























































































































































































































































































































"EL MAL DE MONTANO"
(MONTANO'S ILLNESS)

Yolanda Virseda

When you ask Enrique Vila-Matas
why he is a writer, he answers that
there were two powerful reasons that
drove him to take up this profession.
The first was that he wanted to be
free,and did not want to have to go
to an office every morning.The
second was that he saw Mastroniani
in The night, a film by Antonioni in
which the actor was a writer married
to a lovely Jeanne Moreau.

Then he realised that it was not so
easy to be a writer, or to marry
Jeanne Moreau. But he does admit
that there is nothing as attractive as
writing, although sometimes this
trade is implacable and makes you
suffer without giving any
concessions. Writing, says the writer,
“entails treading dangerous ground
because you are never fully satisfied,
you never manage to write a perfect
work or a masterpiece and that
causes you the greatest sense of
uneasiness”

His extensive narrative work - will he
have found his freedom by now? -
makes him one of the most original
and respectable writers of our
country.And his latest novel, Bartleby
y compania (Bartleby and company),
have made him one of Spain’s “first-
rate” writers, even though he feels
very comfortable out of the spotlight:
“I'm not interested in glory novels”

Maybe Enrique Vila-Matas is a
minority writer. Some label him a“cult
writer; although it was some time
ago that his books came down from
the uppermost shelves to adorn
bookshop’s windows, alongside the
works of acclaimed authors ...also in
sales.

And he is certainly very well-known.
Specially in Barcelona, the city where
he lives and about which he writes.
His works may be geared towards a
select few, but many people know
that his narrative is surprising,
original, unorthodox, disturbing. You
cannot read Vila-Matas and remain
impassive. Perhaps this particular
vision of literature is an inheritance of
1968.Very often he has said that he
belongs to that generation not only
on account of his age, but because he
lived in Paris those years. The uprising
endowed him with a creative
freedom that he applies to his
literature and, one gets the
impression, to his whole life.

People with literary troubles

Enrique Vila-Matas has been studying
the illness of literature for a long time
now and, as a matter of fact, has
become a leading expert on the
subject. First he dealt with the

Enrique Vila-Matas

Bartleby syndrome, an ailment that
turns its sufferers into “beings
inhabited by a profound denial of the
world’ such as the famous character
of Melville, an office worker who,
whenever he was given a job to do,
always answered with a single
sentence:"I'd rather not do it"The
destructive power of the five words
ruined the company.

This syndrome affects many
contemporary writers who, in the
end, never write or give up writing
after having published the odd book
or so.When Vila-Matas published
Bartleby and company he felt the first
symptoms of the illness and thought
that, to finish with the dramatism of a
writer who cannot write, his best bet
was to act like Juan Rulfo by
becoming a literary character and
assuming that he had nothing left to
say:“-Mr. Rulfo why haven't you
written anything for so many years?.-
Because Uncle Celerino, who used to
tell me the stories, has died"

But that has not been the case here,
Vila-Matas has found a way out. A
new novel that has emerged from a
short story that he read a few months
ago in the cycle "With a different
look”: El mal de Montano” (Montano’s
illness). A narrator, who is a literary
critic and suffers from literary
troubles, a destructive ailment that
makes him think about literature all
the time, utter quotes whenever he
speaks and even act as a character,
goes to see his son who, in turn, is
affected by another literary ailment:a
writer who cannot write:"At the end
of the 20th century, young Montano,
who had just published his dangerous
novel on the enigmatic case of the
writers who give up writing, got
entangled in his own fiction and
became a writer who, despite his
compulsive tendency to write, ended
up completely blocked, paralysed, a
tragic example of agraphia’

The father, our narrator, decides to
go to see his son in the hope of
curing his own ailment as well,
prompted in his case by an overdose
of literature:“| live surrounded by
quotes from books and authors. |
fear that one day literature will
gobble me up, like arag dollin a
whirlpool, until | find myself in its
boundless realms. Every day | feel
more stifled by literature, and |
believe that now that | am fifty years
old, | have become a walking
dictionary of quotes. A sad fate

The scenario: Nantes

Father and son meet in Nantes, a city
that is too literary (the city where
Jules Verne was born and where
Jacques Vaché committed suicide), a
none too appropriate scenario for
either of the ailments. The narrator
realises that his son suffers from
agraphia. His absent look, his
changes of mood and his
aggressiveness denote an ailment
that is hard to cure. And Montano
tells him that other writers visit him
and that and his memory is being
infiltrated by the memory of other
authors, perhaps suffering from the
same agraphia as he:“l though he
was fantasizing, but | can't be sure.
There was a strange trace of truth in
his disturbed look. Just like many
writers who give up writing, he
seemed to be devoting all his
creative efforts to the oral invention
of eccentric stories”

