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Implementation of a Change Control Process in a Pharmaceutical Industry

The pharmaceutical industry is monitored by the highest
regulatory bodies such as the Food and Drug Administration (FDA)
and other agencies to ensure compliance with Good Manufacturing
Practices (GMP) and Good Documentation Practices (GDP). The
quality of the product is demonstrated through data generated within
the process and supporting documentation. The data should
demonstrate consistency, accuracy and completeness for data integrity.
At the same time the equipment, process and systems should be
validated for the intended wuse. This project focuses on the
Implementation of a change control in a validated system emphasizing
In the required documentation to demonstrate the system has the
capacity to function as it Is intended and continues to meet regulatory
standards. Additionally, the project provides a solution to a problem
that has the potential to have data integrity issues.
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The pharmaceutical industries are highly regulatory industries that
require documentation for most improvements. Since the improvement to
target the problem involves a qualified and validated system, documentation
and analysis Is required. This research focuses on the regulatory
requirements and documentation required to successfully complete the
Improvements.

Pharmaceutical Industry and Data Integrity

Qualification and Validation Process

Change Control Process

A Process Team iIn the
pharmaceutical Industry was facing
Instances of power failures on the site.
A power failure during the
encapsulation process was causing
additional documentation such as
deviation and incidents, data gathering
and reconciliation since a counter of
samples was reset to zero and did not
store the last value before the power

fallure. The counter started from zero
when the power came back.

The strategy to solve the problem and implement the improvement
starts with identifying the root cause of the problem. After the complete
solution to target the problem is established, the solution is presented to
document a change control. The change control will document all the change
control requirements to implement the fix.
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The permanent solution to
this problem was to make a software
modification on the PLC. For the
software fix to work as expected, it
was required to replace the existing
Uninterruptible Power Supply (UPS)
and do a wire modification of the
UPS with the PLC.

Table 1. Change Control Requirements

Change Control Requirements
Current State
Proposed State
Justification

Description
Change Control

Discussion Meetings
Risks
Quality

Classification Environmental
Health and Safety
Actions

Action Owner

Action Completion

Implementation Steps

Criteria

Due Date

The change control requirements were explained In the different
sections that include the change control document.

Description

Implementation

Classification S

Figure 2. Change Control Main Sections

There were general activities completed during the execution of the
change control. Table 2 demonstrates the activities completed for the
change control.
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Figure 2. Change Control Activities

The implementation steps were generated based on the requirements of

documentation.
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Figure 3. Implementation Steps

Log into the applicationand while a batch is

active, record the countervalues and ensure they
are not zero.

While a batch is active, disconnect the power to
the machine.

Let the machine disconnected while it completes
the orderly shutdown.

Once the shutdown is complete, return the power
to the machine.

Log in to the application and compare the
recorded countervalues and the actual values in
the machine.

Figure 4. Protocol Steps

The benefits after implementation of the change control process were
aligned with the objectives of the research. The first benefit of implementing this
change control was that the solution to the problem targets the root cause of a
deviation. This eliminates the reoccurrence of deviations related to this problem.
Additionally, the implementation of this change control reduces the effort required to
document through incidents the correct counter sample values when there were
unexpected power failures during a batch. As part of the benefits of this
Implementation, exposure to regulatory requirements that are present for validated
control systems in the pharmaceutical industry. The requirements of a change control
were presented and described during the implementation. From the initial
presentation of the change control to the documentation and required approvals.
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