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Cleanroom Certification: Why It Matters and How to Streamline the
Process
Author: Weston Zimmerman, G-CON, Director of Business Development - Service

In highly regulated industries like pharmaceuticals and biotechnology, maintaining a clean and
well-controlled environment is not optional, it is fundamental. Cleanrooms serve as the backbone for
safe, consistent, and compliant production. Facilities owners must continually prove that their
controlled environments operate as intended in order to protect the products they manufacture, and
cleanroom certification helps to ensure their operation and performance.

What Is Cleanroom Certification?

Cleanroom certification is the process of verifying through a series of standardized tests that a
cleanroom meets its required performance criteria. These tests ensure the environment is
functioning within the design tolerances necessary to prevent contamination and maintain
regulatory compliance.

Certification typically involves several key assessments, including:

o Airflow Velocity and Uniformity: Ensures that air moves consistently and at the proper speed to
sweep particles away.

 Room Pressurization Tests: Confirms that pressure differentials are maintained so air always
flows in the correct direction.

o System Balancing: Verifies that supply and exhaust air systems work in harmony.

o HEPA Filter Integrity Testing (Leak Testing): Checks for any breaches in HEPA or ULPA filters
that could compromise cleanliness.

o Environmental Monitoring: Measures room pressure, temperature, and humidity to ensure
stability.

o Particle Counting: Confirms the cleanroom meets its required ISO or GMP particulate
thresholds.

Together, these tests offer a complete picture of whether a cleanroom is performing as designed.

Why Is Certification Needed?

Certification is more than a regulatory checkbox. It is a safeguard. It verifies that your facility is
operating to its design specifications and meeting the stringent standards required in
pharmaceutical and biotech environments.




A successful certification:
. Protects drug quality and patient safety

. Demonstrates compliance with industry regulations

. Prevents costly contamination events

. Strengthens confidence in your brand and processes

. Ensures your cleanroom is functioning reliably and consistently

For organizations that operate in FDA-regulated or GMP-driven sectors, certification is essential to
maintaining operational integrity and audit readiness.

The Challenges of Cleanroom Certification

While necessary, certification is not always convenient. Cleanrooms must typically undergo
recertification annually, but shutting down an active facility, even briefly, can be difficult. Production
schedules, tight timelines, and workforce coordination all add complexity.

When a facility does secure a window to halt production and perform testing, passing on the first
attempt is critical. Any failures can lead to extended downtime, unplanned repairs, or emergency
rebalancing.

These challenges become even more difficult if a facility has recently modified equipment, airflow, or
processes. Changes often require updated SOPs, revised documentation, or re-evaluated design
parameters, which adds more work to an already time-sensitive situation.

How G-CON Solves These Issues

At G-CON, our mission is to simplify and accelerate the entire certification process. We act as a
one-stop shop to help facilities maintain compliance while minimizing downtime and disruption.

Our approach helps make certification easier:

1. Full-Service Management

We oversee every step of the certification process. From scheduling to testing to documentation, our
team handles the coordination so your team can stay focused on production.

2. In-House Design Consultants

If changes have been made to your facility such as airflow adjustments, equipment moves, or process
updates, we can help. Our consultants assist with generating new SOPs, updating documentation,
and ensuring that all design parameters align with regulatory expectations.

3. Fast, Flexible Scheduling

We understand that production windows are tight. Our team works around client schedules and offers
rapid turnaround times, helping you shorten shutdown periods and return to full operation quickly.




4. On-Site Personnel for Immediate Corrections

If an issue arises during certification, we do not leave you waiting. Our on-site personnel can make
corrections immediately, reducing downtime, avoiding delays, and helping ensure your cleanroom
passes as soon as possible.

5. Preventative Maintenance Plans

For facilities that want to minimize risk and guarantee smooth certifications, we offer preventative
maintenance programs. These programs help keep airflow balanced, equipment operating properly,
and systems performing consistently long before certification day arrives.

Conclusion

Cleanroom certification is essential for maintaining compliance, protecting patient safety, and
ensuring the integrity of pharmaceutical and biotech operations. While certification can present
challenges such as tight schedules, evolving processes, and the pressure to pass on the first try,
G-CON is committed to simplifying the process.

By offering full-service oversight, expert consultants, flexible scheduling, on-site support, and
preventative maintenance solutions, we help facilities stay compliant, efficient, and ready for
operation. Whether you are preparing for your yearly certification or navigating process changes,
G-CON is equipped to keep your cleanroom and your operation running smoothly.

About G-CON

G-CON specializes in the design and construction of advanced cleanroom solutions for a wide range
of industries. G-CON works closely with customers and A&Es to provide solutions that meet their
specific needs, building PODular cleanrooms offsite, and providing modular and hybrid construction
options. These offerings enable rapid deployment and easy configuration of cleanrooms while
delivering the highest quality facilities, quickly and on time and on budget as well. For more
information visit www.gconbio.com.

Contact Us:

For Service and Maintenance Inquiries, email service@gconbio.com
www.gconbio.com




