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ASSESS YOUR COMPLIANCE RISK
Existing and emerging medical device and components manufacturers face increasing FDA scrutiny of
Quality System regulations. In the last decade, the Quality Systems elements with the most FDA
observations have consistently been P&PC, CAPA and Design Controls. In 2017, P&PC and CAPA
subsystems alone accounted for 34% and 33%, respectively, of the total 483 observations issued by
the FDA, followed by Design Controls with 13%.
What would it mean for your organization to take a proactive approach to early detection? What if
you could continuously monitor key metrics around high risk issues within your organization through
optimal data visualization? Visualizing your Compliance health information provides an enhanced
means of assessing your data to develop a clearer understanding of areas within your Quality System
that contribute to your compliance risks, allowing you to address them before they become costly
issues.
There is consistent information in the last 8 years to suggest a need for a greater understanding of
what the FDA considers to be adequate controls. You may be compliant today, but are relying on
practices that could endanger your compliance in the future. Embracing analytics and maintaining
key metrics with visualizations will allow you to quickly monitor and identify trends that may be
harmful to your Quality System.
With over a decade of industry expertise, Onebridge provides a structured, risk-based approach to
assessing the health of your Quality System. Through an exhaustive compliance assessment of the
current state of your Quality System, we can visualize your data to diagnose the health of the system
and help you make better decisions that provide early treatment options for any symptoms
detected. After all, more compliance efficiency can lead to an increase in time to focus on your
long-term goals. Your business goals and expectations are built directly into the treatment options we
offer to mitigate any compliance risk we identify and establish solutions that are sustainable through
time.
Why wait? In 2017, the estimated cost of a single 483 remediation was $250,000. Will you be
prepared?

A 3-PHASE STRUCTURED APPROACH

System Diagnosis

Assessment against compliance and
industry practice metrics.

Comprehensive Diagnosis Report
Summary report of the findings from
System Diagnosis.

Compliance Wellness Dashboard

A custom visualization of critical health
data collected during the diagnosis.

Compliance Wellness Dashboard

COMPLIANCE RISK ASSESSMENT

COST (in thousands)

Basic

Enhanced

Advanced

$15K

$20K

$25K

FOCUSED COMPLIANCE AUDIT
COMPLIANCE AUDIT REPORT
DATA VISUALIZATION DASHBOARD
REMEDIATION PROJECT PLAN
COMPLIANCE AUDIT SCOPE
Production & Process Controls (P&PC)
21 CFR 820.50
21 CFR 820.70
21 CFR 820.75

21 CFR 820.50 21 CFR 820.75
21 CFR 820.70
21 CFR 820.72

21 CFR 820.50 21 CFR 820.75
21 CFR 820.70 21 CFR 820.80
21 CFR 820.72 21 CFR 820.250

21 CFR 820.100

21 CFR 820.100
21 CFR 820.90

21 CFR 820.100 21 CFR 820.198
21 CFR 820.90

21 CFR 820.30

21 CFR 820.30

Corrective & Preventative Action (CAPA)

Design Controls (DES)

Management Responsibility (MGMT
21 CFR 820.20

21 CFR 820.20 21 CFR 820.25
21 CFR 820.22

Document Controls (DOC)
21 CFR 820.40 21 CFR 820.181
21 CFR 820.180 21 CFR 820.186
21 CFR 820.181
Compliance with ISO Regulation

*

*Not included with the offering/package. Option can be included at an additional
cost.

*

ISO 13485:2016
ISO 14971:2012

LEARN MORE
ABOUT ONEBRIDGE
Onebridge is proud to be anchored in the Midwest. As leaders in the Silicon Prairie, we
offer a local touch with a national reach. With deep roots in our community and through
our commitment to our employees and partners, we’ve established a history of success
by empowering good people to do great things.
Our industry-specific data analytics consulting services to help you transform your business, turning valuable data into immediate, intelligent insights.

CONTACT US
We’d love to meet you and learn more about your goals -- contact us now:
marketing@onebridge.tech

www.onebridge.tech

