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Relationship of Early Changes in Bone Resorption to the Reduction in
Fracture Risk With Risedronate®

R EASTELL,' I BARTON,? RA HANNON.! A CHINES,? P GARNERO,** and PD DELMAS?

ABSTRACT

Changes in the level of biochemical markers of bone resorption with risedronate treatment for osteoporosis
were examined as a surrogate for the decrease in fracture risk. Greater decreases in bone resorption markers
were associated with greater decreases in vertebral (and nonvertebral) fractures.

Antifracture efficacy of antiresorptive therapies is only partially explained by increases in bone mineral
density. Early decreases in bone resorption may also play a role. We tested this hypothesis by measuring two
bone resorption markers, the C-telopeptide of type I collagen (CTX) and the N-telopeptide of type I collagen
(NTX), in osteoporotic patients in risedronate vertebral fracture trials. We studied 693 women with at least
one vertebral deformity (mean age, 69 = 7 years) who received calcium (and vitamin D if required) and
placebo or risedronate 5§ mg daily for 3 years. The reductions in urinary CTX (median, 60%) and NTX (51%)
at 3—6 months with risedronate therapy were significantly associated (p < 0.05) with the reduction in vertebral
fracture risk (75% over 1 year and 50% over 3 years). The changes in both CTX and NTX accounted for
approximately one-half (CTX, 55%;: NTX, 49%) of risedronate’s effect in reducing the risk of vertebral
fractures in the first year and approximately two-thirds (CTX, 67%: NTX, 66%) over 3 years compared with
placebo. The changes in CTX and NTX accounted for 77% and 54%, respectively, of risedronate’s effect in
reducing the risk of nonvertebral fractures over 3 years compared with placebo. The relationships between
vertebral fracture risk and changes from baseline in CTX and NTX were not linear (p < 0.05). There was little
further improvement in fracture benefit below a decrease of 55-60% for CTX and 35-40% for NTX. The
decrease in bone resorption in patients taking risedronate accounts for a large proportion of the reduction in
fracture risk. There may be a level of bone resorption reduction below which there is no further fracture
benefit. (J Bone Miner Res 200 056)
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Editorial Board The Journal of Bone and Mineral Research (/BMR),

now in its 21st year of publication, provides a forum for papers of the highest
quality pertaining to all areas of the biology and physiology of bone, the
Instructions for hormones that regulate bone and mineral metabolism, and the

Authors pathophysiology and treatment of disorders of bone and mineral metabolism.
The JBMR is the top-ranked journal in its field, with an impact factor of 6.527 .
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Relationship of Early Changes in Bone Turnover to the Reduction in
Vertebral Fracture Risk with Risedronate — The HIP Study. A. Blumsohn',
I. P Barton**, A. Chines’, R. Eastell'. 'University of Sheffield, Sheffield,
United Kingdom, *Procter & Gamble Pharmaceuticals, Egham, United
Kingdom, *Procter & Gamble Pharmaceuticals, Mason, OH, USA.

Anti-fracture efficacy of antiresorptive therapies is only partially explained by increases
in bone mineral density (BMD). Early decreases in bone turnover may also play a role. We
tested this hypothesis by measuring 2 bone turnover markers, the N-telopeptide of type I
collagen (NTX) and procoliagen type I N-propeptide (PINP), in osteoporotic patients in the
risedronate HIP fracture trial. We studied 938 women with a femoral neck BMD T-scorc
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Relative Contributions of the Early Changes in Bone Resorption and Later
Changes in Hip Bone Mineral Density to the Reduction in Vertebral
Fracture Risk with Risedronate. A. Blumsohn', I. P. Barton*?, A. Chines’, R.
Eastell'. 'University of Sheffield, Sheffield, United Kingdom, *Procter &
Gamble Pharmaceuticals, Egham, United Kingdom, °Procter & Gamble
Pharmaceuticals, Mason, OH, USA.

