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    Achieve Automated Production Lines with Greater Yield and Less Compliance Effort  

  
The pursuit of continuous, lights out manufacturing has begun and promises to solve needs including 
onshoring, labor to higher yields.   But in highly regulated biopharma manufacturing where plans are underway 
for continuous production,  greater automation risks deteriorating batch failure rates while further taxing 
stretched quality and regulatory compliance teams.   

Continuous, Independent Assurance 

Predictive Intelligence &  
Compliance Automation for  
Biopharma Manufacturing  Certainty 
 

Independent Assurance for Manufacturing and Compliance Automation 
  
Rizkly is an independent manufacturing assurance software platform that continuously evaluates machine 
actions and provides predictive intelligence and continuous compliance for biopharma manufacturing.  Rizkly 
connects to your manufacturing OT, sensors and control systems and independently detects deviations as they 
happen during the production process.  Rizkly continuously performs behavior recognition enabling 
production teams to gain insights that allow you to take actions while there is time to ensure batch quality.  

Whether or not issues happen,  Rizkly simplifies regulatory compliance responsibilities such as batch 
verification, deviation investigations and CAPA activities by intelligently automating evidence collection, root 
cause/impact analysis and team orchestration steps.  With Rizkly, organizations achieve the production 
assurance and compliance scale to compliment and realize the advantages from continuous manufacturing 
investments.  
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    Predict Process Outcomes and Keep Up with Compliance with Continuous Production Lines 
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Trust in Your Autonomy - About Us 
 
Rizkly is an enterprise software company that provides predictive intelligence and compliance 
automation for scaled autonomous operations involving connected process equipment or 
physical AI robots.  We work with channel partners and organizations to deliver advanced 
solutions that deliver independent assurance that autonomy aligns with human intent. 
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Organizations rely on Rizkly to achieve the security, compliance and predictive intelligence required for 
higher yields on continuous production lines.  Rizkly connects to process equipment and control systems to 
detect deviations and provide assurance for enhanced productions outcomes while simplifying compliance.    

Status & Worklists  

Mitigate New Autonomous Operations Risks to Human Safety 

 Document Repository 
  

Dashboards, reports, alerts, 
device inventory tracking, 
SSP generation & APIs help 
you stay on top of posture 

Securely organize, share, and 
manage access to compliance 
and audit documents. Setup 
areas for vendor compliance 

OSCAL Automation  

Seize opportunities to further 
automate compliance operations 

Proven, Trusted Partner  

• Secure integration with process equipment, robots & control systems via ROS2, REST, Gateways, OPC UA  
• Continuous detection of deviations resulting from environmental, cyber breach, AI or mechanical factors 

Predictive Behavioral Intelligence for Timely Adjustments  

• Vast library of tailor-ready policies for automated manufacturing that are monitored in real-time  
• System of record for demonstrating manufacturing safety & security to partners & regulators 

• Automate 21 CFR 211X, EU GMP & ICH deviation investigation, CAPA & reporting efforts 
• Identify anomalous sequences and possible causes, distinguishing verified evidence from hypotheses  

• SaaS and on-premise deployment options to meet stringent enterprise IT manufacturing mandates 
• FedRAMP High & DoD IL-5 Ready for sensitive commercial and US federal agency workloads 

• Guidance on equipment failures, process variations & security anomalies before they impact operations 
• Visual instrumentation, dashboards and remote monitoring for multiple production lines or robot fleets 

Independent, Continuous Evaluation and Deviation Detection  

Automate Compliance and Deviation Investigations  

http://www.rizkly.com/

