correspondence

For transparency and accountability

more is better

To the Editor — The National Institutes

of Health (NIH) issued new rules to
strengthen the scientific enterprise by
promoting transparency and accountability’.
The agency seeks to ensure that scientific
experiments on humans are registered as
they begin and reported when they end.
These rules are in response to a growing
unease about the scientific enterprise,

amid numerous reports about lack of
transparency, reproducibility and reporting.
Recently, three separate studies (including
one from NIH investigators) found that
NIH-funded trials as well as studies led by
investigators at prominent academic medical
centres in the United States were neither
commonly reported nor published within
two years of completion and, for many,
results were not available up to five years
after completion®.

While the NIH should be lauded for
tackling these issues, some scientists have
questioned the agency’s definition of clinical
trials and whether the policy’s focus should be
narrowed, raising concerns that the new rules
will impede research’. A principal objection
is that their human experiments proceed
quickly and require frequent iteration in
design, making pre-specification and public
registration, in their view, burdensome.
However, conducting science in this manner
may make it even more important to publicly
register the original design of the study and
planned statistical methods, including pre-
specification of outcomes and how the study
was changed as data accumulated, along with
reporting findings as each iterative version
of the study concludes. It is unclear how
documentation of human experiments and
the reporting of results, tasks that must be
part of any laboratory’s standard operating
procedure, might compromise the ability of
scientists to conduct studies.

The concerns of the scientific community
are to be respected and we expect the
NIH will work to clarify its intent, its new
definition of clinical trials, and implications
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for training grants and institutional review
board approval. However, the goal of these
rules is to respect the efforts of humans
volunteering to participate in experiments
by ensuring that study design, conduct and
results can be verified and/or reproduced
by others in the scientific community,
regardless of the risk posed by the study,
whether the science is ‘discovery oriented’
as opposed to hypothesis testing, or
whether the study is intended for pilot or
feasibility purposes.

The challenge lies in finding ways to
incorporate best practice into workflows
and to avoid duplicative work by ensuring
that the best practices used for scientific
documentation involve public pre-
registration and results reporting, ensuring
that the scientific community is learning
from one another. It may be that results
of iterative, related experiments could be
registered and posted together publicly
rather than piecemeal, in the story-based
format used by the field for publications.
And it may be that formal peer-reviewed
publication is not always merited, but that
results reporting and/or preprinting
is sufficient.

Ultimately, receiving NIH funds and
conducting experiments with human
participants is a privilege — and with that
comes responsibilities. However benign the
study, it should be registered and results
publicly reported. Such an approach aligns
well with the last step of the scientific
method, which mandates that scientists
report what they find. And this transparency
and accountability honours the individuals
who have consented to participate in these
studies and ensures that their participation
has generated knowledge that is shared
with others. a
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