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From Unintended Consequences to Preparedness

@ Clinical Trials Are Moving Out of the Lab

How do we. .. and Into People’s Homes
- stay ready for action? m“m”m“"”“dm

- coordinate efforts/resources?

- ensure access to all? l

. organize public and private efforts? -

- preempt agreements for quicker response? OSTP and NSC seek input on U.S.

capacity for emergency clinical
trials, research

Oct. 25, 2022

Proactive policies, paradigm shifts, novel approaches




Advantages of a Reusable Public Health Research Platform

v' Benefit from Best Practices

v Build a Foundation for Future i @ v' Easier Designs and Decisions
Projects o 1

v Reliable and Rapid Access to
Real World Data

* v" Reduce time to deploy

v Share insights and data across phases of
research




Components of a Reusable Public Health Research Platform

Participant Outreach:
Making it easier fo connect participants by overcoming
geographic and societal boundaries

« Social media campaigns

 Clinic/community center outreach with posters and QR Codes

« Culturally appropriate and multingual

« Tracking outreach to determine best methods by target demographic
« Shareable across phases and projects

. PROGRESS

Science
Changing Health
st o ot e couerange e
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Digial Trdls Certer

Outreach
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Components of a Reusable Public Health Research Platform

Outreach

Eligibility Screening:
Reducing the difficulty fo find the best matched participants fo control

confounders and highlight potentially underserved communities < Sereen

« Mobile and web friendly screening surveys
« Using claims and EHR data to confirm eligibility
« Emphasize high risk or underrepresented cohorts




Components of a Reusable Public Health Research Platform

Enroliment and Consent:

Reduce the burden for both coordinators and participants fo
understand, consent and enroll in a study.

» Virtual enrollment & consent: improve access and reduce resource needs

« Menu of standard study element templates

« Support “branching logic” to enhance experience
» Methods to educate and confirm participant comprehension

<

Consent

Lorem ipsum dolor sit
adipiscing elit, sed dc
incididunt ut labore e

Joining the Study

Lorem ipsum dolor sit
adipiscing elit, sed dc
incididunt ut labore e

<

Cancel ” <

Signature

Please sign using your finger on the line
below.

-

Can

Consent

me John

cel

Outreach

( Screen

Enroll




Components of a Reusable Public Health Research Platform

Data Access and Integration:
Making it easier to bring ‘healthcare data” into public health
protocols

Standardized workflows for retrieving electronic health data
 EHR and claims data
* Wearable data

» Guided by TEFCA principles ONC  ssquoia

Office of the National Coordinator 7 pI‘Oj ect
for Health Information Technology

Kitting and Fulfillment

 Allow for selfadministered collection of other types of data (e.g., saliva

for genomics analyses)

S

Outreach

creen
Enroll )
Data




Components of a Reusable Public Health Research Platform

Outreach
Assessments and Engagement:
Geftting reliable insights from participants while they go about their Sercen
daily lives
Assessments Enroll
» Deploy validated survey instruments such as PHQ9
+ Reusable surveys for PROs Data
* Active tasks .
« Ecological Momentary Assessments

Assess

Patient Health Questionnaire

E n g ag e m e nt Now, we will ask you questions regarding your

° S u rvey SCh ed u IeS a n d re m I n d e rS :ood‘ sleep, Zp‘petlte,hand D‘:BTE” men:al heatlr
. g . lease respond to each question or statement by

» Notifications for new tasks and task dashboard selactingane chokce por gleson o sitomsnt.

