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FILLING YOUR NEEDS ROMMELAG
FLEX

WE PROTECT YOUR
PROCESS TO THE
NANOGRAM LEVELS
FOR SAMPLING,
DISPENING, AND
PRODUCT TRANSFER

The FLECOTEC containment system offers full flexibility
from laboratory scale to production. This reduces exposure,
minimizes product loss and reduces production costs. The
pharmaceutical manufacturing process, from the sampling
of the incoming raw material to the handling of the finished
tablet, is complemented by a complete containment solution,
without having to intervene in validated processes! The
environment, the operator and the product are protected
against contamination by “covering” the entire process.

Find out more at www.rommelag.com
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This year’s winners offer slices of innovation

By Karen Langhauser, Chief Content Director

ronically, the phrase used to praise an
innovative new product — “the greatest
thing since sliced bread” — has become

so unoriginal that it’s cliché.

In the 1920s, however, the convenience

of commercialized pre-sliced bread was
what the American food consumer wanted
— and after the first machine appeared in
1928, equipment manufacturers and bakery
industry experts got to task, improving and

adding to the existing designs.

This forward leap in the baking industry
could not have happened without rethink-
ing what equipment can do, and the
persistent efforts of those looking to incre-

mentally improve on this innovation.

Here at Pharma Manufacturing, we under-
stand and appreciate the investment
pharmaceutical equipment vendors put into
developing and improving their products.
All types of innovation, whether earth-shat-
tering or incremental, should be recognized.
This month’s cover story is a tribute to
those who listen to the needs of the market
and their customers, and a result, have
distinguished themselves as leaders in phar-

maceutical equipment and technology.

With that said, we are proud to introduce this
year’s Pharma Innovation Award winners:
recently launched or updated technologies
and systems that, based on their technical
and practical merits, were selected by Pharma

Manufacturing’s editors and reviewers.
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BIOPROCESSING I

It’s an exciting time of growth for biophar- =

maceuticals. The number of biopharma
players, marketed products and classes of
therapies continues to expand. With this
expansion comes new demands for the

industry. Intuitive vendors are recogniz-

ing that their biopharma customers are
Juggling regulatory uncertainty, cost pres- IPS-INTEGRATED PROJECT SERVICES AND
G-CON MANUFACTURING’S

UBERcellFLEX PODS

sures, and growing pipelines of molecules.

As much of the industry is looking towards
more continuous manufacturing and more Our first winner truly embraces the idea
modular construction, our bioprocessing of next-generation bioprocessing. Milli-

category winners are those who are helping poreSigma has a reputation for listening
their customers meet these challenges — to its customers and developing products
offering solutions that are compact, flexible accordingly, and the BioContinuum Plat-

and speed products to market. form delivers on that promise.

‘ Application
The UBERcellFLEX is designed to meet drug manufacturers’
requirements for both clinical and commercial manufacturing of
autologous cell therapies
Key features

* Ready-to-order, in either open or closed-processing format, with
little engineering time and no additional engineering effort when

Company

IPS-Integrated Project
Services, LLC (IPS) and
G-CON Manufacturing, Inc.

Product
UBERcellFLEX

Description
Prefabricated modular
cleanroom platforms

Contact info
www.ipsdb.com/expertise/
facility-types/icon
ips@ipsdb.com

PODs are reproduced as part of scale-up

Allows for faster and more predictable project schedules for new
manufacturing capabilities

Enables the supply of multi-therapy demands in specific locations
and scalability without interrupting existing processes

Editor’s notes

“The UBERcellFLEX modular processing suites enable faster and
more predictable project schedules for new facility construction
and a standardized solution to meet speed to market requirements
— filling a previously unmet need in the rapidly growing cell
therapy arena.”

