indication for a
drug. From its sister Agency, the US Food and Drug Administration (FDA),
most of this information is available under the Freedom of Information Act
and bulletins often turn to the services of the FDA to obtain information
about drugs marketed in Europe.

ISDB systematically reviews the EPARs and makes recommendations for
improvement. ISDB and EMEA now have an ongoing dialogue about the
quality of the information provided by the agency and how to improve it.

Trade secrets—top 
secrets?

Regulatory agencies that are asked for more information hide behind the
need to protect trade secrets. In some cases these may even be perceived le-
gal obligations. For example, in the Netherlands, over the years the entire
application file has become a trade secret, although there is no justification
or legal reason for this. In Sweden too—a country with a long tradition of
open government—much of the information held by the regulatory agency
is kept secret.

An important problem is that there are no explicit and transparent guidelines
to determine which information is commercially confidential. The EU
Council Regulation that sets out the rules for the EMEA in article 12, sub-
section 4, speaks of ‘deletion of any information of a commercially confi-
dential nature’, without defining what that is. In practice it seems to mean
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those pieces of information that the company does not want the public to
see. The protection of innovative products and processes is primarily the
concern of patent law, not drug law, which should primarily concern itself
with the protection of public health. Different kinds of pharmaceutical in-
formation may indeed have an effect on the commercial interest. For ex-
ample, the finding of an adverse drug reaction will undoubtedly have an ef-
fect on sales but it would be absurd for it therefore to be rated as ‘com-
mercially confidential’.

Conflict of interest The two main objectives of the European regulatory systems are to protect
public health and to strengthen the European single market for human and
veterinary drugs. These sometimes conflicting objectives turn the drug regu-

Quality of the European Public Assessment Reports
(EPARs)

The EPARs are an essential source of information because the pub-
lished information about a new drug when it comes onto the market is
very limited. EPARs should meet the following criteria: transparency,
validity, accuracy and relevance. After the examination by ISDB of the
public assessment report of interferon beta-1b, which was one of the
first EPARs, the group concluded that these requirements were not
always met. ISDB informed the EMEA of the following problems: 12 

• lack of standardisation in EPAR structure and lay-out;
• lack of information in the content;
• weakness of clinical aspects in the EPAR’s scientific discussion: dif-

ficulty in identifying which trials the CPMP had examined; lack of
clarity in the interpretation of clinical data;

• from the EPAR it is not clear whether a full data search in the litera-
ture or in other drug regulatory agencies has been done;

• the EPAR lacks a bibliography which shows the literature used by the
CPMP experts and rapporteurs;

• lack of transparency in decision-making procedures.

A more recent assessment of nine EPARs published between Septem-
ber 1996 and August 1997 shows that little progress had been made.13

The main question one is left with after studying the EPARs is whether
the EMEA carries out any independent systematic review of the avail-
able data or whether it mostly relies on the information provided by the
companies.
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lator’s task into a difficult balancing act. This is true for most drug regulators
who find themselves called upon both to protect the public and to satisfy the
drug companies. This raises the general question: Who are the primary cli-
ents of the regulatory authorities? The drug companies or the public? Look-
ing at the history of the development of drug regulation one should conclude
that its prime function is to represent the public and to protect public health.

Graham Dukes pointed out to the members of the European Society of
Clinical Pharmacists that this, actually, does not appear to be the case when
you examine the pharmaceutical laws and regulations and procedures of the
regulatory agencies. ‘These agencies put the drug and not the patient at the
centre of the picture. Their daily dealings are not with patients or prescrib-
ers, but with drug companies,’ he said.14 

Most national drug regulatory agencies are dependent on fees from industry.
They therefore compete by publicising the speed at which they deal with
new drug applications. For example, the UK regulatory agency promotes it-
self as being able to conduct regulatory assessment faster than the required
210 days. A scientist from the Swedish agency expressed concern that this
competition might undermine the quality of the safety and efficacy evalua-
tions. This is of particular concern now that the safety net of several agen-
cies in Europe examining the same drug no longer exists.15 

Praise for the performance of the EMEA thus far has come mainly from the
pharmaceutical companies who were initially concerned about possible de-
lays in the licensing procedures. The EMEA prides itself on its rapid ap-
proval procedures. However, from a public health perspective the rapid ap-
proval and introduction of a new medicine is usually less of a priority than
it is for the drug company looking for quick returns on its development in-
vestment. In view of the relatively limited number of innovative drugs, this
focus on rapid regulatory procedure seems unwarranted. It is easy to fall
into the trap of thinking that rapid approval of new drugs is of benefit to the
consumer. The early life of a product may be the most interesting time for
the company but from a public health point of view it is the trickiest part.
Little is known about the drug, no clear adverse drug reaction profile can be
given, and experience with the new product has been obtained in clinical tri-
als which are not carried out in real-life situations, exclude certain risk
groups and may paint too positive a picture of the drug. The early life of a
new product should be a period of caution, careful introduction and moni-
toring. Instead, what we often see is aggressive marketing and fast introduc-
tion.
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Balancing act Precisely because drug regulators are doing their work in a difficult arena
where interests conflict and high financial interests are at stake, transparen-
cy in the procedures is essential. Health professionals and the public need to
know what the basis is for approving the drugs they are using. Public inter-
est in this area is growing, not least because the public is continuously re-
minded of the high cost of the medicinal bill and its own responsibility for
health. A column in the Pharmaceutical Executive pointed out: ‘It is the tax
payers who pay that bill, but they do so without any knowledge about the ba-
sis for approval of the prescribed products. In no other industrial sector,
apart from the defence industries, are there such constraints on informa-
tion.’17 

The Uppsala 
Statement

It is therefore no surprise that consumer advocates were the main movers
behind the International Working Group on Transparency and Accountabil-
ity in Drug Regulation. Health Action International-Europe and the Dag
Hammarskjöld Foundation brought together drug policy experts in late
1996 to explore the problems caused by secrecy in drug regulation and to
look for ways to increase transparency, both nationally and internationally.
The meeting’s participants emphasised that national and regional drug
regulatory agencies must regard the public interest as their primary concern,
regardless of the other commercial and political interests at stake. They felt
regulators must also be held accountable for the decisions they make. And
while there are certain situations in which industrial business secrets should
be protected, the participants felt this claim is now used so broadly that
situations granting such protection should be defined and limited. This ini-

Newer, faster, better?

The journal Prescrire publishes assessments of all new drugs that
come onto the market in France. From 1981 to 1997 the Prescrire team
assessed 1,538 products, readers of the journal being presented with
a rating from Unacceptable to Bravo. Of the products assessed just
seven (0.46 per cent) were considered a real innovation—i.e. to offer
therapeutic advances over other therapies in the interest of the patient;
60 (3.9 per cent) were considered to be a real advance and 149 (9.69
per cent) were considered to offer an advantage. The remaining 85.6
per cent of the products did not add anything new, were unacceptable
or were drugs about which there was so little information available that
no judgement could be made.16 
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tiative formulated the basic principles for a new approach to an open regu-
latory environment in which openness is the rule and secrecy the exception.
They stated: ‘Full availability of information is essential if all parties in-
volved in health care are to participate effectively. Openness facilitates ad-
equate feedback, proper setting of priorities and development of trust. A cul-
ture of openness protects conscientious individuals working in
organisations of all kinds.’ The group’s views on the need for greater trans-
parency can be found in the document, ‘Statement of the International
Working Group on Transparency and Accountability in Drug Regulation’
(see pp. 98–105).

The Statement has been translated into French, Spanish, Japanese and Por-
tuguese and has been used all over the world. The Statement has drawn the
attention of a wide group of non-health-related organisations. For example,
Transparency International—a non-governmental organisation dedicated to
increasing government accountability and curbing both international and
national corruption—has published the information on their web site.18 

Drug regulation 
and developing 
countries

The international working group specifically discussed the situation in de-
veloping countries, where regulatory agencies often are relatively small and
under-resourced. Drug registration may be handled by a few officials only
who also have other tasks. In registering a drug and granting marketing au-
thorisation they often depend on assessments carried out by agencies else-
where. Some countries have the policy that products which hold no licence
in the country where they are manufactured are not considered for registra-
tion.19 It also sometimes happens that information which is requested from
a Western regulator is of limited use because it is labelled confidential when
it arrives.

Many drug regulators in developing countries are not able to monitor the
drugs that are marketed to take action when unexpected side effects occur.
In this area, improved international cooperation and communication could
help. It is not acceptable that Western agencies do not share information
about serious side effects with countries that have limited resources for
monitoring and information-giving activities. Often authorities in develop-
ing countries learn about a drug safety problem from the international phar-
maceutical press, while in Western countries action has already been taken
and a ‘Dear Doctor’ letter has informed health professionals.

The growing trend towards international harmonisation of drug regulation
and globalisation of the drug markets make the need for internationally ac-
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cessible information, transparent regulatory procedures and active exchange
of data concerning drug safety a matter of great urgency.

