
The European Union has
agreed new legislation setting
out standards of good practice
for clinical trials of medicinal
products for human use. It is
designed to allow the necessary
research to take place, while
ensuring maximum protection
for trial participants. 

Given the tendency to carry
out clinical trials in several mem-
ber states at the same time, the
new rules will harmonise the dif-
ferent national administrative
requirements that have to be
met. Variations in existing pro-
cedures increase the burden on

industry and lead to substantial
delays in making new products
available to patients. 

The EU legislation har-
monises not just procedures but
also the protection of individu-
als, as it was feared that if this
was left to national authorities to
determine, it could open the
door to “ethical dumping.” 

The final details of the direc-
tive, which will be officially rubber-
stamped within the coming weeks,
were agreed by the European par-
liament and EU health ministers
shortly before Christmas.

German Christian Democrat
MEP and medical doctor, Peter
Liese, who steered the legislation
through the parliament, is con-
vinced it will bring benefits to both
the pharmaceutical industry and
to patients. “Necessary research in
the interest of patients will be pos-
sible, but under strict rules for the

protection of trial subjects, espe-
cially for persons not able to give
legal informed consent, such as
children and mentally handi-
capped people,” he said.

Before taking part in a clini-
cal trial, the participant must
give his or her written consent.
The legislation also addresses
the sensitive issue of research on
people who are unable to
express their wishes, such as
children or patients with
Alzheimer’s disease. Such
research may take place provid-
ed it has a direct benefit for the
patient concerned. 

Where children are con-
cerned, the informed consent of
the parents or legal representa-
tive must first be obtained. This
must represent the child’s pre-
sumed will and may be revoked
at any time without detriment to
the child. 

EU harmonises
rules for trials
Rory Watson Brussels
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British hospitals have been told
to update their sterilisation
equipment amid fears that surgi-
cal instruments could transmit
variant Creutzfeldt-Jakob dis-
ease (vCJD). 

The government has allocated
£200m ($300m) for the purchase
of new sterilisation equipment
and has ordered hospitals to per-
form all future tonsillectomies
with single use instruments, at a
cost of £25m annually. 

The Spongiform Encephalo-
pathy Advisory Committee
(SEAC) first recommended
increased use of disposable surgi-
cal instruments last year, in
response to the case of Tony Bar-
rett, who developed vCJD and
who, like all 88 British patients
identified so far as having the dis-
ease, is believed to have contract-
ed the disease from beef infected
with BSE. Mr Barrett, from
Devon, developed symptoms of
vCJD six months after an appen-
dicectomy. His appendix was lat-
er found to contain rogue prion
proteins, suspected of being the
agent responsible for the disease.  

This was the first time that
prions had been identified in the
tissue of an asymptomatic
patient. It raised the alarming
possibility that surgical instru-
ments used on patients who are

in the incubation phase of the
disease could potentially transmit
the agent. Estimates of the num-
ber of people incubating vCJD in
Britain range from a few hun-
dred to hundreds of thousands. 

After Mr Barrett’s death, the
government ordered the testing
of 18 000 archived tonsils and
appendixes. A preliminary find-
ing based on the first 3000 

samples found no evidence of
rogue prions, though the test
method was not sensitive.  

In people infected with vCJD
the tonsils are known to be 
a prion reservoir (as are appen-
dixes; spinal, brain, and lymph-
atic tissue; and possibly the
eyes). 

Dr Pat Troop, the deputy
chief medical officer, said: “We
are following SEAC’s advice in
deciding to address tonsillectomy
operations at this stage because
this is a specific procedure 
usually applied to children, and
which involves a discrete set of
instruments.”

Hospitals to spend £200m to
prevent spread of vCJD
Owen Dyer London
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In brief

Government inquiry into
disgraced gynaecologist: The
UK government is to hold an
independent inquiry into the
career of disgraced gynaecologist
Richard Neale, who was struck
off the medical register last July
after botching a string of
operations on women for more
than 10 years. Mr Neale had
been struck off the medical
register in Canada in 1985 after
the deaths of two patients there.

Canadian smokers avoid
warnings: Some Quebec
tobacconists are selling plastic
covers for cigarette packets, so
that smokers can hide the hard
hitting photos that are now
mandatory on all packs. The
warnings, which occupy at least
half the back of the pack, include
pictures of a diseased mouth and
lung, and of a wilting cigarette,
highlighting the increased risk to
smokers of impotence. 

One in three English hospital
wards filthy: A third of hospitals
have failed basic cleanliness
checks in an audit of 700
hospitals in England, whose
findings were leaked last week to
the Health Services Journal
(2000;111(5736):6). The
government commissioned the
survey after a damning report
from the National Audit Office
last year. A Department of Health
spokesman said that a report
would be published as soon as the
survey was completed.

Hungarian health minister
resigns: Hungary’s health
minister, Dr Árpád Gógl, aged
61, a gastroenterologist, internist,
and clinical pharmacologist, has
resigned after a number of
meetings with the prime
minister, Viktor Órban. During
his two year tenure, Dr Gógl
promised wage rises for
healthcare workers and reforms.
Neither came about, triggering
two nationwide demonstrations
by nurses, technicians, and some
doctors, most recently in late
November.

British Airways to warn of
blood clots: British Airways is to
stamp health warnings on airline
tickets in response to fears about
potentially fatal blood clots on
long-haul flights.
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