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Pfizer accused of testing new drug
without ethical approval

Jacqui Wise London

An official inquiry has been set
up into allegations that the drug
manufacturer Pfizer did not
obtain official approval before
testing a new drug on children
during a meningitis epidemic in
Nigeria five years ago.

The Nigerian doctor who
supervised the clinical trial has
said that his office backdated an
approval letter and this may
have been written a year after
the study had taken place.

Pfizer, whose headquarters
are in New York city, has admit-
ted that the local ethics approval
given to conduct the trial may not
have been properly documented:
“Pfizer takes this issue very seri-
ously and is fully cooperating
with the Nigerian authorities.”

In 1996 Pfizer sent a team to
Kano in the north of Nigeria
during an epidemic of meningo-
coccal meningitis. To test the
efficacy of its new antibiotic
trovafloxacin (Trovan) they car-
ried out an open label trial in
200 children, half of whom were
given trovafloxacin and half the
gold standard treatment for
meningitis, ceftriaxone. Five of
the children given trovafloxacin
died, together with six who were
given ceftriaxone. Pfizer said
that 15000 people died during
the epidemic.

The Washington Post has been
investigating the trial and alleges
that at least one child was not
taken off the experimental drug
and given the standard drug
when it was clear that her condi-
tion was not improving—which is
against ethical guidelines.

The newspaper also claims
that Nigerian patients were not
warned that animal studies had
shown that drugs similar to
trovafloxacin may cause joint
damage, whereas US patients
were told of the research in a
subsequent trovafloxacin trial.
The drug’s licence was with-
drawn in Europe because of
liver toxicity and some deaths.

The letter granting ethical
approval for the Pfizer trial was
submitted to the US Food and
Drug Administration in 1997 to
support a licence application for
trovafloxacin. However, Sadiq
Wali, the medical director of the
Aminu Kano Teaching Hospital,
told the Washington Post that the
letter was false and the hospital
had no ethics committee at the
time of the study. Abdulhamid
Isa Dutse, the doctor who over-
saw the trial at the hospital, told
the newspaper that it was “possi-
ble” that the approval letter was
drafted up to a year after the trial.

The Nigerian health minis-

Written complaints about English hospital and community
trusts, 1999-2000: performance against targets for local resolution
100000

No of complaints

Six out of 10 hospital complaints settled within four weeks

Sixty per cent of the 80 000 complaints made against English
hospital and community trusts were resolved locally within the
performance target of four weeks, a Department of Health survey
showed this week. The rest were resolved locally outside the target
(35%) or were still being pursued at the end of the year (5%).
Almost 2000 patients (2.4%) requested an independent review of
their case, of whom 278 were granted one.

ter, Tim Menakaya, has now
appointed a federal investigative
panel to determine whether the
trial was conducted legally and if
so whether it was morally right.
The investigation has gener-
ated a lot of publicity in the
Nigerian press. The newspaper
Vanguard said: “The government
has a duty to tell us whether our

children were used as guinea pigs
and, if so, who committed such
criminality and who is liable.”
Charles Medawar, director of
Social Audit, the UK pressure
group that monitors the phar-
maceutical industry, said: “This
particular case looks to be very
bad, but I hardly think it is
untypical.” ]

GPs warned on accepting
hospitality from drug companies

Tony Sheldon Utrecht

Dutch GPs could face prosecu-
tion if they accept substantial
hospitality during further educa-
tion courses sponsored by phar-
maceutical ~ companies. The
National Association of GPs
(LHV) has warned that both
participants and organisers of
such courses must adhere strict-
ly to the drug marketing code.
The warning comes amid
attempts by the Health Inspec-
torate, which supervises public
health and the provision of
health care, to sharpen govern-
ment supervision of drug mar-
keting. In a test case scheduled
to be heard next Tuesday,
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Merck, Sharp and Dohme is
accused of breaking the code by
organising events and entertain-
ment for doctors that could pro-
mote an antimigraine product.
Uncertainty surrounds the
code, which forbids offering “the
prospect of advantage in money
or kind, unless of insignificant
value, to people competent to
prescribe medicines” but allows
“reasonable hospitality” during
events of an exclusively “profes-
sional and scientific character.”
The association has warned
doctors that hospitality should be
kept within reasonable bound-
aries. Provision of lunches during

a course is acceptable, whereas
travel and accommodation must
be paid for by the doctor. Hospi-
tality such as recreational visits to
the theatre, museums, or sporting
events must be paid for, including
hospitality for husbands, wives, or
partners even if they work in the
same GP practice. Courses can be
held in “attractive surroundings”
provided that the GP pays for
travel and accommodation.

The advice follows talks with
the inspector for advertising
supervision, Hans ter Steege,
who recently found “inadmissible
promotional activities” among
nine out of a sample survey of 18
education courses accredited by
the GPs association. Mr ter
Steege said that there was “cause
for serious concern” and that
education was being “used for
promotional goals.”

The inspectorate has since

been pressing the association for
stricter supervision of its accred-
ited courses.

But Nefarma, which repre-
sents 59 companies in the
research based pharmaceutical
industry, said it was misleading to
conclude that there was system-
atic abuse of the law. Concerns
had been raised about only nine
out of about 800 courses run
since 1997, it said. Courses had
been used for decades as an effi-
cient method of informing doc-
tors of new developments in
treatment and new products
available. In addition, only the
scientific or generic names for
medicines were used during such
courses, not the trade names.

Last year after media reports
of systematic abuses, the health
minister, Els Borst, announced a
series of measures to sharpen
government supervision. O
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