Applying safeguards of research
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Higgins® et al recent paper' presents a
well-thought ethical analysis of the prob-
lems associated with the publication of
unethical transplant research. More
generally, research ethics committees
never allow the use or reuse of data that
has been collected without their required
approval. Similarly, in many judicial
settings, evidence is generally inadmis-
sible when it is gathered illegally.” Thus,
journals and other publishers should
follow in their footsteps and also road-
block any associated publications.
Moreover, unethical organ donation
and transplantation research is rife with
integrity issues, which violate publica-
tion norms (eg, fabrication or falsifica-
tion of the source of the donor organs;
absent informed consent of living donors
or donor families; funder conflict of
interest). If these normally accepted
exclusions® are ignored, then publishers
are turning off their moral compass and
facilitating an attitude of ‘anything goes’
in the conduct of research. Table 1 pres-
ents a timeline of scholarly responses
to the problem of publishing unethical
transplant research. As shown, since
2007 there has been a slow evolution of
changing publisher practices, yet more
progress must be made, especially by the
transplant journals published in China.
Even if manuscript is blocked from
publication (or later retracted), the exis-
tence of unethical data remains an ethical
problem. What should be done with data
that have already been collected by way
of unethical organ donation and trans-
plantation practices? 1f it is not fit to
be published, then it could be argued
to be not fit for use (including sharing
with others) and should be destroyed.
The same could also be said for such
human organ/tissue specimens stored in
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biorepositories. As an example, in USA,
the Comprehensive Transplant Center
at Wexner Medical Center is home to a
transplant data and specimen repository,
which is governed by human research
ethics regulations.* These regulations,
as well as a governance structure, are in
place to ensure ethical sourcing, storage
and sharing of data and specimens.
Chinese transplant centres should also
incorporate these measures and ensure
their repositories are subject to audit to
verify ethical and regulatory adherence.

Open access databases are becoming
popular in the field of medicine. Table 2
shows the volume of datasets pertaining
to organ donation and transplantation in
the free, open access repository Figshare
(www.Figshare.com). According to the
‘Rules and Conduct’ of their terms and
conditions,’ users ‘shall not (and shall
not permit any third party to) either (a)
take any action or (b) upload, download,
post, submit or otherwise distribute or
facilitate’ content that is unlawful, false
or untruthful, offensive or deceptive.
Figshare also has the right to remove
content and suspend user accounts.
Organ donation and transplant data

could be deemed ‘offensive’ (causing
hurt, upset, insult or anger) if it arises
amid research ethics violations (eg,
executed prisoners as donors, lack of
informed consent, commercial organ
sales). Accordingly, any suspect data
should be removed and quarantined by
data repositories and referred for inves-
tigation. The data owner might take his/
her data to another repository platform;
however, an investigation (with subse-
quent institutional notification) could
prevent that until the dataset is deemed
ethically robust.

Agreeing with Higgins® et al,' research
misconduct investigations pertaining to
unethical organ donation and transplant
data can be performed by the research-
er’s host institution. However, national
research integrity agencies often also
provide these investigative services and
they do so with less conflict of interest
because they lack the shared institutional
affiliation with the researcher.® Shared
affiliation can lead to problems with
pressure or coercion of investigation
team members due to their employment
status (ie, harassment or interference
with employment or promotion). When
available, these independent organisa-
tions should lead and perform research
misconduct investigations.

Higgins et al did well to draw similar-
ities between the dilemma of Holocaust
medical experimentation data to that of
unethical transplant research data.’ One
notable difference is that with regard to
the unethical medical experiments that
occurred with Nazi researchers during
World War II, there are victim survivors

Table 1 Timeline of scholarly objections to publishing of unethical transplant research

Year Scholar group Recommendation

2007 Rakela and Fung® (USA) Manuscripts submitted to the journal, Liver Transplantation, shall explicitly exclude both executed
prisoners and paid organ donors.

2008 Bramstedt and Xu'® (USA) Created guidelines for authors, editors and peer reviewers for organ donation and transplant
manuscripts to prevent publication of unethical research.

2012 Caplan et al'" (USA) Journal of Clinical Investigation will require manuscripts about human organ transplantation in China to
include an attestation that the organ sources are not executed prisoners.

2013 Valapour et al'? (USA) (1) Limit publishing of transplant research involving prisoners, in general and (2) ban publishing of
transplant research involving executed prisoners.

2017 Editorial Board" American Journal of Transplantation refuses to publish articles if the data are derived from an executed
prisoner.

2017 Editorial Board" Transplantation Direct requires that all procedures and studies described in manuscript submissions
‘have involved no illegal commercial transactions, the use of organs or other material from executed
prisoners, or other unethical practices in obtaining donor organs'.

2017 Editorial Board' Transplantation requires that all procedures and studies described in manuscript submissions ‘have
involved no illegal commercial transactions, the use of organs or other material from executed prisoners,
or other unethical practices in obtaining donor organs'.

2019 Editorial Board'® Journal of Healrt and Lung Transplantation refuses to publish articles if the data are derived from an
executed prisoner.

2019 Bramstedt and Xu'” Chinese journals should have rules that exclude data sourced from unethical organ donation and

(Luxembourg, Australia, USA) transplantation.
2019 Rogers et al'® (Australia, USA, New Published papers containing unethical transplant research should be retracted.
Zealand)
2020 Higgins et al' (Australia, Singapore, Supports the retraction of Chinese transplant research that uses organs procured from non-consenting

New Zealand)

executed prisoners, including prisoners of conscience.
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Table 2  Figshare dataset volume, 1 June
2020

#of
datasets
Keyword search (within category (all
Medicine) countries)
'kidney transplant’ 451
liver transplant’ 373
‘heart transplant’ 130
‘organ transplant’ 241
‘organ donation’ 116

who could be sensitively approached to
learn their views about data sharing and
publishing.” In contrast, executed pris-
oners who were the source of ‘donor’
organs for transplant are deceased
and we shall never know their views
on this topic. We do not honour them
by publishing the data derived from
them, rather we honour the author who
publishes the paper (another paper for
his/her cv). Investigations, however, can
bring forms of justice, thus investigating
the dataset (before publishing happens)
could be advantageous because such can
lead to the destruction of data that is
ethically corrupt (preventing its use and
reuse). Note this in contrast to saving
negative data, datasets with errors or
data from experiments that need to be
repeated for verification—these may
still hold value. Lastly, investigations
that prove misconduct involving human
organ donors and transplant recipients
should require a public record apology
from the implicated researcher(s).®
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