April 24, 2023

NIH Office of Science Policy
National Institutes of Health
6705 Rockledge Dr #750
Bethesda, MD 20817

Re: NOT-OD-23-091, Request for Information on the NIH Plan to Enhance Public Access to the
Results of NIH-Supported Research

Submitted electronically at: https://osp.od.nih.gov/nih-plan-to-enhance-public-access-to-the-

results-of-nih-supported-research

Dear NIH Office of Science Policy,

The Alliance for Nursing Informatics (ANI) appreciates the opportunity to comment as nursing
stakeholders on the NIH Plan to Enhance Public Access to the Results of NIH-Supported Research.

The Alliance for Nursing Informatics (ANI), co-sponsored by AMIA and HIMSS, advances nursing
informatics leadership, practice, education, policy, and research through a unified voice of nursing
informatics organizations. We transform health and healthcare through nursing informatics and
innovation. ANl is a collaboration of organizations representing more than 25,000 nurse informaticists
and bringing together 29 distinct nursing informatics groups globally. ANI crosses academia, practice,
industry, and nursing specialty boundaries and collaborates with the more than 4 million nurses in
practice today.

We fully support the goals of the NIH Plan to Enhance Public Access to the Results of NIH-Supported
Research, aligning with the U.S. Government’s directive for “Ensuring Free, Immediate, and Equitable
Access to Federally Funded Research” and acknowledge the central role patients and the public play in
health care and health research. Recognizing the importance of patient engagement in these initiatives
to building the infrastructure for research dissemination and improving care delivery, it is equally
important that the plan does not supersede patient privacy and autonomy. We provide the following
recommendations for your consideration:

1. Steps for improving equity in access and accessibility of publications.
We applaud the NIH’s aims to improve equity in access to publications by diverse communities
of users. Our research shows that returning study findings to patients increases trust in the
scientific process, especially for underrepresented groups.! Therefore, we propose that NIH
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consider two important features of access and accessibility, namely: (1) findability and (2)
comprehensibility.

Many members of the American public may be unfamiliar with scholarly resources and instead
rely on mainstream media for their scientific news, which may contribute to misinformation and
misinterpretation of findings.2 To improve findability, NIH should consider partnering with
mainstream platforms to drive readers to the source of information on the NIH’s website (e.g.,
PubMed).

Disparities in consumer health literacy, literacy, and numeracy skills decrease comprehension of
scientific abstracts.? Lay interpretations of abstracts with published manuscripts on publicly
accessible platforms (e.g., PubMed) are needed. For example, generative artificial intelligence
and machine learning platforms could assist scientists in producing lay abstracts. Providing easy-
to-read and interpretable abstracts will promote broader comprehension by the lay public and
help reduce misinterpretations associated with scholarly publications.

2. Early input on considerations to increase findability and transparency of research.
ANI appreciates the NIH’s 2023 Data Management & Sharing Policy with the inclusion of
justifiable reasons for limiting data sharing. However, in practice, our members note that grant
management teams remain unclear on the precise interpretation of these guidelines and what
constitutes a strong rationale for limiting data sharing.

Our concern focuses on the number of specific types of health data for which persistent
identifiers (PIDs) and metadata would significantly compromise patient confidentiality. First,
electronic health records (EHRs) used in research are easily re-identifiable,* and the risk of re-
identification is higher when external metadata are available.> Attempts to fully de-identify EHR
datasets (e.g., date removal) render the data meaningless for research purposes. Second, data
from wearable devices, such as smartphones and smartwatches, are growing in use for health
research to collect sensitive data, such as reproductive health, and granular, continuous data
about individuals’ locations and behaviors. The exposure of these data through public
repositories represents risks for those participating in research for stigmatized conditions (e.g.,
mental health, sexually transmitted infections) and those that are subject to changing laws, for
which the patient and/or their healthcare professionals may be criminally liable (e.g., limited
reproductive rights).® Third, transcripts from qualitative interviews can never be truly
anonymized; even with the omission of names and other overtly identifying information,
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qualitative research is inherently personal and involves sharing personal experiences and
perspectives.’

The evidence demonstrates participant trust in research can erode when participants have
limited control over how and with whom their personal health data is shared.! Exposure of
these data types and other sensitive data not explicitly mentioned through public repositories
may inadvertently discourage patients from participating in medical research. Patients may also
hesitate to seek care at academic medical centers where their medical records may be used for
research. In particular, this may deter participation among racial and ethnic minority groups
whose trust in medical research may already be limited.®

Additionally, data-sharing policies are much stricter in Canada, the European Union, and many
other countries globally where U.S. researchers conduct NIH-funded research.® These
differences across countries complicate matters for researchers and grant administrator teams
attempting to comply with differing and sometimes competing data-sharing policies between
the U.S. and other countries.

Therefore, while PIDs combined with metadata can promote transparency, increased scientific
integrity, and public trust in research, we suggest increased guidance and clarity on specific
justifications for limiting data sharing and to address researchers’ uncertainty about the
appropriateness of particular research contexts that justify withholding.

Thank you for the opportunity to comment on the NIH Plan to Enhance Public Access to the Results of
NIH-Supported Research.

Sincerely,
Susan Hull, MSN, RN-BC, NEA-BC, FAMIA Nancy Beale, Ph.D., RN-BC
ANI Co-chair ANI Co-chair

The Alliance for Nursing Informatics (ANI), co-sponsored by AMIA and HIMSS, advances nursing
informatics leadership, practice, education, policy, and research through a unified voice of nursing
informatics organizations. We transform health and healthcare through nursing informatics and
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innovation. ANl is a collaboration of organizations representing more than 25,000 nurse informaticists
and bringing together 29 distinct nursing informatics groups globally. ANI crosses academia, practice,
industry, and nursing specialty boundaries and collaborates with the more than 4 million nurses in
practice today. Contact ANI.
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