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● Many healthcare organizations consistently measure 
○ Mort a lit y ra t e s  
○ Re a d m ission s 
○ La b  va lu e s

● Issu e s im p a c t in g  p a t ie n t s’ q u a lit y o f life  o ft e n  ove rlooke d

● Ne e d  t o  p rio rit ize  p a t ie n t -re p o rt e d  ou t com e s → c lin ica l d e c is ion  
su p p o rt  t oo l

● Dig it a l h e a lt h  in t e rve n t ion s 
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● Develop methods and tools to streamline clinical and postmarket 
e va lu a t ion  o f FDA-re g u la t e d  p rod u c t s

○ Sc ie n t ifica lly va lid  a p p roa ch e s t o  in co rp o ra t in g  patient input (e .g ., 
p a t ie n t  p re fe re n ce , p a t ie n t  re p o rt e d  ou t com e s) in t o  re g u la t o ry 
d e c is ion -m a kin g

○ Ap p roa ch e s t o  le ve ra g in g  com p le x d a t a  t o  in fo rm  re g u la t o ry 
d e c is ion -m a kin g , in c lu d in g  u se  o f real world data sou rce s  a n d  
mobile technologies

FDA Research Priority Areas
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● Proactive patient health monitoring app 

● W e a ra b le  t e ch -e n a b le d  

● P a t ie n t  in t e rfa ce  re la ys d a t a  t o  p h ysic ia n s

○ Effic ie n t  vit a ls  a n d  sym p t om s co lle c t ion  
○ P re d ic t ive  a n a lyt ic s  fo r p e rson a liza t ion
○ Se cu re  t ra n sm ission

ePROmetric
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Wearable Technology

5



Product Overview
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Enrollment and Consent
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Predictive Analytics 
● Anticipating and reducing risk based on current and historical patient

data

● TF-IDF (term frequency -inverse document frequency)
○ finding patients’ similarity in observational studies
○ discovering disease correlations
○ finding sequential patterns in databases
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Competitors

Collect vitals 
and 

symptoms

Predictive 
analytics

Wearable tech 
enabled

Secure data 
transmission to 

FDA 

ePROmetric

MyStudies (FDA)

E-PRO (Exco InTouch)

EXACT (CRF Health)

E-trials eDiary 5.0 
(Merge Healthcare)

MedApps solution 
suite (AT&T)

9



● Secure and complex patient symptoms→ real -world data

● St a n d a rd ize d  m ob ile  a p p lica t ion  fo r c lin ica l t ria ls

● In t e g ra t e s  p h ysica l, m e n t a l, a n d  e m o t ion a l sym p t om s 

● Com p re h e n sive  c lin ica l m e a su re  

Summary
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● https://www.fda.gov/media/138258/download
● h t t p s://w w w .fie rce b io t e ch .com /sp e c ia l-re p o rt /p a t ie n t -re p o rt e d -ou t com e s-

sm a rt p h on e -a p p s-fo r-c lin ica l-t ria ls
● h t t p s://m h e a lt h in t e llig e n ce .com /n e w s/w e a ra b le -d e vice s-u se fu l-fo r-p re d ic t in g -

p a t ie n t -h e a lt h -
ou t com e s# :~:t e xt =Oc tob e r%20 30 %2C%20 20 19%20 %2D%20 W e a ra b le %20 d e vice s,s
t u d y%20 b y%20 Joh n s%20 Hop kin s%20 Me d ic in e .

● h t t p s://p u b m e d .n cb i.n lm .n ih .g ov/30 4 64 666/
● h t t p s://w w w .fd a .g ov/file s/a b ou t %20 fd a /p u b lish e d /Va lu e -a n d -Use -o f-P a t ie n t -

Re p ort e d -Ou tcom e s-%28 P ROs%29-in -Asse ssin g -Effe c t s-o f-Me d ica l-De vice s.p d f
● h t t p s://p u b m e d .n cb i.n lm .n ih .g ov/21378 658 /
● h t t p s://w w w .m a rke t sa n d m a rke t s .com /Ma rke t -Re p ort s /w e a ra b le -e le c t ron ic s-

m a rke t -98 3.h tm l
● h t t p s://w w w .n cb i.n lm .n ih .g ov/p m c/a rt ic le s/P MC678 94 21/
● h t t p s://p u b m e d .n cb i.n lm .n ih .g ov/28 4 71762/
● h t t p s://c lin ica lt ria ls .g ov/c t 2/sh ow /NCT0 2917954
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https://www.marketsandmarkets.com/Market-Reports/wearable-electronics-market-983.html
https://pubmed.ncbi.nlm.nih.gov/28471762/


CREDITS : This presentation template was 
created by Slidesgo , including icons by 
Flaticon , and infographics & images by 
Freepik and illustrations by Stories .

THANK YOU!
QUESTIONS?
vaanishah1999@gmail.com
yashm0816@gmail.com
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Appendix: Secure Storage Environment
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