The counterpoint to the father and
son is Montano's companion, Aline, a
lovely and understanding young girl
who represents the illness in the
background:"Aline is a beautiful,
silent and intelligent woman. | know
her little, yet | believe | know her
enough. | have only seen her on two
fleeting occasions, when she passed
through Barcelona with my son. But
she inspires confidence in me”

And Rosa, Montano's stepmother, the
narrator’s realistic point of reference:
“Rosa told me that | needed to travel,
change my exaggerated intake of
literature for landscapes and songs,
go on a non-cultural tour, get my
absorbing job as a critic out of my
system, devote myself to the serene
contemplation of nature -"watch
calmly as tomatoes are born in the
countryside”were her exact words -,
watch sunsets and think about her,
think more about her, who could not
accompany me on the trip due to
work commitments. Yet Rosa also told
me not to go to Nantes where my
son -also afflicted by literature, albeit
for different reasons- could make my
iliness even worse’

The meeting between father and son
is that of two sick people affected by
the two sides of the same ailment.
One wishes to return to literature; the
other, leave it for a few days.

Killing the father

But fiction is stronger than reality,
unfortunately for the narrator and
Montano, who cannot write about
life, but only turn his own into
literature. And the plot of this tale
becomes Shakespearian, one can feel
the drama of Hamlet behind the
character. Montano wants to avenge
his mother’s death. He thinks that his
father is to blame for his mother’s
suicide. Another literary ailment to
add to his sorrowful agraphic
syndrome and which will
irremediably serve to worsen his
father’s iliness:“Walking in the rain,
towards La Cigale, it occurred to me
to talk to Montano about my literary
illness, only about mine, of course,
that I shouldn't talk so soon about
his, which was a delicate subject that
lintended to broach tactfully enough
later on; | have spoken to him about
my illness because | thought it might
have a therapeutic effect on him if |
told him that his father felt stifled by
literature, which he wanted to get rid
of for a few days, casting it off in
some grotty alley; | though that
talking to him about my ailment
could console him or relativise his
own illness and, at the same time,
with my confession | could rid myself
a little of my own”

Yet Montano talks to him about the
therapeutic power of stories, of how
literature is able to cure the strangest
illnesses:"My son started reflecting
on that propitious atmosphere that
stories create and that helps to cure
the ill, and I felt a bit ridiculous for
having told him about my illness and
having left myself at the mercy of the
expressive movements of his hands
while he reflected on the subject, he
included brilliant stories of his own
and, in short, seemed to want me to
get better as soon as possible, when
in fact it was | who, a few hours
earlier, had decided, with great
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paternal love, to give absolute priority
to curing his illness”

And Montano recalls how his mother
used to tell him stories when he was
ill and remembers her with such
“literary” intensity that his wife, Aline,
feels jealous, and tells him so. And
Montano, with another very literary
reaction, gives a withering look.
Another act of Hamlet:

“-Are you alright? -l asked him.

- No, he replied. His blue eyes seemed
colder than ever before and even the
scars he earned himself as a
dangerous young man seemed larger.

-You look very gloomy -I said to him.

- Gloomy, me? -he answered
suddenly and mockingly-.No, my
lord, quite the opposite, because the
sun shines on me all day long.”

I am literature

The son want to kill the father,a
Western paradigm, and the narrator
realizes that that too is his ailment. As
well as agraphic, Montano is Hamlet:
“Rosa was quite right. My son could
perfectly echo what Kafka said to
Felice Bauer:“It's not that | like
literature, it's not that it interests me,
no, the fact is that | am literature” It
seemed to me that being so close to
my son, burdened by his complex
and constant literary world, merely
made me feel more ill than before.
Both Montano and | suffered from
literary troubles. | told myself that,
since Montano had inherited the
ailment from his father, then |, -to give
my illness some sort of name- had
the Montano's ailment’”.

The narrator decides to leave Nantes.
The illness he suffers due to his
overdose of literature runs the risk of
getting even worse due to the illness
of his son, who also turns his own life
into literature. Before his son can kill
him with “a literary heart-attack’ he
leaves the city in the means of
transport most frequently used in
novels: the train.

As he goes off, he thinks about
moving away from the truth:“l do not
want to die from an overdose of
literature or avenged by Hamlet’s
sword. | agree with killing the father,
as long as that father is not myself”

And he decides to stop writing his
diary, and to stop always thinking of
quotes, and using literature so much
to express his feelings.

