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@ Overview of the All of Us Research Program
@ National Launch of All of Us
@ Get Involved with All of Us



What Is Precision Medicine?

Precision medicine IS an emerging
approach for disease treatment and
prevention that takes into account
iIndividual variabllity in lifestyle,
environment, and biological makeup.

It Is a radical shift in how each of us can
receive the best care possible based on
our unique characteristics.




Precision Medicine In Real Life

Right treatment for the right person --

Prescription

Blood Hearing Aid

Insulin Pump .
Eyeglasses Transfusions



Why now?
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We have technologies that More people are engaged We have a greater
can collect In their health, and can understanding of

and crunch huge amounts track and share their data human genes.

of data. — like steps and sleep.

The time is right.




What is the NIH All of Us Research Program?

The
A Ofus Future of
Health Begins

RESEARCH PROGRAM | With You

The All of Us Research Program is a historic,
longitudinal effort to gather data from one million
or more people living in the United States to
accelerate research and improve health. By
taking into account individual differences in lifestyle,
socioeconomics, environment, and biology,
researchers will uncover paths toward delivering
precision medicine — or individualized
prevention, treatment, and care — for all of us.

“All of Us is among the most
ambitious research efforts that
our nation has undertaken!”

NIH Director Francis Collins,
M.D., Ph.D.



All of Us Research Program: Mission and Objectives

with one million or more
participants, from all walks
of life, for decades

Our mission

To accelerate health research
and medical breakthroughs,
enabling individualized

prevention, treatment, 5

and care for all of us \ H that is easy, safe,
- and free to access

of researchers and funders
hungry to use and support it




All of Us Values

@ Participation in the All of Us Research @ Data from the program will be broadly
Program will be open to interested accessible to empower research
individuals @ The program will adhere to the PMI

@ The program will reflect the rich Privacy and Trust Principles and the
diversity of America PMI Data Security Policy Principles

@ Participants will be partners in the and Framework

program @ The program will be a catalyst for
@ Trust will be earned through robust :Onor:ic;iveasttlve research programs and

engagement and full transparency

@ Participants will have access to
Information and data about themselves



What Is the promise for participants?

@ An opportunity to help fight disease and
Improve the health of future generations.

A chance to learn about your own health,
iIncluding personalized risk factors or exposures.

O,

@ The ablility and choice to access your own
data, including increasingly rich health records.

O,

An opportunity to ensure that your community
IS Included In the studies that lead to new
understanding and new treatments.

A chance to learn about additional research
opportunities that may interest you.

@ The choice to meet others like you, perhaps
even joining some of them to propose & do
research.

®

This Is along-term relationship and the value to participants (and researchers) will grow over time.




What Is the promise for researchers?

@ The opportunity to save time and resources and accelerate your
research breakthroughs by leveraging:

e e e B

« Arichresource of data, including biospecimens and increasingly
robust electronic health records.

o« Alongitudinal dataset that will follow participants as they move,
age, develop relationships, get sick, and try treatments.

o« Adiverse cohort of participants, including people both healthy
and sick, from all walks of life and all parts of the country.

o Both raw data and data that is already cleaned and curated.

o Robust computing and analytic tools to support complex data
analyses In a secure data environment.

o« Agroup of engaged participants who may be eager to participate
in ancillary studies. PSR

@ The abllity to easily share workspaces and analyses with research

partners and reviewers. @ !
e ! o B "
@ The chance to learn from the program’s pilots and experiments and v o« T O -
leverage innovations for other studies and cohorts. ¥t o »

As with most studies, we are collecting, evaluating, and curating initial datasets; availability in 2019.



What Is the promise for providers?

@ Over time, Increased scientific evidence and
Improved guidelines to enable precision medicine
opportunities for more people and conditions:

. Better understanding of the impact of environment and
lifestyle factors on health.

o Increased knowledge of differences in risk factors and
response to treatments among diverse populations.

o More information on the development of conditions that
will allow for earlier detection.

o Deeper understanding of different conditions that may
allow for better stratification.

@ Innovations that may make it easier to share electronic
health records with other providers and patients.

@® New knowledge to help address health disparities,
Increase patient engagement, and understand the
usefulness of consumer health devices and apps.

