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Introduction

Medical packaging is rarely the problem — until it is. And when
it becomes one, it doesn't announce itself quietly. It shows up
as a delayed launch, a failed audit, a production line standing
still while your team scrambles for answers.

The reality is that most companies treat packaging as an
afterthought. Something to figure out once the product is
ready. That's exactly when the pressure hits hardest — and
when the cost of getting it wrong is highest.

Every week spent waiting for tooling is a week your competitor
might be shipping. Every hour lost to a changeover is an hour
of output you'll never recover. Every compliance gap found
late in the process can set a product launch back by months.

It doesn't have to work this way.
This guide walks through eight hidden costs that quietly erode

your efficiency, your timelines, and your bottom line — and
what you can do to eliminate them.



The Launch Window
You Didn't Know You Were Losing

A six-month wait for packaging doesn't just test your patience — it tests
your entire launch timeline. And in a market where being second can mean
starting over, that's a risk most teams can't afford to take quietly.

With many traditional setups, that's exactly what you're looking at — tooling
and materials that take months before they're ready to run. By the time
everything is in place, the window you were planning for has often already
closed.

With solutions delivered in six weeks, you stay on schedule. Validation
starts earlier, products reach the market sooner, and you're not left
explaining a delayed launch to people who don't want to hear it. Designing
your blister packaging in parallel with product development removes an
entire bottleneck from your timeline — before it ever becomes a problem.

The Hours That Quietly Disappear
Between Product Lines

A changeover that takes 7-8 hours doesn't just slow things down. It stops
them entirely. And when it happens repeatedly across different product
lines, those lost hours quietly add up to weeks of production you'll never
get back.

Most teams have simply learned to live with it. They plan around it, buffer
for it, and absorb the cost without ever putting a number on it. But the
number is there.

With changeovers completed in under 15 minutes, you can switch between
sizes, shapes, and product lines without grinding production to a halt. Your
line keeps moving, your team stays focused, and your output doesn't take a
hit every time something changes.



The Floor Space That
Works Against You Every Day

Running separate machines for sealing, forming, and full form-fill-seal
cycles sounds manageable — until you add up the space they consume, the
costs they carry, and the complexity they create. For teams handling
multiple product types, it's a setup that quietly works against you every
day.

A single platform changes that. The same machine can handle a complete
form, fill, and seal cycle — or switch to sealing alone for shorter runs and
prototyping. Need pre-formed blisters at low volumes? That too. It adapts
to different materials like PVC, PETG, and Tyvek, and scales with your
production without requiring additional equipment.

The result is one machine, one workflow, and the flexibility to meet new
demands as they arise — without adding floor space, suppliers, or
complexity to your operation.



When Planning Ahead
Becomes a Liability

Ordering in large quantities feels responsible — like you're planning ahead
and keeping costs down. But pre-formed blisters stacked in a warehouse
aren't an asset. They're a liability waiting to reveal itself the moment a
product design changes, a specification shifts, or a launch gets pushed.

With the option to source input materials as pre-cut and pre-punched flat
sheets in low volumes, you only order what you actually need. Inventory
stays lean, storage costs drop, and you're not sitting on materials that may
no longer fit what you're building.

It's a small operational shift with a surprisingly direct impact: packaging
becomes a flexible resource that moves with your business — instead of a
fixed cost that accumulates in the background.

Don't just take our word for it

Prodenta3D came to Tommy Nielsen looking for a packaging solution that
was simple to implement and reliable in daily operations. The result
exceeded expectations — not just in ease of use, but in measurable impact.

The machine itself is incredibly simple
to operate and boasts high reliability.
[...] We estimate that it has reduced our
packing time by approximately 40%.
This substantial improvement has significantly
impacted our operations here at Prodenta.

Giedrius Paknys,

N
\)¢/ prodenta 3D Production Technician, Prodenta3D



5 The Delay That Started
Three Vendors Ago

Managing separate suppliers for machines, tooling, and input materials
doesn't just create paperwork. It creates dependencies — and
dependencies have a way of becoming problems at exactly the wrong
moment. A delay from one vendor cascades into the next, and suddenly a
packaging issue has become a launch issue.