About the company

IPS and G-CON Manufacturing teamed up to create iCON, the
turnkey, readily deployable facility platform solution designed
to meet the urgent capacity needs of the pharmaceutical and
biopharmaceutical industry. The pre-designed solution includes
G-CON'’s off-site prefabricated, pre-qualified cleanroom PODs.

eBOOK: 2019 Pharma Innovation 6
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Next-generation bioprocessing is about

Bioprocess of the Future RARORE
targeting high productivity, high intensity O =
processes. This platform is a unique and Siacontinuumy Plattorm 2L :
holistic approach to next-gen bioprocess- o S
ing that allows users to realize the benefits &) @% s

of process intensification throughout the
entire process. The platform is an evolv-
ing and convergent portfolio of advanced

processing and software, automation

and analytics technologies, applications

and expertise that will enable custom- MILLIPORESIGMA’S

ers to confidently enter this new era BioContinuum Platform
of manufacturing.

biomanufacturers are on the same path. For
What makes it especially flexible is that some, the focus is on improving unit opera-

MilliporeSigma recognized that not all tion’s interoperability. For others, the goal is

Application
EndrESS"' Hauser EI' iTHERM TrustSens hygienic RTD is the world’s first self-calibrating
People for Process Automation temperature sensor with full traceability

Company Key features

Endress+Hauser * Maximum process reliability and plant availability thanks to
Heartbeat Technology
Product

iTHERM TrustSens Minimize risk and process shutdowns due to in-line self-

calibration; fully automated and traceable
Description Automated certificate generation and documentation - audit-
Self-calibrating hygienic RTD proof

Contact info Editor’s notes
WWW.us.endress.com “Calibration typically requires shutting down a process every six

iinfo.us.sc@endress.com months to remove and replace an instrument and then taking it to a
lab for calibration. iTHERM TrustSens makes it possible for a sensor
to perform a self-calibration that will automatically detect drift and
determine if manual adjustment is warranted. This can significantly
reduce risk and increase efficiency for the facility.”

About the company

Endress+Hauser is a global leader in measurement instrumentation,
services and solutions for industrial process engineering.
Endress+Hauser provides sensors, instruments, systems and services
for level, flow, pressure and temperature measurement as well as
analytics and data acquisition. We work closely with the chemical,
petrochemical, food & beverage, oil & gas, water & wastewater,
power & energy, life science, primaries & metal, renewable energies,
pulp & paper and shipbuilding industries.

eBOOK: 2019 Pharma Innovation 7



fully continuous processing. No matter what
your path, the BioContinuum Platform aims

to provide the building blocks for success.

Our next winner is the result of two indus-
try vets teaming up. IPS-Integrated Project
Services and G-CON Manufacturing col-
laborated to produce the UBERcellFLEX
— a pre-fabricated modular cleanroom
infrastructure for the manufacturing of

autologous cell therapies.

Available in both 12- and 24-foot wide
POD configurations, the processing suites
enable faster and more predictable project
schedules for new facility construction and
a standardized solution to meet speed to
market requirements — filling a major need
in the cell therapy arena. Multiple units can
be installed to scale up/out from phase one
clinical production to commercial manu-
facturing. The PODs can also be ready to
order, in either open or closed-processing
format, with little engineering time and

no additional engineering when PODs are

reproduced as part of scale up.

UBERcellFLEX is part of the iCON product
line, which also offers platforms for other
applications, including fill/finish and mono-

clonal antibodies.

Our final winner is a newer kid on the block.
Univercells announced the commercial
launch of its proprietary NevoLine biopro-

duction platform for vaccines in early 2019.

www.PharmaManufacturing.com

The technology platform was developed
by Univercells, and was part of a $12 million
Grand Challenges grant awarded by the Bill
& Melinda Gates Foundation to apply it for
the production of affordable inactivated

polio vaccines (sIPV).

By designing integrated process architec-
ture to reach miniaturized, high-capacity
production capabilities, the Nevoline
platform enables sustainable and flexible
production. Through intensification and
chaining of unit steps into a continuous
process, users achieve high yields with less
time and money invested. The system is
self-contained into a 10m? series of isolators.
To put it in perspective, a facility designed
with four Nevoline units would deliver up
to 50 million sIPV doses per year for an esti-

mated capital cost of $20 million.

The company also recently announced it
had been awarded a second grant by the
Bill & Melinda Gates Foundation and will be
adapting the process design of the Nevo-
Line platform to deliver affordable measles

and rubella vaccines.

SMART PHARMA

Smart pharma gives biopharma a run for
its money in the competition for the indus-
try topic with the most hype (and certainly
wins for the most buzz words). Industry
4.0, digital transformation, lloT — what-
ever terms you want to use, the movement

toward a more digital industry is slowly

eBOOK: 2019 Pharma Innovation 8



but surely underway. But there are still

significant hurdles that need to be over-
come for the benefits of digitalization to
be captured across the highly regulated,

traditionally risk-averse pharmaceuti-

cal industry.