Help accelerate medical breakthroughs by sharing information about All of Us with your patients!



Kinds of Questions this Resource May Help Answer

prevent the slow or even stop
chronic pain dementia
100 million people

cancer cures that will

work the first time
better pain better treatments

o for diabete
medicines SSERE

prevent diabetes




Transformational Approaches




A Transformational Approach to Diversity

Reflecting the country’s rich diversity to
produce meaningful health outcomes for
communities historically underrepresented
In biomedical research.

Geography

14



UNDERREPRESENTED IN BIOMEDICAL RESEARCH
Builld Trust
Create Value




A Transformational Approach to Participation

Participants in the All of Us Research
Program will be true partners—not patients,
not subjects—in the research process.

Involved In program development:
o What data we collect
o« What lab analyses we do
o What research is conducted

o How data gets returned

16



A Transformational Approach to Data Access

Data sharing will be a priority to both
researchers and participants

Participants will have access to study
Information and data about themselves

Data collection will start small and will

grow over time Community
Colleges
. . . & High
Privacy and security will adhere to the Schools

highest standards

NIH will invest to level the playing field
sSo diverse researchers can play

| Colleges &
Universities

17



How will All of Us lead to discoveries?

Participants Share Data D 5&
Participants share health data online. This data includes health .f§$

surveys and electronic health records. Participants also may be asked
to share physical measurements and blood and urine samples.

Data Is Protected
Personal information, like your name, address, and other

| things that easily identify participants will be removed from all
o data. Samples—also without any names on them—are stored
In a secure biobank.

Researchers Study Data
In the future, approved researchers will use this data to conduct

studies. By finding patterns in the data, they may make the next —
big medical breakthroughs. -

), o=| Participants Get Information
— Participants will get information back about the data they provide,
which may help them learn more about their health.

Researchers Share Discoveries

Research may help in many ways. It may help find the best ways
for people to stay healthy. It may also help create better tests and
find the treatments that will work best for different people.

18



The Importance of Diversity




Program Infrastructure

20



Enrolling in All of Us

o |
=

DIRECT VOLUNTEERS

/a8

HEALTH CARE PROVIDER
ORGANIZATIONS
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All of Us Research Program Infrastructure

DATA AND RESEARCH
CENTER

Big data capture, cleaning, curation,
& sharing in secure environment

Vanderbilt, Verily, Broad Institute

PARTICIPANT CENTER /
DV NETWORK

Direct volunteer participant enrollment,

digital engagement innovation, and
consumer health technologies

Scripps Research Institute
(with multiple partners)

BIOBANK

Repository for processing, storing,
and sharing biosamples (35+M vials)

Mayo Clinic

HEALTHCARE
PROVIDER ORGS
NETWORK

HPOs with clinical & scientific expertise,
enrollment & retention of participants

30+ regional medical centers, FQHCs,
VA, and future awards to grow network

PARTICIPANT
TECHNOLOGY
SYSTEMS CENTER

Web and phone-based platforms
for participants

Vibrent Health

COMMUNICATIONS &
COMMUNITY NETWORK

Communications, marketing, and design
expertise; engagement coordination and
community partners network

Wondros, HCM, 29 community partner
organizations, and future awards to

grow network
22



National Network of Inaugural Partners

National
Parthers

Trans-
American

- Precision Hudson River :
Mayo Clinic o Community Health Center, Inc.
(Biobank) Medicine Health Care

cConsortium

Regional

Medical
Centers

FQHCs

New England Precision
9 Medicine Consortium

All of Us, Wisconsin 9

New York City Precision

lllinois Precision University of Medicine Consortium
Medicine Consortium Pittsburgh
9 Federal Partners:
Vanderbilt Univ. Medical White House, HHS, NIH,
. . Center, with Broad & Verily ONC, HRSA, VA, USDS
Scripps Translational

; : (Data and Research Center) Ps
Science Institute

- Cherokee
(Participant Center) ® Health Eau Claire Vibrent

: : : Southern All of Svstems Cooperative (Participant Technology
s - University of Arizona Netjwork 0T US . Health Center Systems Center)

California Precision (w/Banner Health)

