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Determine the robustness of the process
Determine the impact of process deviations on product quality
Determine the efficacy of implemented CAPA’s (Corrective Action Preventive Action) and changes
Support technology transfer of the process and analytical methods
Support implementation of process optimization

Continued Process Verification (CPV) is the third validation stage in a lifecycle of a drug as defined by
the FDA. The CPV program starts after a successful Process Performance Qualification (PPQ) and
continues during the commercial phase of the drug. In essential, CPV is the collection and analysis of
end-to-end production components and processes data to ensure product outputs are within
predetermined quality limits. Its central purpose is to ensure that processes are in a constant state of
control, thus ensuring final product quality.

An essential part of the CPV program is the monitoring of the industrial production process. By
performing statistical process control (SPC), it is possible to determine whether the industrial
production process remains in a state of control (validated status). Thus, integrating a CPV program into
the Quality System is an essential tool of the Quality Risk Management by providing information to:

A constant state of control, ensuring final product quality
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Implementation of an effective CPV program is a complex and indeed not a “copy-paste” exercise and
comprises the information of the whole lifecycle of a drug. It requires knowledge of laws, regulations,
guidelines, growing regulatory expectations from national and international authorities, knowledge of
product, process and analytical development phase and experience of trending/SPC. Its
implementation is a challenging task. On the other hand, the use of smart supporting tools in
association with a risk-based approach can mean an improvement of product quality and process
control.

The challenge



Lack of clear roles and responsibilities concerning the CPV program
Lack of written procedures for evaluations done at least annually including provisions for a review of
manufacturing process data
Missing Review of a representative number of batches
Lack of a statistical process control procedure to monitor manufacturing process performance
(validated status) including the follow up of the evaluation
Actual yield and percentages of theoretical yield are not determined after each appropriate phase
of manufacturing processing
In-process specifications are not consistent with previous acceptable process averages and
variabilities (determined by the application of suitable statistical procedures)

Typical CPV Inspection Observation Items
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Progress is an independent project management and consultancy company with customers in the Life
Science industry, primarily in Pharma, Biotech and Healthcare. For over 20 years Progress provides
support throughout the entire product life cycle, from process development to commercial production
and at end-of-life decommissioning. Our team members share know-how and knowledge which
enables us to help our customer throughout the entire project. Progress is ISO 9001 certified. Quality is
of key importance to Progress. We work according to current Industry regulations and your Quality
System and procedures. 

Progress

Assessment of the current state of the CPV program in your company
Development of a sound and “fit for company” CPV policy that reflects regulatory expectations and
proper tie-ins with other Quality Management Systems
Development of a sound SPC policy to perform the daily data analysis according to the CPV policy
and regulatory standards.
Support or perform of SPC analysis on a daily basis including interpretation of the results and the
use of statistical tools
Support, implement, and lead “Out of Trend” Root Cause investigations in a multidisciplinary team
Write and review (annual) data trending reports as part of the APR/PQR
Answer questions from the regulatory agencies and respond to audit observations related to
CPV/trending

A brief summary of our CPV expertise
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