The attached submission has recently been made to the National Health and Medical Research
Council Review of Commonwealth legislation concerning cloning and research into stem cells.

The submission, which deals essentially with disclosure of patent holdings, and other matters that
relate to "conflicts of interest", may be of some relevance to the current inquiry.

Accordingly, although formally directed to the NHMRC Review, the same submission is offered to

the Senate Committee inquiry into the Patent Amendment (Human Genes and Biological Materials)
Bill 2010.
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Introduction
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2.

This submission has one object, and makes only one recommendation.

Object: The object is to detail briefly a significant legislative gap in the legislation under
review, namely the failure of both pieces of legislation to require researchers to disclose all
patent holdings, directorships, share-holdings and paid consultancies, so as to ensure
transparency between their research and the funders and other stake-holders in it. In requiring
public disclosure of patent and share holdings, as well as any directorships and paid
consultancies, it will bring this regulatory regime into conformity with long-standing
corporate statutory requirements in relation to conflicts of interests. i

Recommendation: The recommendation is that, pursuant to statutory mandate, all
researchers and clinicians who conduct research and or who engage in work that comes under
either of these Acts must disclose all patent holdings (and patent applications), share-
holdings, directorships and paid consultancies that relate directly or indirectly to their work
under both of the Acts under review. i

Our recommendation also is that the Licensing Committee be required to keep a register of
these disclosures, and that they be included in that Committee’s biannual report to Parliament.

Rationale

S.

Two examples will be used to highlight and support the statutory requirement for a register of
“disclosable interests.”

First, it is common knowledge that scientific publications — local and international — require
disclosure by authors of any conflict of interest in relation to the research or other material to
be published. For example, the International Committee of Medical Journal Editors states in
relation to biomedical publications that interests should be declared “whether or not the
individual believes that the relationship affects his or her scientific judgment.”v

However, in a critical study published in the Journal of Medical Ethics in relation to the
prevalence of required disclosure by authors in the prestigious journal Nature, S. Mayer from
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GeneWatch UK found that two thirds of papers in which authors had patent applications or
company affiliations that might be considered to be competing financial interests did not
disclose them."

Mayer noted that Nature asks the submitting author of a manuscript to make disclosure of (a)
‘recent, present or anticipated employment by any organisation that may gain or lose
financially through publication of the paper’, (b) ‘stocks or shares in companies that may gain
or lose financially through publication’, (c) ‘consultation fees or other forms of remuneration
from organisations that may gain or lose financially’, (d) ‘patents or patent applications whose
value may be affected by publication.’

There is a further category noted by Mayer about which Nature requires disclosure from a
submitting author: that relates to ‘any undeclared competing financial interests that could
embarrass you were they to become publicly known after your work was published.’

The final thing to note from Mayer’s study is that “self-policing is not working.” Certainly, as
a matter of regulatory principle, “self-regulation” is the least effective form. Next in
effectiveness is “guidelines”, such as those promulgated by the NHMRC over the years. But,
as is well known, “guidelines” are essentially unenforceable. Hence our recommendation for
(a) a statutory duty of disclosure and (b) a register of disclosable interests.

The second example is taken from the plethora of issues surrounding the fraudulent research
of Dr Woo-Suk Hwang. It is a matter of public record that in 2004, Dr Hwang declared that
he had isolated embryonic stem cells through somatic nuclear transfer and that he (and his
colleagues at the Seoul National University) had generated a cell line. A number of other
claims were also made. The claims were published in the prestigious journal Science in 2004
and 2005. Dr Hwang has also filed patent applications in Australia.

Dr Hwang was later exposed for scientific misconduct, fabrication of scientific evidence, and
indicted on charges for fraud and embezzlement in relation to the mis-use of research funds.
He was also accused of breach of various bioethics regulations in relation to his practices in
obtaining human eggs from donors, including pressuring junior research assistants for them.

The point is made by others on the Hwang case about the failure of editors and others to
scrutinise manuscripts for fraud, and on the failure of peer review to ensure the quality of
publication."!

It is certainly and clearly the case that many writers have warned, and done so for many years,
of the risks when biomedical research, industry (and especially the pharmaceutical industry)
and patents are in close proximity to each other. Indeed, something of a cottage industry has
emerged which have documented the risks and failure of those who ignore such warnings. Vi

Conclusion & Recommendation
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Recently, the editor of the Medical Journal of Australia, Dr Van Der Weyden, reflected
ruefully on the “hopelessly fragmented” approach in Australia to conflict of interest."ii He
did so against the background of a French medical organisation that had taken action against
nine doctors who had failed to disclose their relationships with drug and other medical
industries. Dr Van Der Weyden also noted that regulators in the US “are moving to enforce
mandatory disclosure of industry gifts and payments to doctors” and that this should occur on
a public website.

The learned and esteemed editor of the MJA stated: “It is perhaps surprising that a profession
which prides itself on ethical performance should continue to be plagued by lack of
transparency in this one area. But history repeatedly attests to the lure of financial
advantage.”
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The issue of potential conflict of interest is compounded by the multi-national character of
much research in this area. Professor Plomer comments:*

... the legal and economic reality is that some [patent] applicants have already begun to
bypass the EPO [European Patent Office] and position themselves strategically in potentially
lucrative markets in Europe to secure patent protection on some foundational hESC
inventions. When these patents are aligned to others in the international landscape, the
emerging picture is of some emerging globally dominant patents with the potential to control
the commercialisation of future advanced therapies.

While not a complete answer to the “lure of financial advantage”, pursuant to legislation, a
national register that records patent holdings (and applications), share-holdings, and
directorships for those who research and work clinically in areas that come under the Acts
under review, would be a significant step in the right direction.
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