The concept of smart pharma is broad

www.PharmaManufacturing.com

Bancn Process Ferfommance ndex Cemanriant Health index

and the winners in this category run the

gamut from virtual reality to material han-

QUARTIC.AI'S
dling, but all are united by the integration Quartic Platform
of smart technology into their products to
help manufacturers on their digital transfor- As pharma looks to build sustainable digital

mation journeys.

Company
Emerson

Product
Rosemount™ 550pH Single-
Use Sensor

Description

Liquid analytical pH sensor
designed to provide high
measurement stability for
single-use bioprocessing
applications

Contact Info
www.Emerson.com

manufacturing solutions, two challenges they

Application

The Rosemount™ 550pH Single-Use Sensor is designed for
use in single-use in-bag applications, such as in bioreactor and
mixing bags

Key features

¢ Designed to withstand gamma radiation sterilization, the integral
sensor fittings enable instruments to be preinstalled into the
single-use bioreactor bag

pH sensor delivers a two-year shelf life and accuracy comparable
to traditional stainless-steel process instruments, providing low
sensor drift with 0.005 pH per day stability

Unigue pH-stable buffer solution provides a wet storage
configuration which allows true one-point standardization
prior to startup, eliminating pH stabilization time and ongoing
maintenance or calibrations

Editor’s notes

“Systems using single-use elements, such as disposable bioreactor
bags, eliminate many of the problems experienced with SST
equipment. But single-use methods also introduce challenges,
especially with the integration of measurement instrumentation

in the bioreactor. Emerson’s sensor gives end users the flexibility
of single-use methods, while allowing them to achieve process
control in the same way as with stainless steel methods, with no
degradation in performance.”

About the company

Emerson, headquartered in St. Louis, Missouri, is a global
technology and engineering company providing innovative solutions
for customers in industrial, commercial, and residential markets. Our
Emerson Automation Solutions business helps process, hybrid, and
discrete manufacturers maximize production, protect personnel and
the environment while optimizing their energy and operating costs.

eBOOK: 2019 Pharma Innovation 9
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face are making data generated by legacy
assets and operational technology (OT) sys-
tems ready for artificial intelligence (Al and
acquiring the right data science and pro-
gramming skills. To this end, the first winner
in this category comes from Quartic.ai — a
newcomer founded by a veteran team of
process manufacturing and data scientists

determined to make Al deployment easy.

The Quartic Platform delivers on this

HERMA U.S.’

mission, offering an Al-powered smart
HERMA 500 label applicator

manufacturing platform built specifically

for OT users. Operating on the premise

that Al application can only deliver results
for manufacturing if it is built and used by
those who understand the manufacturing
equipment and processes best, the new

platform looks, feels, and behaves like the

OT systems with which manufacturing

experts are familiar.

The platform, which supports distributed
deployment at the Edge, Fog and Cloud,

ROMMELAG
FLEX

Company
Rommelag

Product
Rommelag Flecotec

Description

A single-use high containment
system offering performance
to HPAPI requirements. Used
for Powder Transfer, Sampling,
and Isolation

Contact info
Website: www.rommelag.com
USA Contact:

ommelag.com

Application
Potent powder handling, powder transfer, sampling, dispensing,
isolation, tablet handling

Key features

¢ Special Design eliminates the “Ring of Concern” found on other
systems in the market place, and allows Flecotec a barriered, dust
free connection performing to the low nanogram levels

Zipper closure design is well integrated allowing for multiple
products to work together.

Single-use system is inherently suitable for cross-product facilities
and ease of manufacturing space turnover

Editor’s notes

“As the use of high potency APIs increases, manufacturing often
involves handling toxic or highly sensitive solids that can pose a
direct threat to worker safety. The Flecotec system solves this issue,
enabling consistent containment from API to production.”

About the company

Rommelag is well known for high grade films as well as their long-
established reputation as the inventor/leader in BFS (blow/fill/
seal) Machinery and CMO. The Flecotec product is integrated into
Rommelag’s 65+ year high quality film producing Thermopack
Company in Gaildorf, Germany.
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is comprised of two key components: the
Quartic illuminator — an lloT data pipeline
that dynamically creates asset context for
data from lloT, OT, MES and ERP informa-
tion and makes its analytics ready; and the
Quartic eXponence — an engine that cre-
ates asset intelligence through advanced
analytics combined with the power of auto-

mated machine learning.

