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The MODA-ES® Platform Digitalizing
Quality and Manufacturing

Replace Paper with Productivity

The MODA-ES® Platform bridges the gap that currently
exsists between manufacturing and QC to provide a single
batch record with a review and approval interface. It is

a combined electronic batch record and lab execution
software that enables data capture, workflow and analytical
tools for expedited product release. With GMP compliance
and tracking at its core, the MODA-ES® Platform combines
data capture and error prevention with the flexibilty to
capture and trend key quality and performance metrics,
both in the lab and on the production floor. Built with Lonza
Informatics know-how and Lonza’'s Manufacturing Experi-
ence, the MODA-ES® Platform is cost-effective to adopt,
maintain and deploy for medium and small biotech organi-
zations with a lower total cost of ownership. The MODA-ES®
Platform provides a solution to the industry that is flexible
and easy to configure at a price point that allows the entire
manufacturing industry to go paperless.
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It's Time for a Different Approach to
Informatics in Life Science Manufacturing

The MODA-ES® Platform addresses the issue of paper re-
cords associated with batch record data capture, long cycle
times for review/approval activities, deviations for missing
entries, incorrect entries, calculation errors and incorrect
workflow decisions. Lonza solved these QC Microbiology
issues with the use of the MODA-EM® Software, but still ex-
perienced these issues in manufacturing.

Lonza looked externally for a solution, but found the mar-
ketplace was too expensive and not flexible enough to
meet our needs for clinical phase CMO customers that had
changes more frequently than commercial operations and
it was too expensive for manual intensive processes like Cell
and Gene Therapy that do not have a high degree of auto-
mation integration.

The Lonza Informatics Team stepped in to help solve the is-
sue. The combination of the subject matter expertise from
multiple Lonza Manufacturing Groups combined with Lonza
Informatics understanding of paperless solutions in a regu-
lated space, allowed for a product that solves the needs of
the mid-sized CMO/Pharma plant. Lonza Informatics know-
how and Lonza Manufacturing experience allowed for a
more flexible, cost effective solution to replace paper batch
records than other solutions in the market.

The Hidden Consequences
of Silos of Data

The vast amount of data produced by manufacturing and
QC included in and surrounding the batch record is spread
throughout multiple electronic systems. Where any gaps ex-
ist, paper is utilized to capture data which is a system unto
itself.

MODA-ES® Platform
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How much of your batch
record do you have to
N/A?

The design of paper
batch records means
that 30-40% of a record
will be marked non-
applicable (N/A) due to
decisions being made by
technicians

This data is siloed both in the system of record as well as
within the organizational structure. This has lead to many
systems with overlapping functionality. An example of this
is, Manufacturing Execution Systems (MES) and Laboratory
Execution Systems (LES) that both perform similar func-
tions. They have a workflow engine, data capture method,
equipment integration and a way to review/approve the
data. Why do two systems exist that provide the same
functionality? The answer is the first major silo is the orga-
nizational silo and the idea that each department has such
unique requirements that they can’t possibly utilize the
same system. This divide creates walls that data must either
go over or through to produce a batch record that includes
data from all sources.
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Capture the data that is important to your process with easy to use drag and
drop analytics.

Every calculation in
cGMP companies is
performed 4 times. The
performer, verifier, re-
viewer and approver will
all ensure the calculation
was performed correctly.
Employee’s time should
be better utilized than
having 3 people check

1 person’s work.

The second silo is the lack of integration between systems
of record. Paperwork, in the gaps discussed earlier, creates
the largest silo because the data is not easily accessible, re-
viewable or transferable. The cost and work associated with
maintaining paper records and accessing their data during
audits or investigations is tremendous. Electronic systems
including ELN, MES, LES, LIMS, ERP, Calibration Manage-
ment, Deviation/CAPA Management Systems, and Building
Managment Systems include information that may all con-
tribute to the batch record. Without an integration strategy
companies rely on users to make the right decision or trans-
fer the data between systems correctly which requires extra
verification, wasting time of the company’s most precious
resource; personnel. An example is a user verifying the lot
number of a raw material to be used in production and that
it is within expiration. Then a reviewer must ensure the user
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correctly entered in a valid lot number for that raw material,
that it was within expiration on the day of it's use and it was
not quarantined during it's use as part of an investigation.

The removal of paperwork within and surrounding the
batch record process is key to accessing the data needed
to begin to break down the siloed data. Then an integra-
tion strategy can make data available to each system when
the information is needed without human interaction. This
reduces deviations and allows for faster, more accurate de-
cision making.

More Product Less Paper

The MODA-ES® Platform is designed to be configurable
over customizable. The user interface is easy-to-use en-
abling manufacturing technicians who understand the
processes to build the workflows. The configuration of
the system includes areas for data recordation (measure-
ments), instructional text (including hyperlinks to SOP’s),
electronic signatures, sections, and drag and drop work-
flow. This is done through a series of add buttons, drop-
downs and check boxes. The system was built with a
modular design that allows individual modules to be vali-
dated and data transfer between modules is a configura-
tion verification exercise. This limits the amount of work
when a new process is brought into a facility because
you can use existing validated modules and only create
modules needed for the new process. Additionally, there
is a library feature that allows products of the same fam-
ily to be processed the same way, but with varible differ-
ences such as raw materials, fill volumes, and equipment
types without needing a completely new process to be
built and validated.