Medicine Consortium

Jackson-Hinds

_ Comprehensive
San Ysidro Health Health Center
Center

SouthEast
Enrollment Center




All of Us Consortium Members

/-\“ bcrlpps Translational
& Science Institure

DV Network

(Direct Volunteers)
.I‘ DXC.technology

HPO Network RMCs

(Health Care Provider
Organizations)
California Precision

Medicine Consortium

UC San Diego Health
UCDAVIS  Keck Medical
HEALTH  Centerof USC

/ UC Irvine Health

UCHEAL U CSF
Son Franbisco.
() 4 CJ
[ ]
.g SanDiego 663

Blood Bank  (ppsps-SINAL

Improving life tomorrow.

All of Us, Wisconsin

wl e,
4 Marshfield Clinic &}
o

BLOODCENTER

of WISCONSIN®
PART OF VERSITI

WONDROS
Communication

& Engagement
gag IV

|

NATIONAL
BLOOD
COLLABORATIVE

BLOGD SOLUTIONS | TRUSTED SOURCE

@ ) Quest

Diagnostics”

Illinois
Precision
Medicine
Consortium

hI :I Northwestern
5 University

) CHICAGO
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THE
UNIVERSITY OF
ILLINOIS

AT

CHICAGO

@

University of Wisconsin
SCHOOL OF MEDICINE e
MENCAL
AND PUBLIC HEALTH CU]I_}'_.I:'I}]-_'
OF WISOONSEY
Platform

Development

JO

A Leidos Company

EMSI
HEALTH'

New England
Precision
Medicine
Consortium

PARTNE RS

HEALTHTULUCAR
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GENERAT TTOSFITAT,

BERIGHAM HEALTH

BRIGHARM AMNTY
WOMEN'S TTOSPTTAL

BU
Bearsdom Uniwersily School al B edicre

LEN,
Lt

m [lmiversity of
Massachusetts

UMASS Mvedical Schionl

University of Arizona

THE UNIVERSITY
OF ARIZONA

=

= Scripps Translational
Science Institute

Whlgreens

patientslikeme’

Trans-American
Consortium for the
Health Care Systems
Research Network
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HEALTH SYSTEM

®

\W\Z Essentia Health

?IL BaylorScott&White

HEALTH
Az

A
i)

SPECTRUM HEALTH ¥

Banner Health’

TipSage

University of Pittsburgh

University of

Plttqburgh

BIueCrnss
'ﬂ‘ BIueShleId

WebMD

New York City
Precision Medicine
Consortium

Gt? CorLuMBIA UNIVERSITY
MEeDICAL CENTER

NYC
HEALTH+
HOSPITALS

- NewYork-Presbyterian

WeiII_C_orneII
< Medicine

VANDERBILT
UNIVERSITY

WONDROS

MAYO
CLINIC

Y

Biobank

Southern
All of Us Network

“SCHOOL OF
MEDICINE

Knowledge that will change your world

“THE UNIVERSITY OF
ALABAMA AT BIRMINGHAM

KEnowladge that will change your world

THE UNIVERSIT STPTI

() ME Ul(_.-"d (_I NlJ 8

@ Tulane

University

LB MEDICINE

UAE HOSPRITAL
TUSKEGEE
IIVERSITY
HUNTSVILLE

University
(3 Medical Center
LSLU)

NEW ORLEANS

HOSPITAL

UMNIVERSITY OF SOUTH ALABAMA
HEALTH 5¥5TEM

FOQHCS (Federally Qualified Health Centers)

O Cherukee

Cnmmun‘f-ty

- Health Center, Inc.

%]mmtm HINDS
s e I EAITH CENTER yslby

vibrent 23 % BROAD

INSTITUTE

SouthEast
Enrollment Center

TNIVERSITY OF I8
I_JHEHI[]] MILLER SCHOOL

nEsmormaA EatAssEs  of BTN E

EMRRY

- MOREHOUSE

SUHOOL OF MEDICINE

OneFlorida

Clinicol Research Corgorfum

VA
Medical Centers

LS. Department
of Veterans Affairs

VA | €0

verily
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Community and Provider Parthner Network

American Association
HH“ of Colleges of Nursing

AAHIVM

AMERICAN ACADERSOF HIV MEDICINE

§ AAFP

American Association
on Health and Disability

W MONTAGCULE ¥ MNMA HEALTH

Cobb *® Institute

APIAHF

ASIAN & FPACIFIC ISLANDER
AMERICAN HEALTH FORUM

A\VL BLACK WOMEN'S

Association of \ /. ol

Murses in AIDS Care

1 National Alliance
™| for Hispanic Health

NHMA

Maticnal Hispanic Mecdical Assaciaticn

NHCOA

NATIONAL HISPANIC COUNCIL ON AGING

Natlanal Black Nursesﬁ.sso(lahon Inc.