Next up is another example of a company
that used its expertise to develop a prod-
uct specifically suited to fill a need in the
pharma industry. The Virtuosi education
platform is the brainchild of Quality Exec-
utive Partners (QxP), a management and

compliance consulting company.

www.PharmaManufacturing.com

Virtuosi is an educational platform, fea-
turing multifaceted digital technologies
including immersive virtual reality (VR)
interactive experiences. Digital courses,
called “episodes,” include knowledge

and process checks across a progression
of topics. The powerful impact of VR on
enhanced learning is based in behavioral
learning theory. Interactive immersive VR
experiences with the body and not just the
mind allows learning to be embedded into
the long-term memory centers of the brain,

increasing recall.

Software containing the digital courses are
downloaded from a central server, allow-

ing continuous updates as regulations and

Application

EVERIC vials are optimized for high potency drugs, even with low

filling volumes

SCHOTT

glass made of ideas

Key features

* EVERIC™ pure: Reduced delamination risk for low-fill application

* EVERIC™ strong: Optimized geometry to reduce the risk of glass
breakage in the production lines via flawless glass quality and
optimized strength

Company
SCHOTT AG

Product
SCHOTT EVERIC™ vials

Description

Modular vial solutions
designed for next generation
drugs

Contact info
www.schott.com/pharma
pharmaceutical
packaging@schott.com

Editor’s notes

“The EVERIC vials meet the industry’s need for exacting packaging
requirements to protect against interactions between drug and
container. The modular concept gives pharma companies a

unique combination of attributes to package biologic drugs while
supporting today’s quality requirements.”

EVERIC™ smooth: Transparent outer coating for vials to ensure
the conservation of the outer glass surface and increase a smooth
container flow during the Fill & Finish process

About the company

SCHOTT Pharmaceutical Systems helps people around the world
protect, access and use the medicine they need as safely and
conveniently as possible. As market leader, we are safeguarding and

advancing the integrity of injectable solutions and more. We are
pioneers with unsurpassed quality, safety and reliability.
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life science technology changes. Each VR
workstation includes a high-speed gaming
computer, virtual reality headset and

hand controllers, and two motion sensing
devices. The first series available focuses on
sterile products manufacturing and microbi-
ology, but future series will offer education
in regenerative medicine,, biotech, combi-
nation products, solid dose, semi-solid and

liquid products, and APIs.

Manufacturing excellence requires fully dig-
itized production records and processes

so that all departments can seamlessly be
connected. Yet, survey after industry survey
reveals that most pharma production
environments still depend on error prone
paper-based production records, contribut-
ing to poor resource utilization, inefficient
processes, higher deviation rates and

delayed product releases.

MasterControl’s new Manufacturing
Excellence solution (so new that is still has
that new software smell) aims to bridge the
gap between operational excellence and
smart manufacturing by automating the last
mile of production. The software enables
manufacturers to remove remaining

paper from the shop floor to ensure that
production record reviews and releases are
fully digital, connected and accelerated.
The cloud-based solution eliminates
preventable errors, long review cycles

and costly waste created by manual data

entry processes.

www.PharmaManufacturing.com

The Manufacturing Excellence solution has a
patent-pending builder tool allowing orga-
nizations to configure the digital solution

to their existing processes, streamlining
both implementation and adaptability. The
builder tool houses the global elements of
the manufacturing processes, allowing users
to update once and have information prop-

agated throughout the system.

Ceremoniously bumped out of the pack-
aging category, our next winner offers an
incremental, yet important next step in
labeling technology. Helping the packaging
sector take strides towards adopting smart
factory technologies, the HERMA 500 label
applicator from HERMA U.S. is an lloT-en-
abled machine utilizing real-time metrics to
optimize production efficiency and consis-

tency, even in a multi-factory setting.

The next-generation label applicator

builds upon its predecessor’s best features
and integrates Industry 4.0 connectivity.
Remote access via web browsers allows

for off-site operation and, on-site, the
machine’s user interface displays intuitive
pictograms on a 4.3-inch touchscreen.

