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The 21st Century Cures Act — A View from the NIH

The Cures Act, formally known as H.R. 34  
or the 21st Century Cures Act,1 passed over-
whelmingly in the U.S. House of Representa-

tives and Senate in the waning days of the 114th 
Congress and was signed into law 
by President Barack Obama on De-
cember 13, 2016. Weighing in at 
nearly 1000 pages, this bipartisan 
bill is the product of years of hard 
work by Republican and Demo-
cratic lawmakers, in collaboration 
with a broad array of diverse stake-
holders. As with any landmark piece 
of legislation, the complex negotia-
tions leading up to its passage were 
challenging and intense. But the 
final provisions are well worth her-
alding, including increased support 
for state efforts to combat opioid 
abuse, new steps aimed at improv-
ing mental health services, and 
important changes affecting the 
Food and Drug Administration 
and the National Institutes of 
Health (NIH).

Here, we focus on aspects of 
the Cures Act that are directly rel-

evant to the NIH’s mission — 
measures that will provide the 
agency with critical tools and re-
sources to advance biomedical re-
search across the spectrum from 
basic, curiosity-driven studies to 
advanced clinical trials of prom-
ising new therapies. Affecting ev-
eryone from researchers to research 
participants to patients suffering 
from numerous conditions, these 
measures will cut bureaucratic red 
tape that slows the progress of 
science, enhance data sharing and 
privacy protections for research vol-
unteers, improve support for the 
next generation of biomedical re-
searchers, exhort the NIH to ex-
tend its efforts to ensure inclusion 
of diverse populations, and provide 
the NIH with a bolus of additional 
funding over 10 years for key bio-
medical research initiatives.

Some key measures reduce red 
tape. Policies generated with the 
best intentions sometimes have 
serious adverse consequences for 
research. Two needlessly obstruc-
tive policies have been undone by 
the Cures Act — one dealing with 
paperwork and the other with sci-
entific meetings.

The first, the ironically titled 
Paperwork Reduction Act,2 was en-
acted when the Internet was nas-
cent and paper still ruled. Its pur-
pose was to limit government’s 
ability to ask Americans to fill out 
endless forms, especially when 
those forms were required to re-
ceive government services or 
benefits. Minimizing needless 
paperwork and bureaucracy is an 
admirable goal. However, as ap-
plied to biomedical research, the 
law requires multiple levels of gov-
ernment review and public com-
ment on any set of questions that 
NIH researchers propose to ask 
of 10 or more persons in a scien-
tific study supported by contracts, 
the Intramural Research Program, 
and many cooperative agreements. 
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This process rarely results in sub-
stantive changes, but it delays the 
start of research for 9 months, on 
average — dissuading investiga-
tors, especially trainees, from 
undertaking important studies. 
Through the Cures Act, lawmakers 
have now liberated science from 
this red tape by eliminating Pa-
perwork Reduction Act require-
ments for NIH research — a step 
that will help speed the initiation 
of research and the generation of 
new knowledge.

The Cures Act’s second major 
red-tape–cutting measure provides 
much-needed relief from restric-
tions on support for scientific 
meetings. Because of a few well-
publicized extravagant meetings 
attended by members of other 
federal agencies, restrictions were 
placed on federal employees’ trav-
el to meetings. Those restrictions 
applied to government scientists’ 
travel to scientific meetings, se-
verely hampering their ability to 
present their research and ex-
change ideas with other scien-
tists.3 Scientists could not be 
confident that their travel appli-
cations would be approved, and 
requests for meeting attendance 
were sometimes denied. These 
travel restrictions generated sense-
less paperwork and, owing to the 
resulting delays in processing re-
quests from multiple agencies, ac-
tually increased costs to the gov-
ernment. The Cures Act has 
removed these restrictions.

Other measures in the bill re-
late to data sharing and privacy 
protection. Sharing data is essen-
tial for progress in biomedical 
research. Rapid data sharing was 
key to the success of the Human 
Genome Project, and that same 
commitment has been spreading 
across biomedicine in the past two 
decades, as advances in technol-

ogy and “big data” have enabled 
an entirely new level of data 
sharing and inquiry.4 Despite the 
clear value of sharing data, the 
NIH has been constrained from 
requiring in a straightforward way 
that NIH-funded investigators share 
their data. The Cures Act solves 
this problem by allowing the NIH 
director to require that data from 
NIH-supported research be shared, 
giving all scientists the opportuni-
ty to use these data as quickly as 
possible to advance biomedical re-
search.

