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Predictive Monitor Co Founders Laurie Masiello and John Masiello explain how OverShield 3.5 applies AI powered 
analytics to detect refrigeration system risks early, helping manufacturers avoid downtime, regulatory penalties, and 
costly product losses.

Cold storage infrastructure plays a critical role across the life sciences industry, safeguarding vaccines, biologics, active 
pharmaceutical ingredients, and stability samples that depend on tightly controlled temperature conditions. However, 
refrigeration failures, refrigerant leaks, and equipment degradation remain persistent operational risks that can lead to 
product loss, compliance challenges, and costly facility disruptions. In this conversation with BioSpectrum Asia, Laurie 
Masiello, Co Founder and Chief Executive Officer, and John Masiello, Co Founder and Chief Innovation Officer at 
Predictive Monitor, discuss how the OverShield 3.5 platform uses predictive analytics to identify refrigeration system 
anomalies well before failure occurs, enabling facilities to shift from reactive maintenance to proactive engineering 
oversight while strengthening regulatory readiness.

 
What specific regulatory or compliance gaps is OverShield 3.5 designed to address within GMP cold storage 
environments? 

OverShield® by Predictive Monitor® supports biopharma cold storage environments on the facility side, not the GMP side, 
as a predictive engineering tool. OverShield 3.5 enhancements are designed to address compliance with EPA and FDA 
regulations, particularly in tracking and reporting refrigerant loss. 

In the U.S., several states have implemented mandatory periodic refrigerant loss tracking/reporting, with additional states 
expected in the future. OverShield enables organizations to confidently meet these increasing regulatory requirements by 
making sure leaks are detected early, eliminating the timely and costly reporting requirements, government fines, and 
penalties. 

Can you share quantified data or case examples demonstrating measurable risk reduction, downtime prevention, 
or cost savings? 
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OverShield exemplifies measurable risk reduction by proactively identifying and addressing potential failures in 
refrigeration systems before they escalate into costly incidents. By providing early warnings, OverShield helps facilities 
mitigate risks such as product loss, regulatory non-compliance, and reputational damage.

OverShield’s predictive intelligence prevents unplanned downtime that can disrupt production schedules and delay 
research or clinical programs. 

Cost savings are realized by avoiding emergency repairs, product losses, product relocations, and regulatory fines and 
penalties. In the long term, OverShield extends the lifespan of refrigeration equipment by ensuring optimal performance, 
reducing wear and tear, and deferring capital expenditures on replacements. 

We have countless case studies that demonstrate the value and ROI of OverShield. We have included four of them with 
this document regarding a chiller unit, a 5°C walk-in cold room, a -20°C  walk-in freezer, and a -75°C ultra-low freezer. 

How does OverShield 3.5 differentiate itself from traditional BMS or environmental monitoring systems already 
deployed in regulated facilities? 

OverShield 3.5 is not positioned as a GMP monitoring system or a Building Management System (BMS). It is an 
innovative software service and product that empowers biopharmaceutical companies to perform predictive analytics on 
their environmental chambers, warehouses and plant-wide chillers to prevent costly failures.  It continually gathers critical 
data and uses advanced AI-powered analytics and pattern recognition to detect variances that signal a developing 
problem. 

The OverShield key differentiator is the early warnings that can be detected days, weeks, and even months before the 
onset of equipment malfunctions. These allow prioritization and scheduling of maintenance during regular business hours, 
M-F, 8-5, minimizing employee fatigue and costly overtime expenses. 

OverShield’s predictive analytics are so thorough that in many cases, the location of the impending failure can be 
determined to expedite troubleshooting. With OverShield 3.5 facilities can be proactive in their maintenance practices in 
ways that were never before possible, making sure they have the parts they need in their inventory when replacement is 
warranted.   

What validation framework supports its use in GMP environments, particularly with regard to data integrity and 
audit readiness? 

Validation activities are required for GMP processes and are not required for facilities maintenance tasks. OverShield 
provides weekly report cards identifying chamber optimization scores, so our customers are always audit ready. 
OverShield software includes an audit trail ensuring data integrity. 

Which geographies and types of life sciences manufacturers are currently adopting the platform? 

OverShield was developed for life sciences manufacturers that use refrigerated systems for Active Pharmaceutical 
Ingredients (API), vaccines, medical devices, drugs, and stability testing.  This includes environmental chambers, 
warehouses and plant-wide chillers. 

Predictive Monitor® is expanding our capabilities to include plant-wide thermal system alerts for freeze dryers, boilers, 
clean rooms, air handlers, and data centers, based on customer feedback.

How do Laurie and John see predictive intelligence reshaping quality and engineering functions over the next 
three to five years?

Predictive analytics is a disruptive technology, reshaping how quality and engineering functions will be performed. It will 
reduce waste in time-based processes, automate routine tasks, focus maintenance activities, reduce CAPAs, and 
minimize revalidation efforts. 

Predictive intelligence using AI, machine learning, and neural networks will move teams towards embedded quality in 
planned maintenance, with fewer emergency breakdowns, lower repair costs, increased energy efficiencies, higher uptime 
and operational confidence.   



 


