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hen it comes to famous “eureka”

tales of innovation, Isaac

Newton taking an apple to the
head and suddenly coming up with the theory
of gravity is perhaps the most famous. It’s
inspiring to think that at any moment, a bril-
liant idea can literally hit you on the head. But
while it’'s tempting to condense historical sto-
ries of innovation into quick anecdotes, more
often, innovation is the result of an elaborate

and collaborative process.

Here at Pharmaceutical Manufacturing,
we understand the time and investment
pharmaceutical equipment suppliers put
into their products. And we feel that
this type of innovation should be recog-
nized. As such, this month’s cover story
highlights and applauds those who have
distinguished themselves as leaders in

pharmaceutical equipment innovation.

Innovatloq Awards 4

much deserved celebration of manufacturing tech
by Pharmaceutical Manufacturing

www.PharmaManufacturing.com

With that said, we are proud to intro-

duce this year’s Pharma Innovation Award
winners: recently launched or updated tech-
nologies and systems that, based on their
relative practical and technical merits, were
selected by Pharmaceutical Manufacturing’s

editors and reviewers.

BIOPROCESSING

As the market demand for biopharmaceuti-
cals grows, drug manufacturers are looking
for new strategies to meet global needs.
Modern therapies are proving more difficult
to sterilize and handle and require faster
speed to market — further emphasizing the
need to take advantage of new technolo-
gies and explore new ways of addressing

process control and efficiency.

Our bioprocessing category encom-

passes the broad range of equipment and
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technologies needed to maintain a sterile,
streamlined reaction from the lab to the
plant floor. This year’s winners include
everything from a vial filler for clinical
trials to a single-use component recy-

cling program.

Starting on the clinical side, our first winner
— from a company making its second con-
secutive appearance on our innovator list
— is the Vanrx Microcell Vial Filler. The
Microcell is a fully integrated gloveless
robotic isolator for pharmaceutical vial
filling that can be used to make clinical

trial supplies and develop new products

co

ANTARESVISION

www.PharmaManufacturing.com

— including autologous cell therapies and

personalized medicines.

Traditional manual filling and small-volume
filling machines that combine with biosafety
cabinets, RABS or isolators are often costly,
difficult and time-consuming to integrate.
This Microcell can be used as a replacement

for these machines.

Small but mighty (under 6’ wide and just
over 7’ high), the compact unit is extremely
agile, giving operators the ability to fill up
to four products in a single day. As a glove-

less isolator, the unit eliminates operator

The LYO-CHECK is designed for the visual inspection of lyophilized
pharmaceutical preparations for injection (parenteralia).

High throughput: (up to 600 containers/minute) patented carousel

LYO-CHECK | Antares Vision

configuration without central column or conventional spindles with
adjustable height to accommodate different vial sizes

High accuracy: 100% cosmetic inspection using multiple high-resolution

The LYO-CHECK is an automatic
industrial machine designed for
the visual inspection of lyophilized
pharmaceutical preparations. It
can be run by a single operator
resulting in a higher quality
product, lower production costs,
and reduced waste compared to
manual inspection operations.

cameras with high speed image processors and automatic rejection system
with outlet channels depending on defect

High reliability: multiple and dedicated lighting configurations to enhance
defects and minimize the risk of false rejection

"It is becoming more common for injectable pharmaceutical products to be
formulated as lyophilized powders. However, the quality-control inspection of
lyophilized products poses peculiar challenges. This machine meets a unique

industry need for a dedicated inspection system distinct from those applied to
liquid parenteral products.”

www.antaresvision.com
sales.us@antaresvision.com

Founded in 2007, Antares Vision delivers the most comprehensive and
scalable global solutions in vision systems, track & trace and smart data
management. Our team of professionals, managers and specialized workforce
designs, manufactures, installs and maintains innovative, highly effective,
mission critical systems for the most demanding customers in the world. We
guarantee quality, integrity and traceability from production to market
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error and shields them from contact with throughputs. Capable of processing up
potentially dangerous drug products. By to 1,400 tonnes of product per year, the
providing cost-effective, flexible filling device uses a process called membrane
capacity, the isolator has the potential to emulsification, where one substance is
help drugmakers bring drug products to passed continuously through a tube laser-
market faster. drilled with microscopic holes while a

second substance passes around the tube

Speaking of small but mighty, our next shearing off droplets as they form through
winner is a six-inch manufacturing game- the tiny pores. These droplets can be turned
changer. Micropore Technologies’ AXF-1 into microcapsules and controlled release

is an innovative new design of in-line systems of precision-controlled size.

mixer, providing the ability to produce a
high-quality emulsion, with a tightly con- Easy to assemble, operate, dissemble

trolled particle size distribution, at high and clean, the stand-alone membrane

@y . FlowCam Nano automatically detects and generates highly resolved images
..‘,’ Flowcam of nanoparticulates, allowing the simultaneous assessment of particulate
FLUID IMAGING TECHNOLOGIES. INC. morphology for e and microparticulates, such as proteins, in a fluid from 300
nm to 10+ um in size.