Globalisation The globalisation of trade and harmonisation of trade and pharmaceutical
regulation require open and transparent procedures and a proactive policy
ensuring the exchange and use of information across borders. The World
Bank report Knowledge for Development, published in October 1998,
stresses that ‘knowledge makes a difference between sickness and health,
between poverty and wealth’ and expresses concern about the knowledge
gap between rich and poor. The present international harmonisation efforts
reflect disproportionately the agenda of the brand-name industry, focusing
largely on speeding up drug approval procedures and creating fast access to
the global market. The challenge is to turn this around and to orient the har-
monisation of international drug regulation towards the interests of the pub-
lic: towards increased consumer protection (for example, the possibilities
for international monitoring of adverse drug reactions could be enhanced),
higher standards in information exchange and more democratic and trans-
parent drug regulation.

Conclusion Drug regulation should shift its focus to the needs of the consumer and pa-
tients away from the interests of the drug companies. Drug regulatory agen-
cies are public institutions which should have the interest of the public as
their main priority. They can benefit from liaising with public interest
groups and involving them in their work. Openness should be the rule and
secrecy the exception. Withholding information should not be automatic but
allowed only if the reasons and the need for it can be well argued. The term
‘commercial confidentiality’ needs a clear definition. Changing drug regu-
latory procedures to a more transparent and publicly accountable process
will require a complete change of culture and attitude. Trust and confidence
needs to be earned. Drug regulators cannot demand blind trust from the pub-
lic and health professionals without striving for greater transparency and
accountability. Globalisation and the developments in international harmo-
nisation of drug regulation offer opportunities to promote higher stand-
ards—also in the provision and exchange of drug information.
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Secrecy and Medicines
By Charles Medawar
‘Accountability is the all-important common denominator
between medicine and democracy,’ says Charles Medawar in
this article in which he shows that, in practice, medicine has
routinely fallen short of the ideals of openness and accessibility
advocated 2,000 years ago by Hippocrates. For centuries, he
argues, ‘modern medicine’ has been pervaded by a culture of
secrecy, which is only now ‘slouching towards openness’.

After identifying the corrupting aspects of secrecy—the ten-
dency for doctors to behave as if they know more than they do,
the isolating of those ‘in the know’ from those without sufficient
knowledge, the overwhelming problem for clinicians of sifting
honest data from suspect market-driven ‘information’, espe-
cially about drugs—the author outlines some recent campaigns
in the UK that have begun to yield greater openness, despite
successive governments’ concerns to protect the pharmaceuti-
cal industry. A Code of Practice on Access to Government
Information, introduced in 1994, has despite its limitations,
allowed Social Audit—the NGO that Charles Medawar
directs—to press the UK Department of Health (DoH) for dis-
closure of information relating to national drug consumption.
With the support of the journal Health Which?, Social Audit was
eventually able to gain access to information. However, the
struggle to do so—even since ‘New Labour’ came to power,
with promises of a proper freedom of information law—remains
‘a slog’ . Although such persistence can result in ‘the disclosure
of more and more useful bits of information’, a genuine culture
of openness seems still to be a long way off.

Social Audit Ltd is a small, non-profit, London-based con-
sumer research and lobby unit—part of the Health Action Inter-
national network. Charles Medawar, its Director since 1971, is
a specialist on drug safety, policy and regulation.

It is surely no accident that medicine and democracy were born in the same
cradle—in and around ancient Greece, over 2,000 years ago. Both are inti-
mately to do with human development and basic needs, with rights to self-
determination, and with the relationship between individual, communal and
public interest. Medicine and democracy enjoy something of a sibling rela-
tionship; in spirit they seem inextricably intertwined.
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Modern medicine was born on Kos, a small island just a couple of hundred
kilometres from Athens, across the Aegean Sea. Kos was where Hippocrates
practised, and he gave medicine its soul. He was a physician and surgeon,
head of the medical school and the author of many of its books and writings.
According to one medical encyclopaedia:

The content of the(se) books, the wealth of original observation, the unerring sense
of what is relevant, would set them among the great works of genius. What makes
them unique is the spirit in which they are written. They establish for all time how
medicine ought to be practiced and what doctors should try to be.1 

(Imagine having that said about you, 2,500 years from now …)

Hippocrates defined medicine as an art and a calling. Magic and superstition
were rejected and doctors were distinguished from priests and sorcerers—as
human observers, counsellors and servants of the sick. Hippocrates defined
not only the cardinal principles of treatment, but also the main principles of
practice—in particular, the power of the body to heal itself and the need,
above all, to do no harm.

Hippocrates concluded that medicine cannot advance unless it is honest
with itself—and it is notable that his meticulously recorded case-histories
are mostly accounts of patients who died under his care. His instinct for
openness is reflected in many ways, and not least in his confidence in the
ability of even the lowliest of patients to understand what is properly ex-
plained to them:

illiterate persons cannot easily find out for themselves, but still it is easy for them to
understand these things when discovered and expounded by others ... whoever does
not reach the mark of the illiterate vulgar and fails to make them listen to him, misses
his mark.2 

There is, in other words, nothing new in the notion of openness in medicine
and the benefits it brings. These would be reckoned both in terms of the
practical value of information to patients, and the confidence they thereby
gain—and in terms of the discipline that medicine needs to explain and jus-
tify what is done. Accountability is the all-important common denominator
between medicine and democracy. It is the key ingredient to making medi-
cine responsive to human need. Without it, medicine will always tend to fail.
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The culture of 
secrecy

Yet secrecy and medicine are old friends, and it is not hard to see why. Se-
crets tend to enhance impressions of goodness and benefit, while disguising
evidence of all kinds of costs, risks and harm. Secrecy has dignified medi-
cine during centuries of trial, error and malpractice, inevitably to the advan-
tage of the medical establishment and individual practitioners, and to the
disadvantage of the people they claimed to serve. The culture of secrecy in
medicine runs deep and strong, obscuring realities not only by denying what
is known, but also by hiding how much is not. Thus, secrecy has given pow-
er to health-care providers, tending to reinforce the dependence of patients
and consumers at the same time.

It is easy enough to see the appeal of secrecy to the main vested interests. It
has permitted practitioners and manufacturers alike to work magic (or claim
to); to protect their clinical freedoms; and to avoid liability and hide mis-
takes—and, as always, it makes life much easier in government when deci-
sion-makers have unchallengeable power. It is also arguable, however, that
some patients may also have some vested interest in secrecy in medicine: it
may disguise hopeless realities and can seem to exempt patients from re-
sponsibilities they might find hard to assume. Indeed, until the founding of
organised, evidence-based medicine, secrecy would have amounted to a sig-
nificant part of what medicine had to offer to the man or woman in the street.

Slowly, but only slowly, things are now beginning to change. Before Presi-
dent Kennedy spoke in 1962 of the rights of consumers to choice, to safety,
to be informed and to be heard,3 and even up to recently, patients could le-
gitimately and unknowingly be involved in experiments of the kind one
might hesitate to perform on animals today4—while in my adult lifetime, in
Britain, patients were prohibited from knowing even the names of the medi-
cines they were prescribed. The reason this changed, incidentally, was not
because of some new-found recognition of patients’ rights. It was mainly
because doctors in hospital emergency departments needed to know what
antidotes to administer when overdose victims were brought in. There was
often not much they could do when the label on the offending bottle said
only that these were ‘The Tablets’ to be taken two or three times a day.

Nevertheless, secrecy remains a huge problem in medicine—and one which
still goes much further than simple lack of information about treatment op-
tions. The extent of the problem should be measured in terms not just of ig-
norance, but of ‘ignorance of ignorance’—and in terms of substantial injus-
tice and ill-health. Some of these deficits might be corrected though effective
representation and participation of consumers in the design and implemen-
tation of health policy—but secrecy is of course a major obstacle to that.
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Secrecy—the 
deficits

Secrecy means more than the lack of honest information that promotes lack
of understanding. Secrecy tends to corrupt understanding because, by its
very nature, it usually deprives the uninformed even of awareness of the
limitations of their knowledge. That is an especially serious matter in medi-
cine, where the greatest mistakes are probably made not because doctors
don’t know enough, but because too often they behave as if they do.

At the same time, secrecy tends to corrupt by isolating those in the know
from those without knowledge. It deprives decision-makers of the feedback
that might otherwise check, test and stimulate their performance, helping
them also to learn from mistakes. More than this, secrecy debases science—
a ‘disfigurement’, my father called it, albeit often with some comic element
attached.5 The problem in pharmaceutical medicine must be so much the
greater, given the overwhelming volume of market-oriented information,
and perpetual uncertainty about the dividing line between hard fact and
comforting fiction:

If one’s first impression of the world’s clinical literature is that of its fearsome
immensity, one’s second is likely to be that of its appallingly poor average quality.
The two are obviously interconnected; the drug literature is overburdened by a vast
volume of superfluous rubbish. The standards of medical journals range from the
sublime (of which there are very few) to the disgraceful. No physician confronted
with this literature as a whole, from week to week, can be very proud of what his pro-
fession is on average producing.6 

To put Graham Dukes’ opinion into perspective, nearly 20 years on, one
should bear in mind that, even after conventional review, The Lancet (surely
sublime) still rejects around half of all papers regarded as serious candidates
for publication, following its own process of statistical review.7 The clear
implication is that the material in most medical publications continues to be
highly unreliable—and that medicine still desperately needs all the honest
data it can get.

