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SPuMoNI Project

• Call CHIST-ERA 2017: Big data and process modelling for smart industry
(BDSI)
• SPuMoNI is 36 months research project funded by European
Commission under the CHiST-ERA programme for European Coordinated
Research on Long-term Information and Communication Technologies
(ICT) and ICT-based scientific challenges
• Focus on developing a semi-autonomous data quality control decision

support system aiding pharma manufacturing companies in analysing
compliance data to ensure the quality and compliance of the overall pharma
manufacturing process.
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250B Industry in 
Europe

• European pharma 
manufacturing (production) 
has quadrupled its value in 
the past three decades to 
reach some 250 billion Euro 
in 2016, where compliance 
and risk assessment are 
critical to maintain its 
reputation and, ultimately, 
save lives.
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A Plant? 



Ahhh– (concept) Plant



1. Reception, 
identification and 
sampling (when 
applicable)

3. Supply of raw 
materials (AGV)

4. Dispensing

7. Manufacturing and 
bulk supply (tanks + 
automated pipelines)

9. Packaging

10. Pallettizing

11. Storage and 
shipment

2. Storage

8. Supply of packaging 
materials (AGV)

6. Supply of excipients 
(tanks + automated 
pipelines)

5. Supply of dispensed 
materials (AGV)
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Introduction

•Pharmaceutical industry currently producing
significant amounts of data through manufacturing
lines increasingly automated via pervasive sensors
and devices.
•Manufacturing line data sources are heterogeneous
with various embedded systems controlling the
different processes involved in the production of
medicines.
•Data Integrity and end-to-end traceability have
become a key point to be compliant with the
different international regulations and guidelines.



Introduction (cont’d)

• For example, to release a medicine batch number, it is
necessary to ensure that all relevant data is ALCOA
(Attributable, Legible, Contemporaneous, Original and
Accurate) compliant
• Auditable computerized systems are therefore key on

pharma production lines, since the industry is becoming
increasingly regulated for product quality and patient health
purposes
• Data must be dynamically analysed to ensure the quality

and compliance of the overall process



Concept



Approach

• SpuMoni will:
• systematically assess all data produced by computerized production
systems in representative pharma environments
• design data quality assessment models based on the Data Quality
dimensions agreed by the European Institute for Innovation Through
Health Data, including rules derived from regulatory documents
• Identify behaviour patterns of data probability distributions over
time and among the manufacturing sources to identify outliers, i.e.
data behavioural patterns which can violate ALCOA premises
• Use latest software systems, frameworks and standards sucj as
Blockchain and combine them with intelligent data quality control
models



System Overview



Architecture



ALCOA Report



Main Publications (2nd year)



Dissemination



Contact

For further project information please contact:

Visit the project’s website for more information:
www.spumoni.eu

Or follow project latest news on social network profiles:

MARIOLA MIER
Project coordinator 
PQE
m.mier@pqegroup.com

http://www.e2vent.eu/
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