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PERFORMANCE, COMPLIANCE AND SERIALIZATION 
ARE THE KEY CHALLENGES OF TODAY’S PHARMA AND 
BIOTECH OPERATIONS.  

PAS-X PACKAGING SOLUTION
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Performance, compliance and serialization are the key chal- 
lenges of today’s pharma and biotech packaging operations. 
Shop floor operators face three major tasks:

 Operate the line and ensure right-first-time operation

 Optimize performance of the packaging process 
    including changeover

 Manage the serialization and aggregation process 

In order to meet these challenges, Werum supports pharma  
and biotech companies with its modular PAS-X Packaging 
Solution – a combination of PAS-X software functions, 
PAS-X Content Packages and PAS-X Services relevant for 
packaging operations. It is a smart option to get started  
with Werum’s manufacturing IT solutions.

The solution offers functions that include Electronic Batch Re-
cording  (EBR), Overall Equipment Effectiveness (OEE) and 
Track & Trace Serialization Aggregation with a single user in-
terface. This way, both operators and administrators need to 
use only one easy-to-use system. 

As the central level 3 application, the PAS-X Packaging So-
lution integrates the ERP system and the Central Seriali-
zation Repository with the shop floor packaging equipment 
and line controllers. You can start with a small solution at the 
shop floor level and extend it on a step-by-step basis – up to a 
functionally complete, full-scope PAS-X MES system.

PAS-X: STANDARD SYSTEM 
FOR EBR, OEE AND TRACK & TRACE
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SCALABLE: INTEGRATED IT SOLUTION 
FROM LINE CONTROLLER TO MES LEVEL.

PAS-X PACKAGING SOLUTION 

What requirements do shop floor operators 
impose on packaging solutions?

Welter: When working on the packaging line, operators  
expect optimal support from the packaging solution. For ma-
naging the packaging processes, they often must operate 
different IT systems at the same time. Enabling operators to 
carry out their tasks in only one system will significantly faci-
litate workflows and make them less prone to errors.

What else is of importance for pharma 
and biotech companies?

Welter: The packaging solution should control and elec-
tronically execute all packaging processes ensuring a high 
right-first-time quality. Companies require a product that  
can be implemented fast, since the time schedule is often 
very tight – especially for serialization projects. In this con-
text, it is essential for the packaging solution to be indepen-
dent of the line controller so that the pharma companies  
are free in their choice of equipment suppliers.

How flexible is the PAS-X Packaging Solution in terms 
of integrating different equipment suppliers?

Welter: As the central system on the MES level, the PAS-X 
Packaging Solution integrates the ISA level 2 and 4, even  
if the equipment in use comes from different suppliers.  
This reduces the number of interfaces, is cost-effective  
and increases the safety and quality of the data flows.

Why is Werum as a software company the best 
choice for an IT solution for packaging lines?

Welter: Werum is the world’s leading supplier of MES 
and manufacturing IT solutions for the pharma and bio- 
tech industries. With over 20 years of pharma MES ex- 
perience from more than 700 international deployments,  
we know our customers’ processes very well and can 
guarantee a successful implementation. When our cus- 
tomers use the PAS-X Packaging Solution, we assume  
a return on investment between six months and one year. 

Is it possible to start small and scale up later?

Welter: As our packaging solution is scalable, Werum 
customers can start at line controller level with equipment 
from any supplier. The solution can then be extended  
incrementally with suitable PAS-X functions until opera-
ted as a full-blown PAS-X MES. 

Robert Welter
Head of PAS-X Product Management,
Werum IT Solutions GmbH

INTERVIEW WITH ROBERT WELTER
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What are the benefits of an integrated 
IT solution from line controller to MES level?

Welter: Integrating all functions simplifies production and 
packaging processes and leads to a cost-efficient infra-
structure. Shop floor operators work with the same user 
interface in all applications and the administrative effort 
is reduced since the same user and rights management 
concept applies to all functions. All systems use the same 
material master data and access the same information – 
data exchange between different systems is avoided. 

Can Werum offer a one-stop-shop solution?

Welter: One of our unique selling points is that through 
the close cooperation between Werum and Seidenader 
we can ensure a lean program management with only a 
single point of contact for all stages of the extension pro-
cess. The clear advantage for our customers: They get all 
functionality from a single source and can thus save time 
and money.