A variety of optional upgrades can be
accessed by simple code activation, and the
unit’s firmware is automatically uploaded

via ethernet.

Fittingly, the machines are being pro-
duced in HERMA'’s new state-of-the-art

Labeling Machinery Division facility,

eBOOK: 2019 Pharma Innovation 12
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recently relocated to its headquarters site process statistics and analyses immediately

in Germany. accessible to the user through web platform
log-in.

Our final winner also brings smart technol-

With capacity to lift objects weighing 90

pounds, the piLIFT SMART offers top-notch

ogy to new areas in pharma. Touting itself
as the market’s first Industry 4.0 ready
vacuum lifter, PIAB’s piLIFT SMART deliv- vacuum lifting technology to customers in a
ers on the promises of Industry 4.0. by broad range of industries.
offering smart data features based on inter-

MONITORING AND
ANALYTICAL DEVICES

As one of the world’s most heavily

net connectivity.

Sensing and monitoring movements and
responding quickly to user intentions, the regulated industries, pharma has
vacuum lifter will lift and weigh loads simul- always required accuracy, reliability

taneously, collect and log data, making and repeatability. Today’s complex

Application

The Virtuosi educational platform consists of technical courses
and virtual reality interactive experiences, organized into series for
differing manufacturing technologies.

JVIRTUOSI

POWERED BY
Q ¥ P QUALITY EXECUTIVE
. PARTNERS

Key features

Company « Reinforces the “why” and “how” by integrating foundational and
Quality Executive Partners, Inc. complex topics into physical practice, creating a consistent body

of knowledge across broad organizational matrices
Product

Virtuosi

Description

A pharmaceutical industry
educational platform, coupling
virtual reality with technical
content for a fully integrated,
interactive and immersive
learning experience

Contact info
www.VirtuosiVR.com
Info@VirtuosiVR.com
+1678.496.7503

Multi-modal VR feedback allows learners to make mistakes and
learn from them, creating repeatable, consistent and self-paced
experiential learning opportunities

Significantly reduces human error potential by creating an
educationally sound pretext for further individualized work
processes, empowering critical thinking and enhancing the ability
to identify, anticipate and correct issues

Editor’s notes

“Based on the adult learning theory of Bloom’s Taxonomy, Virtuosi
focuses on analysis and evaluation — not just memorization — which
means it has the potential to change how life science employees
learn. The interactive and immersive VR experiences allow learning
to be embedded into the long-term memory centers of the brain,
increasing recall.”

About the company

Quality Executive Partners Inc. (QxP), is a globally recognized
management consulting firm serving the life sciences industry

with primary focus, and considerable expertise, in pharmaceutical
manufacturing practices and compliance. The depth and breadth of
practical knowledge demonstrated by our technical and compliance
experts, and executed with our “Teach and Do” model, immediately
opens doors to learning within our clients’ organizations.
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products are driving new trends in
manufacturing, such as single-use and
continuous. This transformation requires
new points of measurement delivered by

improved instrumentation.

Our first nod in this small but

vitally important category goes to
Endress+Hauser’s iTHERM TrustSens,
touted as the world’s first self-calibrating
temperature sensor. New quality standards
in biopharma mean calibration of critical
measurement points is typically required
every six to 12 months. E+H’s technology
makes it possible for a sensor to perform

a self-calibration that will automatically
detect drift and determine if manual
attention and adjustment is warranted. This
can significantly reduce risk and increase

efficiency for the facility.

The technology relies on the Curie point
physics principle and fixed-point calibration
method normally employed in lab environ-
ments. It enables reliable, secure automated
calibration monitoring and electronic record
management, including record creation,
archiving, and transmission as specified in
the FDA 21 CFR Part 11 — effectively elimi-

nating the need for manual intervention.

A facility’s calibration monitoring solu-
tion can be comprised of up to 20
iTHERM TrustSens TM371 or TM372
temperature sensors, all connected via

HART communication.

www.PharmaManufacturing.com

EMERSON'’S
Rosemount 550pH sensor

Sharing the accolades in this category is

Emerson’s Rosemount 550pH sensor.

As the industry shifts from traditional stain-
less-steel bioreactors to disposable plastic
bags, facilities need reliable sensors for vital
liguid analysis. Pharma wants the flexibility
of single-use methods, but also wants to
achieve process control in the same way as
with stainless-steel methods, with no degra-
dation in performance. Emerson, with a long
history of producing innovative technology,

has stepped in provide a possible solution.