Anti-fracture efficacy of antiresorptive therapies is partially explained by increases in

bone mineral density (BMD) and partially by decreases in bone resorption markers. The
relative importance of these two factors and whether or not their effects are indenendent is
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Do other bisphosphonates show the
same thing



This 1s a major 1ssue of science
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New Vertebral Fracture Incidence over 3 Years,
vs. 3 to 6 Month Marker % Change From Baseline

Eastell et al, J Bone Miner Res, in press
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9. At what point does suppressing bone turnover provide no additional benefit?
a. suppression of more than 90% C. suppression of more than 60% to 70%
b. suppression of more than 75 % d. suppression of more than 40% to 50%



Richard Eastell’ and Pierre D Delmas®
"Division of Clinical Sciences (North)
University of Sheffield
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Treatment With Once-Weekly Alendronate 70 mg Compared With
Once-Weekly Risedronate 35 mg in Women With Postmenopausal
Osteoporosis: A Randomized Double-Blind Study

Clifford J Rosen.! Marc C Hochberg.? Sydney L. Bonnick.* Michael McClung,* Paul Miller.” Susan Broy.® Risa Kagan.’
Erluo Chen.¥ Richard A Petruschke.® Desmond E Thompson.® and Anne E de Papp.” for the Fosamax Actonel
Comparison Trial Investigators

ABSTRACT: Once-weekly alendronate 70 mg and once-weekly risedronate 35 mg are indicated for the
treatment of postmenopausal osteoporosis. These two agents were compared in a 12-month head-to-head trial.
Greater gains in BMD and greater reductions in markers of bone turnover were seen with alendronate
compared with risedronate with similar tolerability.
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From: "Richard Eastell" <r.eastell@sheffield.ac.uk>

To: barton.ip@pg.com

CC: "Aubrey" <ablumsohn@sheftield.ac.uk>

Subject: RE: NTX/CTX data

Date: Mon, 27 May 2002 09:17:04 +0100

Message-1D: <NAEDLHFPJIKKALPANFLPOEDNDCAA .r.eastell@sheffield.ac.uk>

I was discussing our work with a US investigator (who will remain
anonymous) who was really surprised when I told him that all the analyses
for the IOF presentation were done by P&G employees. I told him that I
had worked with you and Simon extensively on the Risedronate database
and that I thought you adhered to the highest principles. However, I think
that to avoid criticism in the future it would be good if we could say that
we had done the analyses independently. I couldn't possible do these, but I
think that Aubrey Blumsohn could



From: barton.ip@pg.com [mailto:barton.ip@pg.com]|
Sent: 14 June 2002 13:37

To: Richard Eastell

Subject: Re: HIP analyses

No, we do not intend for someone else to the analysis. As far as I'm

aware, the Alliance is very transparent in the analyses we perform. We always
clearly explain what statistical methods have been undertaken and are

happy to share with as many external people as possible. ...... Also, the FDA never
perform our primary analyses and write our

clinical reports.

Please don't take the last point the wrong way. I just feel that we're
being very clear in what we are doing and don't need to ask an independent person
to analyse the data just to make a few people happy.



From: manhart. md@pg.com [mailto:manhart. md@pg.com]
Sent: 08 July 2002 15:02

To: Richard Eastell

Subject: Re: HIP data analysis

Richard

I think we should look carefully at the pros and cons of Dr. Blumshon
conducting the analysis you refer to. One the plus side it does add

an extra layer of external "credibility". With this however, Industry
looses the opportunity to demonstrate its ability to be a true partner

in scientific endeavours. Beyond this, the practical issues to training

up a new statistician and the corresponding delay in "time to result" may

make the option difficult.

Finally, transferring databases which the Compnay has invested hundreds of
millions of dollars to obtain is not something to be taken lightly. That's
not to say it can't be done, but the reasons must be sufficiently important

to justify it.