PAS-X is scalable. Customers can start 
with a small solution on the shop floor level 
(with equipment from any supplier) and 
extend it on a step-by-step basis – 
up to a functionally complete, full-scope 
PAS-X MES system. In cooperation with 
Seidenader all architecture levels come 
from a single source. 
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THE PAS-X PACKAGING SOLUTION
OFFERS SOFTWARE FUNCTIONS, CONTENT 
AND SERVICE PACKAGES RELEVANT FOR 
PACKAGING OPERATIONS.

Generic Master Batch Records (GMBRs) 
Packaging processes always follow the same workflow 
and differ only in terms of product specific characteristics. 
All common parameters are summarized in Generic Master 
Batch Records (GMBRs). Thus, the number of recipes can 
be reduced from hundreds or even thousands of MBRs to 
only a few GMBRs. The benefits for the customer lie in the 
reduced administrative effort and the easier maintenance of 
the MBRs, and therefore in much more efficient processes.

A faster creation and easier maintenance of packaging  
MBRs is additionally ensured by predefined packaging-spe- 
cific “Process Libraries” Content Packages. They are based  
on the best practice of the industry and comprise GMP-
compliant templates for the simple creation of pack- 
aging MBRs. For instance, “Setup” covers all processes rela- 
ted to prepare the packaging line for production.

Together with a Werum consultant the templates will be con-
figured to suit the customer’s specific business processes.

Integration with PAS-X MES
To integrate the PAS-X Packaging Solution with an existing 
PAS-X MES is the easiest and most beneficial way for en-
hanced efficiency. For customers already running PAS-X, this  
is only a small step. However, it is also possible for custo- 
mers to first implement a Track & Trace or KPI Solution and 
later expand the system step-by-step into a complete PAS-X 
MES.

The benefits of integrating the PAS-X Packaging Solution 
with the PAS-X MES: All functionalities are provided by the 
same standard system, only one user interface for the shop 
floor operators, and a seamless data exchange. Combining 
all functionalities in one standard system guarantees easier 
processes with improved cost efficiency.

EASY MBR DESIGN AND 
FURTHER EFFICIENCY GAINS

PAS-X PACKAGING SOLUTION 



Electronic Batch Recording (EBR) 
With Electronic Batch Recording (EBR), operators can elec-
tronically execute Packaging MBRs while all processes and 
results are documented in compliance with the applicable 
statutory provisions. This ensures an error-free execution of 
the entire packaging process and right-first-time manufac- 
turing. EBR offers user-friendly, standardized operating dia- 
logs for all packaging processes. With displays in traffic sig-
nal colors as well as dedicated role-based dialogs, EBR  
ensures intuitive and ergonomic working for the user. 

Track & Trace Serialization Aggregation
The Track & Trace Serialization Aggregation function en- 
ables the operators to manage the serialization process at 
the line. Easy dialogs help to create, discard, aggregate  
and disaggregate units and hierarchies. The function effi- 
ciently manages and randomizes the serial numbers and  
aggregation data – from single items to pallets. Track & Trace  
Serialization Aggregation supports the legal requirements  
of all destination countries – whether it is the Korean Drug  
Code (KD Code), (pre-printed) serial numbers from the  
Chinese CFDA, CIP regulations in France, the Bollini code 
in Italy, the IST system in Turkey or the US regulations  
(H.R. 3204 - DQSA).

Overall Equipment Effectiveness (OEE) at the line
The OEE function helps operators to access manufacturing 
data at the line and assess it to enhance the performance of 
the packaging line. Shop floor screens allow them to know 
the current status of their packaging line and record down-
time reasons and events. The logged data are the basis for 
obtaining Key Performance Indicators (KPI) such as OEE, 
Capability and Availability. To display the data, Werum’s 
PAS-X offers a standard online visualization on shop floor 
level and different offline KPI reports.
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PACKAGING FUNCTIONS 
AT A GLANCE

 Only one user interface for  
 shop floor operators

  Easy-to-operate electronic 
 execution, track & trace functions 
 and documentation

  Performance optimization 
     including real-time analysis of OEE

  Support of all equipment suppliers

  One-Stop-Shop in connection 
 with Seidenader

  Scalable: easily extended to complete  
 PAS-X MES 

  Future-proof investment

WHY PAS-X PACKAGING SOLUTION?



www.pas-x.com

Werum IT Solutions GmbH
Wulf-Werum-Str. 3 · 21337 Lüneburg · Germany · www.pas-x.com 
Tel. +49 4131 8900-0 · Fax +49 4131 8900-20 · info@werum.com
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