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Introduction: Why 2025 Is a Pivotal Year for 
Calibration in Life Sciences

In 2025, calibration is a top boardroom priority. Tighter regulations and faster 
product timelines force life sciences teams to treat it like the strategic asset it 
truly is. This critical component of the quality ecosystem is essential for passing 
audits, protecting patients, supporting production timelines, and maintaining 
brand trust.

The FDA’s sharpened focus on data integrity, the rise of combination products 
and personalized medicine, and a growing reliance on distributed manufacturing 
all add pressure.

In 2025, calibration is key to operational excellence. The companies that get 
it right will be better equipped to innovate, scale, and stay compliant in a high-
stakes environment.

The stakes are real.

According to the FDA’s 
enforcement data, over 20% 
of 483 observations issued to 
pharmaceutical companies in 
the past year involved issues 
tied to calibration records or 
equipment maintenance. In an 
era of heightened inspections 
and supply chain volatility, even 
a single missing certificate can 
derail production or delay a 
product release.



4

Calibration Trends in 2025: What Life Sciences Companies Should Watch For

Trend 1: Shorter Calibration Intervals for 
Critical Devices

Life sciences firms are tightening the reins on calibration 
intervals—and for good reason. As instruments age, usage 
increases, and tolerances tighten, the window for drift-related 
failure narrows. From cleanroom sensors to chromatography 
systems, more assets are flagged as “too critical to wait.”

The question many calibration teams are now asking: How 
do we know our current intervals are enough? The answer 
lies in data.

By analyzing historical drift trends, service records, and 
real-world performance, top calibration partners help orga-
nizations recalibrate not just their instruments—but their 
entire interval strategy. In one case, shortening the calibra-
tion cycle on a temperature-critical environmental monitor 
helped a biologics client avoid costly remediation tied to 
contamination risk.

This isn’t about over-servicing. It’s about risk-based prioriti-
zation backed by evidence, not guesswork.

Vendor Checklist:

	� Do they offer data-driven analysis of historical instrument drift?

	� Can they help adjust calibration intervals based on usage patterns and 
criticality?

	� Are their recommendations documented and auditable for inspection 
purposes?

	� Can they track and trend interval effectiveness over time?
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Trend 2: Increased Reliance on 
Third-Party Calibration Partners

In-house calibration labs once offered a sense of control. 
But today, that control is often better delivered through 
partnership.

More life sciences companies—especially those operating 
across multiple locations—are outsourcing calibration to 
providers who can scale with them, standardize SOPs, and 
provide rapid audit response. Done right, third-party calibra-
tion is not just more efficient—it’s more robust.

Outsourcing isn’t about handing off responsibility. It’s about 
engaging a team with the systems, tools, and trained ex-
perts who can act as a seamless extension of your quality 
organization.

Real-world example: A quality team at a mid-size diagnos-
tics company spends hours digging through binders during 
inspections. After adopting a digital calibration platform, 
they could instantly retrieve documentation and proactively 
address upcoming due dates, transforming audits from 
reactive fire drills into routine check-ins.

Vendor Checklist:

	� Are they experienced in FDA-regulated environments (GMP, GLP, 21 CFR Part 11)?

	� Can they standardize procedures across multiple locations?

	� Do they offer centralized visibility for distributed teams?

	� Are their technicians trained to support audits and inspections directly?
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Trend 3: Calibration’s Role in Digital Quality and 
Compliance Systems

Calibration records used to live in binders and spreadsheets. In 2025, that’s a 
liability. Regulatory bodies expect traceable, validated, and connected systems, 
including calibration.

Modern platforms are designed to close this gap, acting as the digital backbone 
of an organization's quality and compliance strategy. These systems do more 
than store records; they tie instrumentation to batches, personnel, and protocols 
while surfacing trend data that supports better risk decisions.

The right digital infrastructure makes compliance proactive, not reactive.

Vendor Checklist:

	� Do they provide a calibration system designed for Part 11 compliance?

	� Can their platform integrate with your QMS, MES, or LIMS?

	� Is asset history easily accessible, with real-time reporting and alerts?

