
Whenever work is carried out in a GMP-regulated environment, the required 
standards for plant safety, product quality, performance, and data security must 
be met. Systematic commissioning, qualification, and validation (CQV) of plants 
and processes ensure that these requirements are met and that the new plant can 
go into operation as planned.

For plant operators, CQV marks the completion of a successful project. For 
consumers, it means that the safety of the products manufactured is guaranteed. 
This is a responsible task for all involved. Nevertheless, a balance must be struck 
between safety and economic interests. This is guaranteed by the risk-based 
approach we pursue at Chemgineering.

Risk-based approach – as lean as possible
Chemgineering takes a risk-based approach to CQV. This focuses 
on identifying and assessing risks to product quality, data integri-
ty, and patient safety. We take as lean an approach as possible to 
avoid duplication of effort, loss of knowledge, or inefficiencies.
With experienced experts, a wealth of successfully completed 
projects, and consistent knowledge management, we ensure that 
you always receive the services required for each project.

Efficient documentation
Efficient document management during commissioning avoids ex-
tra work in qualification, for example, and thus creates efficiency. 
Leveraging prevents such additional work. Tests that have already 
been carried out during commissioning can also be transferred 
to qualification thanks to documentation in accordance with GDP 
(Good Documentation Practice). 

Expert knowledge 
Experienced employees and the ability to put together a team 
with the appropriate seniority depending on the situation offer the 
advantage of having the right people on board at all times. Many 
successfully implemented projects for well-known companies in 
the life sciences speak for us here. Thanks to the interaction within 
the Chemgineering Group, we can draw on support from all parts 
of the company (DACH & International) and thus also have access 
to proven experts for special topics such as computer systems 
validation.

Synergies
Through consistent know-how management and internal training 
of employees to „think outside the box,“ we work together across 
all phases. CQV is already taken into account in the concept and 
basic design stages—right from the start. The knowledge gathered 
is then seamlessly transferred to CQV, saving additional effort 
here as well.
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Consulting in the GxP Area
Chemgineering also offers comprehensive consulting services 
by experienced experts all across the GxP area. This includes 
compliance consulting, audit preparation, and various techno-
logy and digitalization topics such as CSV (Computer Systems 
Validation), qualification of AI or robotics systems, simula-
tions, and consulting on compliance with guidelines such as 
NIS2. This consulting can prepare or supplement projects and, 
as in the case of CSV, seamlessly transition into the CQV area.

Our success proves us right
Our wealth of experience covers a wide range of projects and 
specialist topics. During the COVID-19 pandemic, for example, 
we took on global transport validation for an international 
vaccine manufacturer and then qualified the construction of 
new laboratories on a large scale.

From the qualification of cell therapy laboratories, solid 
forms production, and pharmaceutical finishing to hospital 
pharmacies, from the validation of electronic signatures, 
robotics systems, or medical 3D printers to cleaning validation—
our services are well-known and valued in the life sciences 
industry.

Get the support you need for your next project—consulting, 
commissioning, qualification, validation—we will bring your 
project to a successful conclusion!

info@chemgineering.com
www.chemgineering.com

Commissioning:
•	 Commissioning Master Plan (CMP)
•	 User Requirement Specification (URS)
•	 GxP Risk-Analyes
•	 Traceability-Matrices
•	 Commissioning Planning
•	 Function Checks
•	 Installation Checks
•	 Documents
•	 Documented Tests
•	 Commissioning Reporting

Qualification:
•	 • Project-related Qualification (DQ, IQ, OQ, PQ)
•	 Risk-based Qualifiaction Concepts
•	 GxP Risk-Analyses
•	 Creation of Standard Operating Procedures (SOP)
•	 QA Support
•	 • Regular EQT Reviews & Documentation
•	 Qalification / Requalification of EQT

Validation:
•	 Computer Systems Validation (CSV)
•	 Cleaning Validation
•	 Method Validation
•	 Process Validation

Training:
•	 GMP, GDocP, CSV
•	 SOP-/Work Instruction Creation
•	 Hygienic Trainings

Our services:
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