
Dr. Peter Heym
Strategic Advisor

Michael Gerber
Manager Business Development

https://www.arvato-systems.de/branchen/branchen-im-ueberblick/gesundheitswesen/prectavi


Who tracks his / her fitness and 
health data?



…and who is using the gained 
data to improve their habits?



Pharmaceutical industry might be behind the curve in terms of full 
utilization of the available data 

Huge amount of 
present data 
remain 
unexploited 

Majority of 
manufacturing 
data exist in 
analog form



This creates issues and opportunities 
at the same time

• Batch failures and reworks

• Product recalls

• Downtimes

• Administrative & 

Investigative costs

• OEE improvements

• Optimization of resources

• Lead time reduction

Increased quality costs Unrealized operational efficiency 
gains



…and at the same time

Increasing 
competitiveness 
in markets & 
rising number of 
highly complex 
products

Pharmaceutical 
companies 
create acute 
awareness on 
this situation with 
industrial 
stakeholders

Authorities 
increasingly 
tighten up 
requirements 
around QA via 
formal statistical 
review, i.e. CPV



With state-of-the-art AI-driven tools, PRECTAVI offers a solution for 
both manufacturing and QA challenges and opportunities

Data collection

Data cleaning / processing

Reporting advice

Historic and predictive analysis

• pro-active and real-time monitoring

• critical process parameters

• uni- and multi-variate analyses



How AI enhances digital transformation in 
pharmaceutical manufacturing with PRECTAVI 

• Digitalization of paper-
based data

• Document recognition 
with 99% accuracy

• multiple sources  data 
aggregation (e.g., LIMS, 
MES and sensor data)

Data Collection

• Univariate analysis incl. 
statistical control charts 
with numerous analytical 
features 

• AI-supported multivariate 
analysis to detect 
batches of interest.

• AI supported real-time 
analysis

• QA  and production 
reporting for CPV/PQR or 
customized KPIs

• Automated generation of 
printable report documents 
with customizable elements

• Planned: Fully automated 
text generation via 
Generative AI

• Automated error and 
inconsistency detection 

• Automated data cleaning

• Automated data 
transofmation

• Automated root cause 
analysis

• Suggestion of corrective 
actions

• Process improvement 
and re-evaltuation advice

Data Processing Data Transformation Reporting Advice
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Post-Production
Analytics Services

Data Processing 
Services

Batch Real-Time 
Analytics

User Administration

Solution Landscape

File Upload and 
digital service

Document & 
Data Services

File 
Upload

Sensor 
Data

Sensor Data & 
Rest API

Integration Services

Product 
Quality

Process 
Data

LIMS

User

SAP, MES

User

3rd party 
Management



Post-Production
Analytics Services

Data Processing 
Services

Batch Real-Time 
Analytics

User Administration

Solution Landscape

File Upload and 
digital service

Document & 
Data Services

File 
Upload

Sensor 
Data

Sensor Data & 
Rest API

Integration Services

Product 
Quality

Process 
Data

LIMS

User

SAP, MES

User

3rd party 
Management

Batch & Batch Series 
Management

Reporting Services

Advice Services

Data Export Services

Base Modules (in Scope)

Extension - customized



PRECTAVI data collection & processing



PRECTAVI Feature Details



PRECTAVI Feature Details

• Intuitive investigation of individual 

batch data or multiple batch series

• Univeriate analysis, summary 

statistics for general overview

First-glance analysis 
of single quality 
attribute

• Process Capability & Performance 

Indices

• Classical SPC (Statistical Process 

Control) Charts

• Interactive Nelson Rules-based 

detection of trends and patterns

In-depth analysis of 
single quality 
attribute



PRECTAVI Feature Overview



• Multivariate & machine lerarning-

assisted analysis for multiple 

attributes

• Allow for detection of similarites in 

patterns

• Suggestions for root-cause analysis

Intuitive multiple 
quality attributes 
analysis

• Multivariate trend & root-cause 

analysis lead to:

• AI-assisted suggestions drive 

suggestions for continuous 

improvement

• Fulfilling needs from authorities

Sharing insights – 
Reporting and advise

PRECTAVI Feature Overview



• Software-as-a-Service Solution

• Consulting

• Setup support

• User Training

• Customization

• Regulatory Affairs Support

• Scaling of Analyses

• Pro-Active and Automated 

Analytics

• Reduced Effort and QA costs 

• Reduced time to market 

• Reduced failure rates

• Improved yield 

We offer Your benefits



• Leading regulatory affairs advisory 

headquartered in Germany with own staff of 

c170

• Focus on pharmaceutical & medical devices

• Full coverage of the product life cycle  from 

development to market access

• International coverage through own 

subsidiaries (UK, IRE, CH, PRT) and proprietary 

network Regulanet

• International IT Specialist for Digital 

Transformation

• Decades of experience

• Extensive industry expertise

• Excellent technology know-how

• Strong partner network



This is what PRECTAVI can do for 
you.

Let us have a chat about your 
individual challenges and how we 
can support you!



Thank You for Your Attention!
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