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Professor John A Eisman 1 May 2006
Editor-in-Chief

Journal of Bone and Mineral Research

3209 Guess Road, Suite 201

Durham

NC 27705, USA

Re: Procter and Gamble publications misconduct

Dear Professor Eisman

Procter and Gamble last week provided to me the raw data underlying both abstracts,
several draft publications and all statistical reports written in my name, including the key
data underlying the Eastell 2003 paper in JBMR (2003;18-6:1051-1056). It regrettable that
JBMR did not itself press Procter and Gamble to do so.

Unfortunately you have again not replied to questions that would allow me to make
confident submission of the science to JBMR. I and others have carefully reread the
unusual editorial correspondence from JBMR over two years. There is a general feeling that
JBMR have not acted appropriately and have not helped the matter. I attach some of this
unanswered correspondence and concerns for the record.

The data now obtained shows convincing evidence of incorrect analysis/scientific fraud
apart from the ethical issues relating to withholding of data by a sponsor. It is for example
clear that a) there is no plateau in the response curve for NTX as repeatedly asserted in the
opaque statistics we encountered. It is for example clear that b) all graphs had been drawn
with scales which encompassed less than 60% of the data as I had suspected. It is the case
for example c) that in one abstract (Blumsohn et al., JBMR 2003: Relationship of Early
Changes. .. The HIP study) and in the associated draft publications it was stated that:

“there was little further improvement in fracture benefit below a decrease of 30-35% for NTX”
and "' Consistent with findings from the VERT trial, a non-linear function was more appropriate
than a linear function for modeling the relationship between early changes in N'TX and vertebral
fracture risk over 3-years (5mg Risedronate, p=0.008). There was little further improvement in
Jracture benefit below a decrease of 30 to 35% for NTX."...In conclusion, ....... there may be a
level of bone resorption reduction below which there is no further fracture benefit. Key Message: The

relationship between early changes in INTX and longer term fracture risk for 5mg Risedronate is
non-linear (p=0.008), consistent with findings from the VERT trial."
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Nothing could have been further from the truth. In this subset of the data there was not a
single incident vertebral fracture in any of the patients with NTX responses greater than
64%, comprising 37% of this cohort (all would have been outwith the scale of the plots as
constructed). These are simple facts. There are many other discordances. The report by
Professor Martin Bland was correct since the subset of randomization and event codes
from the three key registration trials assessed by him (which P&G claim I stole from them)
have been confirmed as correct. You declined to access this report.

Procter and Gamble agreed that the correct study findings should be published. After
careful consideration I have decided not to submit this to JBMR given the absence of trust.
I will instead submit the main manuscript relating to the science and some aspects of the
research process to JAMA and/or the Lancet in the first instance.

You stated that it is not the job of a Journal to “investigate”. I agree that a Journal is not
an investigatory body, but editors do carry responsibilities. The Journal should for example
have tried to ensure that any contemplation of obvious ethical principles are carried out in
a plausible manner (addressing the correct question for example) and is not guided by
those accused of misconduct or of cover-up.

More importantly, many aspects of this problem were directly editorial. For example, there
is abundant evidence that the first author and at least one other academic author of Eastell
et al 2003 (J. Bone Miner Res. 2003;18(6):1051-1056) did not have unfiltered access to any
relevant raw data before, during or after submission of this paper, or when it was
previously submitted to the Lancet. Published declarations to the journal were false.
Professor Eastell has stated as much in response to the General Medical Council, in
correspondence and in conversation with colleagues. He himself attempted to access this
data from P&G but stated that it was not provided. This was repeatedly rationalized (as late
as December 2005) on the odd basis that PHrMA guidelines specify that “?here should be no
access to data for investigators” (Appendices). Statements regarding conflicts of interest in this
paper were also obviously untrue. Delmas and Garnero clearly have conflicts of interest,
and one author (RH) who declared no conflict was receiving 100% salary funding from
Procter and Gamble. Given that this paper carried the same statistical problems these are
relevant conflicts. With all due respect, these are editorial matters.

Pending your explanation as to how I can reference material relating to the research
process (per your previous statements that JBMR will not review any material related to
these editorial matters because of the unspecified legal issues) I also wish to submit a fully
explanatory letter of withdrawal to JBMR. It is perfectly right that the company can
respond to properly written and referenced communication. These references may have to
be to online documents or documents on file, and would quote directly in detail from these
documents. Your response regarding this and other communications would be appreciated.