All of this leads to considerable injustice for consumers and patients, and it
is compounded by what amounts to the systematic exclusion of their repre-
sentatives from the establishment of medicine. This adds insult to injury, es-
pecially within the drug safety control system. Here patients are told, first,
that experts should be making decisions about what is safe enough for the
rest of us—ignoring the fact that safety, in the last analysis, comes down to
questions of the acceptability of risk, rather than the properties of this mol-
ecule or that. And then the main reason given for excluding consumers and
their representative from such decision-making is that they do know
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enough—hardly surprising in the light of policies guaranteed to keep them
in the dark.

Though it is impossible to quantify the ill-effects of all this for patients and
consumers, it seems reasonable to suppose that they are immense. Over and
above the effects of lack of accountability which so lower the tone of health-
care, the direct effects would include some degree of lack of compliance,
confidence and trust, and deprivation of basic rights of representation and
redress. The wider implications would be even harder to quantify, but there
must at least be suspicion that the aura of secrecy contributes significantly to
an increasingly inappropriate dependence on drugs, the result of basic mis-
understandings of their real benefits and risks. Secrecy can only help people
lose sight of the reality that, whatever the benefits of drugs, they are adjuncts
to treatment rather than the principal source of good health.

Slouching towards 
openness

At the end of the last decade, the extent of secrecy in the medicines control
system in Britain was arguably at an all-time high. The backdrop was (and
is) the infamous section 118 of the Medicines Act, which routinely prohibits
the disclosure of any and all information relating to a manufacturer’s pro-
duct license—apparently because these data are regarded as ‘the company’s
property’.8 This meant for example that, in 1991, the government was un-
able to explain even to doctors its reasons for withdrawing the Product Li-
cense for Halcion (triazolam). (See also the article by Graham Dukes, pp.
86–97.)

Among other reasons for the entrenched attitudes against disclosure was the
setting up of the Medicines Control Agency at the end of the decade (a body
now wholly funded by industry fees) and the attitude of the Committee on
Safety of Medicines (CSM). Indeed the then Chairman of the CSM went on
record to say he thought that ‘drug regulatory authorities should be immune
from political and public pressure and above all from the pressures of action
groups’.9 The word ‘immunity’ seems notable for its connotation of abso-
lute resistance and complete lack of response.

There has since been greater pressure for more openness. Some reasons for
this include: international comparisons of more and less secretive adminis-
trations (e.g. Sweden or the US versus the UK—and even Glasnost else-
where); several bitter experiences with drug injury litigation;10 the impor-
tant work of the Campaign for Freedom of Information in promoting the
Medicines Information Bill (1993) among much other legislation; and other
consumer involvement expressed, for example, in a number of influential
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and critical reports.11 These and other pressures have no doubt played some
part in encouraging something of an official response—for example, in the
UK government’s ‘Citizen Charter’ and other initiatives (some prompted by
allegations of ‘sleaze’) and from the WHO and the European Community.
The Treaty of Maastricht, for instance, notes: ‘Transparency of the decision-
making process strengthens the democratic nature of the institutions and the
public confidence in the administration’.12 

For all this, the UK administration remains deeply secretive, especially in
the medicines control area—where two major considerations are still very
restrictively applied. One concerns ‘commercial confidentiality’—still a
loosely defined concept and one which generally fails to distinguish be-
tween legitimate trade secrets (which generally concern only the drug
manufacturing process) and commercial sensitivity (which tends to apply
across the board on any matter relating to lack of drug efficacy or safety).
Clearly, the government’s major concern here is to protect the UK pharma-
ceutical industry, because of its outstanding export earnings and its contri-
butions to the economy generally.

The other official reason for attempting to ring-fence the medicines control
area from any general trend to openness is protection of patients. Thus, dur-
ing the 1993 debates on the (unsuccessful) Medicines Information Bill, the
Health Minister argued against the disclosure of aggregated data on adverse
drug reactions, saying that these were ‘easily open to misinterpretation’ and
that such disclosure might cause ‘unjustified public alarm’ and ‘would in-
crease the danger to the public’.13 

In the mid-1990s, it become possible for the first time to test the extent and
validity of such concerns, using the new Code of Practice on Access to Gov-
ernment Information.

Using the Code The Code was introduced by the Conservative government in April 1994,
not least as an attempt to resist pressure for freedom of information legisla-
tion. Within limits, it did nevertheless meet the two basic requirements for
securing more openness: [a] in defining some general right of access to in-
formation, subject to a list of fairly well-defined exceptions; and [b] in pro-
viding for some right of appeal to an independent authority. This should en-
sure that those who hold the secrets are not, at the end of the day, those who
also decide what shall be kept secret and what may be disclosed.

The right of appeal under the Code is to the Ombudsman—the Parliament-
Development Dialogue 1998:1 · The Journal of The Dag Hammarskjöld Foundation



Secrecy and Medicines 79
ary Commissioner for Administration—though referrals can be made only
through a Member of Parliament. In turn, the Ombudsman’s findings are
subject to review by an all-party Parliamentary Select Committee. It is no-
table that, in its last such review, this Committee did find that ‘the Code has
been an important and valuable contribution to more open government’, but
nevertheless recommended ‘that the Government introduce a Freedom of
Information Act’.14 For all the encouragement of the main opposition par-
ties (Labour and Liberal Democrat), the then Conservative government
clearly had no intention of doing so.

I shall not summarise here even the main provisions (and exemptions) of the
Code, because copies are readily available, as are some useful guidance
notes on its interpretation.15 Nor am I able to do more than sketch my ex-
perience in using the Code, since the correspondence generated in just this
first of the several cases pursued by Social Audit runs to over 60 pages. It
lasted well over a year.

The information requested was known to exist (always a useful foot in the
door) and to be distributed outside the Department on a highly selective ba-
sis, though subject to draconian restrictions on disclosure. The data com-
prised the so-called ‘D Lists’—annual compilations recording the estimated
number and cost of all drug formulations prescribed on the National Health
Service (NHS). As a whole, these data are the closest thing there is to an
audit of national drug consumption. They give a quite unique and especially
accurate analysis of the content of the 400-odd million NHS prescriptions
issued each year. Without these data, there are important gaps in the ac-
countability equation; they explain the very basis of national health
expenditure—over £4 billion each year. In other words, the data requested
were of great importance to understanding and critical analysis of national
drug policy, including many questions central to the safety, effectiveness
and economy of NHS drug prescribing.

Briefly, the Department of Health (DoH) refused disclosure on two main
grounds: protection of commercial interests and protection of personal pri-
vacy—but what the Department actually meant by this only became clear
after months of exhaustive challenges and enquiries. On occasions, the
exchanges between Social Audit and the DoH became almost surreal:

DoH to Social Audit, 4 August 1995: The Department is obliged to protect two sepa-
rate classes of confidence in respect of the release of prescription data. The first is to
the common law duty to the patients on whose prescriptions the data are based ... It
is a general principle of the law of confidentiality that information given for one pur-
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pose should not be used for a different purpose without the consent of the provider
of the information. Our legal advice is that the confidentiality of information derived
from patient information, including prescription data, is not removed by aggregation
and anonymisation (of data).

Social Audit to DoH, 6 August 1995: ... to avoid any misunderstanding, I am enclos-
ing a facsimile copy (from a ten year old print-out) of the data I asked for. It says
nothing whatever about individual patients; and it would be impossible to identify
individual patients either on or from such a printout. To solemnly propose ‘in the
public interest’ that releasing this is going to harm any individual patient seems to
me to represent a notable advance on the Dead Parrot sketch. The information I
asked for is exclusively about drug formulations—in particular, about the year of
introduction; annual estimated number of prescriptions; annual estimated total and
average cost of all prescriptions for each drug; and estimated quantities (e.g. number
of tablets) prescribed.

The enclosed printout was compiled by analysing a two per cent sample of all pre-
scriptions received ... That would mean that all data on the requested print-out form
came from a tiny and completely unknown sample of people for whom NHS drugs
had been prescribed. Thus the already non-existent possibility of any individual
patient being identified from these data is reduced by a factor of 95 per cent or more.

