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The responsibility for reporting the facts correctly: reply to Shashok

Paul Komesaroff

In science and scientific writing the first rule is to ensure that the facts you are reporting are correct. For this reason the editorial by Karen Shashok entitled “Evading responsibility to readers and third parties: how an international bioethics journal failed to correct the record of publication” (EMWA  http://www.emwa.org/Home/Webeditorial-7.html) raises major concerns. The article contains significant omissions and misstatements, including most importantly its false, central claim, that the Journal of Bioethical Inquiry (JBI) published misleading information about one of your members, Mr Adam Jacobs, and then refused to correct the record of publication. 

The deficiencies of Shashok’s editorial are the more egregious because she is well aware of the facts, as I have provided them to her myself. What is more, despite the considerable length of her article she not only fails to explain what the nature of the complaint against the Journal was but neglects to provide an accurate account of her own correspondence with us. There is no dispute that this matter raises significant issues; however, they are somewhat different from those that seem to concern Shashok and Jacobs, as this article will show.  

I believe that your readers are entitled to a straightforward and accurate summary of the case, which I will provide in this response. However, I wish to emphasise forcefully at the outset a point which is central to the entire imbroglio. Mr Jacobs wrote to the journal  threatening legal action for libel and demanding a correction of what he claimed were false and misleading statements about his company. The JBI has a principle on which we are admittedly inflexible: that debates about ethics cannot be conducted under threat, whether of legal action or any other kind of force. If someone wishes to take legal action and seek to recover damages through the courts it is their right to do so. However, this is not a setting which permits reasoned and peaceful discourse leading to an amicable overcoming of differences. As readers will see from what follows, Jacobs’ refusal to withdraw his threat of legal action was the key stumbling block to what should have been a simple resolution of this issue. For the record, I have advised the European Medical Writers Association that my entry into this debate is free from any threats by ourselves of legal action in respect of the false allegations that have been made against us. 

The facts relating to this matter are as follows:

1. In early 2010, the JBI, a high-profile, international peer-reviewed journal of debate about ethical and legal issues published by the Dutch-based publishing house Springer, carried an article by Glen Spielmans and Peter Parry entitled “From Evidence-based Medicine to Marketing-based Medicine: Evidence from Internal Industry Documents” (J Bioethical Inquiry (2010) 7:13–29). 

2. This article included a passage which read as follows: 

Ghostwriting 

Publications provide important information regarding drug safety and efficacy. These articles are probably most influential when they are perceived as independent from the drug company. A physician may view an article with a corporate authorship line as biased yet view the same article as more credible if independent academic authors were listed as contributors. However, academics are often busy with research obligations, speaking engagements, teaching, administrative duties, clinical work and other tasks and some are not particularly skilled at writing. Ghostwriting overcomes these limitations. A pharmaceutical firm may design a paper in-house or contract with a medical education and communication company to write a manuscript.

Writing Firms

One example is Sunvalley Communication (http:// sunvalleycommunication.com). Their website describes several important services (Hofland undated). They produce papers closely linked with “brand strategies” and also create a publication strategy to “align with marketing strategy” and “tweak” their message to best suit the publication and target audience. This firm also offers to compose papers for researchers and graduate students based on an outline provided by the researcher—and its involvement can be “strictly confidential” (Sunvalley Communication undated). Another company, Dianthus Medical, receives “key messages” from pharmaceutical clients and writes a manuscript outline, which they recommend receives approval from all authors who will be listed on the paper. They then write the first draft of the paper, “ensuring that your message is communicated in the most effective way,” then pass it along for the client’s approval. Revisions are made and the paper prepared for submission to the journal (Dianthus Medical undated). This company lists such pharmaceutical giants as AstraZeneca, GlaxoSmithKline, Lilly, and Wyeth among its clients. Sunvalley and Dianthus are but two of many such companies; descriptions of similar firms have been provided elsewhere (Sismondo 2007)…

3. It is my understanding the Mr Jacobs is associated with the company Dianthus. The reference to Dianthus above - which was the only reference to the company in the article - contains the following propositions: 

(i) Dianthus Medical, receives “key messages” from pharmaceutical clients and writes a manuscript outline, which they recommend receives approval from all authors who will be listed on the paper. 