The second major component of the system is around
the quality batch record review process. QA groups cur-
rently have a checklist of items that need to be signed
off before a batch is considered complete. We took this
concept and created an electronic checklist to be signed
off individually as the process goes along, but all checklist
items to be signed off before the batch is approved. This
allows for real-time review and approval without having to
wait for the entire paper record to end up on someone'’s
desk for approval.

The heart of the system is the ability to review and ap-
prove by exception. The system ensures that the data is
entered correctly, materials and equipment are within their
respective date ranges, calculations are validated and any
exceptions or deviations for the reviewer/approver to verify
before approving. This eliminates 70% of the review/ap-
proval process. In addition the MODA-ES® Platform provides
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Simplified drag and drop workflow that doesn’t require specialized IT skills to create or manage.

data integrity flags built right in review and approval. The
system flags any changes and shows the before and cur-
rent measurement, who performed the actions, when they
performed the actions and any meta-data changes associ-
ated. Instead of reviewing the audit trial once a quarter to
see if there were any issues, you can do it in real time during
review and approval and correct any issues before release
of the product.

The Lonza Informatics Team has always put the end user
experience first. The system is designed to be user-friendly
for data entry and signatures. We worked with end users
to ensure the system displayed information that was easily
visable and accessible. The system was designed to alert
the user when an issue had occured and provide notifica-
tions to supervisors or QA. The system includes multiple
electronic signature types including performer, performer/
verifier, supervisor signature, QA signature, participant list
and named performer. The named performer is important
because performers aren’t always able to sign for a sec-
tion immediately because of work in a BSC or isoloator. It
allows the verifier to sign for the section, move the process
forward and queues the signature for the performer when
they are completed processing and available to sign.

The MODA-ES® Platform is capable of integrating with other
cGMP compliant systems. The system utilzes an integration

tool that allows for integration to systems such as LES, LIMS,
ERP, BMS, QMS, and many others. Additionally, the Lonza
Informatics Team has extensive experience integrating di-
rectly with equipment to pull information directly from the
machineg, in a data integrity compliant manner, and transfer
it into the MODA-ES® Platform. Transferring data directly
from equipment and systems elimates error prone manual
transcription removing the need for additional review and
ensures accuracy of data.

The MODA-ES® Platform bridges the gap that currently ex-
ists between manufacturing and QC to provide a single re-
view and approval interface for batch records. The system
has the ability to capture data from the manufactuing batch
record process and batch-related QC processes as well. The
system allows for workflow-driven, data entry which is ap-
plicable to batch records, sterility tests or cleaning forms.
The system has a flexible scheduling engine that allows for
electronic forms to be scheduled on any frequency required
so that your technicians don't miss that important cleaning
cycle for the equipment. Combining ease of setup, daily use
and ongoing maintenance in an off-the-shelf product that
minimizes initial setup and validation as well as ongoing in-
ternal IT support,the MODA-ES® Platform is a cost effective
solution for your batch records.
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Cost Effective Solution to
Batch Record Challenges

Electronic Batch Records have been unattainable to most of
the industry due to cost constraints and flexibility concerns.
Lonza Informatics is changing that with the MODA-ES® Plat-
form and providing additional benefits to your organization
by facilitating paperless execution across the manufactur-
ing and QC processes. The MODA-ES® Platform equals one
record, one platform to move your company into the digital
age and allow you to reap the benefits of efficiency, better
compliance, real-time reporting and expedited release of
your product.

To learn more about the MODA-ES® Platform or to request a
demonstration, visit www.lonza.com/moda-es.

Contact Information

North America

Customer Service: +1800 638 8174 (toll free)

Fax: +1301845 8338
order.us@lonza.com
Scientific Support: +1800 5210390 (toll free)

scientific.support@lonza.com

Europe

Customer Service: +32 87 32161
order.europe@lonza.com

Scientific Support: +32 87 321611
scientific.support.eu@lonza.com

International

Contact your local Lonza distributor
Customer Service: +1301898 7025
scientific.support@lonza.com
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International Offices

Australia +613 9550 0883

Belgium +32 87 321611

Brazil +55 112069 8800

China +86 216305 8866

France 0800 9119 81 (toll free)
Germany 0800 182 52 87 (toll free)
India +91124 6052941

Japan +813 6264 0660
Luxemburg +32 87 321611

Singapore +65 65214379

The Netherlands 0800 022 4525 (toll free)
United Kingdom 0808 234 97 88 (toll free)

Lonza Walkersville, Inc. - Walkersville, MD 21793

For research use only. Not for use in diagnostic procedures. The Nucleofector® Technology is
covered by patent and/or patent pending rights owned by the Lonza Group Ltd or its affiliates. All
trademarks belong to Lonza, registered in USA, EU or CH or to third party owners and used only for
informational purposes. All third party copyrights have been reproduced with permission or belong
to Lonza. The information contained herein is believed to be correct and corresponds to the latest
state of scientific and technicalknowledge. However, no warranty is made, either expressed or im-
plied, regarding its accuracy or the results to be obtained from the use of such information and no
warranty is expressed or implied concerning the use of these products. The buyer assumes all risks
of use and/or handling. Any user must make his own determination and satisfy himself that the
products supplied by Lonza Group Ltd or its affiliates and the information and recommendations
given by Lonza Group Ltd or its affiliates are (j) suitable for intended process or purpose, (i) in
compliance with environmental, health and safety regulations, and (iii) will not infringe any third
party’s intellectual property rights. The user bears the sole responsibility for determining the
existence of any such third party rights, as well as obtaining any necessary licenses.

For more details: www.lonza.com/legal.
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