The 550pH sensor is an electrochemical,
fully disposable device with sensor stability
of less than 0.005 pH change per day ver-
ified by extensive testing. The single-use
sensors perform as well as or better than
those used in stainless-steel bioreactors.
Wherever possible, Emerson maintained
industry-standard designs, eliminating

the need for additional training. Added

features, such as wet storage, overcome

eBOOK: 2019 Pharma Innovation 14
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challenges that have long been plaguing flexibility, with an even stronger focus on

single-use processing. quality and safety.
Facilities can now experience all the ben- Interestingly enough, despite the current
efits of single-use bioreactors without buzz surrounding biopharmaceuticals, all
having to compromise in liquid analyti- of the plant operations winners are related
cal instrumentation. to tablets and capsules. The fact that new
advancements are still being made in solid

PLANT OPERATIONS

When it comes to operational excellence,

dose is no doubt a contributing factor to
the sector’s longevity.

the plant floor offers immense opportunity

for companies looking to gain a competitive Kicking off this category is one of the more

edge. The winners in this category bring unigue technologies in this year’s group

significant improvements in efficiency and of winners. The use of high potency active

Application

Scientists, Quality, Engineering, and Operations professionals
themselves can create Al-enabled GxP operations that reduce

risk, strengthening compliance, and lower cost of operations. The
Platform can be deployed securely for GxP-compliant applications
completely on-premise or in a hybrid Edge-Fog-Cloud architecture.

Quartic.ai
Smart Industry. Delivered.

Company
Quartic.ai Key features

¢ No coding. No data science. No risk - no cost proof-of-

Product value pilots

The Quartic Platform®
Apply the latest industry IIC and RAMI4.0 smart and secure
Description manufacturing frameworks and GxP compliance requirements
Quartic.ai places the power
of Al directly in the hands

of plant subject matter

Replicate solutions across the most common pharma equipment
and unit operations

experts (SMEs) with their
complete Smart Industry
platform for manufacturing
industries implementing
digital transformation with
Al and lloT.

Contact info
www.quartic.ai
info@quartic.ai

Editor’s notes

“Operating on the premise that Al application can only deliver
results for manufacturing if it is built and used by those who
understand the manufacturing equipment and processes best, the
Quartic platform looks, feels, and behaves like the OT systems with
which manufacturing experts are familiar. The platform promises
to provide pharma with a practical tool to build sustainable

digital manufacturing.”

About the company

For the first time ever, Quartic.ai puts the power of Al for the IloT in
the hands of pharmaceutical manufacturing experts. Quartic.ai was
founded by a veteran team of process manufacturing and reliability
experts, in conjunction with data scientists to make Al deployment
easy, to integrate seamlessly with OT systems, and to provide
distributed learning at the Edge, Fog and in the cloud. Fortune 100
and 500 companies in pharmaceutical, mining and metals and other
industries are using Quartic.ai for process optimization, predictive
maintenance and energy optimization applications.

eBOOK: 2019 Pharma Innovation



pharmaceutical ingredients
(HPAPIs) is increasing, as
pharma strives to focus on
developing more targeted,
effective treatments. This
means manufacturing often
involves handling toxic or
highly sensitive solids that
can pose a direct threat to
worker safety. Rommelag,
who you might recognize
as the first company to
introduce blow-fill-seal
technology to the U.S., has stepped up
to the plate with its Flecotec single-use
containment system, enabling consistent

containment from API to production.

The system’s core components consist

of the company’s Flecozip and Flecotric.
Flecozip acts as the contamination-free
interface between process units and con-
tainers, while Flecotric makes it possible

to adapt the system to virtually all common

equipment and processing units.

Allowing for both primary containment

to the mid-nanogram levels, as well as
secondary containment with similar or
increased performance, the system has
been installed in new applications as well
as used as a direct replacement for lesser
performing, existing equipment. In addition,
because Flecotec is all about single-use
containment, once a process step has been

completed, the entire system is simply

www.PharmaManufacturing.com

QUALICAPS’
QUALIS-UVS laser printer

disposed of — keeping cleaning
and validation to a minimum.
The system reliably protects
workers and the product from
contamination, while also allow-
ing protective clothing to be

eliminated in many work areas.