FlowCam Nano| Fluid Imaging Allows formulation development labs to image and analyze subvisible
particles, where current technigues such as light obscuration, dynamic light
scatter, Brownian motion or Coulter Principle don't provide hi-resolution

Automated particle imaging images necessary for full characterization.

and analysis system . . . . . o o
y Y Provides superior particulate detection and identification of extrinsic items

introduced in the process, such as glass shards, silicon oil droplets

www.fluidimaging.com Characterizes each particle detected by 40 different parameters including size

Cybele.Brooks@fluidimaging.com and shape to allow automated differentiation and identification

“In biopharma, the growing application of single-use plastic devices warrants a
greater awareness of micro- and nanoparticles that could potentially be shed
from these devices. The FlowCam Nano offers a much-needed improvement
in the limited resolving power of a standard flow imaging microscope — giving
users the unique ability to image and characterize nanoparticles in real-time.”

Fluid Imaging Technologies manufactures the FlowCam, which combines digital
imaging, flow cytometry and microscopy into a single instrument. FlowCam
particle imaging and analysis system helps researchers quickly and easily
measure the size and shape of particles in a fluid medium. FDA, Pfizer, Amgen,
GSK and hundreds of other organizations in over 40 countries and on every
continent use FlowCam to meet regulatory requirements, boost productivity and
ensure product quality and safety.
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emulsification device can
produce near mono-dis-
persed droplets. In pharma,
the economic benefits of
producing droplets that are
all the same size in a low
energy process include a
tremendous reduction in
unwanted product destruc-
tion and energy usage.
While membrane emulsifica-
tion has existed for years on
a laboratory scale, the AXF-1
scales this process up to be
usable for mass production

— which is truly unique.

Next up is the OpenBIO
Benchtop Bioreactor from
Panacea Technologies —
an impressive addition to

modern laboratory systems.

Designed to be the “center-
piece” of your laboratory
operations, the fermenter
platform can be controlled
from anywhere with a
tablet, phone or computer
— a truly mobile experience
for staff. Remote notifica-
tion and an alarm system
keeps batches and experi-
ments running by informing
staff of critical events, even

when they are off-site.

www.PharmaManufacturing.com

Panacea Technologies’ OpenBIO Benchtop Bioreactor

Association (CSIA) — a

not-for-profit, global trade

Scalability is also easy —
whether your application
requires a single bioreac-
tor or several hundred, the
configuration is straightfor-
ward. Hybrid-cloud based
architecture makes adding
bioreactors as easy as plug-

ging in a network cable.

The platform is designed for
immediate deployment in
most lab settings. In order
to avoid downtime that
could occur when parts
need to be replaced, the
platform is built with stan-
dard hardware — enabling
greater lab productivity.
As an added bonus, Pan-
acea is a member of the

Control System Integrators

association — which adds
an additional layer of assur-
ance for plant managers
looking for reliable partners

in industrial automation.

Wrapping up our bio-
processing category is
MilliporeSigma’s Bio-
pharma Product Recycling
Program. The increase in
single-use plastics waste is
pushing biopharma man-
ufacturers to address the
environmental impact of
currently utilized methods
of disposal, such as land-
filling and incineration, and
guestion whether there is a

better option.
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Visualize batch production like never before.
Experion® Batch combines compact Experion
distributed control with batch automation
and patent-pending visualization technology

see More. Do More. to increase flexibility and throughput,

and support compliance for pharmaceutical

manufacturers.
Honeywe“ Connected Pla nt For more information, please visit
THE POWER OF CONNECTED www.honeywellprocess.com/Batch

©2018 Honeywell International Inc.


http://www.honeywellprocess.com/Batch

In an exclusive partnership with Triumvirate
Environmental, MilliporeSigma has devel-
oped this better option — a program that
enables bioprocess manufacturing custom-
ers to fully recycle plastic single-use and
disposable products, including bio-hazard-
ous classified material, without requiring

segregation or disassembly.