With one partner handling everything from machines to tooling and
cleanroom-prepared materials, that complexity disappears. Solutions are
designed to work together from the start, communication runs through a
single point of contact, and there's no finger-pointing when something
needs to be resolved quickly.

For teams that are already stretched, fewer touchpoints isn't just a
convenience - it's fewer things that can go wrong when the pressure is on.




The Compliance Gap That's
Cheaper to Prevent Than Fix

A compliance gap found during an audit costs significantly more to fix than
one that was never there to begin with. And in medical packaging, the
margin for error is thin — every blister, every lid, every material decision
either supports your compliance case or complicates it.

That's why input materials need to be more than functional. They need to
be prepared, documented, and delivered with full traceability. With ISO 8

cleanroom production, every sheet and foil is processed under controlled

conditions and comes with the documentation your team needs for audits
and regulatory approval.

It removes a layer of uncertainty from your process — and gives you one
less thing to worry about when requirements get demanding.

The Supplier Gap That
Only Shows Up Under Pressure

Choosing a new supplier is never just a technical decision. It's a bet on
whether they'll deliver when it matters — and whether they'll still be there
when something unexpected comes up. In medical packaging, where
compliance and patient safety are on the line, that bet carries real weight.

With more than 40 years of experience in medical packaging, Tommy
Nielsen brings something that's hard to put in a spec sheet: the knowledge
of what can go wrong, and how to make sure it doesn't. From FDA Class I
and Il devices to complex regulatory requirements, it's experience built in
environments where the standards are unforgiving.

The right partner doesn't just supply equipment. They help you build a
packaging setup you can rely on — and defend - for years to come.



The Hidden Cost of Running
Without Data Logging

A quality incident without a paper trail isn't just a production problem —it's a
compliance problem. In medical packaging, the ability to trace and
document what happened at every step isn't optional. It's what stands
between you and a very difficult audit conversation.

Tommy Nielsen's new generation machines log process data automatically
- synchronizing tooling with product parameters, flagging out-of-spec
blisters, and creating time-stamped records that meet CAPA requirements.
Every run is documented. Every deviation is traceable.

That data also supports your IQ, OQ, and PQ documentation directly,
shortening validation cycles and reducing the manual burden on your
quality team. With easy extraction via USB or direct upload to your QMS, it
fits into your existing workflows without adding complexity.
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Seal Time 0D 00:00:04.000
Seal Pressure 7.00

Seal Temperature 112.00

Form Time 0D 00:00:14.000
Form Pressure 6.00

Form Temperature 105.00

Contact Time 0D 00:00:16.000




Curious which machine
is right for you?

The eight costs in this guide don't always show up on a single invoice. But
they add up —in delayed launches, inefficient production, and compliance
challenges that take longer to resolve than they should.

Use our configurator to explore which setup fits your production — and get
a clear idea of what the right investment looks like.

Try our configurator >


https://www.tommynielsen.com/project-configurator?utm_source=website&utm_medium=PDF&utm_campaign=8_hidden_costs

Your Partner in
Medical Packaging

For more than 40 years, Tommy Nielsen has specialized in
blister packaging. Our solutions are designed to combine
speed, flexibility, and reliability — giving companies the tools
they need to move quickly and adapt with confidence.

From six-week delivery times to 2-5 minute changeovers, we
make packaging a driver of efficiency rather than a barrier.
And with proven experience supporting FDA Class Il and Il
devices, we bring the knowledge and guidance needed in the
most demanding applications.

At Tommy Nielsen, it's about more than machines. It's about
being a partner you can trust. We are ready to support your
packaging needs today and in the future.
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Medical Packaging Solutions

Kick-Starting Your

Custom Designed Packaging since 1984

Learn more about us >


https://www.tommynielsen.com/?utm_source=website&utm_medium=PDF&utm_campaign=8_hidden_costs



