
Clinical trials have been plagued with redundancy and inefficiency due to siloed data, fragmented technologies, and 
inconsistent operational practices. What if you could build a study once, enter data once, and do everything in one 
place? Oracle has reimagined the way information is accessed so that it is shared, but never repeated, using state-
of-the-art cloud infrastructure that is vital to efficiency in clinical trials. Clinical One is the most advanced eClinical 
platform, built from experience, to support the most complex trials in a simple, user-friendly way. In partnership with 
USDM Life Sciences, Oracle Clinical One offers a GxP compliant solution to ensure GxP compliant solution to ensure 
that systems are validated correctly and remain continuously compliant with USDM Cloud AssuranceTM.

•   Reduce your compliance risk with USDM’s framework and accelerators for Oracle 

•   Speed deployment and adoption of Oracle Clinical One business applications and infrastructure 

•   Leverage USDM’s Assurance Report for documented evidence of software validation 

•   Maintain continuous cloud compliance with every new release, managed by USDM 

•   Decrease your cost and time of managing compliance 

•   Harmonize and centralize control of your GxP processes

Enjoy these benefits from USDM Cloud Assurance:

Oracle Clinical One & USDM 
Cloud Assurance
Reimagine Clinical Trials with 
Continuous Compliance

USDM Cloud Assurance for Oracle is a 
subscription service that delivers GxP compliance 
from implementation through ongoing validation 
maintenance, including each new Clinical One 
release. USDM handles the qualification of the 
cloud infrastructure and eClinical platform, 
and validation of the core and high-risk GxP 
functionality of the Clinical One application. 
Leveraging the FDA’s new computer software 
assurance (CSA) guidance, automated testing 
tools, and industry best practices, USDM provides 
Oracle Clinical One customers the most efficient 
and cost-effective way to achieve and sustain 
compliance. Optionally, USDM can also validate 
your specific clinical trial use cases.

Experience End-to-End GxP Compliance

Cloud AssuranceTM Continuous Compliant 



Oracle Clinical One Release Schedule
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Oracle Clinical One is planning four releases a year, one per quarter. Best practice for life sciences customers is to issue 
a GxP cloud cadence at the inception of the implementation to ensure they are on the appropriate release cycle once 
they go live.

USDM’s Assurance Report

USDM’s Assurance Report can be used as documented evidence of compliance to meet appropriateness and 
sufficiency for the safety and effectiveness of your company’s intended use. The internal processes and methods 
for software development and services operations instituted by Oracle and reviewed by USDM are designed to 
accommodate controls required for compliance with FDA Electronic Records, Electronic Signatures (ERES) Rule: 21 
CFR 11, and general GxP applicability. The assurance report is a summary of the audit performed by USDM of Oracle’s 
design, development, testing, qualification, and maintenance methodologies used in the construction of the Oracle 
Cloud Infrastructure methodologies used in the construction of the Oracle Cloud Infrastructure, Oracle Clinical One, and 
GxP impacted functionality.

http://COPYRIGHT  2022 USDM Life Sciences. All rights reserved.
http://COPYRIGHT  2022 USDM Life Sciences. All rights reserved.
mailto:?subject=
http://usdm.com