NCAPIP

National Council of Asian
Pacific Islander Physicians

SAN FRANCISCO
GENERAL HOSPITAL
FOUNDATION

—\\a

S

NATIONAL RURAL HEALTH ASSOCIATION

AMAE

Community Council >>

Advancing Solutions.. . Empowering Lives

NACCHO

National Association of County & City Health Officials

The National Connection for L acal Public Health

@ Quality

m) of Medicine

UNIDSUS

STROMGER COMMUMITIES, STROMNGER AMERICA,

&2 ACCESS

AMERICAN PUBLIC HEALTH ASSOCIATION
For science. For action. For health

DELTA

RESEARCH AND
EDUCATIOMNAL FOUMNDATION

fty

Forivard

CREATING POSSIBILITIES
MPROVING LIVES

(Nain

Natiolnal A;soc]ation
of Hispanic Nurses

Fig,

U.S. National Library _Z_ NATIONAL PAN-HELLENIC COUNCIL
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Potential Activities Asked of Participants (Protocol V1)

T

Enroll, Consent
& Authorize EHR

Recruiting 18+
years old initially;
plan to include
children in 2019

Online, interactive
consent

Includes
authorization to
share Electronic
Health Record
(EHR) data

Answering
Surveys

Three Initial
surveys:

The Basics,
Overall Health,

& Personal Habits

Additional surveys
will be released on
an ongoing basis.

Physical

Measurements*

Blood pressure
BMI

Heart rate
Height

Hip circumference

Waist
circumference

Weight

Provide

Biosamples*

Blood (or saliva, if
blood draw is
unsuccessful)

Urine specimen

Biosamples will be
stored at the
program’s biobank

Wearables and
Digital Apps

Share data from
wearable fithess
devices, starting
with FitBit

Share data about
mood & cardio-
respiratory fithess
through integrated

apps
More integrations
to come

*Based on diverse
sampling and capacity

*Based on diverse
sampling and capacity

Coming soon

Pilots under development: richer EHR data, health apps, fithness wearables, and return of genetic info



Approach to Privacy and Security

@ Guided by privacy, trust, and data security
principles developed by experts with input from the
public.

Data warehouse iIs built with the most advanced
security available.

Experts have done and will continue to do rigorous
security testing.

Data Is encrypted and direct identifiers are
removed.

Researchers must agree to a code of conduct
before accessing the data.

Participants’ preferences will be respected.

Protected by a Certificate of Confidentiality.

©@e0e0 @0 ®©® © @®

Committed to transparency in the event of a data
breach.

Safeguarding your identity and data to the best of anyone’s abilities Is our most important responsibility.




Next Steps for All of Us




Current Program Status

Since July 2016...

®

®

®

Developed and updat
Completed a success

ed protocol

ful beta test with real participants, tools, and data

Built robust network of 100+ academic, provider, technology, and community

partners

Launched 125+ clinics to enroll participants, with plans to expand to additional

states and locations

Developed participant-friendly and bilingual (English/Spanish) enrollment website,
participant portal, app, and call center

Built biobank and 24-

nour shipping process with capacity for 35M+ vials

Developed data ware

nouse with infrastructure to collect, clean, curate, de-identify,

and eventually share the data

Completed end-to-end security and usabillity testing

Developed innovative
strategies

Created Interactive m

nilots for testing electronic health record and wearables

obile exhibit that travels the country

Development of the Research Portal is underway; expected to be open with initial
public dataset in 2019




Recent Research Priorities Workshop

®

Invited a broad array of stakeholders, including
researchers, participants, professional societies, &
advocacy groups to the Workshop in Bethesda, MD on
March 21-23, 2018