	� Do they support trend analysis, audit trails, and digital certificates?
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Trend 4: Automation and (Future) AR/VR-
Enhanced Training

As skilled calibration technicians become harder to find, life sciences organiza-
tions are turning to automation, not just to speed things up, but to reduce risk. 
Manual documentation processes are being replaced by integrated digital work-
flows that ensure consistency and compliance.

Looking ahead, AR/VR tools are beginning to reshape how calibration teams are 
trained, offering immersive SOP simulations and enabling remote troubleshoot-
ing. These technologies are still in their early stages, but the potential is clear: 
faster onboarding, more consistent procedures, and improved readiness across 
distributed teams.

Vendor Checklist:

	� Do they offer automation tools to reduce manual documentation and errors?

	� Are their systems built to support mobile or remote work scenarios?

	� Do they provide training that ensures technician compliance with SOPs?

	� Are they exploring future-ready technologies like AR/VR for technician 
enablement?

The providers embracing these tools now are setting the foundation for the next 
generation of calibration excellence—one where remote audits, digital SOPs, and 
cross-site training are seamlessly connected.
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What to Ask Your Calibration Provider in 2025
In a highly regulated and rapidly evolving landscape, the wrong calibration partner 
can cost you more than money—it can cost you your compliance, your efficiency, 
and your peace of mind during audits. Choosing the right provider means finding 
a partner who understands the high-stakes nature of your environment and can 
deliver consistent, inspection-ready performance across your organization.

One way to simplify your evaluation process is to consider three core pillars when 
comparing vendors:

Technical Expertise
Do they have deep metrology experience, trained technicians, and validated 
systems tailored for FDA-regulated environments?

Compliance Confidence
Can they demonstrate audit readiness, electronic record integrity, and alignment with 
your SOPs and quality standards?

Operational Agility
Do they support multi-site operations, offer centralized dashboards, and adapt quickly 
to workflow changes or growth?

Key Questions to Ask in 2025:

	• Do they have a deep understanding of FDA-regulated environments?  
Look for experience with GMP and GLP facilities and a strong track record 
navigating 21 CFR Part 11 compliance.

	• Can they integrate with your digital ecosystem?  
A modern provider should seamlessly connect calibration data with your 
QMS, MES, LIMS, or ERP systems—eliminating silos and manual entry.

	• Do they offer centralized visibility for multi-site operations?  
As organizations scale, calibration oversight must scale with them. Ask how they 
support consistency, traceability, and performance across all your locations.

	• How audit-ready are their records and teams?  
Have they successfully supported clients during FDA or ISO inspections? How 
do their systems reduce audit risk and simplify compliance reporting?
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What Best-in-Class Providers Should Deliver:

	• Electronic signature capture, full Part 11 compatibility, and tamper-proof audit 
trails for complete regulatory confidence.

	• Instant access to calibration certificates, asset histories, and due reports, all 
in a secure digital platform.

	• SOP alignment and documented change control processes, ensuring consis-
tency and traceability throughout the calibration lifecycle.

	• Automated alerts and exception reports for overdue assets, performance 
anomalies, or trending OOT conditions—before they become audit findings.

Even more important than the tools are the people and processes behind them. 
A calibration partner should be able to demonstrate that their technicians are 
trained not just in metrology, but in life sciences compliance. Their onboarding 
should be fast. Their service should be proactive. And their systems should make 
your job easier, not harder, when inspection day comes.

As you future-proof your calibration strategy, here are emerging capabilities 
worth watching closely:



10

Calibration Trends in 2025: What Life Sciences Companies Should Watch For

Emerging Considerations for 2026 and Beyond
While the trends shaping calibration in 2025 are clear, life sciences leaders 
should also start preparing for what’s ahead. Some of the most innovative play-
ers in the field are already exploring next-generation capabilities, such as:

AI-Driven Calibration Forecasting
Using predictive analytics to adjust calibration intervals dynamically based on usage 
patterns and equipment behavior.

Global Calibration Networks
Cloud-based platforms that offer centralized oversight, real-time performance tracking, 
and faster incident response across geographies.