Yours Sincerely

Dr Aubrey Blumsohn
Enclosures on following pages



From Aubrey Bl unsohn >

To: "Adrienne Lea" <adrienne@bnr.org> 'John E sman'

<] . ei sman@ar van. org. au>, "'Lorenzo, Joseph'" <JLorenzo@so2.uchc. edu>
CC. allEmaillist@hej abberwock. org

Date: Friday, April 7, 2006 1:07:09 PM

Subj ect: FromDrs. E sman and Lorenzo

Attachments: <none>

Messagel D. <15310523541. 20060407130709@t i nt er net . conP

Dear Professor Ei snman

Thank you very much for this response. It bears no
relation to ny concerns (reproduced yet again

bel ow). You nentioned "significant |egal issues"
(which would influence what | wite), yet refuse
to tell me what these are. You have failed to | et
me know as Editor how you (or reviewers) wll

exam ne such submissions if you are unwilling to
exam ne referenced material. You have failed as
Editor to answer questions about conflicts of

i nterest involving yourself, JBMR or ASBMR

This really is not plausible.
Aubr ey Bl unsohn

==== Previous |letter =========
Dear Professor Ei snman

Thank you. | did not say this.
I sinmply explained why there will be a del ay.

Again, | would appreciate it if you would answer
the three questions | asked on 1 March, and the
one fromny last letter. | will repeat these for

your conveni ence:
"I woul d appreciate sone explanation as to

a) the nature of the "significant |egal issues"
you mention, and

b) an assessnent as to the conflicts of interest
whi ch you feel you and the society night have in
this matter and

c) | would also appreciate an explanation as to
how you woul d propose to exam ne any repeat
statement of concern if you are unwilling to
exam ne materials sent to you.
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Clinica Sciences Centre

Northern General Hospital

Herries Road, Sheffield
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Tel: (0114) 271-4705
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01 March 2006

Professor John A Eisman
Editor-in-Chief

Journal of Bone and Mineral Research
c/o Managing Editor: Amber Williams
3209 Guess Road, Suite 201

Durham

NC 27705, USA

Dear Professor Eisman

Thank you for your letter. | had asked for space in your journal to withdraw my
commitment to these two abstracts about Actonel, and to discuss procedural problems
and misleading declarations by authors. | would not make this request if | were not
convinced that the issues are serious. | have provided you materials germane tothe
editorial issue at hand. Editors cannot in my view simply refuse to look at evidence of
editorial problemson the basis of unspecified "significant legal issues'. The company
has admitted that data in the abstractsis incorrect, and it is also clear that the 2003 paper
has significant problems.

In your last communication you asked (indeed insisted) that you and your legal advisers
would choose the phraseology | must use. Y our selected phrasing does not alow any
mention of the reasonsfor these concerns. You ask meto sign thiscontent-free letter as if
it were written by me, and then suggest allowing rebuttal by the pharmaceutical sponsor.
This isinappropriate. | cannot imagine what readers would make of such awithdrawal or
any "rebuttal" from the company. Do you wish to prevent the publication of this
correction or prevent your readership learning the reasonsfor it?

Since | know the journa as avaluable, professional resource, | assume your policy is
driven by fear of legal action involving the journal, or conflictsof interest involving the



ASBMR, JBMR or editorial staff. | do understand the dilemmacthis creates for you and |
regret that you might perceive me as being, in any way, the agent of such difficulties.

Y ou previously said that you wo uld assess the evidence only with the consent of the
pharmaceutical sponsor, and that you would ask for such consent. | have never come
across a situation where aparty accused of improper conduct can end the matter simply
by refusing to consent to haveits actions examined. Nevertheless, since you have not
mentioned this again, | presume that consent was refused.

| find the situation that has evolved increasingly incredible. | will of course be
submitting a proper letter to you as Editor with content which | will ask you not to
remove thistime. The pharmaceutical company may of course respond to such aletter as
would be usual. | cannot understand why you would respond any differently to arepeat
letter but | will certainly try.

In the meantime, | would appreciate some explanation as to a) the nature of the
"significant legal issues' you mention, and b) an assessment asto the conflicts of interest
which you feel you and the society might have in this matter and ¢) | would also
appreciate an explanation as to how you would propose to examine any repeat statement
of concernif you are unwilling to examine materials sent to you.

Y ours Sincerely

Dr Aubrey Blumsohn MBBCh, BSc(hons), MSc, PhD, MRCPath
Senior Lecturer in Metabolic Bone Disease

Honorary Consultant in Metabolic Bone Disease
University of Sheffield and Sheffield Teaching Hospitals



From Aubrey Bl unsohn >

To: Adrienne Lea <adrienne@bnr.org> Anber WIIlians <anber @bnr. org>,
heat her@bnr. org

CC. journal @bnr.org

Dat e: Sunday, Septenber 11, 2005 7:15:02 AM

Subj ect: JBMR Probity

Attachnents: l1.em, 2.em, 3.em, 4.em, 5.em, 6.em, 7.em, 8.em, 9. em,
10.em, 1l1.em, 12.em, 13.em, 14.em, 15. en

Messagel D. <1811585879. 20050911071502@t i nt er net . conp

Dear Professor Ei snman

I nust say, | amdisappointed in JBMR |
don't know your enail address and | have
thus addressed to the various Editorial staff
who have at various points responded on your
behal f.