Purpose: ldentify key research priorities that will capitalize
on the All of Us Research Program’s one million or more
participants to help ensure optimal value for advancing
precision medicine

Collected use cases & requirements

e 800+ In advance from the stakeholder community through
ldeaScale crowdsourcing platform

e 500+ at the workshop

All of Us team Is currently reviewing & synthesizing the
data we gathered

Will have additional opportunities to submit use cases &
requirements




National Launch: May 6, 2018

SPEAKERS
INCLUDE

All-rUs

RESEARCH PROGRAM HOME SCHEDULE EVENT LOCATIONS ART EXPERIENCE

THE FUTURE OF HEALTH IS
COMING. JOIN US.

Join us for the official launch of the All of Us
Research Program. Help us advance precision
medicine.

Watch live on Sunday, May 6, 2018.

Francis Collins, Dara Richardson- Eric Dishman
M.D., Ph.D. Heron, M.D.

WATCH OUR WELCOME VIDEO ®

How Can You Take Part in the Event?

Learn More at JoinAllofUs.org

Community Artwork for All Of Us
by Ariel Wilson, San Diego, CA
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Get Involved with All of Us




Learn More about All of Us

JoinAllofUs.org @AllofUsResearch
#JoinAllofUs

Precision Medicine Initiative, PMI, All of Us, the All of Us logo, and “The Future of Health Begins with You” are service marks of the U.S. Department of Health and Human Services.
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https://www.joinallofus.org/en
https://www.instagram.com/AllofUsResearch/
https://twitter.com/AllofUsResearch/
https://www.facebook.com/AllofUsResearch/
https://www.youtube.com/channel/UCQId1TfpwPaYiDIGlxEhlkA/feed

JoinAllofUs.org

All-/Us

RESEARCH PROGRAM ABOUT HOW TO JOIN NEWS & EVENTS COMMUNITY LOG IN Search

The All of Us Research Program has a simple mission.
We want to speed up health research breakthroughs. To
do this, we’re asking one million people to share health
information. In the future, researchers can use this to
conduct thousands of health studies.

JOIN NOW

i i1 ATTEND LAUNCH EVENTS e s
‘:-‘\ [fe IN PERSON OR ONLINE
AMERICA WIir PROGRAM UPDATES

Have Feedback?



National Launch Site (https://launch.joinallofus.org)

AII Learn More at JoinAllofUs.org
of US

RESEARCH PROGRAM HOME SCHEDULE EVENT LOCATIONS ART EXPERIENCE

THE FUTURE OF HEALTH IS
COMING. JOIN US.

Join us for the official launch of the All of Us
Research Program. Help us advance precision
medicine.

Watch live on Sunday, May 6, 2018.

SPEAKERS
INCLUDE

Francis Collins,
M.D., Ph.D. Hmn M.D.

£

b

WATCH OUR WELCOME VIDEO ®
Community Artwork for All Of Us

by Ariel WIISi‘.‘ln San Diegu CA

How Can You Take Part in the Event?



NIH All of Us Site (https://allofus.nih.gov)

{ U.S. Department of Health & Human Services Mational Institutes of Health

National Institutes of Health ABouT~ FUNDING~ NEWS, EVENTS, & MEDIA Search
All of Us Research Program

-l_a-_-\.

WATCH VIDEO (»)




National Launch: May 6, 2018

Seven sites host half-day, simulcasted events that include:

« Speakers program:
* One-hour livestreamed program at all sites —
 Representative of local community — participants, cultural performances, e—

uminaries 5 1

» Dr. Francis Collins, Eric Dishman, Dr. Dara Richardson-Heron at two sites, ¥

remarks simulcasted live |

« Community educational fair:

* Interactive AOU booth - engage with program staff, begin digital
enrollment, branded giveaways
* Local vendors: farmer’s market, cooking demonstration, health screenings

e Art activation:
 One local artist at each site creates interactive, collaborative community

portrait

................

Photo Booth

The simulcasted events will be supported by:

« Facebook Live speakers program: produced like broadcast television, to
occur before streaming of simulcasted sites

« Community events: organized by many NIH champions, AOU consortium
members, advocates, etc.