Cyber-Integrated Calibration Systems
As calibration moves further into digital infrastructure, cybersecurity compliance is becom-
ing essential—not just for IT, but for OT environments as well.

These shifts point to one thing: calibration is evolving from a reactive task to a 
strategic intelligence function. The best providers are evolving with it.
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Staying Compliant with a Trusted Partner
In 2025, calibration is a strategic pillar of quality, compliance, and risk mitigation. 
The days of treating calibration as a necessary cost are behind us. Today, it’s a 
competitive advantage for companies that recognize that every data point, every 
asset, and every measurement must stand up to regulatory scrutiny.

But staying compliant goes beyond software or scheduling—it hinges on trust. It’s 
about knowing that your partner understands what’s at stake, from the accuracy 
of a critical test or the sterility of a product batch, to the readiness of your team 
when the FDA comes knocking.

The right calibration partner brings more than tools—they bring foresight.

They anticipate regulatory shifts. They build systems that scale. And they know 
how to respond when the unexpected happens, whether it’s a failed audit trail, a 
supply chain disruption, or a global pandemic.

For life sciences companies navigating 2025 and beyond, that kind of support  
is essential.

A trusted partner will:

	• Keep your systems inspection-ready at all times.

	• Help you make smarter, risk-informed decisions about your calibration 
strategy.

	• Provide scalable services that adapt to your evolving operations.

	• Elevate calibration from a task to a value-added function that reinforces your 
entire quality infrastructure.

Regulatory scrutiny is rising, and the margin for error is shrinking; investing in the 
right calibration partnership can mean the difference between business as usual 
and business interruption.

Now is the time to elevate calibration from a routine task to a source of strategic 
confidence. If you're evaluating how to strengthen your calibration program in 
2025 and beyond, start by using the Calibration Readiness Checklist on the next 
page. It’s a practical tool to help you assess your current approach and identify 
areas for improvement. We’d be happy to help you explore your options.
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2025 Calibration Readiness Checklist for Life 
Sciences Manufacturers

Use this checklist to evaluate calibration programs and partners against current 
regulatory and operational standards.

Smart Interval Management & Risk-Based Strategy

	� Calibration intervals are based on usage, risk, and asset criticality

	� Historical drift data is used to justify interval adjustments

	� Interval changes are documented and defensible during audits

	� Effectiveness of interval strategies is tracked and reviewed over time

Qualified Calibration Partnerships

	� ROI of in-house vs. outsourced calibration has been evaluated

	� Partner has expertise in GMP, GLP, and 21 CFR Part 11 environments

	� Technicians are trained to support audits and inspections

	� Strong customer care and ongoing support are consistently delivered

	� Provider can scale across sites and standardize SOPs company-wide
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SIMCO is the leading provider of calibration and software 
services for technology organizations, bringing over 60 years 
of calibration industry leadership. Our experience enables us 
to develop exceptional solutions for service management.

Founded in 1962 to service NASA and high technology firms 
in Silicon Valley, SIMCO is committed to delivering life-saving 
quality leaner, by providing the highest level of quality and 
customer service.

Learn more at www.simco.com  
or contact Sales at 866-299-6029

Headquarters:
3131 Jay St, Suite 100 
Santa Clara, CA 95054

Digital Compliance & System Integration

	� Calibration data integrates with QMS, MES, LIMS, or ERP platforms

	� Digital certificates, asset history, and audit trails are available in real time

	� Systems meet FDA expectations for electronic records and signatures

	� Trend reporting, alerts for exceptions, and overdue asset tracking are  
in place

Automation, Training & Technician Enablement

	� Routine workflows are automated to minimize manual error

	� Platforms support remote documentation

	� Technician training is SOP-aligned and consistently delivered

	� Future-ready tools like AR/VR are being explored for onboarding and cali-
bration tasks

Future-Readiness & Innovation Monitoring

	� Calibration partner is exploring AI-driven interval forecasting

	� Cloud-based platforms are under consideration for global coordination

	� Cybersecurity of calibration systems is being evaluated for both IT and  
OT layers
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