
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 NTX and vertebral 
fracture risk over 3-years (5mg Risedronate, p=0.008). There was little further improvement in 
fracture 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 NTX 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 “there 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
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