Quality Management
for IBM Clinical
Development
At Watson Health, we know that our products
touch providers, payer, patients and the people
in their lives. Our quality policy is driven by the
fundamental understanding that patients and
their families are affected by the decisions
that we make.

What is ICD’s Quality Management Approach?

How do you achieve customer service excellence?

“IBM is built on an ISO 9001:2015 Certified QMS”

Watson Health Systems uses the Plan-Do-Check-Act Cycle as the
model of ISO 9001:2015, ensuring continual improvement of the
Quality Management System. The clauses of ISO 9001:2015 are
covered within the PDCA cycle.

ICD aligns its Quality Management System with ISO 9001:2015,
an international standard dedicated to Quality Management
Systems (QMS). It outlines a framework for improving quality
and provide products and services that consistently meet the
requirements and expectations of customers.
The QMS is a combination of all the processes, resources, assets,
and cultural values that support the goal of customer satisfaction
and organizational efficiency.
ISO 9001:2015 is a flexible standard that allows each organization
to define what its objectives and adherence to the standard are.
This standard defines the principlesthat can be used by businesses
to create efficiencies by aligning and streamlining processes
throughout the organization to bring down costs, create new
opportunities, meet regulatory requirements, and help organizations
expand into new markets.
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PDCA is a 4-step process approach management method for the
control of product and services to create a cycle of continuous
improvement for an organization. PDCA enables organizations achieve
better customer satisfaction and higher levels of customer confidence.
Plan-Do-Check-Act cycle is a useful tool that can help your team
solve problems much more efficiently. PDCA has some significant
advantages:
–

Stimulates continuous improvement.

–

Enables your team to test possible solutions on a small scale and
in a controlled environment.

–

Prevents recurring mistakes.

What is ICD’s Quality Management Approach?

Learn more:

Benefits of a Quality Management System:
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1. The ability to consistently provide products and services that
meet customer requirements.
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2. Allows for the facilitation of improvement opportunities to
enhance customer satisfaction.
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3. Ability to take a risk-based approach on process improvements.
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4. Allows the organization to meet regulatory and quality system
requirements
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The performance data and client examples cited
are presented for illustrative purposes only. Actual

Is IBM ICD GxP ready?

performance results may vary depending on specific
configurations and operating conditions. If applicable,
consult with your IBM legal contact to craft a

IBM Clinical Development software is a “GXP-Ready” solution that
provides support to its customers’ compliance with regulatory and
good practice requirements.

competitive claims disclaimer. If applicable, add the
other IBM products, services, or programs disclaimer.
THE INFORMATION IN THIS DOCUMENT IS PROVIDED
“AS IS” WITHOUT ANY WARRANTY, EXPRESS OR
IMPLIED, INCLUDING WITHOUT ANY WARRANTIES
OF MERCHANTABILITY, FITNESS FOR A PARTICULAR

GXP compliance, as distinguished from GXP-ready, involves meeting
the GXP requirements on an ongoing basis.

PURPOSE AND ANY WARRANTY OR CONDITION OF
NON-INFRINGEMENT. IBM products are warranted
according to the terms and conditions of the agreements
under which they are provided. If comarketed, add the
disclaimer statement to this section.

IBM recognizes that Healthcare and Life Science (HCLS) customers’
business activities are regulated by global health authorities such as
the U.S. Food and Drug Administration (FDA) and European Medicines
Agency (EMA), and are subject to regulations such as Title 21 CFR Part
11, Annex 11 and Computerized Systems Validation.
The customer is responsible for its own compliance to the extent it
has control over elements of compliance, and it is the customer’s
responsibility to understand, assess and comply with its applicable
requirements.

How does IBM ensure that the right product is built?
The Watson Health Quality System Validation methodology provides an
effective means of managing change and ensuring that solutions are
appropriately tested prior to full implementation.
Validation of the electronic data processing system considers the
customer’s intended use and regulatory requirements.
A documented validated process ensures specified requirements are
consistently fulfilled from design to decommissioning of the system.
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