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SCIENCE IN JAPAN

Paper Retraction Puts Focus on Informed Consent Rules

Stung by a front-page newspaper exposé of

an alleged lapse in research cthics, officials

at the Umiversity of Tokyo’s Institute of

Medical Science are planning to overhaul
cfforts to educate rescarchers on ethics rules
and tighten internal review and compliance
procedures. At the same time, scientific
journals are getting stricter about docu-
menting the fact that human studies have
undergone ethics review.

“What we learned is that periodic educa-
tional efTorts to raise everyone’s awareness
of clinical research ethics guidelines were
insufficient,” says Motoharu Seiki, the
institute’s dean,

The incident centers on a group led by
Arinobu Tojo. who works on molecular
therapies for leukemia. The group retracted
a paper on acute myeloid leukemia by Sei-
ichiro Kobayashi er al. that was published

online on 21 May and in the 1 July 1ssue of

Haematologica. An investigation deter-
mined that a statement the authors made to
the journal that the study had
been approved by an institu-
tional review board (IRB)
was erroneous (Science,
18 July, p. 324).
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Cold case. Research on archived
human tissue, shown in this stock
photo, has created an ethical

Normile D. Science in Japan.
Paper retraction puts focus on
informed consent rules. Science.
2008 Jul 25;321(5888):474.

Investigative Medicine. They
reported that 83% of 101 English-
language medical journals sur-

veyed require ethics committee
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Protection Requirements as a Reason for Retracting Papers.
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The surgeon had a dilemma only a
Nazi medical text could resolve. Was
it ethical to use it?

By SHARON BEGLEY

sxbegle / MAY 30, 2019

he surgeon needed to call a time-out. She had alreadyv cut into the patient’s
knee for what she thought would be a technically challenging but

straightforward operation: freeing a nerve that had gotten so badly pinched

after several knee replacements that it was causing unbearable pain. If the surgery
didn’t work, the 50-year-old patient told Dr. Susan Mackinnon of Washington

TITiversity in St. T.nnis. she wanted her leoc ammutated.
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EPA Bars Use of Nazi Data

Environmental Protection Agency (EPA) Administrator Lec Thomas last week
barred the use of human data from Nazi experiments in assessing the nisk of a haz-
ardous chemical mow under reViEw,

Thomas’s decision came after he received a letter signed by 22 agency scientists
protesting the use of the information. The incident has rouched off a dispute
among EPA scicntists and others about the ethics of using the results of the Nazi

and, also, about the scientific quality of the studics.

EPA is currently considering air pollution regulations on which is
widely used in the manufacture of pesticides and plastics. A billion pounds of phos-
gene is produced annually in the United States. As a part of the agency review,
EPA scientists have been a new mathematical model to analyze how dif-
ferent doses affect the lungs. Saentists in EPA’s pollution assessment branch pro-
posed using the Naz
environmental consy
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2.2

Monitoring the Use and Application of the Declaration of Helsinki

Under the new Strategic Plan 2020-2025 the Secretary General is asked to monitor
developments in clinical/medical research and to report back to the Council on

ramifications for the Declaration of Helsinki — Ethical Principles for Medical Research
Involving Human Subjects as the global core policy on research ethics.

In various conferences, articles and public statements, different areas and existing
potential deficits of the DoH were discussed and new ones arose in the context of vaccine
testing during the COVID-19 epidemic. Some of the topics that point to the need for a
revision of the DoH are, for example,

- Patient driven research

» Undue patient pressure

» “Open Science” approaches

* Inclusiveness of research

« Prevention trials and the concept of “vulnerable” groups vs. “concerned” groups

» Real world data use for control groups

» Coherency between the Declaration of Helsinki and Taipei o
- Adaptive trial designs
» Branched trial designs ¢

« Dynamic consent

» Challenge trials

« The persistency of ethical standards during pandemics o
« The abuse of paragraph 37 on compassionate care
- Placebo use o

- Different standards for emergency authorizations
« Consistency of language use in the Declaration of Helsinki and other key WMA °
policies
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