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FACILIWORKS ESSENTIALS CMMS 21 CFR11

FDA COMPLIANCE MANAGER
AND SOFTWARE VALIDATION

FaciliWorks Essentials delivers secure, auditable electronic records and signatures designed

to support FDA 21 CFR Part 11 compliance. With permanently enforced compliance controls,
independent third-party assessments and built-in validation support, our software helps

regulated organizations maintain data integrity, traceability and audit readiness with confidence.




21 CFR PART 11 COMPLIANCE SUPPORT

21 CFR Part 11 defines the FDA requirements for electronic records, electronic signatures and auditability of
regulated systems. Organizations that rely on electronic records in place of paper must demonstrate that
their systems meet these standards for security, traceability and data integrity.

To support our customers’ compliance efforts, our company voluntarily undergoes independent third-

party audits, reviews and certifications. These assessments include on-site inspections of our development
records, quality processes, testing methodologies, maintenance procedures and detailed functional
evaluations of our software. Copies of our current compliance certification letters are available upon request.

For customers operating in regulated environments, the FDA Compliance Manager in FaciliWorks Essentials
automatically and permanently enforces Part 11-relevant controls, including Security, Electronic Signatures,
Audit Trails and Login Timeouts.

COMPLIANCE-FOCUSED FEATURES

Security: Role-based security allows administrators to control user access at both the form and field levels.
For example, a user may view the Personnel form within Corrective Maintenance while being restricted from
viewing cost-related fields. To simplify administration, users can be assigned to predefined security groups
with standardized access privileges.

Electronic Signatures and Approvals: The FDA Compliance Manager records electronic signatures and
approval signatures for preventive and corrective maintenance and service requests. Digital signatures
are configurable as to the order in which records must be signed/unsigned and the number of signatures
required. FaciliWorks Essentials maintains a complete, permanent history of all signature events, including
date, time, user identity and associated comments.

Audit Trail: The system automatically enables and preserves an immutable Audit Trail that records all user
actions, including record creation, modification and deletion. Each entry captures the date, time and user
responsible for the action. Audit records can be viewed on screen, printed and filtered to support internal
reviews and regulatory audits.
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VALIDATION GUIDE

Software validation for FaciliWorks Essentials focuses on verifying that the system performs as designed
and operates reliably under your organization’s actual operating conditions. FDA GMP regulations require
customers to validate vendor-supplied software within their own environment.
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FACILIWORKS FDA

Validation Guide

To support this requirement, FaciliWorks Essentials
is validated prior to release against applicable
international standards. A comprehensive, step-
by-step Validation Guide is provided to help you:

« Test software functionality
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* Develop and document SOPs

* Train system users Validation Checklist

* Produce formal validation documentation

Because FaciliWorks Essentials includes both
maintenance and calibration management, the
Validation Guide supports a unified validation /
approach that satisfies single-track FDA »
validation requirements.
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VALIDATION SERVICES

Our optional one-day validation service—available on-site or virtually—accelerates the validation process
while minimizing operational disruption. Using the Validation Guide, a CyberMetrics validation specialist
performs validation under your normal operating conditions with a designated company representative
serving as witness. The results are fully documented to support future inspections and audits.

BE PREPARED

Compliance auditors consistently recommend our software solutions based on our long-standing reputation
for reliable, systematic, adaptable and auditable recordkeeping. With FaciliWorks Essentials and the FDA
Compliance Manager, your organization will gain the controls and documentation needed to face regulatory
audits with confidence.

Combine the FDA Compliance Manager with our
validation services to ensure accuracy, consistency
and audit readiness—today and in the future.
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