And then there was the question of what the DoH actually meant by the term
‘commercial confidentiality’ (‘Commercial in Confidence’):

DoH to Social Audit, 4 August 1995: ‘Our earlier letter used this term to refer to mat-
ters of commercial sensitivity. By this is meant information from which it is possible
to derive, from the volume of prescription items or the net ingredient cost of a pro-
duct, a good indication of the market size, a company’s trading position and changes
in these over a period of time. This information could affect the stock market’s view
of the company, and therefore its share price ... Because this information could harm
the competitive position of a company ... we do not release it.

The point here is that the DoH formally refused disclosure on the grounds of
‘commercial confidentiality’ but, when asked what this actually meant, the
letter effortlessly glided into a discussion of ‘commercial sensitivity’. On
this basis, anything relating to a drug safety problem or lack of efficacy
might be designated a secret, and non-disclosure would remain the norm.

Eventually, after many months of such wrangling, the matter was taken up
by the Consumer’s Association which first sought legal advice from a Lead-
ing Counsel, and then published an extensive and critical report in Health
Which?16 Only then was all of the information requested released—with all
oppressive restrictions on use waived.
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Inevitably any request for disclosure involves more than just access to data.
However useful the information might be, if disclosed, there is also the
question of what the correspondence reveals of the limitations of quality and
integrity in the administration, and about secrecy as part of the ‘ill self’ of
government. And this highlights the importance of perhaps the most basic
element in any such Code of Practice—the requirement to explain and jus-
tify the thinking behind the reflex tendency to withhold requested informa-
tion. Indeed, the very existence of the Code pretty much obliged govern-
ment agencies to develop (and on request publish) coherent policies and
procedures for disclosure.

The failure to do this can very quickly land an agency in trouble—because
once it finds itself in breach of the Code, it may then have to decide between
either risking embarrassing publicity and a referral to the Ombudsman, or
agreeing to disclose the requested information to save face. This was prob-
ably the central dilemma confronting the Medicines Control Agency
(MCA) in handling another application under the Code—this time for ag-
gregated data on adverse drug reactions.

In this case, the MCA sought to disclose information on a selective basis—
with one set of rules for health professionals and another for patients and
their representatives. The general idea was that if a lay person asked for in-
formation about adverse drug reactions (ADRs) they should be steered else-
where: instructions to MCA staff advised that ‘members of the public
should have the confidential nature of the information explained to them’
and be advised to consult their GP. On the other hand, health professionals
would be supplied with ADR data, though only if they agreed to accept
some formidable restrictions on how the data were used:

Neither the print itself nor information extracted or derived from it should be pub-
lished IN ANY WAY without the consent of the CSM/MCA ... If you wish to use the
data in a seminar or lecture, a copy of the overheads together with details of the rea-
sons for the talk and participants should be forwarded to the director, Post-Licensing
Division, MCA...

Once again, Social Audit pursued this issue in collaboration with Health
Which?17—and once more the authorities eventually gave in. The whole ex-
ercise took well over a year, but a general right of access to ADR data was
finally established—and there has been not the slightest evidence of ‘unjus-
tified public alarm’.
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New Labour—
same old problem

Not long after the conclusion of the 1996 International Working Group
meeting on Transparency and Accountability in Drug Regulation, a new
government was elected in the UK—and with it came the promise of a prop-
er freedom of information (FOI) law. True, it was not the first promise of its
kind, for FOI had been a Labour manifesto commitment in 1974, 1979,
1983, 1987 and 1992. But after many years of Tory rule, there was good rea-
son to hope for something better in 1997—and Tony Blair had made clear
his personal commitment in no uncertain terms:

It is not some isolated constitutional reform that we are proposing with a Freedom of
Information Act. It is a change that is absolutely fundamental to how we see politics
developing in this country over the next few years.

It will signal a new relationship between government and people: a relationship
which sees the public as legitimate stakeholders in running the country and sees elec-
tion to serve the people as being given on trust.

It is part of bringing our politics up to date, of letting politics catch up with the aspi-
rations of people and delivering not just more open but more effective and efficient
government for the future.18 

The New Labour government’s proposals for an FOI Act were belatedly
published, but proved to be worth waiting for.19 The White Paper, circulated
for consultation, not only came up with sound proposals for reform, but also
set out compelling reasons for believing that openness is fundamental to po-
litical health.

This, however, makes it all the more disappointing to report that nothing
happened thereafter, in spite of the commitment to publish a draft FOI bill
in 1998. As things stand, in early 1999, the government’s original proposals
look set to become diluted—and no law can be expected until 2000 or be-
yond. Watch this space.

In the meantime, Social Audit has continued to campaign to open up the
medicines control system—still using the blunt instrument of the 1994 vol-
untary Code of Practice and, for the past year, also reporting on progress
(and the lack of it) on our Website.20 In this way, every letter addressed to
the Medicines Control Agency is published within a few days of being
sent—as is every reply received. This at least means that every official re-
fusal to disclose (and the reasons for it) are plain for all to see—and it is
pleasing to note that the website had about 60,000 visits in its first year.
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At the time of writing, over 100 letters have passed between Social Audit
and the MCA—among other authorities concerned—the correspondence
largely revolving around a case history involving antidepressant drugs (such
as Prozac/fluoxetine). See for yourself the evidence the authorities have
relied on to claim there is no problem—and how much of it seems tainted by
abuse of secrecy, conflicts of interest, poor judgement, incompetent ana-
lyses, sloppy science, heavy commercial pressure, and indifference to the
truth.

Conclusion Secrecy is a natural ally of power. It is a nutrient of power for those in the
know, but tends to be a source of powerlessness for those without. Secrecy
may in some circumstances be justifiable, but only as tightly defined excep-
tions to the general rule, which are subject to independent appeal and re-
view. The general rule should be full disclosure for, just as power tends to
corrupt, so unchecked secrecy promotes its abuse. It inhibits constructive
participation and limits feedback and tends to encourage ignorance, arro-
gance, incompetence and waste. For the most part, secrecy may be regarded
as a disease of power.

Patients and consumers in the UK now have a foot in the door, but there is
still a very long way to go. Along the way, we may expect to see disclosure
of more and more useful bits of information—though this will never be
enough, especially when it involves such a slog to get it. At the end of the
day, openness is a culture, rather than a procedure—and, in Britain, it still
seems that such a culture might well take a generation or more to develop
and become mature. In the meantime, it seems appropriate to recall Health
Action International’s 1992 resolution on this subject, for it still largely ap-
plies:

Secrecy in medicine is pervasive, largely unnecessary, and an obstacle to health.
Lack of information limits freedom of choice, diminishes science and inhibits con-
structive participation. Secrecy also tends to hide evidence of inefficiency, incompe-
tence and inappropriate behaviour, and therefore tends to reduce levels of public con-
fidence and trust.

I began by suggesting that medicine and democracy were closely linked,
and that is also the note on which I end. Medicine can only thrive if conduct-
ed within a framework of honest science and decent human and democratic
values. In the meantime, secrecy must be regarded as a significant obstacle
to world health:
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... science and technology can contribute to the improvement of health standards
only if the people themselves become full partners of the health-care providers in
safeguarding and promoting health ... people have not only the right to participate
individually and collectively in the planning and implementation of health care pro-
grammes, but also a duty to do so.21 

Amen.
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Drug Regulation and the Tradition of Secrecy
By M. N. Graham Dukes
In this revised version of a presentation, which was first given at
the meeting of the 1996 International Working Group on Trans-
parency and Accountability in Drug Regulation, M. N. Graham
Dukes argues that while modern drug regulation came into
being in order to ensure that new drugs were safe, efficacious
and well made, commercial confidentiality clauses introduced
to protect pharmaceutical companies from the prying eyes of
competitors can work against the public interest. They can, for
example, restrict broad scientific debate; and, if taken literally,
they can hamper communication across national borders,
essential to the creation of proper international controls. In the
case of the drug Halcion, a sleeping remedy which in a signifi-
cant minority of patients produced ‘paradoxical’ reactions,
confidentiality provisions in several Western countries have for
over 20 years prevented the full truth from emerging in print.

As the end of the century approaches, writes Dukes, ‘some of
the barriers—notably that which impedes basic regulatory data
from being made available to courts of law or to the scientific
community—persist’, although some have been in part demol-
ished. A growing problem is that of assisting Third World coun-
tries. ‘Much of the drug regulatory information as it currently
exists is attuned primarily to the needs of industrialised coun-
tries where the protection of intellectual property and industrial
interests appears sometimes to weigh as heavily as the interests
of public health—sometimes more heavily than these.’ The for-
mulation of less rigid confidentiality clauses in the new legisla-
tion of Third World countries offers the possibility of a more
reasonable approach.

Professor Graham Dukes is a physician and lawyer who has
worked as a Research Manager in the drug industry, as medical
director of a national regulatory agency and as head of the
WHO Pharmaceuticals Programme for Europe. He is also
Emeritus Professor of Drug Policy Studies at Groningen and
adviser on Drug Policy Studies at the University of Oslo. He is
editor of The International Journal of Risk & Safety in Medi-
cine and several standard works on adverse drug effects.

