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SDC Introduction 3

Research Development Production

Sm@ rtLine Data Cockpit is a unique software middleware which enables the use of sensors and
analyzers for the collection, review and approval of trial results. SDC is available in the following versions:

e SDC-IS is a blackbox for the automatic transfer of data with master systems
e SDC-LS provides a comprehensive user interface for operators in the laboratory
e SDC-PS collects data from the process control systems

closes the gap between LIMS, MES, DCS and the laboratory

SDC is placed between the sensors and the analyzers for the BIO-API processes and the interface to LIMS
(laboratory information management system), MES (manufacturing execution system) or DCS (distributed
control system) systems. SDC provides standardized, flexible interfaces for these systems which deliver
calculated and evaluated data.

increases your knowledge

The technician is no longer required to manually start and read measurements from the devices, but rather the
measurements for these devices are reported centrally on the SDC server. SDC allows you to measure faster and
more frequently and save the evaluated data in a central system. From this data, you can form a golden batch
and compare your measurement and calibration curves together with multiple analyzers in a graph.

improves your quality and QbD

SDC supports your implementation of PAT/QbD [Process Analytical Technology
/Quality by Design]. These concepts strive to ensure a predefined product
quality by implementing measures to improve understanding of the
manufacturing process by using real-time measuring for all attributes.

SDC supports these requirements by providing data transparency, reliability
and traceability instead of manual measurement, where accuracy of data and
precisely timed sampling cannot be guaranteed.

yield, quality
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reduces your costs

SDC incorporates validated interfaces which have been approved by Roche. This reduces your costs for validation
and integration of the analyzers as well as reducing costs for the validation of the data handling. Overall, your
costs are optimized through the improved data quality, your reaction time improves, production is streamlined
and yield can be increased.
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4 SDC Introduction

One hub system for your success

SDC, as the most used middleware in the pharma industry, connects your instruments in the labora-
tory with your preferred software for higher-level systems, and, at the same time, automatizes
manual processes with a bidirectional data flow.

It increases not only efficiency and data quality but reduces the overall risk of data errors at every
level of your production.
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SDC Introduction

Main features

[1 SDC is a middleware placed between LIMS, MES
and DCS systems and the laboratory areas
“research”, “development” and “production”.

[1 SDC provides a centralized master data
management of devices, samplings, samples and
users.

[ SDC gives you the ability to combine a
multitude of analyzers and sensors to form one
system and to evaluate and compare the results.

(] SDC is a web- and database-based server
platform that can be used from every client
without special installation.

[ SDC includes management of user rights, which
guarantees safe access to data.

[1 SDC is capable of controlling analyzers remotely
so that the operator is using one consistent GUI
when performing his or her tasks.

[ The operator can create, start and evaluate the
analyzer measurements in a central system. The
approved results can be uploaded to a foreign
system (e.g., LIMS, ELN, MES or DCS).

[ SDC offers the functionality of generating
measurement results based on the data retrieved
from the analyzers. Available calculation methods
include averaging and trypsinization.

[ SDC gives you the ability to compare
measurements from research,

development and production (e.g., interface
calibration data) comprehensively.

[1SDC can be connected to upper systems:
- ChemLMS Persistent
- SQL*LIMS LabVantage
- DASGIP Technology
- Labware
- Sartorius MFCS/win
- IDBS E-WorkBook ELN (dev.)

Scalable: from a single system to large laboratories

| I L
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SDC can be set up as a single station, local network or company-wide server solution.

SmartLine Data Cockpit®
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6 SDC user Interface

SDC is a web-based, easy-to-learn software solution. Great importance was placed on developing an intuitive
operating concept and a perfect overview. The department-oriented dashboard provides the individual operators
with a simplified view of the analyzers important to them.
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The consistency of operation is apparent in the recurring buttons and graphical elements for all analyzers.
Information is displayed uniformly, creating data transparency.
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SDC user Interface

The compilation and depiction of the measurement results of a batch makes SDC an efficient tool. Batch

results can be compared and exported to Excel for additional evaluation.

Smipriiine Data Cocipit - SOC Charting
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Extended interface functions for the Cedex’ HiRes Analyzer

SDC supports the operators and laboratory personnel when performing
tasks in the areas of maintanance management, lifecycle management 33 H SST
. Runs left | | S—

and consumption management. -

The interface to the Cedex” HiRes Analyzer offers multiple functions He =

which can be performed directly from SDC. b -

- Liquid management, e.g., resetting liquid and waste levels i)

- Hardware control, e.g., cleaning and emergency stop

- Cedex’ database storage optimization o —

- SST: performing System Suitability Tests

- Display of the runs-left counter rshutdomn p——
———

EMERGENCY STOP
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8 SDC QbD and a paperless lab

LIMS/ELN/MES/DCS

No data integration

Lost time,
less accuracy
and wasted resources

Tasks performed manually, such as specifying the measurement parameters and recording the result data from the
analyzers, make extra organizational measures necessary in order to monitor and verify these steps. This leads to
high costs and additional risks due to faulty entries.

SDC simplifies the processes, increases flexibility and secures data quality.

The implementation of SDC to connect the analyzer level to a higher system saves substantial costs because it is
only necessary to take one interface into consideration.

SDC
makes data integration eas!
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