Montano stays in Nantes. His father
goes away. And the writer has a novel
that many readers are already waiting
for. At least all those of us who had
the good luck to listen to him a few
months ago ... and were left without
knowing how it ended.

"THE HEART OF
ACADEMIC LIFE IS
DEBATE AND DIALOGUE"

Juan Manuel Reol Tejada
Chairman of the Royal
National Academy of
Pharmacy

Juan Manuel Reol says
that he intends to turn
the Royal National
Academy of Pharmacy
into a meeting place. And
that is what is happening.
The Academy has opened
its doors to the new
century and has let itself
be invaded by new words
that bring in tow the new
habits of a society that is
striding along.
Pharmacogenomics,
biotechnology,
pharmacotherapy,
bioethics, etc., live side by side with
the traditional (and essential)
disciplines of physics, chemistry and
biology.

To know and to learn

Many took for granted that Juan
Manuel Reol’s entry in the Academy
could increase the presence of the
“real world of medicine” not only
since from the health perspective,
but as part of the economic and
social framework. And it was
supposed that culture, in the most
humanist sense, could rub shoulders
with the most innovative scientific
breakthroughs. Not in vain, and Reol
himself has said,“Pharmacy is the
crossroads where science and health
meet, a crossing of social and
economic paths’”

That is why he wants to turn the
Academy into a forum for dialogue.
He remembers the back room of his
father’s pharmacy, in Burgos, the city
where he was born; where doctors,
teachers, artists and writers used to
get together...and that was where
Juan Manuel’s open spirit began
taking shape.

Then came his studies, his time at
the Institute Superiore di Sanitd in
Rome, alongside Professor Chain
(Nobel Prize), the competitive
examinations to enter the
Pharmaceutical Corps of the
National Health System, and his
commitment to health and politics
in a key period of Spanish history:
the transition to democracy.

It was through the dialogue afforded
by the country’s fledgling
democracy that he fought for his
country and for his profession.
Achieving that back room spirit that
he had known well since childhood
called for freedom and he did not
remain a bystander, but worked
from the front line. For him it was
essential: "l have always wanted to
be a free man living in freedom’.

fidon: Among many other things,
you have been a Member of
Parliament in the first legislature
of the transition; Director general
of Pharmacy and President of the
General Council of Castilla and
Leén, and now Chairman of the
Royal National Academy of
Pharmacy. What do all these posts
have in common and how do they
differ?

J.M.Reol: | think that | have a
certain political calling, and a desire
to serve the public. While | was
President of the General Council of
Castilla and Leodn, our intention was
to get closer to people with names
and surnames who expect more
than just a Statute of Autonomy
from the politicians. One of our
achievements during the years of
my mandate was the “area of
industrial expansion” for Castilla and
Leon which, according to the
experts, was one of the best ways of
launching the Region’s economy. |
have always seen politics as the
place where one tries to solve
people’s problems.

In the Directorate General of
Pharmacy, from which | fostered the
pharmaceutical reform, or now, as
Chairman of the Academy, | am
closer to science, to the world of
medicines and health, but have the
same desire to serve. As a matter of
fact, | think that from such positions
one can do a lot for the public at
large.

filon: 1n which of these posts are
you more comfortable?

J.M.Reol: It is not a question of
comfort.| hope my colleagues won't
get angry when | say that | think
politics is the field where one can do

Juan Manuel Reol Tejada

most for other people. From that
viewpoint, the five years that | spent
as a full-time politician in such a
unique period of the history of
Spain, namely the transition, during
which | contributed from the front
line to help the Spanish to live
together in democracy, filled me
with satisfaction. By this, I'm not
minimizing the significance of
pharmaceutical and health policy.
What | do want to underscore is that
being Chairman of the Royal
National Academy of Pharmacy is
one of the highest honors that have
had in my life.

fidon: what do you remember about
those transition years?

J.M. Reol: They were very exciting
years.| remember them without any
kind of “negative” nostalgia. | feel
increasingly prouder of having
participated actively, and highly
satisfied when | remember that the
Spanish managed to achieve such a
model transition. | thank God for
having let me be “there” at that
moment, alongside men as
extraordinary as Adolfo Suarez.

filon: The Spanish Council of
Ministers has just approved the
new Statutes of the Royal
Academy, which is going to be
renamed the Royal National
Academy of Pharmacy. What is
that change going to involve?