A historical sketch The notion that governments should, in one way or another, be involved in
the control of medicines goes back for centuries. It is based in the first in-
stance upon the belief that the lay person who buys medicines to treat his
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own illness or that of his family is unlikely to be able to judge whether the
drug offered to him is effective, safe, of good quality, or worth the price that
is asked for it. A woman who buys apples on the market can assess their col-
our, their texture and their freshness and even their taste, and set these
against their cost; here the ancient principle of caveat emptor (‘let the buyer
beware’) holds good, for the consumer’s judgement provides his or her best
protection. With medicines one cannot as a rule form a well-based opinion
before making a choice; one is very much dependent on others, and particu-
larly upon the seller’s promises. What is more: the buyer, especially if he is
seriously ill, may be so anxious to believe that a medicine offers him hope
that he will set his critical faculties aside; he may therefore need to be pro-
tected, not only from the seller, but also from himself.

Even in the middle ages there were ordinances to protect the public against
drug pedlars and travelling charlatans; in the 14th century the City of Vienna
is reputed to have decreed that ‘false apothecaries’ should be cast out into
the street, and their wares with them.1 By the mid-17th century, a formal
trade in medicines, replete with manufacturers, distributors and advertising
campaigns in the newspapers was to be found in the cities of western
Europe, considerably stimulated by the plague epidemic of that period. An
advertising page from the London Newes of 1664, the paper to which the
diarist Samuel Pepys subscribed, includes advertisements of remedies for
malignant fevers, plague and smallpox. (Figure 1). The copywriter who
authored the advertisement for the Countess of Kent’s Powder, ‘so well
known for its sovereign and incomparable virtue’, was as astute a salesman
as any latter-day promotional expert for Carter’s Little Liver Pills. One
phrase from his text is particularly worthy of note: the Powder, he relates, is
prepared by ‘... a person of Quality related to the said Countess till her
death, who made it by her direction long before she dyed, and is the only
person living that has the true Receipt’.2 Here then was a ‘Secret Remedy’
of the classic sort; the purchaser was promised relief by virtue of secret
knowledge from which he could benefit in no other way than by buying the
good Countess’s Powders.

This sort of Secret Remedy, still with us in many parts of the world and
thriving even today in Europe in the sometimes shadowy world of alterna-
tive medicine, was indeed secret in all respects, notably as regards its com-
position and its mode of preparation, and both elements were stressed very
heavily in their promotion. After the industrial revolution, products of this
sort, mass-produced to exploit the supposed gullibility of the new labouring
classes, were the subject of exposures in a series of books, the oldest of
which was published by the Bruinsma Brothers in the Netherlands in the
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Figure 1. Advertising page from the London Newes, 1664.
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1880s.3 Others followed, including the British Medical Association’s book
Secret Remedies of 19094 and a sequel published three years later. There can
be no doubt that among the sellers of secret remedies throughout the centu-
ries there have been some figures who believed honestly in the value of the
remedies that they prepared; but there have been many more who know that
what they sell is worthless, and whose only motive is dishonest enrichment
at the expense of the ill. That is still true, and it is as true in the developing
world as it is in industrialised society.

The rise of modern 
drug regulation

Fortunately, by the end of the 19th century a new and much better tradition
in medical manufacturing was arising alongside the old. By 1900, the
chemical industry in Germany, based on the new science of organic chemi-
cal synthesis, had proved its ability to create entirely new substances and
manufacture them on a large scale. The production of dyestuffs had been
one of its earliest objectives, but soon thereafter came the first truly new
medicines, among them the painstillers paracetamol, phenacetin and acetyl-
salicylic acid, better known as aspirin. A second generation of new drugs
from the same source provided the first genuine cures for infectious diseases
when the organic arsenicals proved effective in sexually transmitted dis-
eases, and (a generation later) the first sulfonamides emerged to cure a wide
range of bacterial illnesses. From there the new industry grew exponentially,
particularly after the second world war, when it seemed indeed that there
was no limit to the possibilities that could be opened up as human inventive-
ness devised new drugs for every conceivable form of illness.

With new drugs, however, came new risks.5 In the 1920s came the first reali-
sation that the organic arsenicals were by no means as innocuous as had
been hoped, resulting—in some patients—in serious damage to the liver and
other organs. In 1938 one of the first sulfonamides was marketed in an un-
tested solvent which proved to be toxic and killed many patients. In 1960 the
fearful thalidomide tragedy occurred, when an apparently innocuous sleep-
ing remedy proved capable, when it was used in pregnancy, of producing se-
rious malformations in unborn children. If these were the pinnacles of dis-
aster, there were also lesser problems in plenty, some due to carelessness or
indifference, others due to ignorance or frank deceit. For such reasons, pre-
cisely in that part of the world where the new industries were most active in
drug development, new means of protecting the public from drug injury had
to be devised. In that way, modern drug regulation arose.

The essence of the new form of control was that before a new drug could be
introduced onto the market, there must be sufficient proof that it was safe,
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efficacious and well made, and that the claims that the manufacturer wished
to make were well founded. Laws were passed, regulations drawn up, com-
mittees and inspectorates established. For the manufacturers, what this
meant was that a great deal more money had to be invested in investigation,
and that the results of all these investigations would have to be laid before
the authorities for assessment. In principle, a great many manufacturers
agreed that these things were necessary in the public interest, and they
worked loyally with the authorities to ensure that proper standards would be
introduced and maintained. Many elements of modern drug regulation were
in place in Scandinavia and the United States by the time the second world
war broke out. Following the thalidomide disaster of 1960, many more laws
emerged, especially in western Europe. Such laws and the systems that they
created did not succeed in eliminating drug injury, but they were to prove ca-
pable of reducing many of those risks that appeared to be avoidable.

Secrets—and 
confidentiality

All the same, a degree of conflict with the pharmaceutical industry was
present from the start, and it revolved primarily around the ancient issue of
secrecy. It is true that, from the 19th century onwards, inventors and manu-
facturers had been able to use the patent system to protect their innovations
from being imitated by others, and to ensure that investment in innovation
brought its due reward. Drug patents protected a manufacturer’s method for
synthesising or stabilising the drug, and sometimes they also protected the
substance itself. In the complex process of drug manufacture, however,
there was always a field of knowledge and internal know-how which could
not be patented; it might relate to a method of rendering a product soluble,
improving its absorption in the body, or reducing its toxicity; scattered
through the internal records there might also be important hints as to how
success had been and could be attained in innovation or development. These
were secrets that a manufacturer understandably wished to retain for him-
self. If all these matters were to be laid before a government body in order
to get a new drug approved, what guarantee would there be that the data
would not leak from that body to the manufacturer’s competitors?

For such reasons, put very forcefully by representatives of industry, legisla-
tors introduced into the law the concept of confidentiality. Essential matters
in the applicant’s new drug application would remain a secret between him-
self and the authorities, safely hidden away from the prying eyes of potential
competitors. One of the first truly comprehensive drug laws, that passed in
the Netherlands in 1958, ordained that the Evaluation Committee it creat-
ed—and its secretariat—should regard as confidential all matters known to
it regarding the ‘composition or preparation’ of any drug with which it
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dealt.6 The necessary provisions in this and similar laws were backed up by
procedures; meetings of committees would be closed, their minutes would
remain confidential, and the officials and consultants involved would take
vows of secrecy. The confidentiality clause in the Medicines Act was com-
plemented by an even broader provision of the civil service legislation,
which bound government officials to secrecy as regards all matters ‘known
to them by virtue of their employment’. It all seemed—and indeed was—
eminently reasonable in theory. The problems that arose were those of inter-
pretation and execution.

In practice, it soon became clear that one could not apply confidentiality
clauses literally as they stood in the text of the law. To take the Dutch law
again as a typical example: the provision that the ‘composition’ of a drug
was a confidential matter could hardly be taken as it stood, since elsewhere
in the text, as in every other national law, was a provision that the composi-
tion of a drug was to be declared in detail on every package. On the other
hand, one soon discerned a tendency to interpret confidentiality clauses
even more widely than the law seemed to demand. In the Netherlands, with-
in a few years of the law coming into operation, it became the practice to
treat as confidential the entire technical file submitted to support the appli-
cation, including the unpublished clinical trial reports that it contained and
the animal safety studies which rarely reached the journals. One reason for
this broad interpretation of the secrecy rule was plain convenience; for a
hard-working secretariat it was much more convenient to close the books
completely than to have to decide, from case to case, which issues were con-
fidential and which were not. Finally, the secretariat attached to the commit-
tee developed the practice of regarding as confidential even the fact that a
file had been submitted and registration granted, sensing that this might de-
prive a manufacturer of the opportunity of making a surprise launch on the
market in order to gain commercial advantage. Such provisions and practic-
es, and they had their counterparts in other national laws across Europe and
North America, seemed to settle matters broadly and simply—but perhaps a
little too broadly and simply to face future developments.

