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PRIMUS frequently supplies steam sterilizers to the pharmaceutical and biotech industries for use
in manufacturing a wide variety of drug products designed to improve human health and well
being.  These bio-pharma type sterilizers have specific design features that allow the drug
manufactures to meet or exceed cGMP regulations. One key feature of the PRIMUS bio-pharma
sterilizers is that they are validatable to help guarantee the efficacy of a specific manufacturing
process.  The details of validation will be covered in a future DYK.

cGMP stands for current Good Manufacturing Practices (cGMP).  These are regulations
specified by the US Food and Drug Administration (FDA) or other regulatory bodies that
describes the methods, equipment and control procedures required for medical device
manufacturing.  Current Good Manufacturing Practices (cGMPs) for human pharmaceuticals affect
every American.  Consumers expect that each batch of medicines they take will meet quality
standards so that they will be safe and effective.

The “c” in cGMP stands for “current,” requiring companies to use technologies and systems that
are up-to-date in order to comply with the regulations.  Systems and equipment that may have been
“top-of-the-line” to prevent contamination, mix-ups, and errors 10 or 20 years ago may be less than
adequate by today’s standards.

cGMP are followed by the pharmaceutical and biotech firms to ensure that the products produced
meet specific requirements for identity, strength, quality, and purity.  FDA regulates these industries
to ensure cGMPs are being followed.

What Are cGMPs?

cGMPs provide for systems that assure proper design, monitoring, and control of manufacturing
processes and facilities.  Adherence to the cGMP regulations assures the identity, strength, quality,
and purity of drug products by requiring that manufacturers of medications adequately control
manufacturing operations.  This includes:

Establishing strong quality management systems

Obtaining appropriate quality raw materials

Establishing robust operating procedures

Detecting and investigating product quality deviations

Maintaining reliable testing laboratories

This formal system of controls at a pharmaceutical company helps to prevent instances of
contamination, mix-ups, deviations, failures, and errors.
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cGMP OVERVIEW
Why Are cGMPs So Important?

A consumer usually cannot detect (through smell, touch, or sight) that a drug product is safe or if it
will work.  While cGMPs require testing, testing alone is not adequate to ensure quality. Therefore, it
is important that drugs are manufactured under conditions and practices required by the cGMP
regulations to assure that quality is built into the design and manufacturing process at every step.
Facilities that are in good condition, equipment that is properly maintained and calibrated, people
who are qualified and fully trained, and processes that are reliable and reproducible help to assure the
safety and efficacy of drug products.

How Does FDA Determine if a Company Is Complying with cGMP Regulations?

FDA inspects pharmaceutical manufacturing facilities worldwide to evaluate whether the company is
following the cGMP regulations.  FDA also relies upon reports of potentially defective drug products
from the public and the industry.   FDA will often use these reports to identify sites for which an
inspection or investigation is needed.  Fortunately for the general public, most companies that are
inspected are found to be fully compliant with the cGMP regulations.
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