J.M. Reol: Every institution is a
process.We can't do anything
without what our predecessors have
done. During these 17 months that
my mandate has lasted so far, | have
had the opportunity to oversee the
Royal Academy’s new Statutes. The
Government, and before that the
Spanish Institute, have passed them
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without changing anything apart
from a few style-related issues. That
means that | am fortunate enough
to witness a major milestone in the
Royal Academy'’s history.

Right now, the Academy is trying to
adapt to the country's new
circumstances and is fighting to
establish a more profound dialogue
with the scientific community and
society. It is trying to modernize its
activities and say: we are present in
the issues that matter most at
present to the scientific world and
society. The Academy has not only
changed its name, although that is
also important.We changed from
the Royal Academy of Pharmacy to
Royal National Academy of
Pharmacy. National does not mean
any sort of monopoly, it means that
the Academy serves the Central
Administration, the Government, the
Nation and all the Regional
Governments. It also means that the
members of the Academy can be
elected without taking into
consideration which part of Spain
they come from and that they can
live anywhere in Spain.We
emphasize what is being done
already.

One only has to list the different
Sections to realize the efforts we are
making to modernize the Academy.
It is no longer just a question of the
basic sciences, which form the basis
of pharmaceutical science (biology,
chemistry and physics), because now
there are also Sections such as
biotechnology, pharmacogenomics,
pharmacology and
pharmacotherapy, public health and
the Environment, bioethics, etc.; they
are all problems that are on
everybody’s lips right now.

fidon: what's the relationship with
other Academies?

J.M.Reol:| am quite sure that, ever
since they were founded within the
framework of the Spanish Institute,
there has been dialogue between all
the Academies, as each worked in its
own field. This dialogue is even more
necessary nowadays that problems
cannot be solved unless they are
addressed from multilateral
perspectives. Scientific problems
cannot be tackled if one forgets the
purpose of science: Man. Scientists
cannot lose sight of the humanist
perspective. And it does not seem
logical for the people of humanities
to turn their back on science, when
science is changing our lives.

We live in the century of the atom, of
the chip, of the genome... And it is
obvious that this is changing the
world.

| think that there is still a huge gap
between humanities and science, but
many people already are hitting this
raw nerve. From Snow, who
maintains the need for that dialogue,
to Steiner, who also broaches the
idea, albeit from a pessimist
approach; for him, barbarism coexists
with culture and as an extreme yet
very graphic example, he talks of the
Nazi leaders listening to the great
symphonies as they smelled the
smoke of the holocaust.

I don't think we can live without
considering culture as the
sublimation of the best humanism.
Yet nor can we think that science, by
definition, is limitless and that it can
devote itself to infinite progress
without considering that progress
must serve Man.

fidon: 1n the speech that you gave
when you were invested as
Chairman of the Academy, you
said several times that the
Academy was a meeting place for

scientific debate. What are the
Royal National Academy of
Pharmacy’s main activities?

J.M. Reol: We have very different
activities. As a matter of fact, the
Royal Academy’s activities are the
basis of its prestige, which is why it is
necessary to maintain a level of
excellence.One of the mainstays are
its publications. The journal Anales de
la RANF (Annals of the Academy),
which is issued four times a year,
together with two or three
extraordinary issues, or the
Monografias (Monographs), of which
there are already ten volumes, are
some of the publishing activities. This
year we have presented a facsimile
with the main speeches given by
Professor Albareda, who was a
member of the Academy and
Secretary General of the Spanish
Council for Scientific Research from
1939 to 1959, when Spanish science
began to expand and young
scientists began moving overseas.We
are going to publish the first volume
of the history of the Royal Academy
that Dr. Zinhiga wrote; and also a
“Forum on Environment and Health'
We are preparing monographies on
the physiopathology of aging, new
breakthroughs in medicines,
neuropharmacology, sifting of
medicines in parasitology, etc.

All this shows that the Academy
keeps itself busy. Not forgetting that
every Thursday there is a scientific
meeting and numerous courses.

The Academy’s activities are backed
up by the work of the José Casares Gil
Foundation of Friends of the Royal
National Academy of Pharmacy.We
offer this tribune to the Spanish
laboratories or multinationals
installed in Spain who are conducting
cutting-edge research. We have
already received the support of
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Spain’s biggest laboratories. §
Researchers, social or political leaders :
can also use this tribune to put =
forward their opinions on the main :j-

socio-sanitary and scientific concerns.

filon: Do you think that society must
be informed of current scientific
affairs?

