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Inclusion

‘HYYH PDGH WUHPHQGRXV SURJUHVYV LQ PDQDJLQJ GLVHD
drugs and evices over the years that were tested in clinical trialg. WULDOV KDYHQfW DOZ
included the full spectrum of humaniignd this limits thepplicabilityof study results.t also
limits our ability to target therapies and address dispari@@ngress helped NIH address this
issue through the Cures Antthree focus areadnclusion of children and seniors; inclusion of
pregnant and lactating women; acwhtinuing our focus on womeandracial and ethnic
minorities

On June 12, 2017as equired by the Cures Ad{IH held a workshop on inclusion
across the lifespant might seem easy to include all age ranges but both children and older
adults require special consideratiord.the workshop, investigators with expertise in
conducting dhical studies with pediatric and older populations, ethics experts, and other
stakeholders had a robust disswn aboubarriers and facilitators to the inclusion of volunteers
of all ages in researcilhe findings and recommendationsrepresented any Advisory
Committeemeetingon Decembet4-15, 2017 and on December 19, 2017 we announced that
we were revising the NIH Policy and Guidelines on the Inclusion of Children to apply to
individuals across the lifespdnThe revisions broaden the policydddress inclusion of
research participants of all ages and will apply beginning in January 2019 to sduiNfidrted
research involving human subjects.

The Cures Act also asks NIH to continue making progress on the inclusion of women and
ethnic and raciaminority populations in research. This has been a partnership of the Congress

and NIH for many yeargthe Congress authorized both the NIH Office of Research on

3 https://grants.nih.gov/grants/quide/notidles/NOT-OD-18-116.html
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Based ortheoutcome of the Task Force meetingseport withthe final
recommendationas beendevelopedand will be sent tthe HHS Secretargnd Congressyb
SeptembeR018 NIH is grateful to the Congress for recognizing the need for careful
consideration in this area of reseaactd looks forward to addressing any recommendations

made by the Task Forcas determined by the Secretary.

Strengthening Biomedical Workforce

NIH and its stakeholder community have for many years been concerned about the long
term stability of the biomedical research enterpri$¢ D FRQVHTXHQFH RI1 1,+V ORYV
than 20percentof its purchasing power from 2003 to 2015, researchers were forced to vie for
limited resources, leading to a hypercompetitive environment. With success rates below 20
percent many highly meritorious applicatiomgere goingunfunded. This too often rsulted in
misaligned incentives and unintended consequences for talented researchers at all career stages
who weretrying to succeed and stay in scienddis kind ofenvironmentan beparticularly
challenging for many nevand midcareer investigators.

Over the last several years, NIH has taken numerous steps to balance, strengthen, and
stabilize the biomedical research workforce, but these measures have only taken ug/bddar.
by 2015the percentage of NIH awards that support eealger investigarswentfrom
declining to flat, tlise gainsvereoffset by a decline in the percentage of NIH awards that

supporedmid-career investigators.



As a direct result of the Cures Act, in June 2017 NIH launched the Next Generation
Researchers Initiative@imed at strengthening the biomedical workforce with a focus on early
career investigators or investigators who are at an s irntheir career NIH intends taake
a multipronged approaghvhich we outlined in an articleublished on November 20178 to
increase the number of Nifdinded earlystage investigators and stabilize the areer trajectory
of scientistsat all stages

NIH is developng evidencebased datadriven strategiedso assure that NIH investments
are directed in ways that imize scientific output.We are being aided in these effdrisan
expert Working @oup of the Advisory Committee to the Director, who will present
recommendations in December 2018. But several important steps are already being taken:
Institutes and Cearsarepladng greater emphasis on current NIH funding progrémsdentify,

grow, and retain newandearly-career investigators across these critical career stagesNH

5 https://grants.nih.gov/ngri.htm
5Michael Lauer, Lawrence Tabak, and Francis Callif@pinion: The Next Generation Researchers Initiative at
NIH
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EUREKA prize competition. Thpurpose of soliciting additional public comments was to seek
IHHGEDFN RQ 1,%$YV SUL]JH WRSLF VSHFLILFDOO\ DV LW UHODW
activity duplicates other ongoing activities in any relevant sector (e.g., academia, business), (2)
the attractiveness of this question to a broad audience of possible solvers, (3) the length of time
solvers would need to develop a prize submission, and (4) metrics that judges might use to
identify a winner. Comments were due on July 1, 2018. The Nicaporating relevant input
received into a final prize announcement for Challenge.gov, planned for release prior to
September 31, 2018.
NIH alsoformed the EUREKA Prize Coordination Committeaeview future proposals
for future EUREKA prize competitits andundedthe National Academy of Scienc@$AS) to
study Innovation Prizes and Federal R&D with specific emphasis on strategies to determine
ZKLFK 3(85(.%$" SUL]J]H WRSLFV DUH FRQV LVis\NA®3NJYZWIlVK FRQJUH

also consider the st


https://commonfund.nih.gov/bd2k/commons/awardees

TheAll of UsResearch Prografdescribed belowgaims to enroll one million individuals
in a decadetong research project. That ambitious goal requires flexibility, complex and
dynamic interactions, and ways to engage-tnaditional NIH awardees to advance the mission.
For exampleAll of Ushas used OA to make awards to the Healtve ProvideOrganizations
to help build the research protocols, test enroliment procedures, and collect essential health data
and biological specimens.

The Cures Actlsorecognizes thawto of the cornerstones of scientific advancement are
rigor in designing and pfarming scientific research and the ability to reproduce biomedical
research findings. In recent yedtee scientific communitas becomeveareof the needo
improverigor and reproducibility. In 2014, NIH worked with scientific publishers to devalop
set of principles and goals th& publishers have now endorsefls the CuredAct requires, my
Advisory Committedasconveneda Working Groupmn Rigor and Reproducibilitgnd they are
reviewing the experience of the last few years, leattitige devdopmentof recommendations

for a formal policy I look forward to updating you as this effort takes shape.