« Training, education, and resources




Components of a Reusable Public Health Research Platform

Outreach

Rewards and Feedback:
Motivating participants to follow through and get benefit

S

o] [ creen
from particjpation
Enroll
Rewards
i < ay 6, Sun Jan 23r >
« Pointbased systems B ovesmimza B )
Data

« Gamification

« Automated gift cards
Assess
Feedback

* Visualize the data being collected
* Provide health insights

Feedback

12am 4am 8am 12pm 4pm 8pm 12am

61-143 mg/dl 99 mg/dI|
Blood Glucose Range (Min-Max) Avg Blood Glucose




Components of a Reusable Public Health Research Platform

Data Preparation for Analysis:
Make the data analysis phase faster and more reliable with
Standard data formats and consistent representation of meaning

« Consistent terminology and structure across every study making it
easier to analyze

» Support for common formats such as OMOP

* Integration withRedCap

[
Standardized health system Standardized
Person —_— h N
— ealth economics
N are_site Payer_plan_period
Standardized
s i i derived elements
7 Concept
3 N
H i [ Vocabulary |8 !‘
c - /)
S Domain | /| _
< \ /|
8 Concept_class | / Results schema
T \ /
_r.'§ | [ concept_synomym | Cohort
= Cohort_definition _|
s | Concept_relationship [« =
g N P concept J<.
Note_NLP B
— Standardized
metadata

( Screen
Enroll )
ata

Outreach

D

Assess

Feedback

Analyze
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An Evolving Research Platform for an Evolving Pandemic

Initial Reliable Behavioral Vaccination

Discovery Surveillance Change

DETECT: TUAH & ITAP: Test to Stay: Test to Treat: Testing
Wearable Shifting testing Testing at home to provide therapy to
detection of ILI from lab to home to stay in school those at highest risk

‘ Assess ‘ Analyze
‘Feedback '




COVIDA19: the ultimate use case



DETECT: Early detection of COVID-19 infection C" my datahelps ?)?g::;?l'ﬁaieg::tr:rh

e Wearable sensor data and self-reported  nature,. .
symptoms for COVID-19 detection medicine

Giorgio Quer ®'*, Jennifer M. Radin ©'?, Matteo Gadaleta ®'?, Katie Baca-Motes',

Could your smartwatch or

fitness tracker help track COVID-19? ot ensbled - Lauren Ariniello®', Edward Ramos'?, Vik Kheterpal ©2, Eric J. Topol ©' and Steven R. Steinhubl '
By sharng your < 0 >
Concept to nationwide - 0 oo

> S—— First paper published

aepeaans - in fewer than 7 months

3 1
° HH frﬁ—m ! from launch
1
Download MyDataHelps™ to Jéin DETECT !
1
1

launch in 4 weeks

July October |
®

Envoliments By State

Research Letter | Infectious iseases

Assessment of Prolonged Physiological and Behavioral Changes Associated AMA

With COVID-19 Infection ok |Open.

Jennter M. Racin, PO, MPH, Giogo PR rc . Topol, MD;Steven . Seiubl, MO

..___________

6 7 1a 21 28 35 4z 45 56 63 70 77 84 1 ARTICLE open .
Passive detection of COVID-19 with wearable sensors and

explainable machine learning algorithms

Negative binomial model predicting ILI

— Over 35,000

Steen R S s0d G ot

A S .. npj | Digital Medicine
Model 1 lower RHR threshold) p artic 1pan ts enrolled Inter-individual variation in objective measure of
California 092 073 097 <0-0001 . reactogenicity following COVID-19 vaccination via
Tous 077 o84 om <00 in first 4 months smartwatches and fitness bands
NewYok 033 079 084 <0001 [ ot fivtrment -
Illinois 072 080 092 <0-0001
Pennsylvania 048 078 089  <0.0001

e - . Sensor-based surveillance for digitising real-time COVID-19 THE LANCET
sasee ' i tracking in the USA (DETECT): a multivariable, population-
Mm b4 f I t bl t Ws attla.i‘r;] based, modelling study vigital Health

Lo Wokrsy, Scwn R St 5T




Validation of Athome Testing for COVID

Test us at Home (TUAH) & Independent Testing Assessment Program

(ITAP): Validation and FDA EUA

TUAH: 3600 participants over 6wks—aunch to preprint 4 mos.