J.M.Reol: Indeed, people need to
know, and perhaps the debate should
not be, for example, about whether or
not to give information to patients,
but about how to give it and with
what type of controls. The society of
information is also the society of
knowledge, and that means being
capable of making personal decisions
about the future. Everything that is
done to bring science and society
closer to each other is appropriate
and necessary. Scientists cannot live
in an ivory tower. The Nobel
prizewinner Niremberg said things
such as scientists know the
consequences of their discoveries
before they finish taking shape.That
is what happened with atom fission
and its application to the atomic
bomb.That is why scientists (above
all those from the public sector) said
that they must be subordinated to
what society demands. This does not
mean that they do not have freedom
to research, but from the very
moment that a scientist uses public
resources, society must participate in
orientating those resources.

| think that science and society
cannot turn their back on one
another.One of the Academy'’s
unresolved matters is precisely to
promote communication over the
Web, We must update our website,
digitize our journal and the other
publications. As a matter of fact, that
is one of the aims of the new Statutes
and that is why we have set up a
computing and communication
committee.

fidon: what are your goals for the
future, apart from the approval

and implementation of the new
Statutes?

J.M.Reol: In the new Statutes,
mandates have been limited to two
periods of three years. | think it's a
way of bringing the Academy up to
date, at a time in which changes are
taking place at a giddy pace, and also
of making the members feel more
accountable.First of all,| want the
Academy to be a meeting place.The
central theme of academic life is
debate and dialogue and therefore
controversy and dialogue. The second
goal is to enhance the Academy's
prestige, through its activities. The
main goal this year is to rise to the
occasion when the King and Queen
inaugurate the Academic Year of the
Spanish Institute and the Royal
Academies this autumn, precisely in
our Academy's headquarters.
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HUMAN RIGHTS OF
OLDER PEOPLE

Madrid, 7 March 2002

The world is getting older.
Steadily but fast, a silent
revolution is taking place
that is changing the world
population pyramid. One
only has to look at a few
figures: right now, there
are 600 million people over the age
of 60.Within 50 years, it is forecast
that there will be 2 billion. By the
year 2050, in percentage terms, there
will be the same number of children
as elderly, meaning that one third of
the world population will be more
than 60 years old.

Chronicle

There is already talk of a
demographic earthquake which,
inevitably, poses new needs. The
United Nations convened all its
member countries to the Il World
Assembly on Aging, held last April in
Madrid. One month before the
Assembly began, the Foundation for
Health Sciences, together with The
British Council and the United
Nations, organized a round table on
the Human rights of older people. A
foretaste of what would be debated
at the Assembly.

The event was presided by H.R.H.
Princess Cristina, UN Goodwill
Ambassador for the Second World
Assembly on Aging. During the
round table, three specialists from
different areas, and with different
points of view, addressed the
changes necessary to cope with
aging successfully. They all agreed
that it is urgent that we build "A
society for people of all ages"

The Assembly’s objectives

When the | World Assembly on
Aging was held in Vienna, 20 years
ago, the experts were well aware
that the International Action Plan
agreed at that time would have to
be revised some time later. Back in
those days, the priority was the
rising age of the population of the
developed countries, but now
longevity is characteristic of all
society, even of the developing
countries.

This is what Aurelio Fernandez,
Commissioner of the National
Committee of the Il World Assembly
on Aging, had to say.“All of us are
going to live longer -he said- and
that is clear in several senses”There
will be changes in intergenerational
relations, in the education and
training of the people who look after
this part of the population, and it
will even become necessary to adapt
urban spaces to the physical needs
of the elderly.

The changes will also bring about a
move from a predominance of
infect-contagious illnesses to the
proliferation of chronic illnesses.
And, of course, a social change that
brings into question matters that
have traditionally remained
unquestionable, such as a maximum
retirement age.

Aurelio Fernandez stressed the key
objectives of the Assembly: to make
aging part of the plans of the fight
against poverty; to procure that the
elderly remain active and healthy
and to create appropriate
environments for supporting the
elderly. And a new right, namely, the

Princess Cristina signing the distinguised visitors' book. Behind, Manuel Diaz-Rubio
and Isel Rivero
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right to equality and dignity, an issue
that is questioned every day with
the physical and psychological
mistreatment to which many elderly
are subjected.

The rights of the elderly

The fact that the population lives
longer also requires a new legal
framework in which to act in the
event of new and, possibly, conflictive
situations. Murray Hunt, attorney and
member of Matrix Chambers of Law,
focused on this issue which is so
important to the elderly.

As a legal framework, the European
Convention on Human Rights is also
aging, Hunt argued, but it does
protect certain fundamental rights
that need to be stressed: the right
not to be subjected to degrading
treatment; that our civil rights are
determined by an appropriate court;
the right to respect for home and
private life; the right to not be
discriminated against due to age
and the right to peaceful enjoyment
of private property.