Across Europe, as new drug laws came into being, the Dutch model was
very often followed, though there were differences in wording and interpre-
tation. In one country, for example, the exact quantities of the excipients (i.e.
the inactive components) used in making a drug were listed on the package,
whereas in another country they were listed only by name, the quantitative
composition being regarded as a commercial secret. Clearly, in such matters
scientific experts who have no experience themselves of working inside
drug companies may have difficulty in knowing to what extent industrial ar-
Development Dialogue 1998:1 · The Journal of The Dag Hammarskjöld Foundation



92 M. N. Graham Dukes
guments in favour of a broad interpretation of the confidentiality principle
are justified and where they are purely rhetorical. Plenty of laws passed then
and since are open to very wide interpretation of the confidentiality princi-
ple. Section 118 of the United Kingdom’s Medicine’s Act of 1968, for ex-
ample, imposes a duty of confidentiality on the individual, rather like the
provision applicable to civil servants in the Netherlands, but it specifically
leaves open the possibility of information being released in the course of the
individual’s duty, without defining in what circumstances this might be per-
missible. The United States is one of the many countries where files submit-
ted in connection with clinical testing are also protected. Because informa-
tion in these so-called IND files could have great commercial value, the
Food and Drug Administration (FDA) is committed not to disclose it, except
that a person on whom such an investigational drug has been used has the
right to any report on adverse reactions concerning the drug in question.

Caution carried
too far?

Understandably, the legislators had found it impossible to define precisely
which elements in a manufacturer’s file were to be regarded as confidential;
it was evident that one could never foresee all the possibilities.

The first complication to arise concerned the need for broad scientific de-
bate when a drug problem came to the fore. At such a moment it seemed vi-
tal to gather, not merely the data that might be found in the public literature,
but all other knowledge that could be relevant to the issue. If, for example,
a serious suspicion arose in clinical practice that a drug might be toxic to the
kidneys, it would be essential to set the clinical evidence alongside the data
obtained earlier in animal toxicity studies; but the latter, unfortunately,
would in all probability be buried in the manufacturer’s internal reports and
in the inaccessible files lodged with the drug regulatory agency. The agency
itself, having the data in its possession, would be able to debate it with the
manufacturer behind closed doors, but no open scientific discussion, for ex-
ample in the journals, would be possible. This problem was already raised a
quarter of a century ago,7 and it has recurred with almost every debate on a
drug safety issue since then. It raises a fundamental point: are the data that
a manufacturer obtains during his studies of a drug’s pharmacology and tox-
ic effects in animals, initially in order to obtain approval, of such essential
proprietary value that they must remain buried in confidential archives for
all time? An increasingly emphatic school of opinion believes that they are
not of vital commercial interest, and that within a reasonable period data of
this type should be made available for scientific review and discussion.

The second essential problem raised by such far-reaching secrecy clauses
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related to a phenomenon which, at the time that many national drug laws
came into being, had hardly been anticipated, namely the development of an
international regulatory movement. Even as late as the mid-1970s, drug
control was almost entirely a national concern. Officials and experts regu-
lating and assessing drugs in one country rarely had contact with their coun-
terparts elsewhere in Europe or North America, let alone in any other part of
the world. When that situation began to change, however, it did so in a rap-
idly accelerating tempo. Belgium, the Netherlands and Luxembourg estab-
lished a joint regulatory system, functioning alongside their national re-
gimes, in 1973; the first directives of the European Community to establish
the common standards that would ultimately underlie the introduction of
harmonised and centralised drug policies across much of the continent,
were promulgated in 1977.

By 1980, the World Health Organization and the USA had convened a
worldwide International Conference of Drug Regulatory Authorities which
brought together regulators from much of the world, including from the out-
set a number of developing countries. In such an environment, the confiden-
tiality clauses by which national agencies were bound looked increasingly
hampering. Taken literally, the regulators would have been forbidden to
communicate with each other across national borders on any concrete drug
issue. Even as between industrialised countries that interpretation would
have impeded necessary discussion in the public interest; in the case of de-
veloping countries, which were already struggling to establish regulatory
systems despite a desperate shortage of expertise and finance, it would have
cut them off from a vital source of information and support.

What essentially happened was that, after a period of hesitation, personal
trust and common sense gradually took precedence over bureaucracy. A
north European regulator faced with an emergent drug problem confided—
if not in public debate then over coffee—in his African or Asian colleague,
commonly as a result piecing together important data in order to carry poli-
cy further. All that sometimes transpired during such quiet discussions was
that a less scrupulous manufacturer had been purveying one set of facts to
the authorities in a particular country and another set of conflicting facts in
another country—essentially abusing the confidentiality rules. During the
long intervals between such meetings, the international telephone lines be-
came the accepted channel for collegial discussion between regulators. The
problem posed by the relative isolation of policy makers in developing
countries was not solved, but at least the door to a solution was opened.
Since 1980 it has been increasingly difficult for any manufacturer to adapt
his data or his arguments as he goes from country to country; the confiden-
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tiality clauses are still there, but there are plenty of occasions when their
strict application will be set aside in the public interest.

A third difficulty, which can arise if a confidentiality clause is rigorously ap-
plied, is that an agency may actually feel itself unable to apply knowledge
gained during the assessment of one new drug application when it comes to
evaluate another. Taken literally, this would mean that an agency which a
quarter of a century ago approved a drug based on propranolol, would now
find itself obliged to demand of a new manufacturer offering what is essen-
tially the same product that he repeat the entire programme of clinical and
toxicological studies. This would be both wasteful and inhumane, yet some
litigation in this and analogous fields in both Britain and the United States
suggests that the original manufacturer could insist, as a means of preserv-
ing his market share, that a potential competitor be required to perform this
work anew.8 Again, one may hope that legal and regulatory common sense
will prevail.

The fourth major complication posed by confidentiality clauses—and it is
essence an aspect of the first—is that when legal conflicts arise as regards
drug safety, some essential facts may not be available to a court of justice.
The issue is not of great importance to developing countries, where drug liti-
gation is still highly unusual, but it merits some discussion in the light of a
particular example.

The Halcion cases Halcion is the most usual trade name for triazolam—a sleeping remedy of a
type fairly similar to the benzodiazepines which have been used as tranquil-
lisers and sleeping aids for 40 years. The drug was first introduced in Bel-
gium and the Netherlands following official approval in 1977. As sales ex-
panded, the Dutch authorities began to receive what appeared to be
disturbing reports of patients experiencing ‘paradoxical’ reactions. Far from
being sedated, it seemed that excitable patients became aggressive, melan-
choly patients became depressive and even suicidal, and that some normal,
balanced citizens began to behave oddly during the day or to sleepwalk at
night. Such paradoxical reactions had been reported before, with more typi-
cal benzodiazepines, but they were extremely rare; here, by contrast, one
was faced with large numbers of such reports relating to a drug that was only
beginning its career. The Dutch authorities suspended the licence for the
drug in mid-1979 and after much further investigation withdrew it entire-
ly—in view of the manufacturer’s refusal to provide due warning of these
effects—in January 1980.
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Internationally, the events in the Netherlands had dramatic repercussions,
with the manufacturer protesting loudly and firmly that the reports were a
mere fabrication, induced by sensational publicity in the mass media. The
Dutch authorities, inhibited by the confidentiality clause, did not feel free to
release the details of the large-scale investigations that had convinced them
that the adverse reactions were too frequent and alarming to permit con-
tinued sale of the drug. In view of the agency’s enforced silence, other agen-
cies tended to accept the manufacturer’s story that the Dutch ‘epidemic’ had
been a fabrication. But that was not the end of the drama. In the United
Kingdom, which had concluded that Halcion was safe, the licence was sus-
pended a number of years later because of evidence that essential safety
data, relating to paradoxical effects in pre-marketing studies, had been sup-
pressed by the manufacturer when applying for a sales permit; yet, like the
Netherlands, the United Kingdom felt constrained by its confidentiality pro-
visions and never published a full account of the facts known to it. In the
United States, a major investigation was set up to examine evidence that es-
sential safety data had been withheld from the FDA; both the provisional re-
port and the published literature provided documented grounds for the be-
lief that senior officials with the FDA had urged that Halcion be rejected or
suspended for safety reasons. Yet the FDA too was clearly inhibited by its
confidentiality provisions from allowing complete openness; the investiga-
tion, after producing a great deal of incriminating evidence, was summarily
suspended. Finally, in a series of large-scale civil cases brought against the
manufacturer in cases of murder, manslaughter or suicide alleged to have
been induced by Halcion, the courts have to a a large extent been unable to
make use of the internal data available to regulatory agencies that might
have done much to settle the issue. After more than 20 years of investigation
and debate, the full truth about Halcion has never emerged in print—and in
large measure the confidentiality clauses are to blame. It is very likely that
Halcion is a usable—and for many patients an ideal—sleeping aid, but one
which in an appreciable minority of patients can induce alarming and dan-
gerous mental reactions, such that it must be used with much caution. It is
intensely sad that, after such a long period, and despite the fact that all the
essential data are in existence, one can still not publish the truth.

