
Conducting Decentralized Clinical Studies
With Smart Consumer Technology, InterSystems IRIS  
for Health, and HL7 FHIR

Getting enough people to enroll and participate to the end of a clinical study is a 
major challenge. Most studies fail to enroll enough subjects to even begin. And if 
you can’t enroll enough people, you certainly can’t gather enough data to ensure 
statistically sound results.

Today, researchers are addressing these challenges by decentralizing studies 
– offering components of the study to the patient at home, instead of requiring 
participants to visit study sites. As of 2021, 48%-95% of research sites report using  
at least one form of decentralized technology.1 

InterSystems IRIS for Health™ data platform supports decentralized and hybrid  
study models, enabling researchers to gather data from study participants, 
connected remote, wearable, or implanted medical devices, and electronic 
health records, health information exchanges, and other sources. Combined and 
transformed by InterSystems IRIS for Health into a single consistent format, 
such as HL7® FHIR® (FHIR), this data becomes the foundation for analysis and 
a comprehensive perspective on patient health and treatment effectiveness. 
Researchers in pharma, life sciences, and MedTech organizations can create a 
virtuous circle of feedback that drives continuous improvements in research, care, 
and outcomes.

InterSystems.com

IRIS for Health

1 McKinsey and Company, “No place like home? Stepping up the decentralization of clinical trials.” https://www.mckinsey.com/industries/life-sciences/our-in-
sights/no-place-like-home-stepping-up-the-decentralization-of-clinical-trials



Customer Use Case: Medical Device Maker

A major medical device maker conducted a decentralized study supported by 
InterSystems IRIS for Health data platform to gain a full, multi-dimensional 
view of therapy effectiveness. InterSystems IRIS for Health aggregated and 
transformed device, performance, time series, patient reported outcomes, 
and electronic health record data into FHIR format, and prepared it for access 
through the SQL already familiar to data scientists. Using InterSystems IRIS for 
Health, the data scientists gained the context they needed around the raw device 
data to answer critical questions using predictive and operational analytics. The 
platform and smart consumer technology enabled this customer to: 
• Conduct a decentralized clinical study efficiently to validate and improve

device performance 
• Illuminate factors influencing variations in disease course among patients
• Provide guidance to clinicians on personalizing patient treatment 
• Increase the value of the patient monitoring program

Learn More

InterSystems IRIS for Health can make studies more diverse and easier to 
participate in by gathering data from the subject at home, as well as devices 
and the hospital or clinic. By aggregating and normalizing diverse data types 
for analytics, machine learning, and AI systems, it helps researchers answer 
questions about treatment performance and function, track patient progress, and 
identify study issues before they become problems. To learn more about what the 
platform can do for your organization, visit InterSystems.com/IRISforHealth, 
or contact us at 617.621.0600. Visit InterSystems.com/contact-us to find your 
local InterSystems office.

© 2022 InterSystems Corporation.  

All rights reserved. 100422

  Multi-
Source
Data 

MedTech/Life Science
Improve Research • Reduce Time to Value

FH
IR

 S
er

ve
r •

 Tr
an

sfo
rmation Service  • Repository • SQ

L Builder 

InterSystems IRIS For Health

Agg
reg

ate
 Data • Real World Evidence • Post-Market Surveillance

A
dvance O

utcom
es • O

bservations • Treatments Increase Partic
ipat

io
n 

• A
dh

er
en

ce
• 

Sa
tis

fa
ct

io
n

Providers
• Evidence-based Insights
• Personalize Therapies

Patients
• More E�ective Treatment
• Better Outcomes

Health Data M
odel • SQL Access • App Development • Analytics •

 API M
an

ag
em

en
t  

• A
I/

M
L

Smart Data Fabric

Create a virtuous circle where device and other real-world data, aggregated, 
transformed, and delivered by InterSystems, helps drive continuous improvement in 
research, analytics, patient care and outcomes.

https://www.intersystems.com/intersystems-iris-for-health/
https://www.intersystems.com/contact-us/