MilliporeSigma is the only company that
has partnered with a waste management
company to address these unique and
challenging disposal issues that come with

single-use products.

Honeywell

THE POWER OF CONNECTED

Experion® Batch, Honeywell

Batch automation system

www.PharmaManufacturing.com

ANALYTICAL AND

MONITORING DEVICES

Analytical and monitoring devices are
essential in an industry that requires accu-
racy, reliability and repeatability. When it
comes to pharmaceutical products, quality
is paramount. The right analytical tools are
needed to not only obtain, but validate and

maintain that quality.

Kicking off the category is Thermo Fisher
Scientific’s Applied Biosystems MycoSEQ
Mycoplasma Detection Kit. Mycoplasmas,

the smallest known free-living organisms,

Combines distributed control, batch automation, and patent-pending
visualization technology for improved quality, throughput, and
regulatory compliance

Patent-pending visualization technology automatically constructs look-
ahead views, providing operators with insights into upcoming events or
potential delays

Unit-aligned, controller-based system eliminates the need for a dedicated

batch server, eliminating upkeep and patching associated with traditional
Windows-based systems

www.honeywellprocess.com/Batch
Christopher.Peters@Honeywell.com

Flexible recipe development and testing allows downloading of control
strategies from test to execution effortlessly, without modification and

without reassignment

"Tightening margins mean drug manufacturers need to increase efficiency and
reduce costs associated with batch applications — and a lot of this pressure
falls on operations personnel. Honeywell’s solution helps manufacturers
visualize batch production in ways previously not available to them, providing
operators with insights to upcoming events or potential delays and the
flexibility to accomplish more tasks, concurrently.”

All around the globe, manufacturers and producers of raw materials rely
on Honeywell expertise, technologies, processes and services to improve
performance and business results. We provide comprehensive solutions
to make the process industry more productive, and operations safer, more
efficient and more reliable.
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are a common bacterial
contaminant of mammalian
cell cultures. Regulatory
guidance requires that all
products derived from
mammalian cell culture

be free of Mycoplasma.
But Mycoplasmas pres-
ent particular challenges
because they are difficult
to detect using traditional
microbiological techniques
— the most commonly
used Mycoplasma test

is a costly, 28-day cul-

ture-based method.

Thermo Fisher’s kit uses

a patented multiplexed
primer design and innova-
tive discriminatory positive
control, which enable highly
sensitive, specific, and com-
prehensive Mycoplasma
species detection. This
system integrates real-time
PCR assays, instruments,
and software with opti-
mized and automated
sample preparation. The
biggest selling point? Rapid
results in less than five
hours, which makes possi-
ble in-process monitoring
for the presence of Myco-

plasma during cell culture

www.PharmaManufacturing.com

Thermo Fisher Scientific’s Applied Biosystems
MycoSEQ Mycoplasma Detection Kit

manufacturing; this enables
the earliest possible detec-
tion of a contamination
event, protecting against
the spread of contamination
to downstream equipment,

processes, and resin.

Our next winner is B&W
Tek’s STRam portable
Raman analyzer. Raman
spectroscopy is an import-
ant analysis tool in the
pharma industry because
of its ability to identify
chemical species quickly
and non-invasively through
transparent packaging
material. However, tradi-
tional Raman spectroscopy
faces challenges when it
comes to identifying mate-

rials inside visually opaque

and diffusely scatter-

ing media.

B&W Tek’s system allows
users to collect Raman
spectra for material iden-
tification through a variety
of barrier layers and visu-
ally opaque packaging. The
comprehensive instrumen-
tation technology consists
of advanced algorithms, a
high throughput spectrom-
eter and a specialized probe
which increases sampling
depth and area, all packed

in a portable system.

An excellent identification
tool for industries with
the need for quick and
nondestructive analysis,

the technology eliminates

eBOOK: Pharma Innovation 2018 9



the need to open containers and come
into contact with substances, maintaining

sample integrity in the lab or the field.

Our final winner in this important category
hails from Fluid Imaging Technologies.
Touted as the “industry’s first ever flow
imaging nano particle analyzer,” the Flow-
Cam Nano provides digital images of
particles ranging in size from 300nm to 10+
um using patented, oil immersion technol-

ogy for enhanced optical resolution.