The situation today As the end of the century approaches, the situation of confidentiality in drug
regulation is still problematical, yet rather different from what it was three
decades ago. Some of the barriers—notably that which impedes basic regu-
latory data from being made available to courts of law or to the scientific
community—persist. Others—notably concerning the publication of infor-
mation as regards the grounds on which regulatory action has been taken
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where a problem arises—have been in part demolished. Particularly within
regions—notably Europe and North America—agencies do communicate
with one another in sufficient detail to provide help and advice.

A basic problem that remains and indeed has become more acute with the
expansion of the world community is that of assisting developing countries.
Much of the drug regulatory information as it currently exists is attuned pri-
marily to the needs of industrialised countries where the protection of intel-
lectual property and industrial interests appears sometimes to weigh as
heavily as the interests of public health—sometimes more heavily than
these. In many developing countries—certainly those at the lowest level of
development—it is true that the bulk of the population are treated with a ba-
sic list of ‘Essential Drugs’ according to WHO principles, and that these are
well-established products, the efficacy and safety of which are well recog-
nised. Alongside these ‘essential’ products, however, almost every country
has a certain trade through the private sector in drugs of much more recent
origin, some only newly registered even in Europe and the United States. In
countries at a middle level of development—including many in Africa and
Asia as well as those emerging from the former Soviet sphere of influence—
the turnover in such ‘new’ drugs may be considerable, yet regulatory law,
procedure and experience is often poorly developed. It is here that the un-
happy influence of the ‘confidentiality clauses’ in the West is most clearly
felt. In Russia, in the Middle East, in Latin America and in South-East Asia
one still too often encounters drugs on sale which in the industrialised West
have for good reasons been banned, restricted, or refused entry to the mar-
ket. It is there that the enlightened policy-maker should be looking. Confi-
dentiality clauses, intelligently formulated and applied—have their place in
drug regulation; but the time has come to consider anew their proper scope,
and to recognise those situations where—viewing the world’s health as a
whole—they are doing more harm than good.

One way ahead is offered by the formulation of confidentiality clauses in the
new legislation of some developing countries, which are less rigid than
those traditionally employed. Uganda’s 1993 Drug Policy and Authority
Statute, for example, binds the National Drug Authority to secrecy ‘... ex-
cept in so far as the provisions of the Act require or the Authority has deter-
mined that information on particular matters shall be published or made
available to other specified parties’. That at least opens the door to release of
data in the public interest. Perhaps it is actually the case that, having suf-
fered long enough the consequences of the rigid confidentiality clauses de-
vised by the industrialised west, the developing world is now equipped to
point the way to more reasoned policies in the future.
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Statement of the International Working Group
on Transparency and Accountability

in Drug Regulation
Uppsala, Sweden, 11–14 September 1996
Health Action International (HAI)-Europe and the Dag Ham-
marskjöld Foundation jointly convened an International Work-
ing Group to seek ways of promoting openness and account-
ability in drug regulation, both in industrialised and developing
countries. The Working Group met in Uppsala, Sweden, from 11
through 14 September 1996.

1. Introduction In recent decades, most countries of the world have established agencies to
ensure the efficacy, safety and quality of pharmaceuticals, the validity of in-
formation relating to them, and to monitor patterns of utilisation and matters
relating to rational use. These agencies must be regarded as servants of the
public, acting to protect and advance health where drugs are concerned. 

The regulatory agencies have assumed major responsibilities and large
amounts of drug information are entrusted to them; the agencies themselves
also generate policies, procedures and decisions. The scientific community
and the public need this material but much of it is not available to them. It is
needed both to ensure the effective and safe use of drugs, and to guarantee
accountability, i.e. to provide a sound basis for scrutinising the activities of
these agencies so as to ensure that they are acting efficiently and honestly in
the public interest. 

In recent years, freedom of information has become an increasingly accept-
ed principle in democratic societies; many national governments subscribe
to it, as do the European Commission and the World Health Organization.
The principle of openness applies to pharmaceuticals as it does in other mat-
ters—often even more so because of the direct importance of drugs to peo-
ple’s health. 

For these reasons, the Working Group set out to consider how essential in-
formation could be mobilised from drug regulatory agencies and their asso-
ciated bodies without injuring any valid interest. 

2. The origins of 
confidentiality in 
drug regulation

Most regulatory agencies and similar bodies have been established by law,
and specific clauses in these laws usually require that they handle certain
data confidentially. In addition, the employees of agencies are commonly
bound by oaths binding upon civil servants requiring them to maintain se-
crecy on matters entrusted to them. 
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Two main arguments originally underlay the principle of regulatory secrecy
in the drug field:

• First, it was considered that a commercial company which had used crea-
tivity and funding to devise and develop a drug could only reap a proper
reward and fund future research by protecting it from immediate imitation
by others. While patent law would protect certain matters, others could be
protected only by maintaining secrecy.

• Second, it was realized that information relating to individual persons (for
example those participating in a drug research project or those in whom
adverse reactions had been reported by physicians) would have to be dealt
with having full regard for personal integrity.

These principles need not be questioned but they need to be more fully de-
fined. On which matters does the need for secrecy really outweigh the gen-
eral need for openness? Where is the dividing line between legitimate trade
secrets and ‘commercially sensitive’ data? How do secrecy clauses in the
law need to be changed? 

3. Development of 
excessive secrecy

Drug agencies and inspectorates often maintain secrecy to a much greater
extent than law or logic actually demand. Some laws, for example, only
strictly require secrecy as regards personal data and the method of prepara-
tion of a drug, yet one often sees that no part of a regulatory file is accessi-
ble, and that reports about adverse reactions or poor manufacturing stand-
ards are sealed. 

Various reasons underlie excessive secrecy:

• Lack of legal obligation: in some countries, the law establishing regula-
tory bodies does not impose on them any duty of providing information.

• Lack of clarity in the law: agencies or their staff may consider it safer to
apply confidential clauses broadly rather than narrowly.

• Lack of tradition: many countries have no tradition of transparency in
government.

• Lack of consistent policy: particularly in some developing countries there
are (very) frequent changes in regulatory staff and general policy matters
such as the provision of information receive little attention.

• Absence of explicit routines: within the agency, who is competent to
release a particular type of information, to whom, and in what circum-
stances?

• Lack of capacity and resources: particularly in underresourced regulatory
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agencies, the time required to process requests for information may in
itself be a barrier.

• Paternalism: the frequent belief that those outside of the agency do not
need, could not cope with or would misinterpret the information.

• Embarrassment: an agency may hesitate to make fully public those deci-
sions which are poorly documented or internally contested, papers which
reflect poorly upon the agency’s performance, or matters on which it
might be criticised for not yet having taken a decision.

• Industrial influence: many companies clearly prefer that entire regulatory
files be regarded as secret.

• Over-caution: there may be an exaggerated fear of upsetting commercial
susceptibilities.

• Bureaucratic habit and inertia: in agencies which are not subject to criti-
cal and transparent review, habits can form which discourage exchange of
information. 

4. The benefits of 
openness of drug 
information

Full availability of information is essential if all parties involved in health
care are to participate effectively. Openness facilitates adequate feedback,
proper setting of priorities and development of trust. A culture of openness
protects conscientious individuals working in organisations of all kinds. 

Knowledge relating to all drugs evolves constantly, as do standards and ex-
pectations relating to them, their producers and health care providers. How-
ever thorough the investigations made before a drug is licensed and market-
ed, much more will be learned about its efficacy, proper use and risks once
it is marketed and used on a much larger scale. Almost no new element of
knowledge emerges suddenly; as a rule it begins with impressions, suspi-
cions and hypotheses. Where these arise—for example in reports of possible
serious side effects in the journals—all existing relevant information will
need to be mobilised to verify or discount this evidence so that the truth can
be established as quickly as possible. Much of the information needed for
that purpose, including data on both animal and human experience, is un-
published and lies only within the files of agencies. By using it, the truth can
be established much more quickly than if one is reliant purely on published
evidence. 

5. Consequences of 
excessive secrecy in 
drug regulation

Where secrecy is excessive the benefits set out in Section 4 will be lost. The
risks that arise include the following:

• Regulatory agencies, and sometimes fragmented between them, the
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development of knowledge will be impeded. This is particularly danger-
ous where suspicion arises of a hitherto unknown risk.

• For example revealed cases of falsification or suppression of unfavourable
data by certain companies, or submission of inconsistent files on the same
drug to different agencies.

• Secrecy facilitates the circulation and use of sub-standard drugs.
• Where a drug is subject to negative findings, the failure of a drug agency

to explain its conclusions or provide background data, can leave the way
clear for the sometimes very different and emphatic account given from
the manufacturer.

