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fme SelectAssist™ for Quality

Your Solution for Expert QMS and QDMS Selection

Navigating the Complex Landscape of
Quality Management Systems (QMS) and Quality
Document Management Systems (QDMS)

SelectAssist™ is a specialized methodology designed to
help organizations select new QMS and QDMS solutions.
We focus on understanding and defining current and future

quality and controlled document management requirements.

We ensure the software chosen integrates seamlessly with
existing systems and meets your critical business needs. A
fundamental aspect of our approach is the integral role of
key stakeholders throughout the decision-making process.
Theirinput is crucial for promoting higher adoption rates
and enhancing implementation success.

Challenges in Software Selection

Due to their industry’s complex and highly regulated nature,
life sciences companies face numerous challenges when
selecting new software solutions or platforms. Managing
the intricacies of your QMS and QDMS is a significant chal-
lenge, requiring purpose-built solutions to meet advanced
requirements. This process involves ensuring compliance
with multiple quality standards and managing extensive
documentation, adding complexity to the selection process.

Integrating new solutions into the existing software stack is
crucial. The selected software must technically fit within the
current infrastructure or align with modernization initiatives
and meet the nuanced business requirements of the Life
Sciences industry, including compliance with regulatory

standards, data security, and adaptability to rapid scientific
advancements. However, what sets successful software
selection apart is the engagement of critical end-users in
the decision-making process. This is where SelectAssist’s
approach shines, making stakeholder involvement a crucial
component of the software selection process and providing
an informed landscape of what solution meets their most
critical needs.

Our Solution

SelectAssist addresses the multifaceted challenges Life
Sciences companies face when selecting new QMS and
QDMS solutions by providing a comprehensive methodology
tailored to the industry’s unique needs. We prioritize under-
standing quality management and document management
requirements and ensuring seamless integration with existing
systems. This approach focuses on defining current and
future requirements, ensuring the selected software not only
fits technically but also meets the critical business needs of
the Life Sciences sector.

Our methodology emphasizes involving critical stakeholders
from the outset. By incorporating essential voices from the
user community in the evaluation and selection process,
SelectAssist ensures that the software solution aligns with
user needs and organizational goals, facilitating higher
adoption rates and implementation success.

Moreover, SelectAssist supports the decision-making process
with quantitative and qualitative measures, providing a



balanced view that considers technical capabilities, financial
stability, and the vendor’s commitment to future devel-
opment. This holistic approach addresses the immediate
challenges of software selection and positions Life Sciences
companies for long-term success by choosing solutions that
can adapt and grow with their evolving needs.

The Importance of QMS and QDMS Integration

An integrated QMS and QDMS offer significant advantages

for Life Sciences companies. Having a QMS tightly coupled
with a QDMS ensures that documents used to support quality
processes are directly tied to the processes themselves. This
integration provides several key benefits:

Enhanced Compliance: Ensures all quality processes are
documented and traceable, meeting regulatory requirements
more effectively.

Improved Efficiency: Streamlines the management of
documents and quality processes, reducing duplication and
ensuring consistency across the organization.

Greater Visibility: Provides a comprehensive view of quality
processes and associated documents, allowing for better
tracking, auditing, and reporting.

Enhanced Collaboration: Improves team collaboration
by providing a single, comprehensive solution for quality
documents and processes in line with what regulators
expectina QMS.

Our Offering

SelectAssist offers a comprehensive solution to the chal-
lenges Life Sciences companies face in selecting new QMS
and QDMS solutions or platforms. Often, the challenge begins
internally, convincing numerous stakeholders that a different
solution is needed - from senior management to investin
moving to a new platform to process owners who have spent
years defining their specific workflow.

The fme process can start by supporting the development

of a business case to obtain approval to move forward. If
needed, a Request for Information (RFI) process is executed to
obtain satisfaction with high-level requirements (functionality,
high-level budgeting, timelines) for further executive approv-
al. The process proceeds with the Request for Proposal (RFP)
stage, which involves creating a detailed RFP incorporating
prioritized and weighted requirements. Proposals received
are evaluated based on adherence to the weighted require-
ments, helping to select the top vendors for further evaluation
through scripted demos following clearly defined use cases
and software verification workshops (SVWs).

Scripted demos, driven by fme-developed scenarios rep-
licating key business processes, provide practical insights
into how the software would function in real-life scenarios.
This is complemented by the SVW, allowing for a hands-on
evaluation of the software’s real-world applicability. This dual

Benefits

Q Tailored Fit: Aligns QMS and QDMS solutions
with long-term strategic objectives, supports
the streamlining of complex processes while
acknowledging your organization’s unique
approach to other processes, and regulatory
compliance needs, which can differ between
cGMP, cGLP and cGCP.

Seamless Integration: |dentify early on where
your integrations to your other systems of
record need to exist (e.g., your ERP or your
MES) to ensure a seamless user experience
while controlling the number of integrations
to be enabled.

Engaged Stakeholders: Fosters ownership
and acceptance among end-users through
inclusive decision-making.

Balanced Insights: Combines technical
capabilities with broader business impacts
for well-rounded decisions and clear use
cases that satisfy the requirements of key,
diverse stakeholders.

Future-Proof Solutions: Ensures software
can adapt to regulatory changes and business
growth, keeping you ahead with your evolving
quality needs and new approaches emerging
in the industry.

approach ensures a thorough assessment of the software’s
functionality, fit for the specific needs of Life Sciences compa-
nies, and a clear understanding of the nuance associated with
successful quality management.

The final phase involves a comprehensive vendor future-state
assessment covering commitment to innovation through their
product roadmap evaluation and commitment to customer
success through an introduction to customer references.

This thorough assessment ensures the chosen vendor is
technically capable and committed to future development
aligned with client needs. The final decision is based on
quantitative and qualitative measures, ensuring the selected
solution meets current and future needs.

Discover More About SelectAssist

Ready to transform your QMS and QDMS selection process?
Contact us to learn how SelectAssist can provide the clarity
and confidence you need to make the right choice for your
organization.
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