e Email Invitations/ QR Code Enrollment

e Eligibility Verification/ Screening Surveys

e Serial athome testing + data collection

ITAP: Expanded to 47 states on the same mobile platform

e From protocol approval to launch in 2 wks

e Kitting and fulfilment of tests for OTC investigational, OTC
Standard of Care and PCR Test sent to Lab

e Quick expansion to support FDA EUA

FDA announces recommendations based on new study
highlighting serial testing with rapid antigen tests

UMass Chan-led research forms basis for recommendation

By Susan E.W. Spencer August 11, 2022
UMass Chan Medical School Communications

The FDA's safety communication recommends people perform repeat, or serial, testing following a
negative result on any at-home COVID-19 antigen test.

Findings from a new study led by UMass Chan Medical School researchers are the basis for a safety
communication issued by the U.S. Food and Drug Administration (FDA) Aug. 11 regarding serial use of at-
home antigen tests for COVID-19.
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Expansion of Athome Testing for COVID

Say Yes! COVID Test (SYCT): Expansion to State Level Initiatives
for Mass Testing

15 million test distributed across 5 states with support for 38
languages

Demonstrated the ability to reise and scaleoufreach
procurement fulfillment instructiorand reportingacross three
different state programs

=

Procurement Fulfillment Reporting
1a. State PO with OEM and 2. Order placed via SYCT 4a. Daily aggregate ordering
OEM shipment to Amazon reports

3. Fulfilled by Amazon .
4b. Weekly orders by zip

1b. State inventory shipped
v shippe code reports

to Amazon

oy
%5
£

vew COVID TEST (=]

YES!

Testing Journal

Positive 1/20/22
@ sample 12:00 pn
Negative 1/20/22
@ Sample 2:00 pn
Invalid 1/20/22
@sample 3

Register a MyDataHelps Account
Registering a MyDataHelps account will

enable you to maintain permanent access 3
to your test results. Creating a consistent ( iii
journal of your tests will contribute to the

national fight against COVID-19.

Start Registration

My Test Kit

iHealth COVID-19 Antigen Rapid Test <

© If your results are Negative




Changing Behaviors Based on COVID-19 Testing

Digitally Enabled Testo-Stay: Supporting in School Learning
during the Pandemic

Z

UMass Chan \@LIVINGSTON COUNTY

MEDICAL SCHOOL Health Department

Reliable testing and symptom screening enabled-{person

school attendanceresulting in 3,653 days of instruction saved.

Experienceand reusable components enabled:

Guardian consent management

Kit distribution to students' homes

Symptom screening

Instructions to assist with reliable athome testing
Reporting individual antigen test results via summary
dashboards.

A

16:33

< Gmail

@  safercovid.careevolutionapps.dev]...

LIVINGSTON COUNTY
Health Department

The Livingston County Health Department (LCHD) has
received information that your student, Dwayne
Example, was recently exposed to COVID-19 at Test
High School on February 16th

Please select one of the following two options for your
student:

O Option 1 @
In-Person School Exclusion

Cannot attend in-person school from February 16th
to February 20th. They may return to in-person school
on February 21st and must wear a mask for all in-
person school-related activities until February 26th,

Option 2 P
-~ Alternate In-Person School £
Attendance

Attend school and continue with in-person learning,
under the following conditions:

Your student must wear a properly fitting mask
@& for all in-person schookrelated activties.

Every day at 5pm, you will receive email and
SMS messages with a link to check-in.

/ 16:55 ww \

ﬂ‘ LIVINGSTON COUNTY
\/ Health Department

Your student must wear a mask until
February 26 and is strongly
encouraged to wear a mask after this
date.

COVID-19 Journal

0 Initially exposed to COVID-19
February 16

v Symptoms: None
February 16 4:42 pm

v Test completed: Negative for
COVID-19
February 16 4:44 pm

o Daily testing and symptom checks
complete
February 21

How Alternate In-Person School
Attendance Works
25 Your student may attend in-person

& school-related activities after their first
at-home test.

