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The
All-Us -
Medicine

RESEARCH PROGRAM | Initiative

Rich, Longitudinal Resource: Deliver a national resource of deep
clinical, environmental, lifestyle, & genetic data from one million
participants who are consented & engaged to provide data on an
ongoing, longitudinal basis (60+ years!)

Diversity of Participants: Reflect the broad diversity of the U.S.; all
ages, races/ ethnicities, gender, SES, geographies, & health status

Diversity of Researchers: Build the tools & capabilities that make it
easy for researchers from citizen scientists to premier university labs




All of Us & eMERGE

Many similarities and differences that provide opportunities for shared learning, validation of findings/methods,
leveraging tools

®  Expanding the data set for:

« PGx genotypes and drug response

e Actionable genes/variants

« (Genomic medicine implementation studies

« ELSI, policy research
®  |Innovative methods for integration of different types of health data for research
®  Engagement & Retention: Participant feedback; FQHC lessons learned; consent testing; usability
®  Return of results (ACMG, PGx to start)

e Electronic clinical decision support

« Patient education
®  Electronic phenotyping (building and validating)

® Integration of genomic findings into EMRs for clinical research and care
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All of Us Research Program Data

The Program will start by collecting a limited set of standardized data from sources that will include:
e Participant questionnaires
e Electronic health records
o A baseline physical evaluation
o Biospecimens (blood and urine samples)
e Mobile/wearable technologies
o (Geospatial/environmental data
Data types will grow and evolve with science, technology, and trust.

V1 platform V2 platform V3 platform Vx platform...
Data + Data + Data
Samples + Samples + Samples

Analyses + Analyses + Analyses
Tools + Tools + Tools
Cohort + Cohort + Cohort




Two Methods of Engagement
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Developing the Genomics Plan for All of Us

® Recommendations from the ACD Working Group:

e ...verylarge investments such as whole genome sequencing for large numbers of

individuals need to be keyed to specific scientific use cases that are compellingly cost-
effective at the current time...”

e ...establish a mechanism to obtain ongoing expert advice on when the costs and
capabilities of laboratory methods have achieved a “tipping point”™ where scientific value
justifies whole-cohort sequencing, proteomic, or other omic assessments...”

®  We have started the process of determining AOU’s genomic plans:

o (Gathered feedback from potential participants in different communities on their
concerns/hopes

o Held Return of Genetic Results Workshop with internal and external experts (March 2017)

o Kicked off Genomics Working Group of the Advisory Panel, in partnership with NHGRI

o Report expected this week



Data Access



Researcher Based Access

® No data removal
researchers ® Tiered access approval

project description ® Data passport model

data used ® Broad access, researchers from all sectors, citizen scientists,
publications etc

Public Posting:

Data Passport:
All of Us data is consented for general research use; no specific data

use restrictions.

Access to All of Us data resources will be researcher-based, not
project-based, manner.

Researchers will be granted “data passports” to access Registered-
and/or Controlled-access datasets.

215 Century Cures Act

“...on the appropriate Internet website of the Department of Health and Human Services,
identify any entities with access to such information and provide information with respect to
the purpose of such access, a summary of the research project for which such access is
granted, as applicable, and a description of the biological material and associated
information to which the entity has access.”




Data Tiers

Controlled

Registered

Public

Public - Data that poses minimal risks to the privacy of
research participants. Fully open without login.

anyone, anywhere, anytime

Registered- Data that has some risk of identifying research
participants and therefore poses some privacy risk to
participants.

requires data use agreement, identity verification, ethics
training, approval

Controlled - Data that poses more risk to the privacy of
research participants.

requirements for registered access + institutional signing official
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Technology to Support Integration of Health Data

Building capacity for the entire research community:
® EHR data from disparate sources: Sync 4 Science, data aggregators

®  Claims data: CMS-NIH collaboration (PCORTF): Medicare Beneficiary Claims Data to
Research Studies

®  Medications: directly from pharmacies

®  Genetic testing reports: Sync 4 Genes, Sync for Genes has been created to leverage HL7
FHIR infrastructure for communicating information from clinical genomic labs in a format for
universal use across medicine.