*This study was previously presented in abstract form at the 23rd
Amnual Meeting of the Amaerican Society for Bone and Mineral
Research, Phoenix, Arzona, USA, October 1216, 2001,

Dr Eastell has received research funding from Aventis and
Procter & Gamble Co. Drs Barton and Chines are full-time em-
ployees of Procter & Gamble Co. All other authors have no conflict

of interest.

We would like to acknowledge the help of Dr Simon Pack
and Lisa Bosch of Procter & Gamble Phamaceuticals, as
well as the help of Oldham Hospital Clinical Chemistry
Department for measuring urinary CTX and creatinine. This
study was supported by grants from Procter & Gamble
Pharmaceuticals. Inc. (Cincinnati, OH) and Aventis
Pharma, Bridgewater, NJ. Employees of Procter & Gamble
Pharmaceuticals and Aventis Pharma participated m the
design and execution of the study, the analysis of the data,
and the preparation of the manuscript. All authors had full
access to the data and analyses.






Subject: Re:HIP Trial: BTM vs Fx
To: Aubrey Blumsohn <ablumsohni@sheffield.ac.uk>
CC: Richard Eastell <r.eastell@sheffield.ac.uk>

From: barton.ip@pg.com
Date: Thu, 19 Jun 2003 09:31:42 +0100

Dear Aubrey

Hope all is well. I've just spoken to Richard about you wanting to gain more of
an insight into the data prior to writing a pub brief. I explained that The
Alliance has received a couple of requests from external parties to obtain the
BTM/FX data and we have declined. Therefore, as we have set a precedent we
would be unable to share the d/base with Sheffield. However, I don't want to be
seen as hiding any of the data so we agreed that you should come down for 2-3
days to our R&D site where you and I can a) look at the data in more detail, b)
perform the analyses you require and c) write up the publication briefs.

It would be good if this could happen as soon as possible, definitely within the
next 4-5 weeks. Below I've listed dates which I am available.



I aiso note that you disagree with the approach we have
taken to data analysis. You will realise that when we submit the manuscript {0 a
journal that you will need to sign an authorship agreement form stating that you are
in full agreement with the work. If you wish to be a coauthor then you need to work
towards a resolution of the issues we described in our letter.

You mention the issue of probity and from your previous e-mails | understand that
your major concern is that you have not had access to the original data. | have
checked with Aventis and with other pharmaceutical companies in the field of
osteoporosis for their guidelines to publication. They state that they take the
approach described in the PhRRMA guidelines and that in these guidelines there is
not access to the data (other than those from your centre) for investigators. | think
that the approach we have taken far this manuscript of working closely with the
statisticians to identify the best approach to analyse the data is an example of best
practice.

Please let us know whether you stili wish to be co-author on this manuscript,

Yours sincerely

Richard Eastell

Professor of Bone Metabolism



RadcliffesLeBrasseur

Messrs McKay Law 9 Jur_te 2005

Solicitors Our Ref: CJW2/MO/900100.87¢
41 St Paul's Street VourRet SMDO
LEEDS

LS12JG L 250363 v1

Dear Sirs

Re: Our Clients - Professor R Eastell

We act for the Medical Protection Society on behalf of its member Professor Eastell. We have been passed
a copy of your letter to Professor Eastell dated 25 May, asking for certain raw data underlying certain
abstracts, which you identify.

As you say, your client has asked for this information before. But it is not information to which Professor
Eastell has access. It be]or_lgs to the ph i .ceutxcal compames As your client knows, Professor Eastell

e data fiies. aStell explained this in a
ierefore Professor Eastell

regrets that he is

Yours faithfully, g






THURSDAY, FEBRUARY 23, 2006

THE WALL STREET JOURNAL

Scientist Presses Cla,lm P&G
Mlsrepresented Actonel Data

By SArRAH ELLISON

A scientist hired by Pro‘cter & Gamble |

Co. who alleges his data were misrepre-
sented in P&G research abstracts for the
osteoporosis drug Actonel is meeting
with congressional staffers and the Na-
tional Institutes of Health this week to
press his case.