@1 Your student must wear a properly fitting

mask all in-person school-related
ACHVit] —
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Providing Therapy for Atrisk Individuals

COVID Plan4Health: Tedb-Treat Broadening equitable access to
Paxlovid for higher risk individuals

Provides Test Kits, evaluation and therapy for higisk
individuals

Platform enables:

e Broad population outreach

e Kitting and fulfilment directto-home to test kits

e Follow up for positive results and eligibility for Paxlovid

e Individual management between health department and
eligible positive individuals to obtain treatment and follow

up

17:53

& https://covidplandhealth.org -

3/
‘{l’; COVIDPlan4Health 9

Are you at higher risk for
severe illness from
COVID-19?

COVID Plan4Health is an initiative that connects
higher risk individuals to:

« Free at-home COVID-19 testing
* Oralantiviral treatment for COVID-19 at no cost

» Free oralantiviral treatment evaluation and
follow-up

Choose your health department to get started:

‘Washtenaw County, MI

S

You may be at high risk for severe
illness due to COVID-19.

Be prepared by joining
COVID Plan4Health
‘COVID Plan4Health connects you to free COVID-19

testing and immediate oral antiviral treatment
through the health department.

Join COVID PlandHealth

Since you may be at high risk, it's
important to stay prepared:

« If you're feeling unwell, test soon and
treat early! Treatment must be started
within the first few days to be effective.
 Stay up to date with your COVID-19
vaccines

« Have high quality masks on hand

* Know how to get at-home tests

« Avoid crowds and poorly ventilated
spaces

= Test to prevent the spread to others

« Wash your hands often

« Cover coughs and sneezes

« Monitor your health daily

< Back Cancel
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Applying the Platform Beyond
COVID-19



Digital Trials Center

. Scripps Research
Digital Trials Center

Ed Ramos Katie Baca-Motes

Co-founders

We leverage rapidly evolving
digital health technologies to
re-engineer the clinical trial
experience around the
participant, rather than the
research site.

19



Cancel

) PowerMom

PowerMom

Thank you for your interest in PowerMom!
Please complete the following screener
survey to make sure you are eligible to join!

NEXT




Addressing a National Health Crisis € PowerMom

Outreach Enroll Assess Analyze
‘ Screen ' Data eedback

Among developed countries,

: Pregnant women of Lack of research and
U.S. i ranked color at highest risk knowledge gaps
1st in maternal mortality 9 e £ap
Cases of severe maternal Black women more likely to Preanant woman excluded
t 200% morbidity (SMM) have 3.4 X die giving birth compared to ; 9 dical h
dramatically increased in the white women in the U.S. rom medical researc

last 20 years
Since 2018, Hispanic

@ o

/il 17.2 deaths per 100,000 t 19% women seeing the highest Disparities in
u live births ; : representation
v increase in SMM rates
Only developed country to o Black and Hispanic women Variations in care creates
not gua_rqntee access for @ are more likely to have risk | | ® adverse outcomes and
home visits factors for SMM b higher costs



Research Efforts to Solve Today’s Pressing Challenges C" my datahelps %?;ﬁié’f%ﬁaieéiﬁiéh

> REFRESH =+ PROGRESS @ DETECT

9:41

Good morning
Feeling sick?
I you're feeling sick, start tracking your
symptoms

Current points

168(
- ®

Tasks

Sleep Apnea Screening
Assess your risk for obstructive sleep apnea

DETECT-AHEAD: New study
available

Day 10f 10

Points are awarded at the end of each day. Yourre invited to help us test new

technologies

it data was logged. Hf g ) Py
ity for the day: espiratory ilnoss history
hics

Test Result
a swab test, saliva test, or

Results tion data was logg
tion for the day:

ses Received
Vour results will show

Data Resources Account

PowerMom
Thank you for your interest in PowerMom!

Please complete the following screener
survey to make sure you are eligible to join!

NEXT
LEARN MORE ABDUT ALL OF US

@ PowerMom




Thank you!
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