Single-use plastic devices used for drug

delivery bring an increased risk of shedding

IAA A g ACTIVE

(/A4 an

Solid Dose Solutions

Prexima 300 | IMA Active

www.PharmaManufacturing.com

microparticulates. The FlowCam Nano
reveals protein agglomerates, silicon oil
droplets, glass shards and other opaque,
transparent and translucent sub-visible
particles with the high-resolution imagery
needed for identification. Traditional par-
ticle analyzers based on light obscuration,
dynamic light scatter, Brownian motion or
Coulter Principle are unable to image these

particles and allow for their identification.

Additionally, the FlowCam Nano may serve
as an invaluable companion to USP<788>
compliance testing methods for particu-

late matter.

Single-sided tablet press machine for medium production output.

Isolation of the processing area, thanks to the use of specially designed
seals and protections.

Years of experience and expertise
in the industry have been carefully
channelled into Prexima 300, IMA
Active's tablet press machine.
Powered by IMA's knowledge of
the sector, designed with unique
Italian style, built to deliver top-
level performance, Prexima drives
productivity to a higher level of
efficiency. Prexima ensures optimal
performance even with the most
difficult-to-manage powders,
keeping the tablet uniform in
terms of weight and hardness.

cleaning.”

Sturdy structure guarantees both pre-compression and main
compression forces up to 100 kN.

Optimised lubrication: no oil dripping from upper punches and no black
spots on tablets.

“The features on this tablet press truly showcase IMA's years of expertise
in the solid dose sector. The smart design offers crucial details such as
a separation between processing and mechanical areas to avoid cross
contamination; an exceptionally sturdy structure to guarantee high quality
tablets; and a fully accessible processing area for easy inspection and

IMA Group is world leader in the design and manufacture of automatic

WWWw.ima.it
mktg.soliddose@ima.it

machines for the processing and packaging of pharmaceuticals, cosmetics,
food, tea and coffee. IMA Active is the ideal partner for each solid dose

processing phase: granulation, tableting, capsule filling and banding, weight
checking, coating, handling and washing.
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PLANT FLOOR OPERATIONS

Today’s plant floor is growing exponentially
in its complexity. Managing the modern
plant floor demands the skills and technol-
ogy to optimize every process, asset and
resource — giving the plant every oppor-
tunity to gain a competitive edge. Newly
added as a Pharma Innovation Awards cate-
gory this year, this category’s three winners
each offer unique approaches to opera-

tional reliability, efficiency and control.

Starting off the category is Honeywell’s
Experion Batch — an automation solu-

tion that promises to increase operational

www.PharmaManufacturing.com

efficiencies, bridge operator skill gaps,
and ensure repeatable quality. The inter-
face combines distributed control, batch
automation, and innovative visualization
technology in one solution, ultimately pro-
viding users with ways to squeeze more
out of plant assets, deliver higher quality,

and reduce production costs.

Experion Batch’s distributed control system
moves batch programming and recipe
structure out of the dedicated server and
into the controller, which means no need for
the upkeep and patching associated with

Windows systems.

The user will have substantial support with access to a wide range of multi-

The Specialist.

KORSCH PharmaView®

KORSCH PharmaView® is based

on the Microsoft HoloLens-
technology and raises efficiency
and safety in machine operation

to a totally new level. To the user
of the smart glasses holographic
images are provided in the field

of view to supplement machine
operation, setup, and maintenance.
Selected machine functions can be
controlled gesture- or voice-based.

Frederick Murray
Director, Global Sales
KORSCH AG

media files to permit enhanced efficiency for machine set-up, changeover, and
maintenance. Remote service to quickly restart production can be performed
by means of a “secure video call” to the KORSCH support team, the KORSCH
engineer is beamed directly into the operator’s field of vision.

Holographic Support: Detailed operational assistance with setup, operation
or maintenance provided by explanatory videos, images, drawings,
instructions and diagrams being beamed in as holograms

Remote service by KORSCH Support team via secure video call function right
in the operator’s field of vision.

Augmented Training: Realistic 3D training at scale offering the opportunity to
look deeper and learn more about machine components and operation in a
way that is not available in the real world.

“As plant floor equipment and processes become more complex, traditional
methods for equipment maintenance are not cutting it. The PharmaView
virtual reality headset — by far one of the coolest technologies showcased on
the INTERFEX floor — truly redefines the idea of tech support, using advanced
HoloLens technology to accomplish everything from 3D training to remote,
collaborative maintenance.”