(ii) They then write the first draft of the paper, “ensuring that your message is communicated in the most effective way,” then pass it along for the client’s approval. 

(iii) Revisions are made and the paper prepared for submission to the journal (Dianthus Medical undated). 

(iv) This company lists such pharmaceutical giants as AstraZeneca, GlaxoSmithKline, Lilly, and Wyeth among its clients. Sunvalley and Dianthus are but two of many such companies; descriptions of similar firms have been provided elsewhere (Sismondo 2007).

4. These four propositions are factual statements which are derived from the company’s web site. It has never been alleged, by Mr Jacobs, Ms Shashok or anyone else, that they are untrue or inaccurate. It is also noted in passing that the reference to what is called “ghostwriting” in the article above is factual and non-judgmental, merely reporting the nature of a practice and some aspects of its process, reflecting a somewhat broader and more neutral usage than that which is sometimes employed. 

5. The Editor in Chief of the JBI at the time, Dr Kate Cregan, was approached by Mr Jacobs after the publication of the article asking if he could publish a reply. He was provided with the opportunity to do so, and his letter was published in Bioethical Inquiry (2010) 7:287. Mr Jacob’s reply read as follows: 

The Important Distinction Between Ghostwriting and Professional Medical Writing Services, by Adam Jacobs

Spielmans and Parry describe the unethical practice of ghostwriting and suggest that my company (Dianthus Medical Limited) is involved in it (Spielmans and Parry 2010). We are not. We provide professional medical writing services to high ethical standards, which is not at all the same thing as ghostwriting. It is unfortunate that Spielmans and Parry wrote about the activities of my company without taking the trouble to check their facts by contacting me first; had they done so, I could have explained to them the difference. For some years now I have been an outspoken critic of ghostwriting (Jacobs 2004; Jacobs and Wager 2005; Adamson et al. 2008; Gøtzsche et al. 2009), and have been at the forefront of efforts by the European Medical Writers Association to raise ethical standards among professional medical writers. I find the suggestion that my company acts in an unethical manner deeply offensive.

6. I draw attention to the fact that although Mr Jacobs refers to “the important distinction between ghostwriting and professional medical writing services” and states that if the authors had contacted him he “could have explained to them the difference”, in this reply he does not attempt to do so. Furthermore, the references to ghostwriting and the practices of his company as “unethical” are Mr Jacobs’ own attributions and, as already pointed out, are not those of the authors of the article or the Journal. Nowhere did the article make claims about “unethical conduct”: in fact, the only time the word “unethical” appeared in it was in the statement that “If a product is supported by good data, then few would find it unethical to disseminate such information”!
7. Spielmans and Parry were also provided with the opportunity to comment on the correspondence, which they did. Their reply, which was published in the same issue, read, in part: 

We greatly appreciate that Mr. Jacobs agrees with our anti-ghostwriting sentiments. Having medical writing company directors who are aware and strongly opposed to ghost-writing practices is a vital part of the drive towards true evidence-based medicine. He states that his company does not provide ghostwriting; rather, it provides medical writing services.

Narrowly defined, ghostwriting is but one small piece of the marketing-based medicine puzzle. We believe the process of science is not best served when a pharmaceutical company follows procedures such as those outlined on the Dianthus website (Dianthus undated). A drug firm provides a dataset and its “key messages”, which are used by Dianthus to design a paper outline. Approval of the outline by the by-lined “authors” is preferred, but it is not stated that it is required. Dianthus then completes the first draft of the paper. The description of these practices states that the drug firm’s message is “presented in the most effective way.” In our view, a draft written to communicate a pharmaceutical company’s “key messages” in “the most effective way” runs the risk of being perceived as, or indeed being, subject to bias in favour of the sponsoring drug firm. The paper is then sent to the sponsoring pharmaceutical company for approval, after which Dianthus states that it will “incorporate the suggested changes” into the paper. The role of the by-lined “authors” is not described clearly; there is nothing which suggests that any of the by-lined authors play a large role in writing the paper.