On account of the new demographic
situation, there are new fields in
which work must be done and,
above all, state support is required
to protect the elderly population.
There are several challenges. First
and foremost, to put an end to age-
based discrimination. Being elderly is
still an obstacle to finding a job and
the compulsory retirement age is a
widespread practice. One of the
proposals made in the Convention is
that the retirement age should be
flexibilized in line with the state of
each country’s job market.

The second main challenge is to
procure equal health care.The

elderly are entitled to demand
treatments capable of improving
their quality of life, and these
treatments should not be limited on
account of their age and arbitrary
opinions.

The third objective seeks to defend
elderly people’s right to live in their
own homes for as long as possible. If
elderly people prefer to live in their
own homes, there is no reason why
the State should insist on moving
them to a residential home.
Furthermore, these people’s homes
must be in a fit state and habitable.

Lastly, Murray Hunt underscored the
Il Assembly’s proposal that the
elderly should participate in
different community activities, which
involves improving the ease of
access to places in order to be able
to integrate more easily.

The silent revolution

The 21st century will be the century
of the elderly:"Such a huge
demographic transformation entails
irremediable consequences both for
the individual and society. Yet
Mankind has unprecedented
technological capacity and wealth to
deal with this revolutionThese were
the words of José Antonio
Gimbernat, president of the
Federation of Associations for the
Defence and Promotion of Human
Rights of Spain. For him, the elderly’s
quality of life and welfare can be
guaranteed, although they might
not be offered on a widespread
basis. Well-planned political
initiatives will be necessary to attain
this in the short-term.

Human rights must foster the
creation of a society for all ages,
especially -said Gimbernat- “when
aging is not a matter of personal
biology but a social trend"

And to make society accept and
admit the elderly, we must change
education so that,among other
things, it fosters respect for the
elderly:"competitiveness,
understood as the law of the
youngest and strongest, is
devastating the elderly"

Lastly, he referred to the danger that
the Welfare State faces in advanced
societies. Maintaining its costs with
an aged population is a lot harder,
and one way or another, attempts
are being made to cut back on
benefits. He underlined the
significance of achieving goals as
important as an egalitarian health
system, increasing the number of
state residential homes and fighting
against the ill-treatment of the
elderly by relatives or carers. New
challenges for what is
unquestionably set to be a new
society.



HEALTH AND PRIVACY
DATA PROTECTION IN THE FIELD
OF CLINICAL RESEARCH IN SPAIN

Madrid, 22 March 2002

According to the Data Protection Act,
which entered into force in January
2000, all Spaniards are entitled to the
protection of their personal details.
Just as this is a new Act, so is the right
to privacy. And its aim is none other
than to “guarantee and protect”the
appropriate use of personal data. As
for what does the Act understand by
“personal data; its exact definition is
as follows:"any information about
identified or identifiable private
individuals”If the information
required relates to people’s health,
then this data is particularly sensitive
and therefore requires special
protection.

The Conference that the Foundation
for Health Sciences organized last
March brought together a group of
legal experts, researchers, clinical trial
sponsors and bioethical specialists,
who debated the application of the
Data Protection Act in the health
field. A necessary debate that raised
many questions, but which also
provided many answers.

An incomplete framework

The magistrate of the Third
Courtroom of the Supreme Court,
José M@ Alvarez Cienfuegos, outlined
a basic idea with which all the
speakers agreed.This Act is a
necessary common framework, but it
is insufficient and incomplete in the
case of clinical trials.”Until 1986, most
health information was related to
health care, but nowadays it has
other components that have to do
with research.This data is especially
sensitive and its handling involves
many interests that go beyond the
patient’s interest and transcend
science and research;said the
Magistrate.

The Act must also extend beyond the
limits of the Autonomous Regions.
Despite the fact that Central

Fernando Garcia Alonso
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Government began transferring
responsibility for health issues to the
Regions more than a year ago, some
epidemiological or research studies
are still conducted on a nationwide
basis.

Lastly, Alvarez Cienfuegos reflected
on the need to change the concept
of transfer, especially with regard to
the information contained in
patients’ medical records. Right now,
this information can only be
transferred with the patient’s consent
and in the case of emergencies. Yet
how does one solve everyday issues
such as when a patient changes
hospital? In short, to whom does the
medical record belong, to the patient
or to the health system? The answer
to this last question continues to
leave the issue open to debate:“The
patient does not own it, but is
entitled to access it” In the private
health sector, the medical record
belongs to the patient.