INNOVATIONS MADE IN BERLIN SINCE 1919. KORSCH is the true specialist in
tablet compression technology, and for nearly 100 years, our complete focus
has been around technical innovation and customer service. KORSCH has
developed the most flexible line of tablet compression equipment including
an optimal solution for virtually every application - through initial feasibility,
research, scale-up, clinical production, and full scale 24/7 production.
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Honeywell’s visualization
technology leverages an
intuitive visual interface,
presenting the current and
future state of operations
which means operators

to anticipate more, plan
their work, and maintain
unit uptime and speed.
This visual intelligence can
also be accessed by engi-
neers working in the field
via mobile device — keep-
ing personnel connected

wherever they are.

PREXIMA 300

Our next winner comes
to you from across the ) !r
Atlantic from IMA Active.

Crafted with ltalian style,
the PREXIMA 300 rotary

tablet press machine
ensures complete separa-
tion between processing
and mechanical areas,
thanks to the use of pur-
posely designed seals and
protections. The design
also improves accessibility:
the processing area is fully

accessible once the exter-

nal doors are opened, while
entrance to the machine

basement is required only

IMA Active’s PREXIMA 300 rotary tablet press

eBOOK: Pharma Innovation 2018 12
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Our editors were fortunate enough to
see the brand new tablet press in action
during a Techceuticals training course at
the Federal Equipment Company facil-
ity and were particularly amazed at how
sturdy and quiet the unit was during
operation. The cast-iron structure guar-
antees main compression forces up to
100 kN with maximum reliability. Tested
in an anechoic chamber at the University
of Ferrara in ltaly, the unit is fitted with
sealing on the machine doors, and sound
proof panels and anti-vibration feet at
the bottom.

Micropore

Technologies

www.PharmaManufacturing.com

Last but not least is Veeva’s Vault Training,
a new cloud application designed to sim-
plify role-based training and help quality

teams remain audit-ready and compliant.

Changing regulations in pharma means
quality teams are constantly revisiting

their SOPs. As a result, training manufac-
turing and quality employees at a pharma
company (and proving to regulators that
training happened) requires hundreds of
hours of resources and effort. Veeva’s Vault
Training application offers a centralized

view of training across the organization

Precision engineered solutions, for manufacture of particles, microcapsules
and emulsions with narrow droplet size distributions.

Precision engineered, high throughput (up to 200L/hour) manufacturing device

Micropore AXF (Aseptic crossflow)

Compact, aseptic, crossflow
membrane emulsification device

for making particles, microcapsules and emulsions with very narrow particle
size distribution.

Robust aseptic cGMP construction with no moving parts, designed for
pharmaceutical and other clean industries

30% yield improvement from ‘zero bad batches with consequent big
improvement in final product quality and stability.

service@micropore.co.uk
WWW.micropore.co.uk

“Membrane emulsification is a promising tool for the production of emulsions and
solidified particles with tailored properties, however several limiting factors have
made scaling the technology up for mass production challenging. The AXF-1 device
is revolutionary because it is not only capable of producing commercial-scale
volumes, but also able to do so with reduced energy consumption and increased

efficiency.”

Micropore, a specialist engineering company based on Teesside, designs and
produces machinery for making precision particles and emulsions for customers
across many sectors. The company has broken through a very long-standing
barrier enabling its clients to unlock commercial scale manufacture of near
monodisperse particles and emulsions.

Pharmaceutical applications include injectables with high biological activity
as a result of the inherently gentle process conditions, improving both producer
economics and patient experience.

eBOOK: Pharma Innovation 2018 13



— providing full visibility into what content
exists and who has achieved qualification to

ensure job-readiness.

Vault Training allows users to collabo-
ratively manage the complete lifecycle
of training content — from authoring, to
approval through assignment and com-
pletion — in one application. Users can
easily track and complete tasks, or monitor
statuses with a role-based
home page for trainees,
training coordinators,
managers and compli-

ance officers.

In an industry where qual-
ity and efficiency are
paramount, this compli-
ance-related training system
ultimately has the potential
to reduce validation times

from months to days.

PACKAGING
AND HANDLING
Changing patient demands are giving rise
to new drug formulations — especially com-
plex biologicals and biosimilars. At the same
time, regulators are pushing for new levels
of quality and traceability. Fortunately,
suppliers of packaging and packaging
equipment have stepped up to these new
challenges, and this category demonstrates
just a sampling of the groundbreaking

results of these efforts.

Bormioli Pharma’s AccuRec

www.PharmaManufacturing.com

Our first winners come from the primary
packaging side of the category. Another
exciting ltalian import, our editors got their
first glimpse of Bormioli Pharma’s Accu-
Rec at CPhl in Germany. This cutting-edge
dual-chamber packaging enables end-us-
ers to reconstitute a range of oral drugs in

a few steps. Pre-dosed solvent and drug
powder are stored in separate chambers in
a tamper-evident and child-proof package;
a simple twist releases the
powder into the solvent at
time of dosing. Reconstitution
is traditionally a complex pro-
cedure for patients, but the
AccuRec system helps elim-
inate the chance for human
error by providing guided
self-administration and effec-

tive mixing.