Aubrey Blumsohn, a senior lecturer

and bone-metabolism specialist at the -

University of Sheffield in the United
Kingdom, says P&G misrepresented the

author was one of Dr. Blumsohn’s col-
leagues, that prompted Dr. Bliimsohn’s
complaints after his analysis of similar
data found different results. Dr. Blum-

- sohn was suspended from his research

position last fall after he aired his com-

plaints in the U.K. media.

~ Tom Milliken, a P&G spokesman said
the company would provide its data for
mdependent review, but it believes the re-
v1ew will validate its statistical approach.

P&G said in a statement, “In hind-
s_ight,, we should have dedicated more






Bland ‘strange analysts’

He tella You and Yours: “It is a
strange analysis because they say
they're not going to do what
you'd think of as a normatl statis-
tical analysis, but something that
doesn’t allow them to actually test

‘whether anything is happening.”

-‘Asked about a plateau effect,
Professor Blandp—s :

“We stand by our conclusions
published in the JBMR... Any
conclusions reached in explora-
tory analysis are, and should be,
open to legitimate academic and
scientific debate and further
study. In fact, an independent re-
view of the data is ongoing,

which we believe will confirm the

validity of the statistical approach

their statistics doi}'t demonstrate
it — it is just a picty re of a plateau

how they got it from the data.
You just have to take it on trust.’-’

told The Timec Hichor “There ic

used, an e conclusions
reached, on the_ basis of the data-
base studied.” =



“P&G hasa very .
viegttumate propn— -
“etary interestin
- these clinical trial
data. It is standard
: .mdustry practice to
-limit access to the -

‘raw data by external J"'

researchers. Typr- e
‘cally, analyses - -
‘developed by or rn
collaboration with
external researchers
will be performed

, ~by company statlstr
‘clans, and the

‘the researcher.
| Ocoasronauy, the
- l.researcheris g:ven -
temporary and: l:m:t— -[
I-ed access tothe -

'_jdata to perform the
analyses directly. -

- “Qur policy is to
|-allow external

‘resuits shared w:th

| researchers suff:~ |

| cientaccesstothe -
| dataandto perform‘

those analyses nec-
essary for themto:

{ be confident and

comfortabte with

{ the conc!usrons

they state in scientif-

L3l 4G Gommumcattons ;-
J : Dr Blumsohn







Researcherstogeta
hill of rights from P&G

THE TIMES HIGHER FEBRUARY 24 2006

Revelations that academics had published findings on a drug without full aceess to trial data have
led Procter & Gambie to make a commitment to transparency and integrity. Phil' Baty reports

Pharmacetical giant Procter & — ey —— practice” 1o limit external access
-— “ = - “ ar o - - e - B S L T Gt G0 Seuew Ml L s e Db
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Questions/Allegations?



Several approaches to analysis
1 — test for plateau at -35% change

change



Several approaches to analysis
2 — open analysis

change



Several approaches to analysis
3 — simple visual inspection raw data plots



Several approaches to analysis
4 — Graphical analysis
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Relationship of fracture risk to change in bone resorption with risedronate in the
HIP study - is there a plateau response?

Aunthors: A. Blumsuhnl, J. L. Hutton’
iSh&fﬁﬁld Teaching Hospitals, Sheffield. UNITED KINGDOM.
“Department of Statistics. Umiversity of Warwick. Coventry, UNITED KINGDOM.

Understanding the determinants of bi 2 : aaage i fracture risk 15 a
prereqmm = Sgo o ahstract (Blums::uhu._
anﬂ - I

study. The study included 938 women {FIN T-score =-3, age ?4 SD 3 who recetved Ca and
etther 5mg risedronate/day. 2.53mg or placebo for 3 vears. Randomization and event codes were
supplied to authors i 2006, Data did not provide evidence to support previous conclusions.