I wote first on 24 Nov 2004 rai sing genera
concerns about probity of particul ar
publications in JBWR

| wote again on 24 Dec 2004, and had a

response "I would have to forward your query
on to the editor-in-chief to get his view on
this".

There was no further pronised response for 5
nmont hs.

| Emailed and sent a formal letter on 20 May
2005 providing specific details of the
publicati ons concerned, and an indication of
t he probl em

Thi s was acknow edged by the editoria
office. "Your letter raises sone very

i mportant concerns and we are follow ng up
with ASBMR staff and the Editor in Chief in
order to get a proper response for you."

On 6 June | received correspondence about a
prom sed conference call to discuss the
matter.

There was a trail of correspondence wth
repeated enquiries as to why there was

del ayed or no response to the planned date
for the pronised tel ephone call. The | ast
correspondence was on 13 July:



"Dear Dr. Blumsohn: | just wanted to let you

know I amstill awaiting word fromDr.
Lorenzo® assi stant about his avail able
times; | will call her tonmorrowif | do not

hear fromher, and will be back in touch with
you. Thanks- Adrienne"

I then heard absol utely not hing.

This trail of correspondence is attached in
reverse order.

| amaware that there is sone intense
politics involved, that you know sone of
those involved, and there is a suggestion
from Markus Sei bel that you have had sone
know edge of this fromthird parties. You may
have been provided with information to
suggest that you should not get back to ne.

I can assure you that there is a substanti al
probl em here. Even if you believed what you
had been told, | believe that this is

i nappropriate editorial practice which
encour ages publication mal practi ce.

I woul d appreciate your conment on the
procedur e.

Ki nd Regards

Aubr ey Bl unsohn

| Dr Aubrey Bl unsohn

| Senior Lecturer in Metabolic Bone D sease
| Bone Metabol i sm Laboratory

| Human Nutrition Unit

| Division of dinical Sciences (NGHT)

| dinical Sciences Centre

| Northern Ceneral Hospital, Herries Road
| Sheffield S5 7AU, Engl and

| Email: ablunsohn@heffield.ac. uk

| Tel: 114-2715963(office)

| Sec: GII Vaughan Tel: 0114 271 5380

/
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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 belongs to the pharmaceutical compames As your client knows, Professor Eastell
{ stell explained this in a
fore Professor Eastell

letter to your client

Yours faithfully,

RadcliffesLeBrasse
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AN W A TR Y AAL R R N R S A Bl B BByt e D W Ph M AT

Division of Clinical Sciences (Nm’th) Northern General I—]Q§]
Academic Unit of Bone Metabolism Herries §
Sheffield 85

Tel: (0114) 271

R Eastell. Professor of Bone Metabolism ‘ o Fax: (0114) 261
Research Dean, School of Medicine & Biomedical Stiences Ernail: ressrell@sheffield.a

I Web: www.shef.ac,uk/
REIGKH ' 13" December 200
Dr Aubrey Blumsohn

Senior Lecturer in Metabolic Bone Disease
Clinical Sciences Centre

Northern General Hospital

Sheffield 85 7AU

Dear Aubrey
Re; letter of 8" November 2004

Thank you for your letter about the manuscript | have been preparing with Professor
Pierre Delmas and Dr lan Barton, | note from your letter that you would fike to be a
co-author of this work. 1 also note that you disagree with the approach we have
taken to data analysis. You will realise that when we submit the manuscript to 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. We have listened
carefully to your concemns, and we feel that we have addressed all of these, We
have now prepared several drafts of the manuscript and would like to submit this
shortly. Please reassure us that you are prepared to work with us constructively on
this manuscript in a timely way. We would like you to respond fo this letter within the
~ next month and if you still wish o be a coauthor then we will send you the
manuscript for your comments. We would appreciate you giving us your comments
in a clear and constructive fashion within a month of us sending you the manuscript.

continued. . .
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You mentxon the issue of probity and from your previous e-ma!is ! 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 PhRMA guidelines and that in these guidslines there is
not access to the data (other than those from your centre) for investigators. | think
that the approach we have taken for this manuscript of working closely with the

_ statisticians to identify the best approach to analyse the data is an example of best
practice, particularly the visit that lan Barton paid you to go through the data
analysis in detail and actually conduct the data analysis during the visit.

Please et us know whether you still wish to be co-author on this manuscript,

Yours sincerely :

R E 'M'MX.'

Richard Eastell
- Professor of Bone Metabolism