Making its colorful world
premiere at Achema 2018,
Fette Compacting’s FEC20 capsule filling
machine allows each individual capsule
filling process step to be controlled and
monitored separately. With this machine,

the company has adapted and further

FETTE COMPACTING’S
FEC20 capsule filling machine

eBOOK: 2019 Pharma Innovation 16



developed the technical concept of its
FEC40 unit (released in 2016) in order to
make it available for medium-sized batches

of up to 200,000 capsules per hour.

Prior to the FEC series, the assemblies in
capsule filling machines were controlled by
mechanical coupling. By using servo and
torque motors, the new machine decouples
individual process steps. What this means
is that optimal parameters for each process
step can be defined, thereby improving
both quality and output per time unit. The
machine’s database contains all formula-
tions and user process parameters, while
the system automatically and immediately

examines each entry for consistency.

The patented removal system of the tamp-
ing pin station together with the hygienic
design reduces the time for a changeover.
This enables the user to swiftly change
between products as well as between

dosing methods.

Next we have Key International’s Enclony
PLANET 6G, a state-of-the-art, high-speed
automatic tablet and capsule visual inspec-
tion machine. The inspection machine’s 10
interdependent 2D cameras and two addi-
tional 3D cameras take 14 pictures of every
tablet or capsule that passes through the
machine, checking them back to a “golden”
image. Each tablet is captured from eight

precise angles, eliminating blind spots.

www.PharmaManufacturing.com

Defects are compiled so that users can

improve their process.

The Enclony’s jam free sorting, smart HMI,
humidity and temperature sensor, and
four-sided wing door capability enable it to
produce as many as 350,000 tablets per
hour and 150,000 capsules per hour. Key
says that the machine can be programmed
for new products in just 30-35 minutes, as
the intuitive Smart HMI guides the opera-
tor thorough the process. Additionally, the
company boasts that the machine can cover
95 percent of product sizes and shapes on

market with the tools included.

Closing out this category is Qualicaps’
QUALIS-UVS laser printer. A viable alter-
native to traditional ink printing, UV laser
imprinting has many benefits, including the
elimination of defects caused by ink, flexible
design options, operational efficiency and

larger print surface.

Qualicaps, perhaps most well-known for its
range of capsule offerings, has proven that
it can also offer innovation in laser print-
ers. The QUALIS-UVS imprints on tablets
or capsules at a speed up to 400,000 per
hour — the company boasts this is one of
the fastest UV laser printers in the world.
The new machine is more compact than
the company’s existing UV laser printer
(LIS-250D), includes a built-in blower,

and requires fewer change parts. Marking
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letters, marks or logos can be made by CAD

software, allowing for flexibility in design.

PACKAGING AND HANDLING
Today’s complex and high potency drug
formulations require that packaging and
packaging equipment evolves. Many newer
drugs are temperature sensitive, unstable
and/or vulnerable to contamination, making
packaging design more difficult — but pack-
aging suppliers have stepped up to the
task. Our largest and most diverse category
brings several cross-company collabora-
tions, resulting in targeted solutions to new

industry packaging challenges.

As the industry produces more potent
APIs, larger molecules and modified release
profiles, there is increased risk for stability
issues associated with moisture, oxygen
and volatile reactives. Innovative dosage
forms, such as chewable and disintegrating
tablets, also face significant shelf life chal-
lenges with respect to humidity sensitivity.
Recognizing the complexity of matching
moisture- and oxygen-sensitive medicines
to ideal packaging solutions, Aptar CSP
Technologies launched the Xcelerate ser-

vices suite.

An innovation favorite among our eval-
uators, the suite optimizes the active
packaging development process through
end-to-end expert insight, resulting in
expedited speed to market for moisture-

and oxygen-sensitive medicines. Xcelerate

www.PharmaManufacturing.com

combines Aptar CSP’s groundbreaking
active packaging with technology from
FreeThink Technologies, a contract research

organization with expertise in stability.

Xcelerate services are designed to signifi-
cantly condense the entire active package
design, testing, and implementation pro-
cess — often by months, according to the
company. The comprehensive, hands-on
approach also includes capabilities to pro-
duce clinical trial and stability samples,
regulatory support and consulting and test-

ing during commercial implementation.

