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Copyright and Disclaimer Statement

Copyright © 2006-2025 by Kneat Solutions. All Rights Reserved.

This document contains confidential and/or proprietary information.  Do not distribute without prior 
written consent of Kneat Software.

Information in this document may reflect the direction we plan to take regarding specific product(s), 
solutions(s) or service(s); all of which are subject to change by Kneat Solutions at its sole discretion, 

with or without notice. This document is not a contractual commitment to you in any way.

For Discussion Purposes Only
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SpeakerAgenda

• ALCOA+

• Thought Exercise

• What Data do we have?

• How do we manage Data?

• How to we present Data?
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ALCOA +
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C - Context



Thought Exercise



What is Data
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Poll Question 1 
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Does the above definition align to ALCOA?
• Yes
• No



What is Data
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Poll Question 2
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With the updated reference does the above 
definition align to ALCOA? 
• Yes
• No



Data
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What Data do we have?



Data
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What Data do we have?
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• Equipment Data

• Tag number

• Description 

• Status

• Location

• Calibration Range

• Model 

• Serial Number

• System Data

• System ID

• System Description

• System owner

• Qualification Status



How Deep can we go into data
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How deep can we go?
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What is a system?
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• System Data

• Computer System

• SAP 

• Delta V

• Etc

• Equipment System

• Bioreactor

• Chrom Skid

• Instrumentation

• Flow meters

• Pressure transmitter

• Level Switches

• Pumps



How deep can we go?

Copyright ©2025. All rights reserved. 20



New Data (That we always had)
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• Requirements 

• URS

• FS

• DS

• CS

• Requirement ID

• Acceptance Criteria

• Traceability 

• Testing  

• Results

• Pass/Fail rates

• Conclusions

• Deviations

• Traceability 



New Data (That we always had)
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• Risks 

• Risk ID

• Risk rating

• Occurrence

• Detection

• Residual risk levels



How deep can we go?
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Data of the Data
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• Approval of data

• When was the data approved

• Who approved the data

• Where was the data approved

• Review and Approval of files, drawings, documents.   

• Who Reviewed

• How long was it reviewed

• Who approved

• How long did the approval take

• True copy

• Impact  

• Live State of data

• Where is the data being used

• How is the data being used



How do we manage Data?



ALCOA +
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Equipment and Systems
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Equipment and Systems
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Equipment and Systems
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Equipment and Systems (Initial SRA)
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How deep can we go?
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Requirements Data
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Requirements Data
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Requirements Data
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How do we present Data?



Audits
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Audits
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Audits
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Upcoming Events

Learn more about Kneat events:
kneat.com/news-and-events

Webinars
Monthly Software Demonstration
MARCH 25 // 11 AM ET

Adapting to Evolving Regulations 
@ Life Sciences Connect
MARCH 26 // 2 PM ET

Conferences
ISPE San Francisco
MARCH 20 // San Francisco, CA

GMP Pharma Congress
APRIL 8 & 9 // Wiesbaden, Germany

https://kneat.com/news-and-events/


VALIDATE
2025

APRIL 30 – MAY 1, 2025 | BOSTON, MA

validateconference.com

REGISTER NOW

ACCELERATING DIGITAL MATURITY 



Thank You

Contact Us

      EU:+353 (0)61 203826 | U.S.: +1-888-88-Kneat | CA: 1-902-706-9074
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