0to 3::.':' It
further auggﬁted that another marker (%o APINP) was 51gmﬁ+:a:1ﬂ} predn:tne Df VE.

We used several statistical models as well as visual inspection to evaluate a potential “plateau”™
effect at a putative threshold -30% or -40%. Cox and logistic regression models were used, with
thresholds of -30% and -40%, and two transformations of NTX: %ANTX and Alog(INTX). The
response was allowed to take different values above and below the threshold. for both linear and
quadratic functions. Conclusions were essentizlly the same for all models, with or without
inclusion of data on the unlicensed (2 5mg) dose.

Visual inspection showed no evidence of a platean near the putative threshold. With Smg
risedronate most (9/11) incident V# ocourred with change in NTX bevond the proposed -30%
threshold (median %eANTX with V# was -49%3). No patients with %ANTH < -§1% sustained V=
{-61% was also the approximate lower limit of data plots presented to authors by the sponsor).
However 44% of patients on 5mg had %ANTH < -61%.

Regression models showed no evidence for a platean at either threshold, and significant evidence
of no plateau (Cox P = 0. t]:n) Fﬂf t:u:rlh 2.5 and >mg doses the risk of V& decreased significantly
with greater NTX decre =dlict]

SeANTH on (2
40% th -
sand by mmpaﬂsou of mednms or regressmu models (all P =0. ’”}

In conclusion. this study provides no evidence to support a platean relationship between T3
change and fracture risk with threshold near -30% in patients taking risedronate.

thor Disclosure Block: A. Blumsohn: Study funded by Procter & Gamble Pha
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Can I place the raw data in public
domain?



Can I have the confounding
variables?
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Editorial Board The Journal of Bone and Mineral Research (/BMR),

now in its 21st year of publication, provides a forum for papers of the highest
quality pertaining to all areas of the biology and physiology of bone, the
Instructions for hormones that regulate bone and mineral metabolism, and the

Authors pathophysiology and treatment of disorders of bone and mineral metabolism.
The JBMR is the top-ranked journal in its field, with an impact factor of 6.527 .
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New Vertebral Fracture Incidence over 3 Years,
vs. 3 to 6 Month Marker % Change From Baseline

Eastell et al, J Bone Miner Res, in press
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New Vertebral Fracture Incidence over 3 Years,
vs. 3 to 6 Month Marker % Change From Baseline

Eastell et al, J Bone Miner Res, in press
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New Vertebral Fracture Incidence over 3 Years,
vs. 3 to 6 Month Marker % Change From Baseline

Eastell et al, J Bone Miner Res, in press
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New Vertebral Fracture Incidence over 3 Years,
vs. 3 to 6 Month Marker % Change From Baseline
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New Vertebral Fracture Incidence over 3 Years,
vs. 3 to 6 Month Marker % Change From Baseline

Eastell et al, J BonegjMiner Res, in press
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pClaration on research paper was wrong, reports Phil Baty

rt admits he did not
fullaccesstodata

One of the worlds leading bone
experts has confirmed that he
signed an incorrect declaration
for a research paper that pre-
seriled some erroncous findings
about a leadling ostcoporosis drug.

Almost two years after The
Times Higher first reported con-
cerns about the validity of a paper
by Richard Eastell on the effeces
of Procser & Gamble's multi-
million-pound drug Actonel, the
Sheffick! University professor has
published a peer-revicwed ketter
addressing the concerns raised.

In a letter to The Journal of
Bore and Mineral Research
VBMR), which published the
original contessed paper in 2003,
Professor  Eastell this  week
accepted that he had incorrectly
signed a declaration stating that
he and other authors had had
“full access™ to the Actonel drug-
trial data held by P&G

The data analysis for the paper
was carried out by P&G, which
paid for the research and which
did not redease the data 1o Profes-
sor Easte(l

In the Jetier, published by the
JBMR following an independent
analysis of P&
Professor Eastell also conceded
that the original artick to which
e put his name contained “some
crrors and same poor practice™.