13



Electronic Health Records

®  Participants will be asked to authorize linkage of
their EHR information.

Initial Data Types

 Demographics
* Visits

* Diagnoses

* Procedures

* Medications

e Laboratory Visits
 Vital Signs

Expanded Data Types (May Include)

Clinical Notes

Radiology, cardiology, and other reports
Mental Health Reports

Substance Abuse, Alcohol use, and
Tobacco use

More laboratory results, potentially
including genomics

SYNC FO

SCH

~NCE
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Sync 4 Science User Experience

Patient
Portal
Login

Research App

00 < & AA B @ portal.demo.syncfor.science <
e Auth Proxy
SMART Patient Portal (Reference Portal) - Daniel Adams Apps

Personal Health Information Sharing

You have signed into the Mainline Clinic patient portal to approve sharing your personally
identifiable health information (including Protected Health Information as understood under the
HIPAA |law) maintained at Mainline Clinic with a third party, the All of Us Research Program
via their research application.

You will first be asked to confirm:

« the person whose personally identifiable health information would be shared (Daniel
Adams)

« the organization that maintains the information (Mainline Clinic)

« the third party that would receive the information (All of Us Research Program)

« for how long any new information would be shared

« the type of information that would be shared

YYou will then have the opportunity to review what you confirmed before you would approve
sharing your personally identifiable health information.

Once you approve sharing your personally identifiable health information, you, not Mainline
Clinic, will be responsible for any risks resulting from sharing this information with the All of Us
Research Program.

Whether you choose to share or not to share your i health i ion with
the All of Us Research Program will have no effect on the medical care, benefits, or services

that you will receive from Mainline Clinic.
Do not approve

EHR Patient Portal

e0e < [ia] K AA R

ol

@ portal. demo.syncfor.science <

Auth Proxy

SMART Patient Portal (Reference Portal) - Daniel Adams

Personal Health Information Sharing

To confirm that you want to share personally identifiable health information you must check

each box:

Patient name
Provider name
Receiver name
Share until
Change

Information

Change

Daniel Adams
Mainline Clinic

All of Us Research
Program

2018-06-04

patient
medications
allergies
immunizations
problems
procedures
vital signs
laboratory
smoking

©
©
©

Do not approve Next

Research App

learn more

# portal.demo.syncfor.science <

Auth Proxy

SMART Patient Portal (Reference Portal) - Daniel Adams Apps

Personal Health Information Sharing

June 3, 2017 at 10:45pm

I, Daniel Adams, approve Mainline Clinic to share my personally identifiable health
i ing Protected Health | ion as under the HIPAA law)
with the All of Us Research Program via their research application.

My approval to share my personally identifiable health information with the All of Us
Research Program applies to ALL past dates of service, as well as all future dates of
service, at Mainline Clinic until June 4, 2018, for the following personally identifiable
heaith Information

patient
medications
allergies
immunizations
problems
procedures
vital signs
laboratory
smoking

By sharing my i health i with the All of Us
Research Program, | understand that I, not Mainline Clinic, will be responsible for any
risks resulting from sharing this information with the All of Us Research Program.

I understand that whether | choose to share or not to share my personally identifiable
health information with the All of Us Research Program will have no effect on the medical
care, benefits, or services that | will receive from Mainline Clinic.