This new era of rapid and fac-
ile exchange of data also requires 
redoubled efforts to protect the 
privacy and confidentiality of in-
formation about research partici-
pants. People who volunteer for 
research need to be confident 
that scientists will do everything 
in their power to protect their 
private information. The Cures 
Act contains what we believe are 
the most significant advances in 
research privacy protections in 
two decades. Certificates of con-
fidentiality, previously available 
to researchers upon request, will 
now be provided to all NIH-fund-
ed scientists conducting research 
that involves the collection of 
identifiable, sensitive informa-
tion. The certificates will provide 
stronger protections against the 
disclosure of the names of par-
ticipants or any other identifiable 
data gathered during research. In 
addition, the Cures Act will allow 
the NIH to withhold biomedical 
information about individuals that 
could be used to reidentify them 
through requests for records filed 
under the Freedom of Informa-
tion Act.5

Cures Act provisions also sup-
port early-stage researchers. Today, 
the average age of a researcher re-
ceiving his or her first indepen-

dent research grant from the NIH 
is 42. The NIH has been working 
hard to create additional oppor-
tunities for younger researchers, 
including dedicated awards for 
new and early-stage investiga-
tors. Though such efforts have 
proven valuable for encouraging 
individual researchers, they have 
not resulted in a lowering of the 
average age of independent inves-
tigators within the full NIH re-
search portfolio. Provisions in the 
Cures Act will establish an office 
at the NIH to promote policies 
aimed at improving coordination 
and analysis of opportunities for 
new and early-stage investigators, 
as well as at attracting, retaining, 
and developing emerging scientists 
in priority research areas. Such ef-
forts will include strategies for 
developing early-stage researchers 
who are women or members of 
other groups that are traditionally 
underrepresented in biomedical 
research careers. To provide fur-
ther support to early-stage re-
searchers, the Cures Act author-
izes the establishment of additional 
programs to assist in the repay-
ment of student loans and raises 
the cap on the repayment assis-
tance available to researchers.

It is essential that biomedical 
research reflect, and provide a 
benefit to, the entire U.S. popu-
lation. The Cures Act encourages 
diversity by setting out a path for 
the NIH to continue and expand 
its efforts to allow Americans of 
all stripes to participate in and 
benefit from NIH-funded biomed-
ical research. These efforts will 
be aided by the NIH’s collection 
and posting of more detailed in-
formation about the participants 
in NIH-funded research, specifi-
cally the inclusion of key demo-
graphic groups defined by char-
acteristics including sex, age, and 
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minority status. The NIH is also 
encouraged by the legislation to 
carry out focused efforts to im-
prove research related to sexual 
and gender minority populations, 
as well as work aimed at under-
standing and reducing health dis-
parities between different popula-
tions.

The Cures Act provides multi-
year funding for three highly inno-
vative scientific initiatives launched 
by the Obama administration: the 
Brain Research through Advanc-
ing Innovative Neurotechnologies 
(BRAIN) Initiative, the Precision 
Medicine Initiative (PMI), and the 
Beau Biden Cancer Moonshot. It 
also includes a promising new re-
search initiative focused on regen-
erative medicine (see table).

Each of these initiatives has its 
own set of audacious goals, but 
their basic aims are as follows. 
BRAIN is a sweeping effort to 
build technology and knowledge 
across an array of disciplines to 
elucidate how circuits in the brain 
function in real time and what 
goes wrong in disease. PMI is a 
transformative research infrastruc-
ture that will enable and simplify 
research across all diseases. Its 
centerpiece, dubbed All of Us, is 
a longitudinal cohort study involv-
ing 1 million or more Americans. 
The Beau Biden Cancer Moonshot 
is an ambitious plan to double the 
rate of progress in the fight against 
cancer, making more therapies 
available to more patients, while 
also improving our ability to detect 
and prevent cancer. The Cures Act 
regenerative medicine program is 
focused on clinical research using 
adult stem cells, including autolo-
gous stem cells. It features an in-
novative funding mechanism that 

requires a match from the grant or 
contract awardee.

Congress has made it clear 
that these focused investments 
are not intended as a substitute 
or offset for supporting NIH re-
search through the regular appro-
priations process. Although the 
decision about the overall fiscal 
year 2017 funding level for the 
federal government to support all 
NIH research across disciplines 
and disease areas has been post-
poned until April 2017, the Cures 
Act funding is available now and 
will be used right away to support 
groundbreaking research. We re-
main optimistic that strong sup-
port for the NIH budget will be 
reflected in the ultimate decisions 
about the fiscal year 2017 budget 
and beyond.

In the meantime, Congress has 
provided an enormous gift to sci-
ence in the form of the Cures Act, 
a gift that reflects a deep confi-

dence in the promise of biomedi-
cal research to make discoveries 
and develop cures in the 21st 
century. All those who made this 
gift possible — the President and 
Vice President, lawmakers, stake-
holders, and most of all, patients 
— deserve our heartfelt thanks.

Disclosure forms provided by the au-
thors are available at NEJM.org.

From the National Institutes of Health, 
Bethesda, MD. 

This article was published on December 13, 
2016, at NEJM.org.
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Fiscal Year BRAIN PMI
Cancer 

Moonshot
Regenerative 

Medicine

millions of $

2017 10 40 300 2

2018 86 100 300 10

2019 115 186 400 10

2020 140 149 195 8

2021 100 109 195

2022 152 150 194

2023 450 419 216

2024 172 235

2025 91 36

2026 195 31

10-Yr total 1,511 1,455 1,800 30

*  BRAIN denotes Brain Research through Advancing Innovative Neurotechnologies, 
and PMI Precision Medicine Initiative.

Funding for NIH Innovative Research Initiatives under the Cures Act.*
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