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Can'’t researchers publish the results of clinical trials without the sponsors’ consent?"!

0 1. Questions

O In many clinical trial agreements between
pharmaceutical companies sponsoring the trials and
medical institutions or physicians performing the
research, a contractual term is attached stipulating that
information obtained in the clinical trial - e.g. data on
safety and efficacy of the product tested - shall not be
published without the sponsors’ consent. This article
addresses the following questions: (1) Does such a term
have any legal effect, binding on the researcher or
medical institution? (2) If the researcher is a public
servant, what is the effect of the obligation of
confidentiality provided by the Public Service Law?

0 2. Academic Freedom and Publication of Clinical
Trial Results
O Information contained in clinical trials - i.e., data on
safety and efficacy of tested products, study design,
subject selection, method of analysis, etc. - is essential
in the academic discipline of clinical medicine.
Scientific, rational clinical medicine cannot exist
without the publication of such information. Therefore,
publication of such information by the researchers who
have conducted the trials should be viewed as protected
by Article 23 of the Constitution of Japan, which
guarantees academic freedom. The scope of
constitutionally protected academic freedom should
encompass not only the freedom to conduct research,
but also the freedom to publish the results of that
research. This freedom should be enjoyed not only by
researchers affiliated with institutions of higher
learning, but also by private researchers without
university affiliation. The objection that publication of
such results may be harmful to the nation or to society
should not interfere with the constitutional guarantee.

Mitsuishi Tadahirol

The final decision about the merits of research should
rest with the profession of clinical medicine itself, not
with external authorities or the public.
0 Generally, the guarantee of academic freedom in the
Constitution bans the infringement of academic
freedom by public authority. Does the constitutional
protection extend to private actions, as in the case of
clinical trial sponsors seeking to restrict the publication
of results through the enforcement of private
contractual terms requiring sponsor consent? As a
general matter, the principle of private autonomy, or
freedom of contract, applies to agreements between
private entities, so the constitutional protection of
academic freedom would not be implicated. However,
under Article 90 of the Civil Code of Japan, an act
“ which has for its object such matters as are contrary
to public order” is* null and void.” The unjust
infringement of academic freedom, even through
private acts, could be considered” contrary to public
order.” A term of a private contract that restricts
publication of clinical trial results without rational
reason might therefore be deemed invalid.

0 3. Considerations regarding the legality of
restrictions on publication of clinical trial
results

O One purpose of restricting the publication of clinical

trial results is to protect proprietary information, i.e.

trade secrets, of the sponsors of the tested products.

While this objective is legitimate to an extent, an

unfortunate consequence is that competitors must

conduct clinical trials of a similar nature. Redundant or
repeated implementation of clinical trials that are
unnecessary or risky or both may lead to serious harm
to public health and safety, including that of the clinical

910 This is the English translation of the original article in Japanesel Rinsho Hyoka(Clinical Evaluation) 19730 11 21300 137-80
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trial subjects. Development of clinical medicine and
medical techniques will also be hindered. Restricting
publication of the results of clinical trials not only goes
against the Constitution’s fundamental principle of
respect for the individual, but also undermines the
protection of fair, rational enterprise competition. Of
course, protection of the trade secrets of the sponsor
of the tested products is reasonable to the extent
necessary to avoid unfair competition. Accordingly,
contractual prohibitions of disclosure to third parties
such as competitors of the results before publication
are legitimate.

O 4. Legal limitations on publishing the results of
clinical trials

O Even if the constitutional protection of academic
freedom applies to publication of the results of clinical
trials, thereby invalidating contractual restrictions on
publication of such results, the scope of the
constitutional protection is not unlimited. Publication
must serve the goals of academic freedom in some
fashion: it must be related to the quest for truth®2. In
this sense, a published report that is merely conclusory,
stating for example that a drug is' ineffective” o has
side effects X, Y and Z” without discussion of supporting
reasons such as study design, subject selection, method
of analysis, etc. might be subject to question in that the
author’s subjective intention might have no relation to
the legitimate purpose of academic inquiry. In general,
however, this is a question to be resolved by the
objective standards of clinical medicine, applied
autonomously by clinical medicine itself. External
entities such as administrative, legislative, or other
social authorities should not make that judgment absent
indications of abusive practices by clinical medicine.