And, because the chambers
prevent active ingredients
from interacting with the
solvent until the moment of
administration, the system
eliminates the need to include excipients,
maximizing drug stability and reducing

potential adverse side effects.

Italy isn’t quite done offering innovation
gems. Our next winner, the LDP (Low
Delamination Propensity) Vials from Ompi
(part of Italian multinational company,
Stevanato Group), offer the advantage

of a minimized delamination propensity,

eBOOK: Pharma Innovation 2018 14



reducing the risk of drug prod-

uct recalls.

Often a consequence of
aggressive drug formulations,
terminal sterilization or ther-
mal exposure, delamination of
pharmaceutical glass is a seri-

ous issue, potentially causing

glass particles to appear in vials.

After an extensive investiga-
tion by SG Lab on the chemical
performance of the inner sur-
face of vials and on the process

parameters that influence the

SG Ompi

Stevanato Group

EZ-fill® LDP Vials

Ready-to-fill vial with a reduced
risk of glass delamination

WWW.stevanatogroup.com
riccardo.prete@stevanatogroup.com

www.PharmaManufacturing.com

final delamination propensity

of vials, Ompi launched their

product in both bulk and ready-

to-use configuration.

A result of an optimized forming

process that minimizes the sur-

face inhomogeneity formation

(homogeneity describes the

variation of index of refraction

in a glass) the vials are com-
parable to the raw material in
terms of release of glass ele-

ments, ensuring patient safety

Ompi’s LDP Vials

and product quality. Vials

Ensuring consistent chemical performance and no degradation of the inner
glass surface, EZ-fill® LDP Vials are extremely resistant and particularly suitable
for aggressive compounds such as anti-cancer therapies, chronic diseases
therapies and vaccines.

o Higher stability of the drug during its shelf life
¢ No glass formulation changes: no need to re-file your drug
e No coatings

“The issue of glass delamination — resulting from surface degradation

and subsequent glass chipping — has caused several pharmaceutical
manufacturers to voluntarily recall their drug products. Ompi offers a glass
solution that mitigates delamination. The vial's improved manufacturing
process is backed by quantitative and qualitative tests and alighed with USP
<1660> Guidelines.”

Ompi is part of the Pharmaceutical Systems division of Stevanato Group and
boasts a unique expertise in providing superior pharmaceutical containers
from glass tubing. With operations in Italy, Slovakia, Mexico, China and Brazil
and commercial offices in US and Japan, Ompi offers the widest range of glass
primary packaging, from the traditional ones such as vials and ampoules, to the
high value ones as syringes and cartridges for auto-injectors and pen-injectors.
Vials, cartridges and syringes are also available in sterile and ready-to-fill
configuration (Ompi EZ-fill®).

eBOOK: Pharma Innovation 2018
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are produced with Type

| Borosilicate glass and
have no coating applied
which means users do not
need to re-file with regula-

tory agencies.

Our next innovator is a
drug delivery device, hail-
ing from CSP Technologies
— another repeat winner.

CSP’s new XHaler dry

powder inhaler incorporates

moisture protection, dose
counting, and key safety
features along with a sleek
design to create a sophis-
ticated inhaler platform
for drug formulations. The
innovative 30-dose inhaler
is capable of delivering a
wide range of drugs to the

respiratory tract.

Together with Simplified
Solutions, a Swedish dry
powder inhaler devel-
oper, CSP designed the
inhaler utilizing a patented
technique that opens the
protective seal covering
the dose to be inhaled.
This solution eliminates
the need to puncture the
protective seal — which in

turn eliminates the risk of

contaminating the medi-
cal substance with foreign
debris. As an added bonus,
the low component count
design reduces complexity

and production costs.

Our last two winners come
to you from the packag-
ing equipment side of the
category. Making its debut
at INTERPHEX, Antares
Vision’s LYO-CHECK is the
first machine on the market
specifically dedicated to
the lyophilization process,
rather than designed ini-
tially for liquid inspections
and then later adapted

to lyophilization.

www.PharmaManufacturing.com

Antares Vision’s LYO-CHECK

It is becoming more
common for injectable
drug products to come in
lyophilized form, which is
not surprising due to the
numerous benefits. Lyo-
philized drugs preserve the
original product features,
can be stored and trans-
ported easily, and can be
rapidly reconstituted for

patient use.

