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Environmentahst
accused of
scientific
dishonesty

Caroline W hite Londan

A leading international environ-
mentalist, Professor Bjern Lom-
borg has been found gulty of
scientific dishonesty by the Dan-
ish government commitiees thal
investigate saentific frand anc
misconduc.

Bt the ruling has sparked a

urore, with
about the basis on whach the
derision has been reached, and
has forced the Damish Reseanch
Agency to issue a disclumer
ahont its e ntions

This week the Danish parlia-
ment will debate whether the
country’s national Emvronmen-
tal  Assessment  Inshimie, of
which Professor Lomborg was
appointed diredor last Faroary,
should also be nveshigated,

Profesor Lomborg, who s
an asooake protessor of statis-
Lics an the Department of Polit-
cal  Science  at Denmark’s
University of Aarhus, [mnmkrﬂ

ryochan e ThaaEes]
Lt dtaal i adniig

Professor Bjarn Lombarg

fierce ddsate among  environ-

et geernt -:I-: W I|‘| the r'ull'\.l._
menil sOehl i i

cation in 2001 of his l:-:-ulL The
Shepiived Encironmendalist,

The book attracted interna-
tional attention and acclaim for
presenting an oplimistic view of
the future and contradicting cur-
rent gloomy predictions about
global - resonces,  biodwersity,
and the see af the world's popu-
laticn. Professor Lomborg onl-
lined his wviews i the BT Lasi
momth §21-23 December, p 14614

Professor Lomborg dismissed
his aribies and made what were
comsideracd tobe personal attadis
o sectors ol the  ressarch
COTTLTILTILY,

Three  complanis  were
brought against Prafessor Lom-
borg last spring, fallowed by a
further complaint in November,
all of which hinged on the
scentibc 1.d||l:|||'r of The Sk

accusations T nged
across data fabmication, distor-
tion, plagiarism, and deliberate
musre presentation of - others’
results, Evidence was also taken
from critiques of the book by
four leading e perts, published
in Sdendific American in January
last vear

The Dansh Commillass
Scientific Dishonesty of the Dan-
ish Research Agency began its
deliberations in June, and took
the view that “based on custom-
ary scientific standards and in
light of his svstematic anesided-
ness in the choice af data and line
of argument, [Professor Lom-
horg] has clearly acted at varance
with good saentific practice.”

They ooncluded that  The
Skefrical  Emctronmenialis was
intended o he eviluated as so-
ence, and as such, the soenific
message had been sufficienily
perverted to warrant the anthor
gualty of scientific dishonesty,
although not guilty of deliberate
intenbon to mislead or af gross

negligence. (|

lhe accusations ranged
across data fabrication, distor-
tion, plagiarism, and deliberate
misrepresentation of others’
results. Evidence was also taken
from critiques of the book by
four leading experts, published
in Scientific American in January
last year.
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GMC accuses
doctor of
research fraud

Onwen Dver Lowdon

The disciplinary hearing of T
Goran Jamal, a docor who has
been considered o be an expert
on Gull war syncrome, began
again last week alter 4 st month
achourmment (BMJ 200 2;325:618).

The consultant neurophysiol-
ogist faces charges of serious
professional misconduct before
the General Medical Coundl for
alleged  research frawd in the
phase IIT mal of Tambetc a
gamalenic acid based on evening
primrose oil, for he reatment of
diabelic peripheral polyneuropa-
thy I found adpable, he could
be struck ofl the medical registen

The case was  adjowrned
while the parties shudied more
than 1000 pages of evidence,
mostly  statistical  data. GO
counsel Andrew Collender QC,

Dr Goran Jamal

told the hearing hat~ke case
against Ir Jamal is based largely
on the statistical improbability of
his results, “It became clear that
the data could not have been
properly compiled. In short they
st have been falsified o sug-
gest the effects were supenior to
placebo in patients™
Dir Jamal found a clear beneliTy
the palients he reated, other
parlicipants in the trial saw litde
or no difference from placebo in
their patients, said bMr Collender.

It emerged last week that Dr
Jaumal, who now works at Char-

ing Cross Hospital, London, had

been promised a 0L5% royally on

|%H MICHOLEDIH P&

sales o Tarabeticc. a  highly
unusual - arrangement  for a
researcher. He was involved in
testing and development from
an early stage, and it was his pre-
liminary shudy of Tarabetic, car-
ried ot in Glasgow’s Souhem
General Hospital,  that  con-
vinced the drug's  developer,
Scotia Holdings, that it had a
cormmercial fuhre.

Scolia Holdings was one of
Britamn's most promising biotech-
nology companies of the 1990s,
Investors lost millions when the
; my wenl into admimsira-
Lon in 20r—Fae surprise rejec-
Lon of Tarabelic's appr !
Medicines Conirol  Agency  in
March 1997 dealt a fatal blow Lo
The

izl

Srnlia drae heen
se0ha, g haa heen

expected to generate sales of
almost £90m (514 1m; €15 31m).

