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National Academies Report
Proposes a New Framework for
Research Regulation
—By Jen Uscher, special to the Reporter
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ederal research regulations are pulling scientists away from their research and toward administrative
tasks, potentially reducing the effectiveness of the nation’s research investment, according to a report
from the National Academies of Sciences, Engineering, and Medicine.

The report, Optimizing the Nation’s Investment in
Academic Research: A New Regulatory Framework for
the 21st Century: Part 1, was commissioned by Congress
and produced by an 18-member committee appointed
by the National Academies. Released last September, the
report reviews regulations and reporting requirements that
have placed undue burdens on researchers at academic
institutions. In addition, authors recommend actions that
Congress, the White House Office of Management and
Budget (OMB), federal agencies, and research institutions
could take to improve the efficiency of federal regulation.
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“This is not a report that is destined to sit on a shelf,” said
Heather Pierce, JD, MPH, AAMC senior director of science
policy and regulatory counsel. “There’s a sense of urgency
in Congress now about addressing regulatory burden.”
At the request of Sen. Lamar Alexander (R-Tenn.), who
chairs the Senate Committee on Health, Education,
Labor, and Pensions (HELP), the National Academies
delivered Part 1 of the report earlier than originally
planned so HELP could work on incorporating the report’s
recommendations into its draft legislation last fall. The
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HELP Committee likely will include many of the report’s
recommendations in new legislation to speed health care
innovation, Alexander said in a statement when the report
was released.
One of the key recommendations is for Congress to
create a Research Policy Board to serve as the primary
policy forum for discussions about the regulation of
federally funded research programs in academic research
institutions. This new, self-funded entity would include
representatives from academic research institutions and
liaisons from federal agencies.
The report also calls on Congress to establish a new
associate director for academic research enterprise in the
White House Office of Science and Technology Policy
(OSTP), who would serve as one of the principal federal
liaisons for the Research Policy Board.

and senior associate dean for faculty affairs at Vanderbilt
University Medical Center and chair elect of the steering
committee for the AAMC’s Forum on Conflict of Interest
in Academe. “Therefore, the National Academies couldn’t
cite a large body of work related to the impacts and costs
of this legislation.”

Understanding the impact of research regulations
The National Academies committee is working on
Part 2 of the report, slated for release this spring. For both
phases of the study, the committee has been holding
public meetings to hear presentations from stakeholders
including principal investigators, higher education groups,
and federal research and regulatory agencies. The
committee itself is chaired by former University of Texas
at Austin president Larry R. Faulkner, PhD, and comprises
university officers and administrators, former government
personnel, investigators, clinicians, ethicists, and public
policy experts.
“Many of us have been talking and writing about
regulatory oversight mechanisms and burdens for a
decade or more. It’s a difficult topic to get your arms
around and collect data on,” said Joseph R. Haywood,
PhD, assistant vice president for regulatory affairs at
Michigan State University and member of the National
Academies committee.
The committee noted in Part 1 of the report that a lack of
empirical data made it hard to determine the cumulative
effect of complying with new federal research regulations.
For instance, there is little rigorous analysis or supporting
data precisely quantifying the total burden and cost to
investigators and research institutions.
“There is a paucity of objective, thoughtful, prospective
scholarship about the impact of federal research
regulations affecting biomedical research,” said David
Raiford, MD, associate vice chancellor for health affairs

Anticipating Part 2 of the National Academies report

The report does, however, cite some existing efforts to
quantify the impact of research regulations, including
the AAMC Conflict of Interest Metrics Project, which
measures the costs and effectiveness of the 2011 final rule
on financial conflicts of interest in public health servicefunded research.

In Part 2 of the National Academies report, the committee
plans to address export control regulations among other
new subjects. Committee member Ann Arvin, MD, vice
provost and dean of research at Stanford University
School of Medicine, also anticipates revisiting some topics.
The committee might augment its discussion of human
subjects research, she said.

As detailed, the AAMC surveyed 74 member institutions
in the year before and the year the new rule was
implemented. The survey data showed that the number

In September, as Part 1 of the National Academies report
was being finalized, the Department of Health and Human
Services (HHS) released a Notice of Proposed Rulemaking

Several other recommendations are aimed at streamlining
research regulations and reporting requirements. For
example, the report suggests that Congress work with
the OMB to develop a uniform grant proposal format to
be used by all funding agencies. Congress could then
collaborate with the OSTP and research institutions to
develop a single financial conflict-of-interest policy to be
used by all funding agencies.
The HELP Committee is expected to release a draft version
of its bill in early 2016. The bill will be the Senate’s
counterpart to the House’s 21st Century Cures Act.
Passed by the House last July, the 21st Century Cures
Act also focuses on streamlining regulations to speed the
development and evaluation of new drugs and medical
devices. Ultimately, Congress is expected to combine the
two bills into one.

spend filling out disclosure forms and to cut down on the
inadvertent errors that can result from submitting multiple
forms to different organizations.

“This is not a report that is destined to sit on a shelf;
there’s a sense of urgency in Congress now about
addressing regulatory burden.”

— Heather Pierce, JD, MPH, AAMC senior director of science policy and
regulatory counsel

of significant financial interests that had to be reviewed
by institutions dramatically increased after implementation
of the new rule but that there was no proportional
increase in the number of financial conflicts of interest, so
reporting to a funding agency was not warranted.
Based on the findings of the AAMC Conflict of Interest
(COI) Metrics Project and surveys by the Council on
Governmental Relations and the National Science Board’s
Task Force on Administrative Burden, the committee
concluded that the 2011 final rule on financial conflicts
of interest resulted in increased time and cost burdens to
investigators and institutions but did not provide much
additional benefit in terms of protecting the integrity
of research.
Raiford noted that he thinks the AAMC COI Metrics
Project gained a lot of traction because it was not
conceived as an advocacy initiative. “Our idea was that
a scholarly, prospective study could help inform the
evolution of the regulatory environment and decisions
about future modifications of regulations,” he said.
“There was no preordained notion of what the outcome
of the project should be.”
The National Academies also cited the AAMC’s Convey
project as an example of a centralized database that
can significantly mitigate the administrative burdens
associated with the oversight and the reporting of conflicts
of interest.
Convey is a Web-based portal launching this year that
will enable individual researchers to enter and maintain
records of their financial interests. From that repository,
individuals can disclose relevant financial interests to any
organization that subscribes to Convey, such as research
institutions, funding agencies, and journals. The system is
designed to help reduce the amount of time researchers
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to revise the 1991 regulations that govern federally
supported research involving human subjects, known as
the Common Rule. The comment period on the proposed
rule closed on January 6, 2016, with over 2,100 public
comments submitted. The committee’s ideas could have
an impact on the revisions to the Common Rule.
“Many letters that were submitted during the comment
period, including the AAMC response letter, reference
recommendations from Part 1 of the National Academies
report,” Pierce said.
Streamlining regulation
Many in the biomedical research community are
encouraged by the committee’s work. Efforts to better
understand and to relieve regulatory burden are
considered long overdue.
“The committee is putting its ideas out there and
hopefully Congress will pick up on them and the regulated
community will shape them,” Haywood said. “Our
premise is, how do we create an oversight system that
encourages the protection of subjects and the safety of
workers while at the same time facilitating the research?”
“That’s the difficult challenge,” Haywood said. “There’s
no perfect framework for that.”
To read the report, visit
http://www.nap.edu/catalog/21803/
optimizing-the-nations-investment-in-academicresearch-a-new-regulatory
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