 National & local print, broadcast, and social media strategy



Engaging at Launch and Beyond

®
®

®©@ ®©® ® ® ® ©®

Post program information on your organization’s social media channels

Follow All of Us on social media (Twitter, Facebook, YouTube and Instagram) and share
program content; use the hashtag #JoinAllOfUs

Include information about All of Us in a weekly or monthly digital newsletter

Write and post a blog about the importance and value of All of Us

Host an in-person community event or conference call/webinar with network or partners
Distribute All of Us Iinfo flyers, posters, etc. at a meeting, conference, or event

Promote the national launch online experience including the live webcast

Share a recap about the national launch In digital or print newsletters

38



Twitter Accounts to Follow

We suggest following the below accounts, in addition to other All of Us consortium member
accounts, to keep you in the know on the All of Us Research Program.

Person/Organization Twitter Handle

All of Us Research Program @AllofUsResearch
Eric Dishman @EricDishman
Francis Collins @NIHDIrector

NIH @NIH
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Community Resources (JoinAllofUs.org)

All-rUs

RESEARCH PROGRAM ABOUT HOW TO JOIN NEWS & EVENTS COMMUNITY LOG IN Search Espafiol

Home > Community > Community Resources

Community Resources

The All of Us Research Program offers free downloadable materials
to help community members spread the word about the program.
Al I of Us

For questions about these resources or how to use them, please contact RESEARCH PROGRAM  ABOUT HOW TO JOIN NEWS & EVENTS COMMUNITY LOGIN  Search Espafiol
AllofUsEngagement@nih.gov.

Videos
Downloadable PDFs

FAQs
R e
e 8 A LY W L
R ———
e [ Traeee—
................. -
nnnnnnnnnnnnn -
Wa're calling on plo o
tead the way bowand bather health ngram FAGs
AT 8 ek el M Heg il A G L LB
e v e b g B s e v il Bach
b Wy hmsi | i A af LT & -
[T PN S——" SU— . - L A :
i Weat b healf® research” wamrpaed o Ay SpEuoD ¥ .
o sy oy Sacergs U] e : \
- r .
WEy B Bl rrearch isperan BT WD (FrEd . f —;
o i 1 o aal LT Wkl il po sk ke @ewied ey peaaspl B wnjogrugo]
g wrr T AR o

Wial b the Precision Mediciss lnlllallse T

Wb il ot e o sk
Be ane in 1,000,000
Tt peciaton mdicit for a better future.

How All of Us Helps Research (1:54) What is All of Us? (1:56)
wm Spanish language version available

Have Feedbac
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THANK YOU!

Questions/Share ldeas:

Lydia Kuykendal@hcmstrategists.com

NIH

National Institutes
of Health



	Slide Number 1
	Agenda
	What Is Precision Medicine?
	Precision Medicine in Real Life
	Why now?
	What is the NIH All of Us Research Program?
	All of Us Research Program: Mission and Objectives
	All of Us Values
	What is the promise for participants?
	What is the promise for researchers?
	What is the promise for providers?
	Kinds of Questions this Resource May Help Answer
	Transformational Approaches
	A Transformational Approach to Diversity
	Slide Number 15
	A Transformational Approach to Participation
	A Transformational Approach to Data Access
	How will All of Us lead to discoveries?
	The Importance of Diversity
	Program Infrastructure
	Enrolling in All of Us
	All of Us Research Program Infrastructure
	National Network of Inaugural Partners
	All of Us Consortium Members 
	Community and Provider Partner Network
	Potential Activities Asked of Participants (Protocol V1)
	Approach to Privacy and Security
	Next Steps for All of Us
	Current Program Status�
	Recent Research Priorities Workshop
	National Launch: May 6, 2018
	 Get Involved with All of Us
	Learn More about All of Us
	JoinAllofUs.org
	National Launch Site (https://launch.joinallofus.org)
	NIH All of Us Site (https://allofus.nih.gov) 
	National Launch: May 6, 2018
	Slide Number 38
	Twitter Accounts to Follow
	Community Resources (JoinAllofUs.org)
	THANK YOU!�Questions/Share Ideas:�Lydia_Kuykendal@hcmstrategists.com