Email me a copy of my approval 24 Print

With a few clicks, research participants can share their EHR data

Log out

Approve
Sharing
EHR Data



Personal Health Information Sharing

You have signed into the Community Health Center, Inc. patient portal to approve sharing your
personally identifiable health information (including Protected Health Information as understood under
the HIPAA law) @ maintained at Community Health Center, Inc. with a third party, the Pilot Prep
Demo Research App via their research application.

eClinicalWork

You will first be asked to confirm:

the person whose personally identifiable health information

Tyler Test
4 would be shared

«+ Allergies + Care Team
/ + Demographics + Documents
y + Health Goals + Health History
+ Problems + Procedures

Sync 4 Science Vendor Partners

MyChart
Allow Access to Your Account
S4S Pilot Prep Demo App wants your permission to access the following information:
+ Medications + Plan of Care

Community Health Center, Inc. the organization that maintains the information

Would you like to grant these permissions? Pilot Prep Demo Research App the third party that would receive the information
This app was not created by your healthcare organization. Approving this request allows
third parties (this app, its developers, and its associates) access to your personal health
information which may include HIV/AIDS, mental health, developmental disorder or other
sensitive information. Note that these third parties might not be obligated to protect your
health information under the same privacy regulations as your healthcare providers and
some apps might use data for advertising or other secondary purposes. Review this app’s
Terms and Conditions to be sure that you are comfortable with the app’s use of your data
before granting access.

for how long any new information would be shared

the type of information that would be shared

You will then have the opportunity to review what you confirmed before you would approve sharing your
personally identifiable health information.

Don't share my health information Initiate Health Information Sharing

- Read More
Keep me logged in to MyChart

ALLOW ACCESS DENY ACCESS

Authorization Needed

e ey o

|, ZTEST, MONIQUE, (Not you? Sign out) request |, as the authorized representative, am allowing y"‘.“...t, .
that University of Missouri Health Care access to the records of: ) .4}! TestAr
(UNIV_MO - P810) share the following health 9.\‘_.,"." ™
information with Pilot Prep Demo Research App. ® ZTEST, MONIQUE (Self, 125) === FO | I OW M yH e a Ith
University of Missouri Health Care (UNIV_MO - Expecting different people?
P810) will share this information for 10 minutes: QA ENVIRONMENT

« personal information i ]

« immunization records i ] You have given permission to TestApp to access your FollowMyHealth Account.

« conditions i ]

. allergies and intolerances ;) TestApp will be allowed to view and download the followming data in your FollowMyHealth account:

* procedures LiJ LI Allergies ¥ Demographics ¥ Immunizations ¥ Results ) Conditions
Vie\./v full st of information ¥ Medications ¥ Social History

| Please email me a copy of this authorization.
The information you share may be subject to re-disclosure. Clicking Deny will not impact treatment, payments for

TestApp will be allowed to view and download your medical information from the followming healthcare organizations

Consult Pilot Prep Demo Research App's terms of service and
privacy policy.

treatment, enrollment, or eligibility for benefits at University of
Missouri Health Care (UNIV_MO - P810).

« ¥ Data | entered myself

Close
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Sync-4-Science Pilot Sites
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Digital Engagement (items under consideration)

12:49 PM

Fitness Tracker
SLEEP HEALTH >< SLEEP HEALTH

We may ask you to share data from your

fitness tracker. On average, how many nights

In the last month, did you use E@ What kind of medication did c e e

5 - medicine to help you sleep? you take to help you sleep? e

All of Us Consent | Fitness Tracker

Yes Prescription medicine only 1 -2 nights
EASYGOING '
No Over-the-counter medicine only 3 - 4 nights
Click here for transcript REPORTS SETTINGS S o
Not Sure Both prescription & over-the-counter - Gnights
] ] medicine
Fitbit Data Share
Other
[ :
@  Se— \ eee00 Verizon 1:44 3 - Not sure
y HEADACHE
Step 3 of 6 @ Track =
APP

Please walk with your phone [

PROGRESS

Nhen you are ready do the following

Turn up your phone volume

Tap the Ne utton.