However, the quality con-
trol inspection of products
in lyophilized form poses
unusual challenges, requir-
ing a dedicated system
which is totally differ-

ent from the one so far

eBOOK: Pharma Innovation 2018 16



applied to inspect parenteral products in

liquid form.

Antares Vision was awarded a European
Commission Grant to develop its new tech-
nology, which offers fully automated, 100
percent inspection of lyophiles. It features
a floating carousel that allows the per-
formance of precise inspections without
any electronic or mechanical parts on the
underside of the vials, along with other

inspections involving capping.

(J
Panacea & ®%e¢
Technologies Inc.

automating your world

www.PharmaManufacturing.com

Rounding out this robust category is the
TX2 line of collaborative robots, coming

to us from Swiss global mechatronics
solution provider, Staubli. Being touted as
the “world’s fastest safe robots,” the six-
axis generation offers a combination of
speed and precision while adhering to high

safety standards.

The new TX2 now allows direct human-ro-
bot interaction and integration into

Industry 4.0 environments. Staubli has

Designed to be a high-functioning centerpiece for modern lab operations

Operators can interact with any fermenter unit from anywhere with a mobile
control station solution

OpenBIO | Panacea Technologies

Tablet-controlled
benchtop bioreactor

www.panaceatech.com
sales@panaceatech.com

Built with open sourced, non-proprietary components stocked locally by
most distributors

Recipe and formula driven software eases scale-up process and allows for
transfer of recipes across all fermenters

“The search for modern cures requires modern lab equipment. Enabling your
researchers to walk freely through a lab space with control at their fingertips or

being able to see all their systems from any location — getting text updates on
batches and being able to make potential batch-saving changes remotely — is the
next wave of lab innovation.”

Panacea Technologies was founded in 1996 and remains committed to
delivering innovative products and services to our clients globally. Focusing
on the Pharmaceutical and Biotech Industries since our founding, our
solutions are designed to ease your operations and give you an edge in this
competitive landscape.
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defined five levels of
man-robot collaboration
(MRCQC), estimating that
98 percent of industrial
robot use still falls within
the stage one spectrum,
in which a process is per-
formed by a non-contact
robot separated from its
operator by a cage. In
stage five, however, the
robot is collaborating with
a human while in motion,
with the robot and opera-

tor moving simultaneously.

The TX2 robot is prepared
to act as a stage one
robot as needed by most
companies today, but is
versatile enough to make
its way up through stage
five. The robot can be
customized to accommo-
date the diverse needs of
specific sectors, including
pharma and biopharma
production, cleanrooms

and laboratories.

SMART PHARMA
Digital innovations such

as cloud computing, the
Industrial Internet of
Things (lloT), big data, and

artificial intelligence are

www.PharmaManufacturing.com

KORSCH PharmaView

opening exciting new pos-

sibilities for drugmakers
looking to transform their
operations. The concept of
“smart pharma” is broad,
but ultimately comes down
to the use of real-time data
and technology by people
and machines. Quickly
proving to be the category
with the biggest “that’s so
cool” factor, it was difficult
to narrow these winners

down to three.

First brought to our edi-
tors’ attention on the
INTERPHEX show floor,
the KORSCH PharmaView
leverages advanced Holo-
Lens technology to enable
equipment maintenance
augmented by digital con-
tent, technical holograms,
and real-time support

— enhancing the service
experience and redefining
the concept of techni-

cal support.
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bioproduction appliedbiosysterns

Designed for purpose, confirmed in validation,
accepted by regulatory agencies

With the Applied Biosystems™ MycoSEQ™
Mycoplasma Detection System, you can

get results in hours, not days. You can also

have the confidence that following validation,
regulatory filing, and review, our customers

have received regulatory acceptance to use

the MycoSEQ system for lot-release testing sl ==
applications. Regardless of your manufacturing ==
process—cell culture, cellular therapy, tissue

therapy, and more—get up to speed with the

MycoSEQ system.