05. No liability for violation of contract terms
forbidding publication of clinical trial results

0 Since contract terms restricting publication of clinical

trial results are invalid, as discussed above, private-law

claims grounded on violation of such terms (e.g. claims
for breach of contract, damage resulting from unlawful
acts, etc.) should be rejected by the courts. Such terms
should be viewed as merely advisory. It follows that
criminal charges grounded on violations of such
contract terms (e.g. defamation under article 230 of the
criminal law, impairment of credit, or obstruction of
business under article 233 of the criminal law) are non-
meritorious, unless the publication goes far beyond the
bounds mentioned in section 4 above.

0 6. When the researcher is a public servant
0 An obligation of secrecy is imposed on public servants
by the National Public Service Law (e.g., article 100). If
a public servant publishes the results of a clinical trial
in contravention of a contractual term, the question
arises whether this obligation of secrecy is violated.
O It is generally held that a researcher in a national or
public research institute is not under the command of
higher government offices with respect to the
independent conduct of academic research. In this
respect, the researcher who is a public servant enjoys
independence in the performance of duty similar to that
of a judge. Accordingly, the publication of the results
of clinical trials, as long as it is within legitimate bounds
as set out in section 4 above, should not be regarded as
neglect of the public servant’s obligation of secrecy.
0 Article 100 of the National Public Service Law defines
secret” in terms of matters related to state policies. It
is generally held that the information the State may
conceal includes (1) information whose disclosure may
seriously impair the safety and credit of the state, e.g.
information about military affairs and diplomacy; (2)
information that may constitute a major obstacle to or
pose a danger in the people’s livelihood, and that can
be expected to result in uncorrectable confusion; (3)
information whose disclosure can bring exclusive
benefit to certain privileged groups or individuals, while
resulting in harm to the general public; and (4)
information whose disclosure may infringe the

Y200 The author believes that academic freedom should not be subject to limitations imposed in the name of public welfare.
However, the Supreme Court of Japan has ruled to the contrary in the Popolo case (May 22,1963).
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fundamental human rights of the people. Disclosure of
such information may form the basis for criminal
punishment. However, information obtained in clinical
trials falls within none of these categories. Simply
because information is treated as confidential by a
government office is not enough to enable it to be
treated as confidential (although judicial precedents are
not always clear on this point). Accordingly, as long as
the publication of clinical trial results is within the
bounds set out in section 4 above, it should be viewed

Clin Eval 323 1002005

as outside the obligation of secrecy required by article
100 of the National Public Service Law. Thus, charges
of criminal responsibility (articles 109(12) and 111)
cannot be pressed against a public servant who
publishes clinical trial results.
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Clinical trial information as public goods
— Situations in Japan, the United States, and the European Union —

Masanori Fukushima!{d Chieko Kurihara?-J [0 Tadahiro Mitsuishi®”
10 Dept. Clinical study Management, Translational Research Informatics Center,
Foundation for Biomedical Research and Innovation
20 Center of Life Science and Society
30 Mitsuishi Law & Patent Office

Abstract
0 O The International Committee of Medical Journal Editor§] ICMJEreleased in September 2004 its statement
requiring authors, to register their clinical trials starting enrollment after July 1, 2005, in a public registry which
meets the conditions they defined. This statement is a natural consequence of long-term discussions calling for
ongoing trial registrations in Europe and the United States.
O O InJapan, until very recently only a few were interested in this topic. Now pharmaceutical industry associations
and some research groups started preparing trial registrations. The problem in Japan, however, is that there is
no legal framework to control the quality of non-commercial investigator sponsored research except trials for
new drug applicationd] NDAC There is a discrepancy between the United States] US[] the European Union
0 EUL and Japan, because trial registrations and disseminating information systems in US, EU are based on a
legal framework for any investigational new drug] INDOtrials controlled by a regulatory authority.
0 O In 2003 Fukushima established a clinical trial registration system based on quality management at his
Translational Research Informatics Center. Together with his colleagues, he also developed the Common
Operational Guidelines for the Ethical Review of Translational Research, setting ethical, scientific quality
standards for translational research. Mitsuishi and Kurihara, with Nudeshima, proposed a Draft Human Research
Participants Protection Bill including research database system.
0 O Based on these activities, we analyze the historical background and actual status of clinical trial registration
in the three areas, and make proposals how we should develop clinical trial registration system in Japan.

Key words
Clinical trial registrationd translational research investigational new drudg] INDI protecting research
participantsd research integrity

Rinsho Hyokall Clinical Evaluation] 200501 32[1 450 64.
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Table 5 The reactions of each stakeholder to the international trend calling for clinical trial
registration and disseminating information by the beginning of 2005
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