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CCS as a Basis for Planning

Initial Situation

The EU GMP Annex 1 2022 implemented the concept
of a “Contamination Control Strategy.” In this context,
the term “control” refers to an active mechanism used
to minimize contamination risks and prevent
contamination at specific points. Consequently, the
control mechanism - detection, prevention, and
mitigation of contaminants - must be fully understood,
and its effectiveness monitored.

Many specifications regarding design, technology,
processes, and organization must be derived from the
CCS in accordance with Annex 1. This makes the CCS
a fundamental planning tool for new construction or
reconstruction projects.

The following procedure is recommended for its use:

(1) Establishment of a Planning Basis
Development of initial concept drafts in the conceptual
design phase based on user requirement
specifications (URS), including at least: process flow
diagrams, lists of systems and equipment, layout
plans, arrangement drawings, zoning concepts, and
material and personnel flow plans.

(2) CCS Basic-Concept

Starting with product protection, a structured risk
analysis is conducted for the areas of process,
materials, personnel, equipment, premises, utilities,
etc. The analysis is performed at every single process
stage and for each individual step of work, addressing
the question: Where could contamination occur, and
how can it be prevented technically, procedurally, or
organizationally?

(3) Planning-Status

During the basic and detailed engineering phases, the
CCS is developed in detail, broken down to the
individual technical systems. The results from step (2)
are taken into account here.

(4) CCS - Reviews

The CCS basic concept serves as a reference for the
individual design reviews throughout the various
planning phases, which also involves a review of the
CCS concept and, if necessary, adjustments.
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Sample CCS Template for Planning and Operational Phases

(5) CCS - Implementation

Once the CCS concept has been used to the end of
the planning and implementation of a facility, the
document is transferred to the customer for further use
and maintenance during routine operation.

There are many ways to document the CCS. gempex
recommends using the basic format of a risk analysis
commonly used in the food industry as a guide, which
also includes the tools for identifying CCPs (Critical
Control Points) and for verifying effectiveness. This is
supported by a CCP decision tree.

GMP Planning Principle!

Experts at gempex know: GMP means patient safety,
and this requires reliable, high-quality products.
Therefore, planning for new construction and
reconstruction projects always proceeds from the
product through the primary protection concept to the
secondary protection concepts - from the inside out!
This is also the basis for an effective CCS.
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