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BIOVIA Services offers a number of Packaged Solutions 
providing pre-defined and pre-tested configurations of 
Document content management or Process management 
for specific, common industry problems. This Package 
addresses the business process management require-
ments of a Complaint process. The pre-defined configura-
tion supports the electronic capture, management and re-
porting of Complaint occurrences, root cause analysis and 
follow- up CAPAs, as necessary.

PACKAGE FEATURES
The Complaint Process Package combines the BIOVIA QUMAS 
EQMS application with a pre-defined configuration designed 
according to current best and common industry practices to 
manage Complaints in highly regulated industries.

This package contains advanced, out-of-the-box business 
process management functionality including the following 
features:

•	 Data Dictionary

•	 	Configurable Forms Builder

•	 	Business Rules Engine

•	 	Workflow

•	 	Reporting

•	 	Audit Trails

•	 	Messaging

•	 	Role-based Security / Permissions

•	 	21 CFR Part 11 Electronic Signatures

•	 	Integrated with QUMAS EDMS

This package comes complete with the following pre-defined 
configurations and professional services:

•	 	EQMS configuration, designed specifically for Complaint 
Management, including:

	- 	Workflow of tasks from Initiation through Supervisor 
Approval, Complaint Investigation, Complaint Response 
and Closeout

	- 	Appropriate user selection from pre-defined roles per task

	- 	Pages of pre-defined mandatory and optional fields to 
0capture the information, analysis and decisions

	- 	Dynamic forms with inline help that guide users to provide 
the information needed

•	 	Documentation

	- 	Design Document detailing the pre-defined configuration

	- 	Client-specific Picklist values document (to be filled in by 
client and returned to BIOVIA for inclusion in configuration 
prior to installation)

	- 	Validation Pack: IQ, PQ, Functional Specification, Design 
Specification, and Trace Matrix (OQ not required because 
this Package contains a pre-defined configuration)

	- 	End-user training course (PDF Guide)

	- 	System Access Plan (to be filled in by client and returned 
to BIOVIA for inclusion)

•	 	Professional Services including full Package installation, 
delivery of End-user training and Train-the-Trainer training

Complaint Overview
A complaint process is initiated following receipt of a 
complaint. It captures the key details of the complainant 
and the problem either with product or documentation to 
be routed for analysis. A decision can be made and recorded 
on the need to return samples. During analysis, further 
information / investigation can be sought before a response 
is defined including whether a CAPA is required. See Figure 1 
for an example of a complaint process.
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Figure 1. Example of a Complaint Process



PACKAGE BENEFITS
The Complaint Process Package design enables authorized 
users to create and contribute to electronic Complaint forms 
to document the investigation, report and propose resolution 
actions, and manage the review and approval with 21 CFR Part 
11 compliant Electronic Signatures.

The execution of actions is automatically monitored and routed 
to QA for approval before closure.

All actions are captured in the audit trail. Benefits also include:

•	 Availability - Central common repository for all instances

•	 	Security - Forms don’t get ‘lost in the mail’

•	 	Legibility - Electronic rather than hand written forms

•	 	Accessibility - Ability to search for trends, previous 
occurrences, etc.

•	 	Consistency - Single repeatable process, generation of 
consistent output

•	 Accountability – 21 CFR part 11 compliant signatures and 
audit trail, reports and analysis possible

Additional Options
In addition to the out-of-the-box elements of this package, 
clients have the option to purchase further options such as:

•	 Additional training days (End User and/or System 
Administrator)

•	 	Additional specific configuration (together with the required 
documentation, tests, and training)

•	 	Integrations to other systems

•	 	Custom Reports

•	 	Dashboard Reporting tool

SYSTEM REQUIREMENTS
•	 	2 servers (Database Server and Application Server) for 2 

environments (test environment and production environment)

•	 	Servers can either be physical or virtual hardware

•	 	Detailed guidance on system specifications is available

•	 	ScienceCloud option also available

•	 Servers can be shared for multiple BIOVIA Packages

LEARN MORE

https://www.3ds.com/products-services/biovia/services-support/services-consulting/


Our 3DEXPERIENCE® platform powers our brand applications, serving 11 industries, 
and provides a rich portfolio of industry solution experiences. 
Dassault Systèmes, the 3DEXPERIENCE Company, is a catalyst for human progress. We provide business and people with collaborative 
virtual environments to imagine sustainable innovations. By creating ‘virtual experience twins’ of the real world with our 3DEXPERIENCE 
platform and applications, our customers push the boundaries of innovation, learning and production. 

Dassault Systèmes’ 20,000 employees are bringing value to more than 270,000 customers of all sizes, in all industries, in more than 140 
countries. For more information, visit www.3ds.com.

Europe/Middle East/Africa
Dassault Systèmes
10, rue Marcel Dassault
CS 40501
78946 Vélizy-Villacoublay Cedex
France

Americas
Dassault Systèmes
175 Wyman Street
Waltham, Massachusetts
02451-1223
USA

Asia-Pacific
Dassault Systèmes K.K.
ThinkPark Tower
2-1-1 Osaki, Shinagawa-ku,
Tokyo 141-6020
Japan
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