The editor-inchief of the
JBMR, John Eisman, said in the
journal this week that as a result
of the case, the Amercan Socicty
for Bone and Mineral Research
(ASBMR) had agreod ncw publi-
cation procedures

These insist that “authors sign
that they have had full access 1o
the underlying data for all manu-
scripts™, which “should help rein-
force the independent role of the
academic researcher” in working
with pharmaceutical companics.

The Times Higher was the first
1o report concerns about the work
in November 2005, after a whisthe-
blower in Professor Eastell’s Shef
field wam raksed the alarm

Aubrey Blumsohn was suspended
and threatened with the sack by
Shefficld for cooperating with
The Times Higher, but he later
agreed a setthement understood 10
‘be worth six figures.

The work of Professor Eastell,
who runs Sheffield University's
Bone Mctabolism Research Unit.
had helped %0 change the under-
standing of the treatment of osteo-
porosis.

P&G's Actonel and its market
rival Fosamax both re-

duce the risk of bone ‘Professor
Eastell’s letter
ducing the “umover- 10 the JBMR
acknowledges
that the

fractures by increasing
bote density and re

of bones -~ the rae at
which they break down
and regenerate. 1t had
been generally under
stwood that Fosamax
was mare cffective at
doing this.

But Professor East
ell's research sugpested
that Actonels mferor
potency did not mean
that it was Jess cfective
a1 redacing the risk of
fractures. He had sug-
gested that there was a “threshold
effect” - a point beyond which
any further reduction in bone
turnover did not affect fracture
risk

Professor Eastell reported this
threshold effect in an article pub-
lished in June 2003 in the JEMR:
“Relationship of carly changes in
bone resorption 10 the reduction
in fracture risk with risedronate
[Actomel's generic name]

On the paper, a declaration by
the authors confirmed that Profes-
sor Eastell had received rescarch
funding from P&G and that two
coauthors were full-time emnploy-
ces of PRG, but it conchuded with
the statement that “all authors
had full access 10 the data and
analyses™

Professor Eastell writes in his
Jetter 1o the JEMR: “In the origh
nal paper one of the authors, a

independent
analysis of
the data
“identified
some errors

and Some poor /figher. shows Profes
practice™
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statistician working for P&G [lan
Baron] had full access w0 all
data ™ He said that P&G applied
pharmaccutical industry guide
Eincs at the time, which restricied
the release of ornginal data
mvestigators

He added that the P&G statist-
can “worked cosely with all of
the authors of the original report
on the data analysis and
respanded 10 al) requests for fur-
ther analyses. Thus, the authors
had full access 1 the
analyses they had
roquested... but not all
had direct access 1o
the raw data

“At the time of writ-
ing 00203, not all
the original authors
WEre gIVen accoss 0
the raw data.™

An email exchange
between Professor
Eancdl and P&GY
statisticsan lan Bar-
ton, soen by The Times

sor Eastells requests
for the raw data were
reyected by PAG

In May 2002, Professor Eassell
wrote that a collcague “was really
surprised when [ 10dd him that all
the analyses™ for a presentation of
rescarch findings “were done by
P&G employoes™

“1 think that %0 avoid criticism
in the future it would be good i
we could say that we had done the
analyses independently,” he sald
But P&G declined, saying that
while this would “add an extra
layer of external credibility™ to the
research, the data itself was the
result of an investment of “hun-
dreds of milllions of dollars”
and belonged to the company.

Professor Eastell's Jetter %0 the
JBMR also acknowledges that the
independent analysis of the data
“identified some errors and some
poor practice” in the original
paper publishod under his name

An incorrect statistical test had

boen used and, in particular, a
graph in the origmal paper had
been “Cropped extensively and in
an asymmetric manner™.