In defence of Dianthus, it is indeed quite possible that every single paper written by the company has been accompanied by an acknowledgement in the published version of the article denoting credit for medical writing. Further, Dianthus may gather signatures from all by-lined authors indicating they agree with the data analyses and conclusions of the article. Such procedures would indicate that Dianthus avoids ghostwriting. Finally, the procedures outlined on Dianthus’ website may not accurately reflect the nuances of their practices. Nevertheless, acknowledging the involvement of a medical writing firm on a paper does not solve the much larger problem of ghosted science.

We described several incidents in our paper, unrelated to Dianthus, in which raw data from studies on psychiatric medications were not communicated accurately in medical journals. Acknowledging that medical writers worked on some of these papers, had they done so, would not have corrected such problems. For example, several suicidal acts on the antidepressant sertraline were not reported in publications, while suicidal acts on placebo were reported incorrectly in trials of the antidepressant paroxetine. Further, journal publications regarding the efficacy and safety profile of the antipsychotic quetiapine were apparently not reflective of internal data held by the drug’s manufacturer. In at least a couple such incidents, some of the by-lined authors acknowledged that they had never seen the raw data; rather, they had seen data tables prepared by the sponsoring pharmaceutical company.

…While we appreciate that Mr. Jacobs rejects the blatantly unethical practices of bad ghostwriting, it is still possible that non-ghostwritten papers obfuscate or misrepresent data and thus serve the purposes of marketing-based medicine.
8. This is a balanced and careful statement of the issues. There are undoubtedly important questions to be addressed about the nature and implications of this style of medical writing which I believe most readers will agree are appropriate matters for public debate. There are no “allegations”, and the statements made contain no factual inaccuracies.

9. Nonetheless, Mr Jacobs was not appeased. From about April 2010 he engaged in lengthy and repetitive correspondence with the Journal alleging in general terms that the original article was “defamatory” of him and his company and contained “allegations” that were “untrue”. In spite of the fact that he had been given the opportunity to state his case clearly in the Journal he repeatedly demanded that it publish an “erratum” or a “correction”. However, when asked which statements contained within the article or the letter in reply needed to be corrected he consistently refused to identify a single false, inaccurate or misleading statement. 

10. In addition to repeated unspecified allegations of defamation against the Journal, Mr Jacobs has engaged in similar correspondence with the authors, who naturally felt intimidated and raised concerns with the Journal regarding their personal legal liability. The authors subsequently requested of the Journal that it publish the following statement: 

The section on ghostwriting (pg. 18) includes a passing reference to some wording on the website of the writing firm Dianthus Medical. To be clear, we found no evidence that Dianthus Medical writers fail to properly acknowledge their role in drafting and editing various manuscripts. Further discussion of important issues surrounding the intersection of medical writing, ghostwriting, and science is contained in the correspondence between Adam Jacobs and the authors of this paper.

11. Readers will note that the substantive part of this statement – “we found no evidence that Dianthus Medical writers fail to properly acknowledge their role in drafting and editing various manuscripts” – is not relevant to the material published in the JBI since no allegations to this effect were ever made or implied! It is difficult to retract a statement or claim that has never been made! 

12. On the 8th October 2010 Mr. Jacobs wrote to me as Chair of the Editorial Board of the JBI stating that:

You may be aware that JBI published an article earlier this year that made some serious allegations against my company. Those allegations are harmful to the reputation of my company and are completely untrue. I have since been in correspondence with Spielmans and Parry, who have acknowledged that what they wrote was incorrect, and have agreed with me that it would be appropriate to publish a formal correction to the article.