NIH Innovation Fund

Last, but certainly not leaghe Cues Act provideanulti-year funding through the NIH
Innovation Fund for four highly inn@tive scientific research initiativeshe Precision Medicine
Initiative (PMI), the Brain Research through Advancing Innovative Neurotechnologiesfi
(BRAIN) Initiative, the Cancer Moonshot, and the Regenerative Medicine Innovation Project.
As required bythe Cures Act, oiMarch 28 20171 solicited recommendations fromy
Advisory Committee on how to allocate the funds. We had a robust conversation about each of

the initiatives and thAdvisory Committeenembers provided critical advice on how to move
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forward. As a result of that discussion, and conversationsmyitNIH colleagues, we drafted
the NIH Innovation Fund Work Plaf which was submittetb Congress in September 2017
outlining howthe agencwvill use the NIH Innovation Funds for each ofsaéur initiatives. |

would like to tell youa bitabouteach of these initiatives and how the NIH Innovation Band

helping to move each initiative forward.

The Precision Medicine Initiative
Precision medicine is a revolutionary approach for dispeseention and treatment that
takes into account individual differences in lifestyle, environment, and bioMjyle some

applications oprecision medicine haveund their way into practice over the yedhss
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diverse communities to join and remain in the program, with a focus on those traditionally
underrepresented in biomedical research.

We began a robust, yelamg beta phase iMlay 2017, during which each of our partners
were able to tegheir systemsandprocessefo ensure a good experience for participahtsm
excited to tell you thaAll of Uslaunched nationallpn May 6, 2018 withevents across the

FRXQWU\ WR PDUN WKH SURsIdf iR 16/ 2R1533,Q6Hh@\idRaD @dvél Q W
startedthe enrollment process, anéd,d15have completed all the steps in the protocol. Of those,
TP WKULOOHG WMR%/srd oot ddtxuwiti€ DANo have been historically

underrepresented in biomedical research and almost 50% are specificallydiaratranic
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brain that, for the first time, shows how individual cells and complex neural circuits interact in
both time and spacd.ong desired by researchers seeking new ways to tigat, and even
prevent brain disorders, this pictusdill ing major gaps in our current knowledge and prongd
unprecedented opportunities for exploring exactly how the brain enables the human body to
record, process, utilize, store, and retrieve vaantties of information, all at the speed of
thought.

NIH leveraged th€ures Act] FY 2017 Innovation Funds, in addition to our annual
appropriation, to launchl0 excitingnew research projecisand in FY 2018 NIH expects to
fund approximately 150 neBRAIN Initiative projects. Cures funds will support critical areas

including data infrastructure and sharing, the BRAIN Initiative Cell Census Network (which is

developing an atlas of brain cell types), the Team Research Brain Circuits Program, and human

brain studies. In human studies, the BRAIN Initiative is advancing brain imaging and non
invasive brain stimulation, and public private partnerships are investigatirapgesting
implanted brain stimulation therapies that are already showing prddiigeately, this will lead

to an increasednderstandingf brain health, and means opreventing brain disorders such as
$O]KHLPHUYV GLVHDVH 3DUN L QB QiflistiondmokrajRasidioaihQ L D

injury.

The Cancer Moonshot
The Cancer Moonshg# funded in the Cures Act, has an ambitious goaldramatically speed
advances iancemrevention, diagnosis, treatment, and cdre.identify the most promising

and innovative strategietia National Cancer Institute (NGbliciteddirect input from the

11 https://www.braininitiative.nih.gov/funding/fundedAwards.htm
12 https://www.cancer.gov/research/kigytiatives/moonshetancesinitiative.
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public andconvened a Blue Ribbon Panel (BRP)
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for carrying out scientific research and protecting patient safiétg. $2 million Cures provided

for this initiative in FY 2017 were amplified through matching funds and NIH Institute
contributions tasupport research totalir&b.4 million. NIH has worked in close collaboration

with the FDA to implement the RMIM Septenber,NIH made eight clinical research awards

that cover a broad spectrum of science and new technologies, and have the potential to advance
understanding and treatment of common diseassduding diabetes, anemia, corneal and other
eye diseases, antronic skin ulcerstas well as rare diseases, including idiopathic pulmonary

fibrosis, inherited skin diseases, and sickle cell disease.

Several awards will explore the use of adul disg1 72.024 681.58 Tm 0 g [(for)6( thi)-aMC 11nt
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,Q DGGLWLRQ ZH DUH HVWDEOLVKLQJ D FROODERUDWLY
&DWDO\VW °~ WR SURYLGH PXFK QHHGHG FOLQLFDO VHUYLFHYV
depth stem cell characterizati®upport to address regulatory requirememisnufacturing
assistance for preparation of clinical grade stem cell products, and storage and sharing of clinical
data. NIH looks forward to the opportunity the Cures Act provides to significantly advance this

field of science.

Conclusion

Thank you foryour leadership and dedicatitmat resultedn enacting the Cures A¢8
monthsago.The Cures Achasprovided NIH with critical resources and tools to advance our
mission o seek fundamental knowledge about the nature and behavior of living systems an
the application of that knowledge to enhance health, lengthen life, and reduce illness and
disability. We appreciates&  RQJUHVV{V VXSSRUW IRU 1,+ WKURXJK WKH &
implement the law to accelerateientific discoveries andevelopnew approaches to the

prevention, treatment, and cure of disease
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