SALUD E INTIMIDAD:

Proteccion de datos
en el enlorno de la
Investigacién clinica en Espana

The Data Protection Agency

The Data Protection Agency's mission
is ensure that data protection
legislation is observed.The Director
of the Madrid Agency, Juan Manuel
Fernandez Lopez, underscored the
need to observe several principles.

Rafael Dal-Ré

The first is the principle of
information; people must know that
there are files with information about
them, and how the files are used.The
second principle is the principle of
consent, this being “any manifestation
of free, unequivocal, specific and
informed will’The right to secrecy is
the third principle that must be
observed; the data must be kept
complete and confidential and
nobody can access them unless they
are specially authorized to do so.

Yet this Act needs to be more specific
in the case of clinical trials; there are
specific issues, and as a matter of fact
the European Union regulations on
how to conduct clinical trials covers
some of the issues that are already
foreseen to some extent in this Act.
Fernando Garcia Alonso, Director of
the Spanish Medicine Agency,
focused on the contents of European
clinical trial regulations.When a
clinical trial is conducted, it is very
difficult to strike a perfect balance
between the patient’s rights and the
public interest; although the law
states that the patient's rights always
prevail, he admitted that it is rather
cynical to say so "because clinical
trials cannot be conducted unless
one bears in mind that the aim is
obtain public knowledge, even if
sometimes certain individual rights
are violated"

Certain legal reasons of the European
regulations on clinical trials are
difficult to implement; the European
Directive binds that informed
consent must always be given in
writing. Another new requirement is
that participants must be asked for
permission if their blood samples are
going to be studied in several
different ways. This matter is
particularly important to Dr. Garcia
Alonso because“a drop of blood can
tell us a lot more than our entire
medical record, thanks to DNA
analysis"This pharmacogenomic
information poses another new issue
that must be takene in mind.
“Nowadays - he continued- it makes
no sense to conduct clinician trials
unless they are related to the
different types of answers in line with

genetic conditions.The conflict arises
between the patients who do
respond to a certain type of
treatment and those who do not, so
we will have to“split hairs”to make
sure that this new perspective does
not affect patients'rights to privacy”

Researchers and the lack of
information

Miguel Casas, Head of the Psychiatric
Department of Valle de Hebron
Hospital in Barcelona, talked about
the implications of the Data
Protection Act with regard to the
everyday task of performing clinical
trials. In his experience, the main
problem that researchers face is the
lack of training in this field:"In certain
areas it is not easy to abide strictly by
the principles of the law”When one
talks about informed consent, the
problem that clinicians run into is
that patients do not always
understand what is being explained
to them,“they are always defenseless
and base their decision upon the
doctor’s attitude’

Furthermore, researchers have to
handle another of the Act's principles:
confidentiality.”Clinicians are used to
professional secrecy, but are not clear
where to draw the line when the
confidentiality affects third parties.
What do you do if you discover in a
clinical trial that a participant is HIV
positive and does not practice safe
sex?’

The pharmaceutical industry, which
sponsors many clinical trials, has been
forced to adhere strictly to legal
requirements. Much of the
information that clinicians need,
argued Miquel Casas, is available
through the industry. In this respect,
Dr. Rafael Dal-Ré, Director of the
Medical Division of GlaxoSmithKline
in Spain stressed that what is needed
is a change of mentality among the
people responsible for carrying out
the trials. Patients are not just
patients. First and foremost, they are
people and as such are protected by
the Data Protection Act.We use
information that could be identified
(gender, age, medical problems...) and
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that is why we must act without
breaching any aspect of the Act.

Dr. Dal-Ré explained how his
company had consulted data
protection experts and listened to
the opinions of ethical committees in
drawing up a trial sheet that includes
all the information that participants
need. Researchers have also received
the necessary information and, to
date, there have been few incidents.

Jests Rubi Navarrete, Deputy Director
of the Data Protection Agency,
centered on the legal perspective of
the people involved in clinical trials.
“Broadly speaking, the sponsor of the
study is also the party responsible for
the file. It has access to the
information and the Act states that it
cannot transfer the information to
third parties’ Similarly, the sponsor
must keep the data files for as long as
the medicine remains valid, while the
researcher must keep them for fifteen
years after the study has ended.