13. From the evidence presented it can clearly be seen that it is Jacobs’ letter that contains the errors. Spielmans and Parry did not make “serious allegations” against Mr Jacobs or his company. Their article contained no claims that were “completely untrue”. And they have not claimed that “what they wrote was incorrect”.

14. The letter therefore put me in a difficult position. I replied on 9th October as follows: 

…I am familiar with the background to the matter to which you refer and am in principle prepared to review the various issues and to discuss with you possible responses to your concerns. 

Before entering into any correspondence with you, however, it is necessary to clarify several points. First, the subject line of your e-mail refers to a "Defamatory article in (the) Journal of Bioethical Inquiry". The Journal has obtained legal advice from senior authorities in the law of libel and I myself have read the materials with great care. There is no basis for any claim that any materials published in the Journal are in any way defamatory of you. Such a claim significantly inhibits any discussion of this matter. I advise you that I am not prepared to engage in any correspondence with you unless and until you unreservedly withdraw any allegation, explicit or implicit, that the Journal has been associated with the publication of materials defamatory to you or your interests. 

Secondly, on the assumption that you are prepared to accept that there is no issue relating to defamation, it remains unclear to me to exactly with which factual claims in the article by Spielmans and Parry you take issue.

According to my reading, there are four sentences in this article which refer to the company with which I understand you are associated. To proceed further it would be necessary for me to understand which of the specific claims contained in these sentences you believe to be incorrect. 

Thirdly, you were provided with the opportunity to respond to the original article which you accepted by submitting and I assume, approving, for publication, a letter which appeared in a subsequent issue of the Journal. I should be grateful if you would clarify to me what additional statements you would now like to make and why you did not include them in that letter. 

15. Mr. Jacobs responded once more on 12th October 2010 as follows: 

…You would like me to state that the article is not defamatory. I cannot do that, as it would be dishonest. The article made some serious allegations against my company which are both untrue and damaging to my company's reputation. Perhaps Australian defamation law is different, but under English law that makes the article clearly defamatory.

I understand that you therefore do not wish to enter into any further correspondence. That is of course your right, although I am surprised that you seem comfortable with allowing such an egregious breach of publication ethics to remain uncorrected in your journal. That is particularly ironic when you consider that the subject of the article was nominally about ensuring the accuracy of journal publications.

If that is how you wish to proceed, then I shall ensure that any further correspondence is via alternative channels.

16. As readers can see, we were now going round in circles. In continuing correspondence I repeated on several further occasions my offer to continue discussion, first with Mr Jacobs himself (twice more) and then with Ms Shashok (twice). On each occasion, however, both of them rejected the concept that Mr Jacobs withdraw his threat to undertake legal action in return for a reasoned and most likely productive discussion. Further, despite repeated pleas to explain what “untrue claims” and “allegations” the article contained both continued to refuse to do so. 

17. Instead of engaging in the offer of reasoned debate free from threats, vague allegations and recriminations, instead of availing themselves of the opportunity to explain in a clear and dispassionate way what it was they took issue with in the article, instead of seeking the path of dialogue and consensus, Jacobs, in his own words, resorted to “alternative channels”. He took the matter to the Committee on Publication Ethics, which examined the facts in full detail and completely exonerated the Journal, concluding that the JBI had “satisfactorily dealt with the issues at hand”. Undeterred, Jacobs then passed the matter on to his friend Ms Shashok, who initiated a new round of correspondence. When the same opportunity was offered to her what did she do? In the midst of a discussion with me she wrote to a large number of people associated with the Journal repeating the allegations and quoting her own position, while omitting or concealing the offers that had been made to her. My condition was not that she “address only (me) and not involve anyone else at JBI”: it was simply that any discussion be conducted in a spirit of mutual respect and an attempt to arrive at a solution, not as a tricky process to exert pressure or bully the other party to try to achieve a particular result.   