3. Put the phone in a poc
your hand
3. The phone will count down from 5 to \ {
begin your session. 12 MAR 2016 CHANGE 21 JUN 2016
32cm (13.3%) 28cm
Waist NV l lapS O urveys
DAYS WEEKS ‘ MONTHS ]
32 34
30
28
01 Mar 01 Apr 01 May 1 Jun
My Avatars Home

O
CardioRespiratory Headache App 19
Fithess App
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Return of Information

Participants may receive, depending on
their preferences:

Individual health information
Survey data (comparative)
EHR data, claims data
Research results

Ongoing study updates
Aggregated results

Scientific findings

@ © ® ® ©® ®

Opportunities to be contacted for
other research opportunities

Overall Health

MY AGE GROUP

In general, would you say your health is:

ANSWERS

EXCELLENT

VERY GOCD
[

GOOD

FAIR

POOR

next question




All--Us

RESEARCH PROGRAM

Return of
Genetic Results
in the All of Us
Research
Program

Workshop
March 6-7, 2017
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Setting Priorities



The All of Us Research Priorities Workshop

Date and Location: March 21-23, 2018, in Bethesda,
MD

Purpose: |[dentify 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.

Planning Committee: Senior leaders across NIH's
Institutes and Centers.

Workshop Participants: A broad array of
stakeholders (e.qg., researchers, participants,
professional societies, advocacy groups); by invitation

Outreach Plans: Obtain substantial input on research
guestions and requirements prior to the workshop.

The
All-’Us -
Medicine

RESEARCH PROGRAM | nitiative

Three Big Questions for the workshop

1. Near Term

What are low-hanging fruit questions/measures for
which the scale of All of Us could help accelerate
knowledge & breakthroughs in precision medicine?

2. Mid-Term

What kinds of questions might this Program
answer where additional work selecting among
measures/instruments is needed?

3. Long Term

What kinds of questions are ripe for a program of
this size but for which we need fundamental science
& tech to develop the instruments and methods?

25



Scientific Framework for the All of Us March 2018 Workshop

Health Conditions

Mental Health § Digestive,

& Addiction Renal, &
Metabolic

Health &
Resilience

Human
Development
& Aging

Musculo-
skeletal &
Dental

Cardio- Immunologic,
Respiratory & J Infections, &
Blood Inflammatory

Sensory, Pain,
& Neurologic

Risk Factors, Prevention & Wellness
... g ________________ _ w§ _____________________  § ________________ _ _  '® __________ ® |

Health Disparities, Health Care Quality & Access

e e I . . . E——
Genomics & Other —Omics

Mobile Health

Therapeutic & Preventive Interventions
e e 1 [ . I | E———

Environmental & Other Contextual Effects
e [ . . N

Informatic, Methodologic, Ethical/Legal, & Statistical Research

Cross-Cutting Themes




Where are we now??



Beta Phase, Leading to National Launch Spring 2018

®  Currently we have >4600 participants
enrolled at >60 sites Welcome!

You are one of the very first people to experience the
All of Us Research Program.

@ Th h th f ” d f t I ” II 1 O_ Ultimately, A/l of Us will include at least one million people who will share information about themselves for this
roug e a an WI n er’ WI en ro groundbreaking research program. Developing a research program of this size is not easy. We want to be sure we get
15,000 participants

it right.
We’'re still in the early stages of creating the features, tools, and resources we want to have available for all

participants. Before we open the program widely, we are enrolling a limited number of people as beta testers. In the
meantime, please take a look around the site.

® Ramp over 100 locations around the country | e sous e o ses mat s ineres ey L o
slowly, carefully week by week

. RS .
that you particularly liked Feedback button what you think.

The website you are about to visit will be updated throughout the beta phase. Please come back to visit again if you
get the chance.

Thank you for your help, and welcome to the A/l of Us Research Program!

®  Test the initial protocol, call center, online

tools & interfaces, language of consent & 2 IC ccohman
q ueStion nai reS, WO rkfIOW for Staff at eaCh National Institutes of Health | U.S. Department of Health and Human Services

location, biobank shipments, etfc. Click “We’re in beta” at top of
https://www.joinallofus.org/




Questions?

Sign up for updates: 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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