The special characteristics of
epidemiological studies

Epidemiological studies are also
affected by the Data Protection Act.
According to Miquel Porta, Lecturer at
Barcelona Autonomous University, a
serious study requires a lot of
information that could violate
people’s privacy:“in order for the
study to be comprehensive and to
ensure that the conclusions are not
biased or distorted, researchers need
different information about the
participants’ Even though nobody
questions the fact that the patient’s
consent is essential for conducting an
epidemiological study, in Miquel
Porta’s opinion “it should be possible
to accept a less specific type of
consent so that data could be used in
the epidemiological research without
always having to notify the patient”
Indeed, it is not easy to predict a
research project’s long-term potential,
and getting a patient’s informed
consent again whenever a new study
starts is much too hard a task.

In this respect, Diego Gracia said that
“sometimes we protect the data so
much that we run the risk of
jeopardizing other aspects of the
research’In Dr.Gracia’s opinion, there
is a debate between researchers and
legislators. Even if researchers may,
sometimes, fail to heed legislators’
guidelines, they are forced to deal
with one another.That is precisely
what clinical research ethical

committees do: ensure that the scales

are not tipped against the patient;
their mission is to protect the
participants, and that is why we must
all work hand-in-hand. He
emphasized that we are faced with a
completely new issue, and one about
which lawyers, researchers and
bioethical specialists will have to
think long and hard.

WE ARE PREPARING

"G  CONFERENCES AND
€ LECTURES
% SERIES OF LECTURES ON
EVOLUTION AND
& Genome

Next 12 November, Dr.

Steve Jones will be giving
the lecture /s man just another animal?
as part of the Evolution and Genome
series, at the Foundation’s conference
hall.

This series of lectures, a joint initiative
of the Foundation and the British
Council in Spain, began last 7 May
with the presentation of the book The
Common Thread by its authors: John
Sulston, former director of the Sanger
Centre in Cambridgeshire and
Georgina Ferry, a prestigious scientific
journalist, editor of Oxford Today.

Steve Jones, who is Professor of
Genetics at University College London,
and a famous scientific author, is one
of the editors of the of Cambridge
Encyclopedia of Human Evolution. In
1997 the Royal Society awarded him
the Faraday Medal for the Public
Understanding of Science.

NEWS

DRUG DEPENDENCE AND PRIMARY
CARE TRAINING AND REFERENCE
PROGRAM

The close ties between the
Foundation for Health Sciences,
through the Biomedical Training
Institute, and the Spanish Drug
Addiction Aid Foundation have given
rise to the “Drug dependence and
primary care” Training and
Reference Program, the main goal of
which is to give primary health care
doctors an interactive self-training
tool on how to tackle and treat any
drug dependency problems that
might arise in the surgery.
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Madrid, 7th May
2002
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The need for the program lies in the
fact that primary health care
surgeries, in addition to receiving a
large majority of the direct demands,
have become a privileged place for
the early detection and prevention of
possible dependency problems that
are not explicit yet. Primary care
doctors are more than willing to
become more heavily involved, but
before they can do so certain
problems have to be solved, such as
the lack of specific training in the field
and the difficulty in getting such
training, due especially to their
geographical dispersion and lack of
time.The "Drug dependence and
primary care” Training and
Reference Program has been
designed to allow each doctor to
study at their own pace and in their
own way.

The “Drug dependence and primary
care” Training and Reference
Program comes on two CD-ROMs.
The first CD, ~Manual of Clinical
Handling- seeks to combine
theoretical and practical issues related
to different substances, their
characteristics, needs and how to deal
with them from primary heath care
surgeries. Special care has been taken
to provide specific care protocols for
each need, to ensure that doctors find
the training they have received more
practical to use.The second CD ~
Clinical Interview Manual - contains
audiovisual material on
communication skills and strategies.
Typical cases are staged using
simulated patients, trained for each
case, allowing doctors to learn how to
communicate in drug dependency
therapy situations.

The program’s material comes in a
folder that also includes a User’s
Guide, which explains the objectives
and contents of each CD-ROM and,
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although the Welcome and
Presentation section of each CD
contains instructions on how to use
the materials, the Guide outlines the
main points, listing the installation
specifications and the software’s
minimum computer requirements.

BIOETHICS FOR CLINICIANS'
PROJECT

INSTITUTE OF BIOETHICS -
FOUNDATION FOR HEALTH
SCIENCES

SUMMARY OF THE BOOK "BIOETHICS
FOR CLINICIANS"
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Thursday 27 June at 20:00 Alfredo Bryce Echenique will be taking part in
the “On a different sight: other voices, other environments. Science,
literature and thinking” conference series with the lecture entitled
“Mood, pain and laughter. Chronicle of a depression” |

Thursday 12 November at 19:30 h. Steve Jones will be giving the lecture /s
man just another animal? ,as part of the Evolution and Genome

conference series.
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