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Running a clinical trial requires lots of 
data that already exists in your EHR. This 
critically important data serves as the 
source record for clinical trial participants, 
but must be manually transcribed into the 
study database. Finally, there is a way to 
streamline this process. 

Introducing OpenClinica Unite™  
A powerful and easy way to leverage EHR 
data for your next study.

Manually transcribing 
patient data is 
extremely inefficient, 
time consuming, and 
highly error prone. 



Imagine a world where, with a single click, you 
could get EHR data into your study database. 
Because now you can.

Research sites can: 

•	 Save countless hours expended by 
overburdened coordinators and clinicians —
reduce routine tasks from hours to seconds!

•	 Enhance patient safety and care by tracking 
important metrics

•	 Leverage Unite™ for multiple trials and sponsors

•	 Participate in research more easily and profitably

Sponsors can:  

•	 Obtain higher quality data that is cleaner and 
more complete

•	 Get faster access to study data 

•	 Reduce the costly practice of 100% SDV

•	 Increase site satisfaction and compliance

Eliminate high-risk manual  
data entry 

Reduce monitoring cost  
and effort

Get faster access  
to data

OpenClinica UniteTM is a seamless solution that can be directly 
tied into your existing EDC/study database infrastructure.



Now, with just a few clicks, 
you can pull in EHR data to 

populate case report forms with 
OpenClinica Unite.

Patient data lives in the medical 
record. OpenClinica Unite makes it 

easier to enroll patients into your trial 
from the EHR and capture their data.

EHR EDC
Meet 
OpenClinica 
Unite™

OpenClinica Unite™ 
expands the use of 
electronic health record 
data in clinical research 
and greatly reduces the 
burden of data entry for 
sites. With OpenClinica 
Unite, you can securely 
retrieve data from your 
EHR to automatically 
populate trial case 
report forms. 

Seamless user experience

•	 Single sign-on with EHR - clinicians, 
investigators, and coordinators can launch 
the eCRF from inside the patient chart 
within the EHR

•	 Available in both desktop and mobile 
to allow users to safely, accurately, and 
efficiently work with research data in the 
way that makes sense for them

•	 EHR patient - EDC participant linkage 
automatically maintained

•	 Real time data visualization for use at the 
point of care (e.g., track key metrics)

•	 Puts EHR data, traditional eCRF, eCOA, and 
ePRO data in one place at users’ fingertips 

Rigorous compliance

•	 Compliant with 21 CFR 
Part 11 standards and 
ICH GCP

•	 Compliant with HIPAA 
and GDPR

•	 Traceability to the source 
(data originator, data 
element identifiers per 
FDA 2018 EHR guidance)

•	 Comprehensive 
information security 
program

•	 Compliance and security 
artifacts available for 
customer review

Easy to implement

•	 Secure, standards-based 
technology accepted 
by health system IT 
departments and backed by 
major EHR vendors

•	 User-driven access to data 
(easily auditable on source 
side)

•	 Can be implemented in one 
day and used with any EDC

•	 Reuse implementation 
across multiple trials and 
sponsors 

•	 Supports hybrid trials - not 
all sites need to use it

Highly customizable 

•	 Visualize your data with 
embedded OpenClinica 
Insight reporting that  
allows clinicians to view 
the participant record at 
a glance and monitor key 
trends to enhance safety, 
data quality, and support 
optimal clinical care

•	 Unite your data with 
highly configurable design 
options that map data 
elements such as lab 
results, medications, and 
demographics to ontologies 
in your EHR (i.e., LOINC, 
RxNorm, SNOMED, etc.)

Lab Data
Medications

Demographics

https://www.fda.gov/media/97567/download
https://www.openclinica.com/insight/
https://www.openclinica.com/insight/
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Curious to learn more?
See how OpenClinica Unite™ is transforming clinical research 
for a high-profile COVID-19 study. We’ll show you a real use 
case and discuss how Unite can benefit your clinical research 
based on your specific needs. 

STOP WASTING PRECIOUS TIME AND RESOURCES!  
Get back to doing what you do best: improving lives through 
innovative, transformative research.

Request Free Demo

https://www.openclinica.com/#demoform