What was the complaint of Jacobs and Shashok and why have they been unable to articulate it clearly in their correspondence? A problem seems to be that despite the rhetoric about falsehoods and untrue statements these do not exist. Indeed, Ms Shashok herself admits this in her editorial, when she claims that Spielmans and Parry’s article was “free from actual errors of fact”. In spite of this, she continues to talk of the need for a “correction”, even though after repeated requests she cannot say what they want to correct.
As far as can be discerned, the concern appears to be that the article “could lead readers to believe that this company’s ethics were suboptimal”, and that “in citing the Dianthus Medical website in the context of a section subtitled ‘Ghostwriting’ they appeared to suggest that this company exemplified the unethical professional practices they rightly criticized”. They were also unhappy that “information  that  does  not  contain  an unequivocal error of fact does not qualify for an erratum in the journals Springer publishes.” If this were what they were concerned about why didn’t they just say so, in order that the matter could have been cleared up at once? Amazingly, as mentioned above, they are happy to accept as such a “correction” a statement from the authors that they had “found no evidence that Dianthus Medical writers fail to properly acknowledge their role in drafting and editing various manuscripts,” even though this had never been claimed, directly or indirectly, to be the case. 

So what then, is this all about? Why did Jacobs and Shashok refuse to engage in reasoned dialogue? Why have they made repeated claims of “errors” and the need for “corrections” when they themselves admit that no errors have been committed? Why have they concealed the fact that that the Journal has repeatedly offered them the opportunity to engage in scholarly dialogue about the important issues involved? Why, instead of entering into respectful debate do they resort to tactics and allegations seeking to apply pressure or bully their way to an outcome they seek? Why do they refuse to acknowledge – even when the independent arbiter chosen by themselves has said so – that the Journal’s approach and behaviour has been beyond reproach? Only they can answer these questions. 
In conclusion, the position of the Journal of Bioethical Inquiry – with which the Executive and the Board are in full agreement - is as follows: 

(i) All references to Dianthus published in the Journal are and have been factually correct and no claim has been made contrary to this, apart from vague and nonspecific statements by Mr Jacobs. 

(ii) Mr Jacobs was provided with an opportunity to respond, of which he availed himself. 

(iii) The Journal cannot and will not engage in public discussion about matters that are subject to the possibility of litigation. In addition, it will not agree to publish materials on the basis a threat of any sort, including of litigation. If Mr Jacobs believes that he has been defamed under law he is at liberty to pursue his claims in the courts.  

(iv) The Journal has at all times followed its own processes of fairness and due process, which have included respect for the independent authority of the Editor in Chief to make decisions about content. 

(v) Although Mr Jacobs has repeatedly claimed that the Journal has made defamatory, untrue and damaging allegations against his company which have damaged his company's reputation these claims have all been unsubstantiated and when asked repeatedly to state exactly what the nature of those allegations were or the ways in which they were untrue he has been unable or has refused to do so.  

The JBI is fully committed to publishing materials relating to the ethics of publication, including the practice of ghostwriting. We defend our right to raise these matters for public discussion and to engage in fair comment on what we regard as an issue of major public importance. We have gone to extreme lengths to offer Mr Jacobs the opportunity to engage in free and open discussion on the basis that such discussion is not associated with any threat of litigation, implicit or explicit, either against us or against the authors. However, despite the repeated invitations to him to join in such a debate he has refused to do so. The Journal retains its interest in the important area of  publication ethics and will not be deterred from supporting continuing discussion of it. To this end, we are actively engaged in planning a special symposium on the subject which will, it is hoped, further extend public awareness of the issues. Mr Jacobs and Ms Shashok will, of course, be welcome to contribute to the discussion in response to these articles in the pages of the Journal, if they are prepared to do so within the usual terms of respectful, scholarly and ethical discourse. 
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