• In a climate of secrecy and mistrust, the public is unlikely to believe even
accurate and meticulously prepared official statements—assuming that
they cannot be taken at face value and that some relevant information has
probably been withheld.

• The incomplete availability and irregular release of information promotes
a climate in which suspicion is generated and in which sensational and
poorly founded stories on drugs break in the popular press; their reliabil-
ity cannot be checked and unnecessary panic can be caused.

• Secrecy has consequences which can be wasteful and even inhumane;
scientific work, e.g. in humans or animals, which has already been
performed by one company but hidden within regulatory files, may be
repeated unnecessarily.

• If drug utilisation data are not available irrational drug use may continue
unrecognised and unchecked.

• If research is sponsored by companies, unfavourable or unclear results
may be withheld or the research itself may be stopped.

6. Current trends The Working Group noted several current trends which can affect the free
availability of drug information, favourably or otherwise.

First, the move towards adoption of Freedom of Information legislation con-
tinues, though only a few countries have as yet taken this step and existing
laws contain important exceptions.

The current trend towards semi-privatised, industry-financed rather than
tax-financed drug regulation can increase the degree of industrial influence
on the regulatory process. The industrial preference for a high degree of
confidentiality is likely to be pressed strongly.

Consolidation of drug regulatory activities into regional and multinational
agencies is increasing, and collaboration between certain agencies is grow-
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ing. This does not in principle lessen the challenge of ensuring sufficient
openness; large regional groupings can practice excessive secrecy as much
as national bodies.

7. General prin-
ciple: Freedom of 
Drug Information

In principle information available within regulatory agencies should be
freely available to any party requesting it. This basic principle applies at
least as strongly here as in other fields of governmental activity, and excep-
tions to it must be defined restrictively. There must also be a right of appeal
to an independent higher authority if the regulatory authorities initially
refuse to disclose. 

The Working Group further noted that:

• Availability of information must extend not only to data reaching the
agency from the outside, but also to its own deliberations, conclusions and
actions.

• Data should where possible be released with some indications as to what
is fact and what is hypothesis, but the release of the basic facts must not be
restricted or delayed in order to add such commentary.

• The provision of information should not only be passive; agencies should
actively provide and publish information in the public interest wherever
possible.

8. Valid exceptions 
to the principle of 
free drug infor-
mation

The two most important exceptions that can reasonably be made to the prin-
ciple that drug information must be freely accessible are as follows: 

a. Protection of legitimate business interests
The protection of innovative products and processes is primarily the con-
cern of patent law and not of drug law. However on certain issues patent pro-
tection cannot be obtained yet there may still be a valid interest in maintain-
ing secrecy to protect an innovation (e.g. relating to a manufacturing or
finishing process) from competition. 

A feasible approach would be for a manufacturer, when submitting a file to
an agency, to state, with reasons, which specific parts of the file are consid-
ered confidential and for what period. This specification would be made on
a standard form allowing the authority to confer in confidence about the
types of matters accepted as justified under this exception. 
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b. Protection of confidential personal information
Personal data which enter the files of regulatory agencies or adverse drug re-
action agencies can include the identity of the individual patient or health
professional (or sufficient information to enable him or her to be identified
indirectly) as well as information on the illness from which the patient is
suffering and the drug treatment received. Information which might lead to
the identification of individual patients should not be released by an agency
to any party. A feasible approach would be to ensure that all personal data
entering an agency is coded in advance in such a way that the individual can-
not be individually identified, even by the agency itself. 

Other limited exceptions to the principle of openness can arise. 

9. The need for 
transparency at the 
international level

There is an increasing trend to exchange data and views between national
regulatory and adverse reaction monitoring agencies. One example is the
International Conference on Harmonisation (ICH) which aims to harmonise
regulatory requirements between the United States, Japan and the European
Union. In time, this will also have a major impact on data handling by agen-
cies in other regions. 

To date, ICH has concentrated primarily on accelerating the process of new
drug approvals; it has scarcely considered the problems of the developing
world, monitoring of existing drugs, and the broader aspects of drug safety.
Information on ICH activities has been presented in such a way that their
full repercussions have not been widely recognised. There is little possibil-
ity for developing countries with their special needs to influence the ICH
process, and a broader process of consultation and full accountability is
lacking. Mechanisms to ensure transparency and access to information
should be integrated into harmonised procedures. 

The Working Group noted that, although the WHO International Centre for
Adverse Reaction Monitoring has been able to provide an increasing degree
of public access to the data which it holds, some of the countries contribut-
ing data object to the release of their own information through the Centre,
even when aggregated with data received from other centres. It was consid-
ered that these countries should be urged to allow the public use of their data
through the Centre so as to enhance the usefulness of this international data-
base in generating and examining early signals of possible side effects. Con-
versely, agencies should be encouraged to make fuller use at the national
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level of the signals now provided by the Centre on matters of potential con-
cern. 

An important form of international exchange is that of certificates of good
manufacturing practice issued by drug exporting countries under the WHO
Certification Scheme by federal, national or provincial authorities. Unfortu-
nately, the reliability of these certificates varied very greatly. The Scheme
will not be of optimal value to importing countries until there is some means
of checking that a certificate has indeed been issued on the basis of compe-
tent and independent inspection. 

10. Continuing 
commitment

Secrecy in medicine is a serious obstacle to the attainment of health, in the
drug field as in others. The participants in this Working Group made a con-
tinuing commitment to promote the further development of openness in
drug regulation. They will do this by continuing to publicise the issue,
stimulating discussions on the problems surrounding secrecy in drug regu-
lation, surveying current disclosure policies of regulatory agencies and pro-
moting the development and implementation of freedom of information
laws applicable to drug regulation. The International Working Group invites
other committed groups and individuals working towards greater access to
drug information such as drug regulators, consumer organisations, interest-
ed NGOs, the World Health Organization, health professionals and public
health associations to join its effort and work together in an expanding net-
work. 

APPENDIX

Some examples of the types of information to which access is needed

As noted in Section 7, availability of information must extend not only to
data reaching the agency from the outside, but also to its own deliberations,
conclusions and actions. Some examples of the type of documents and data
which can be of particular value and can be made available without undue
effort are given below. The list is not exhaustive and the general principle of
full availability of all data continues to apply.

(a) Public assessment reports providing the essential reasons underlying
the licensing of a drug and any conditions attached to the licence, or re-
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lating to the modification of an existing licence. Where an agency has
not compiled reports for these specific purposes, its own internal as-
sessment reports must be made available.

(b) Copies of the pharmacological, toxicological and clinical reports sub-
mitted to obtain the initial or modified registration of a drug and those
added to the file subsequently. Items (a) and (b) above should be acces-
sible from the date of marketing anywhere in the world, onwards, (as
should the texts of the approved data sheet and package insert).

(c) Inspection reports of pharmaceutical plants, subject only to the deletion
of personal details and material details relating to industrial secrets and
individual privacy (as defined earlier).

(d) Adverse drug reaction reports received from health workers, manufac-
turers or other agencies, subject only to the deletion of personal data.

(e) Collected pharmacoepidemiology data including data on drug sales and
drug consumption.

(f) The internal evaluation of the relevant regulatory authority regarding
current adverse reaction reports.

(g) Where essential drug lists exist: publication of motivated decisions to
include particular drugs on the list or to amend the list.

(h) Reports relevant to the suspension, restriction or withdrawal of drug
product licences or of manufacturing licences. 

(i) Reports on agency meetings, including meetings of scientific commit-
tees, and hearings subject to the deletion of personal data.

Participants José Ruben de Alcântara Bonfim (Brazilian Society for Drug Monitoring,
Sobravime, Brazil); Shabir Banoo (Department of Pharmacy/University of
Witwatersrand, South Africa); Danielle Bardelay (La revue Prescrire,
France); Hirokuni Beppu (The Informed Prescriber, Japan); Graham Dukes
(International Journal of Risk and Safety in Medicine, Norway); Andrew
Herxheimer (International Society of Drug Bulletins, United Kingdom);
Catherine Hodgkin (Health Action International-Europe, The Netherlands);
Ellen ‘t Hoen (Health Action International-Europe, The Netherlands);
Charles Medawar (Social Audit Ltd., United Kingdom); Olle Nordberg
(Dag Hammarskjöld Foundation, Sweden); Eeva Ollila (National Research
and Development Centre for Health and Welfare/Health Research Unit, Fin-
land); Dzulkifli A. Razak (National Poison Centre, Universiti Sains Malay-
sia, Malaysia); Göran Tomson (Department of Public Health Sciences, Di-
vision of International Health Care Research, IHCAR, Karolinska Institutet,
Sweden); Bozidar Vrhovac (Pharmaca Drug Bulletin, Croatia); Krisantha
Weerasuriya (Department of Pharmacology/University of Colombo, Sri
Lanka).
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