Douglas Aluman, professor of
lics in medicne at the Insti-

were due to chance or ool
dence was “rmnute.”

The case is expected to finish
on 28 March. O

) the case
against Dr Jamal is based largely
on the statistical improbability of
his results. “It became clear that
the data could not have been
properly compiled. In short they
must have been falsified to sug-
gest the effects were superior to
placebo in patients.”
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Scope and Impact of Financial Conflicts
of Interest in Biomedical Research
A Systematic Review

,IIJ!-i-li{l E. HI'L’.E‘[ITL-:]H._ AR
Yan Li, MPhil
Cary I". Gross, MID

Context Despite increasing awareness about the potential impact of financial con-
flicts af interest on biomedical research, no comprehensive synthesis of the body of
evidence relating to financial conflicts of interest has been performed.

Objective To review original, quantitative studies on the extent, impact, and man-
agement of financial conflicts of interest in biomedical research,

[N N

JAMA, January 22/29, 2003—Vol 289 No. 4

CFOY O DT SD i ki OTe s s

Industrv 1s {lf:cph mvolved n
[u mhnﬂr LS research

Janice Hopkins Tanne New Yord

Industry supported 62% of bio-
medical research in the United
States in 2000, almost double

mdusirm sponsored
rials might achieve favourable

the proportion in 1980, while
government support declined.

Industry sponsored research
is ljkel}' to reach conclusions
favourable to indusoy. In 61
incustry sponsored frials of non-
steroidal anti-inflammatory drugs,
not a single mrial found the com-
parison drug superior to the
sponsor’s drug.

results in three ways: by compar-
ing the sponsor’s drug with no
treatment or placebo, by using a
higher dosage of the sponsor’s
drug than the comparison drug,
or by comparing the sponsor's
well absorbed drug to a poorly
abhsorbed drug. Positive results are
published more often than
negative ones.
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Guidance for Industry
6 Good Clinical Practice:
Consolidated Guidance
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EU Directive 2001/20/EC

>7?7<! @8. 45 48A34 5<
45 ?<! #.@5#3A B4

- 9&&/

= 6




D #

D #



D

LA ETICA ES UN
ACUERDO SOCIAL
= COMO SE

PROCED

E

D

R

BB

E



UNIVERSIDAD DE ANTIOQUIA

/B



UNIVERSIDAD DE ANTIOQUIA

H#






#$

#$

#$




*Desarrollo del protocolo de investigacion debe ser escrito en forma
clara y muy detallada.

Desarrollo de POEs (SOPs) por parte del patrocinador,
iInvestigadores, monitores, CRO ( Contract research organizations)
gue definen responsabilidades, registros, y métodos que se usaran.

*El patrocinador debe preparar SOPs de como desarrollar y
actualizar el protocolo, IB (investigator brochure), CRFs y otros
documentos, envio de materiales, contabilidad, estandarizacion de
actividades como revision de los AE, Data analisis, las actividades
de los investigadores para asegurar la calidad de los datos,
actividades de los monitores para asegurar que el ensayo esta
siendo bien seguido y documentado, y de auditoria para determinar
gue la monitoria se esta haciendo apropiadamente y que los
sistemas de control de calidad son operativos y efectivos




Los Investigadores hacen Ilos SOPs para
procedimientos del ensayo como proceso de
comunicacion con el IRB , obtencion vy
actualizacion del informe de consentimiento,
reporte de AE, administracion del producto de
Investigacion, contabilidad del producto....

El Comité de bioetica debe tener SOPs sobre
como funciona, requerimientos de los miembros
de como se revisan los protocolos, como se
minimizan o eliminan los conflictos de interés....

Similar para las organizaciones regulatorias
Incluyendo la forma de hacer cumplir las leyes
locales
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Reporte del ensayo:

e Los resultados deben ser presentados en forma clara y
detallada.

 Con descripciones detalladas de analisis estadisticos,
libre de ambigtiedades y facil de revisar.

« Debe describir que el estudio cumplid objetivos y
aspectos éticos.

 Debe decir como fue el diseio, enmiendas al protocolo,
descripcion de caracteristicas de los participantes,
desviaciones en el protocolo, analisis interinos, analisis
de eficacia, de seguridad, discusion y conclusiones,
tablas , graficas, etc
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Antes del inicio del ensayo

Benefoospata s panticypeamiass 806 bkl
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Protecmardee ldesppdartppatess
Adecuadamente informados
ODbjetivos
Metodos
Beneficios anticipados

Riesgos potenciales



Protectoondie los participantes
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