, _ ThermoFisher
Find out more at thermofisher.com/mycoseq SCIENTIFIC

For Research Use Only. Not for use in diagnostic procedures. © 2017 Thermo Fisher Scientific Inc. All
rights reserved. All trademarks are the property of Thermo Fisher Scientific and its subsidiaries unless otherwise
specified. COL15271 1217


http://www.thermofisher.com/mycoseq

The virtual reality headset’s hands-free,
interactive capabilities include access to
multimedia such as videos, photos, mechan-
ical drawings, and electrical schematics in
the field of view, which can support virtually
any aspect of the machine setup, operation,
changeover, or maintenance. And if the
user needs help, the HoloLens platform sup-
ports a secure video call capability which
connects a remote KORSCH expert and a
customer user to permit a collaborative ser-
vice experience. The headset truly brings
data to life, taking efficiency and safety in

machine operation to the next level.

ThermoFisher
SCIENTIFIC

www.PharmaManufacturing.com

Complex infrastructures like those on a
pharma manufacturing production line
make changing authentication solutions
such as usernames and passwords, smart
cards, and PINs, prohibitive. Another INTER-
PHEX find, the Nymi Enterprise Edition
authentication solution features a com-
plete enterprise system for administration,
management a new multi-factor authenti-
cator called the Nymi Band, a biometrically
authenticated wearable that simplifies log
attempts across the manufacturing process,
from raw material R&D through to finalizing

batches. The Nymi Band, worn on the user’s

The Applied Biosystems™ MycoSEQ™ Mycoplasma detection kit is a
fully integrated solution for real-time PCR-based mycoplasma detection.
Used throughout the bioproduction workflow, the MycoSEQ™ assay may

be used for in-process testing as a risk mitigation tool. Recently, MycoSEQ™
users, across multiple therapeutic modalities, have validated and received
regulatory approval to use the MycoSEQ™ assay for lot release testing.

Applied Biosystems™ MycoSEQ™
Mycoplasma Detection Kit

e Rapid results in less than five hours

e Multiplexed primer design and discriminatory positive control

Mycoplasma Detection Kit

¢ Integrated real-time PCR assays, instruments and software with
optimized and automated sample preparation

www.thermofisher.com/mycoseq
bp@thermofisher.com

“Many cell culture-based therapies have short shelf lives, making rapid
microbiological detection methods for product testing and release critical.
The MycoSEQ™ system offers manufacturers of cell-culture-based
therapeutics a faster method for detecting mycoplasma contamination,
presenting an alternative to costly, time-consuming culture-based tests
often done externally by contract labs.”

Thermo Fisher Scientific is the world leader in serving science, with revenues
of more than $20 billion and approximately 70,000 employees globally.

Our mission is to enable our customers to make the world healthier, cleaner
and safer. We help our customers accelerate life sciences research, solve

complex analytical challenges, improve patient diagnostics, deliver medicines
to market and increase laboratory productivity. Through our premier brands —
Thermo Scientific, Applied Biosystems™, Invitrogen, Fisher Scientific and Unity
Lab Services — we offer an unmatched combination of innovative technologies,
purchasing convenience and comprehensive services.
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wrist, looks to replace the point-in-time
authentication model so often used in phar-
maceutical manufacturing environments
with one that sees its users in a contin-
uously authenticated state throughout

their workday.

Pharmaceutical manufacturers deploying
Nymi Enterprise Edition provide employees
with a simple way to achieve compliance
and security standards without compro-
mising productivity. The solution ultimately
makes audits simpler and less intrusive by
ensuring uncompromised data integrity,
traceability, and non-repudiation of a com-

pany’s electronic records.

Our final winner in this exciting category is
Petasense’s Asset Reliability & Optimiza-
tion (ARO) System, a simple lloT system
that combines wireless sensors and cloud
software to optimize equipment health

and performance.

This end-to-end, wireless predictive
maintenance system gauges the health
of critical equipment such as reactor
tank motors and feed pumps, volumetric

and pressure fill pumps, and granulator

www.PharmaManufacturing.com

drive motors. The system includes a pat-
ent-pending wireless vibration sensor,
cloud software and machine learn-
ing-based pattern analysis of multiple
parameters such as vibration, tempera-
ture, pressure, ultrasound, current, and
more. By analyzing these characteristics,
Petasense software is able to predict
common defects like pump cavitation,
bearing wear and misalignment. These
algorithms generate a numerical health
score of the machine in real-time, enabling
plant managers to make informed main-
tenance and operation decisions. Through
integrations with data historians and other
plant systems, users can move beyond
predicting failures to optimizing equip-

ment performance.

This system promises to be a key tool for
any pharma manufacturer’s reliability-cen-
tered maintenance efforts, helping to

ensure quality, efficiency and speed.

And there you have it: The 2018 Pharma
Innovation Award winners. Congratula-
tions and thank you for the role you play
in improving and saving lives around the
world. @
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