“In the ornginal paper wa
should have given a rationale for
the approach used in cropping
{lines on & graphi, and stated how
much data were cropped. How-
over, we were unaware that the
cropping procedure was carried
out in an asymanctric way at the
time we wrote the oniginal manu-
script andd therefore that was not
indicated ™ The original graph
“exchades between 34 per cent and
49 per cent~ of the data

Dr Blumsohn said this week
that the new independent analysis
of the data showed that all his
concerns had been validated. He
added that “the authors have been
unable 1o replicate the analysis as
originally reported™ now that they
have all the data

But Professor Eastell said the
conclusion of the original JBMR
paper that there was “a level of
bone turmover reduction below
which no further fracture benefit
is observed” the socalld
threshold effect — could “still be
supportcd based on the new
analysis™

He told The Times Higher that
his letter was “the final word on
the topic™ and had been through a
thorough scientific peer review

A spokesman for P&G said
“We agree with the corrections
noted by the independent re-
scarchers.. and we are pleased
that the reanalysis supports the
original conclusions drawn in
2003, While the mistakes in the
original paper did not affect the
scentific conclusions, we recog
nise the need for consistent and
robust scientific analysis

“It is important 0 note this
work was not related 1o the safety,
efficacy or approval of Actonel
This research also did not directly

involve  dinkal rescarch in
pathents.”
phil.baty@thes.co.uk



“In the original paper we
should have given a rationale for
the approach used in cropping
[lines on a graphj, and stated how
much data were cropped. How-
ever, we were unaware that the
cropping procedure was carried
out In an asymmetric way at the
time we wrote the original manu-
script and therefore that was not
indicated.” The original graph
“excludes between 34 per cent and
49 per cent” of the data.

Dr Blumsohn said this week
that the new independent analysis
of the data showed that all his
concerns had been validated. He
added that *‘the authors have been
unable to replicate the analysis as
originally reported” now that they
have all the data.



But Professor Eastell said the
conclusion of the original JBMR
paper that there was “a level of
bone turnover reduction below
which no further fracture benefit
18 observed” — the so-called
threshold effect — could “still be
supported based on the new
analysis”.

He told The Times Higher that
his letter was “the final word on.
the topic” and had been through a
thorough scientific peer review.

- A spokesman for P&G said:
“"We agree with the corrections
noted by the independent re-
searchers.. and we are pleased
that the re-analysis supports the
original conclusions drawn in
2003. Whiie the mistakes in the
original paper did not affect the
scientific conclusions, we recog-
nise the need for consistent and
robust scientific analysis.



www.scientific-misconduct.blogspot.com
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Doctors as lapdogs to drug
firms

The beast is ourselves

Eprror—Fugh-Berman is correct that we
need 1o bite something tender and to get out
of that lap.” But we are fighting the wrong
beast. The beast is not the pharmaceutical
industry—it is ourselves,

Pharmaceutical companies sell products
under the banner of science. But their only
raison d'étre is to make money. Industry has
to balance genuine hypothesis testing and
transparency against commercial interests
and the financial consequences of dishon-
esty. This is not in itself a enticism—it is a
simple fact.

It is also of course true that the industry
provides products which are often beneficial
to our patients. It is equally evident that
many actions of industry have not resulted

in benefit, and have instead caused harm.
More importantly, we are often completely
unable to assess the degree of harm, because
information is hidden by gag causes, the
threat of litigation, and cosy commercial
arrangements between the regulators and
industry." *

We, as doctors, have created the atmos-
phere which has allowed companies to mal-
function. We have allowed industry to
subvert the rules of scence’ We have
watched quietly as governments and aca-
demics have colluded with industry to hide
information critical to our patients. We have
remained silent as our medical schools have
churned out graduates who have no knowl-
edge of the dilemmas and scandals of medi-
cine. We have allowed many of our medical
journals 10 become corrupted and timic.
The soft parts that need biting may well be
our own.

Aubrey Blumsohn consultant

Sheflield Teaching Hospitals, Shelfield 85 7AU
ablumsohn-3@vahoocouk
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