Our next winner is a joint cross-company
development project from groninger,
known for its high-precision filling and
closing machines and SKAN, experts in
cleanroom equipment and isolator design.
Recognizing that processing aseptic and
high potency products requires increased
safety for operating personnel, optimized
machine design for shortest set-up times,

and optimum accessibility for machine

GRONINGER AND SKAN’S
INTEGRA isolator line
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operation and cleaning, the duo
produced a unique line concept

for vial processing.

Making its debut at ACHEMA
2018 (and also taking home an
ACHEMA Innovation Award), the
INTEGRA line integrates both an

isolator and filling machine.

INTEGRA was developed with a focus on
processing toxic products. Thanks to the
integration of the filling machine into the
isolator and the integration of the SKAN-
FOG decontamination system, the entire
line can be cleaned and decontaminated in
approximately 30 minutes with optimum

accessibility for the operating personnel.

Increased security and support for format
changes is made possible by the use of
QR codes, which give operators a better
overview of position, installation order and

recipe assignment.

The integrated lines are available with
different line speeds up to 400 objects/
minute and with oRABS or standard-

ized isolator technology.

Our next three winners fall
into the drug delivery

and device portion of

this category. Start-

ing with another

collaboration, the

NEOPAC’S
SteriDrop tube

www.PharmaManufacturing.com

SCHOTT’S
EVERIC vials

SteriDrop tube combines the
trusted barrier properties of
Neopac’s proprietary Poly-
foil tubes with an Ophthalmic
Squeeze Dispenser from Aptar
Pharma (part of the same
AptarGroup as the first winner
in this category). Designed

for eyedrops, the packaging eliminates

the need for preservatives, such as Ben-
zalkonium Chloride, which can lead to side

effects with chronic use.

The tube’s mechanical system releases a
precisely measured drop when pressure is
exerted on the tube, and prevents the liquid
from flowing back into the tube, thereby
guaranteeing a level of microbiological
safety previously unattainable. Introduced
at CPhl Worldwide 2018, the SteriDrop tube
has proven highly conducive to protecting
preservative-free eyedrops from contami-
nation before, during and after initial

consumer use.

Recognizing the need for
exacting packaging
requirements to protect

against interactions between

drug and container, our next
winner has produced a new gener-
ation of ultra-pure pharmaceutical vials.
Designed as a modular concept,
SCHOTT’s EVERIC vials provide
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pharma companies with a unique combina-
tion of attributes to package biologic drugs
while supporting today’s fill-finish qual-

ity requirements.

EVERIC pure, the first feature available, is
designed for sensitive drugs and drugs with
low filling volumes. The vials ensure drug
stability by using an improved Borosilicate

glass tubing.

Thanks to their better chemical resistance,
the vials show a very low concentration

of leached glass elements even for low fill
applications — a major advantage over alu-
minosilicate vials. As a result, the new vials
provide a tool for pharma companies to

keep delamination under full control.

In the future, pharma companies will be able
to add more features to their vials to improve
the drug filling and transportation process.
EVERIC strong vials will better withstand side
compression and axial load during filling and
transportation and EVERIC smooth vials will

offer coating on the outer surface.

The final spot in this category goes to
BD Pharmaceutical Systems for its BD

Hylok syringe.

www.PharmaManufacturing.com

High pressure exerted on syringes during
injection of viscous solutions can cause
needle disconnection and connector
rotation, which can lead to leakage. The
BD Hylok glass pre-fillable syringe is a
new luer syringe for the administration
of viscous and intravenous drugs — and
according to the company, it’s the first
glass pre-fillable syringe validated for

delivery of IV drugs.

The syringe offers customers the advan-
tages of glass containers (inertness and
resistance to steam sterilization), with a
strong and robust luer connection. The
main applications for the BD Hylok syringe
are hyaluronic acid (dermal fillers, intra-ar-
ticular) and IV injection. However, it is
compatible with main needles or IV connec-
tors, allowing it to address a wide array of
medical needs across the health care and

medical aesthetics markets.

And there you have it — the 2019 Pharma
Innovation Award winners — the greatest
things since last year’s winning technol-
ogies. Congratulations and thank you for
listening to the needs of the industry and
your customers, and tirelessly pushing to

make pharma better. 0
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