DALI’s SAN-DV Pro for drugs in vials: An integrated system for easy drug
reconstitution, transfer, and injection, utilizing the SAN-L automatic-needle
technology.

and imparts a low coefficient of friction,
thereby eliminating the need for siliconization, explains Dr. Dounce. “The total coverage by the Omni Flex coating stands in
contrast to the partial coverage of most
barrier films, and therefore offers the benefit of providing a full lubricious barrier
coating on the entire closure. As silicone
oil from a traditional elastomeric closure
can represent a significant source of subvisible particles, non-siliconized Omni Flex
coated plungers’ particle levels are among
the lowest in the industry.”
All Omni Flex coated elastomeric clo-

“The packaging requirements of bio-

combination therapies--and the fact that

logics and biosimilars are creating more

major pharma companies require exclusiv-

specialized demands for material perform-

ity for use of the injection device they select

ance,” says Susan Dounce, PhD, Senior

for the drug/indication/therapeutic area--

Manager Business Development & Innova-

has translated into a few customization
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toinjectors to provide customizable options

stability. Omni Flex fluoropolymer coated
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closures not only have barrier properties
that enable superior chemical compatibility,
but also have the added benefit of eliminat-

Datwyler: Shift Towards
Fluoropolymer Coating Technologies

ing the closure as a source of silicone-oilbased subvisible particles (SbVPs).”

For coated elastomeric closures, bar-
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rier properties are no longer the only re-
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conformation can influence the efficacy of

needs of biologic and biosimilar drug

the drug product. Interactions with leach-
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numerous benefits, especially for sensitive
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Datwyler is meeting this growing need with

technology is designed to be an inert bar-

its Omni Flex coating technology for elas-

rier to organic molecules and metal ions

mated facilities aligned with the company’s
highest, First Line, quality standard. Designed to meet the evolving standards of
the parenteral industry, Datwyler’s First
Line standard incorporates a special facility design, process flow, gowning protocols,

personnel,

material

flow,

and

automation, resulting in the lowest endotoxin, bioburden, particulate and defect
levels available in the industry, she says.
“This innovative approach to manufacturing exceeds the most stringent quality standards of the European and US regulatory
authorities and is certified to ISO 15378.”
Datwyler is currently expanding its
presence in the United States with the construction of a facility in Delaware that fully
conforms to the First Line standard.

Enable Injections Inc.:
Large-Volume Injectors
Differentiate Combination
Products
Biologic drug developers/delivery device partnerships are proliferating due to
two merging trends. First, pharmaceutical
companies are realizing that their drugs
will not alone suffice in successfully navi-
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Additionally, the increased need for

sures are manufactured in highly auto-
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tomeric closures.
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could not get it from the major suppliers.
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Further ongoing development of
elastomeric, plastic, and
aluminum closures at Datwyler
drives quality closures.

very easy for patients to self-administer biologics without the need and expense of
an IV infusion aided by a healthcare pro-
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Gerresheimer Medical Systems:
Metal-Free Syringe Production

To use the Enable Injector,
patients need only insert a vial,
cartridge or syringe, adhere the
auto-filled injector to their body,
and push one button; the injector
automatically warms as it fills.

