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Each of your molecular or immunoassay development projects is unique. So, you Scope and scale of the project

need solutions tailored to your specific needs. Cytiva has a proven track record

of delivering innovative diagnostic design and development services. This case

study eBook highlights large, real-world examples of successful custom service B D @ D — —F8)—

collaborations with diverse clients.

From assay design and optimization to high-throughput production and validation, Company size Project size Time frame C"s’t:ym;zation

our comprehensive capabilities and technologies can help you overcome challenges

and deliver impactful outcomes. Whether you are a scientist or business leader

working on or looking to accelerate your diagnostic assay and kit development, Indicative of Indicative of the t:;dt'frig‘;f;; '?ﬁ;cf;é‘;eof

you can depend on us. tzemnsgzz;c’f nurglrooe;uo;eudmts project start to customization
completion provided

I__|7' Download our small-mid scale projects eBook


https://info.cytivalifesciences.com/ebook-powering-diagnostics.html

Plug and play lyo-stable
beads for disease assays

- ()
Company size Project size Time frame Customization type
Medium Large 4 months Service

Project story
 The customer has a point-of-care device that is loaded with cartridges.

e Each cartridge contains all the molecules needed to perform a particular
assay. For end-user convenience, the cartridges are designed to be stored
at room temperature.

 They asked Cytiva to provide lyo-stabilization services to manufacture
the beads that go in the cartridges.

 Qurlyo-stable technology allows molecules to be freeze dried without
harming their functionality.

e Soon after the project launched, the COVID-19 pandemic created a
sudden need for shortened timelines and increased production.

 The Cytiva team worked closely with the customer to optimize processes
to meet the pace and manufacturing demands.

The customer tried using lyophilization to make room-temperature
stable beads for their assay device. But they couldn’t produce the
beads with high enough quality. So, they turned to Cytiva.

Learn more about Lyophilization Our working relationship with them was especially good because
we had a local specialist who spoke their native language.

Martina Kahl, Diagnostics Account Manager
& Speak to Martina to learn more: martina.kahl@cytiva.com



https://www.cytivalifesciences.com/solutions/genomics/knowledge-center/advantages-of-lyophilization

o We met the customer informally at a conference in late 2021
Tu rn I n g yo u r and started working with them in early 2022. We had a close
collaboration and spoke to the customer every week. We even

i d ea i n to rea I ity shared our working documents with them.

Klaus Hochleitner, Global Product Specialist, Diagnostics

& Speak to Klaus to learn more: klaus.hochleitner@cytiva.com
Company size Project size Time frame Customization type
Smalli Large 1year Product
Project story

 The customer had an idea to develop a multiplex lateral flow test that
would test for multiple respiratory tests on one strip.

 The customer provided the reagents to use in the test, and asked Cytiva
to design and build the product itself.

e Cytiva worked closely with the customer with frequent calls to make
sure that the customer was always informed and satisfied.

e Cytiva produced prototypes for the customer’s internal testing and
approval.

* Thefinal product worked, met all the customer’s criteria, and was
delivered within the customer’s timeframe.

Learn more about ourimmunoassay development services



https://www.cytivalifesciences.com/solutions/diagnostics/diagnostic-services/immunoassay-development-services

Magnetic beads
for a massive test

-0- -0 -0 €

Company size Project size Time frame Customization type
Large Large 4 years, Product
ongoing
Project story

 The customer was developing a blood test that would screen for 50
different, but related, diseases.

 The customer chose to work with Cytiva because of our experience,
flexibility, and wide range of customization options.

 The customer asked for custom magnetic beads packaged forthemin a
specific buffer.

e Cytiva produced several iterations to optimize the product.

* Qur ability to scale up and provide security of supply made the
customer feel comfortable working with us.

* The customer is asking for a new version of the magnetic beads and is
discussing working with Cytiva on other parts of the project.

We dedicated a small team to this customer, but we made sure
that everyone on the team was very knowledgeable, nimble,
and responsive to the needs of the project. They visited our
manufacturing facilities and were impressed at how regimented
and well-documented all their processes were.

Learn more about our magnetic bead conjugation services

Max Hogan, Diagnostics Account Manager
& Speak to Max to learn more: max.hogan@cytiva.com



https://www.cytivalifesciences.com/Solutions/Genomics/Products-and-technologies/Custom-sera-mag-conjugation

Complete, lyo-stable
kits from start to finish

- ()
Company size Project size Time frame Customization type
Large Large 4 years, Product

ongoing

Project story

 The customer has a device that can perform real-time cell analysis. They
needed kits made for the device that their customers could use when they
worked with device.

« Originally, the customer asked Cytiva to make just part of the kit, but once
they learned what we could do, they expanded our role to make the entire kit.

 Akey part of Cytiva's role is making lyophilized beads to go into each kit.
The customer simply tells us what to include, and we make it.

e (Cytiva then compiles the complete kit including printing and attaching the
customer’s labels.

e Customer satisfaction was achieved in part because we purchased
equipment specifically for their project and we helped solve their
shipping issues.

This project was large to begin with, but it became even larger over

time. We were originally asked to make five kits. The customer was

so pleased with the first set that they keep asking for new ones.

We're up to 14 or 15 kits now, and we will continue to keep develop

e Cytiva and the customer traded visits to one another's manufacturing
plants to keep up quality and maintain open communication.

kits as long as the customer wants.

Learn more about our lyophilization services = oy 5 T <y
eve Neison, Viagnostics ACCoun anager

& Speak to Steve to learn more: steven.nelson@cytiva.com



https://www.cytivalifesciences.com/solutions/genomics/products-and-technologies/custom-genomic-services/lyo-stable

o I'T | o T We won this project because we have such great coverage across
Wh e n t h ey Sa I d b I g 7 different areas of expertise and capabilities. We knew going in that
the project was big, but it turned out to be a lot bigger than we

t h ey m ea nt it iImagined. We were still able to comfortably manage the size.

Math Davies, Diagnostics Account Manager

& Speak to Math to learn more: matthew.davies@cytiva.com
Company size Project size Time frame Customization type
Large Large 3 years, Service
ongoing
Project story

 The customer built a new sequencing platform and needed consumable
products to be used with the platform.

* The customer had strict requirements about the qualifications and education
of the people working on the project, and Cytiva met these criteria.

 Forthe project, Cytiva was asked to lyophilize some reagents and
package them.

 The projectis so large that Cytiva built a facility to do the work. We even
purchased our largest freeze dryer for the project.

 The project began in 2020 during the height of the pandemic, so
Cytiva arranged virtual tours of our facilities so that the customer was
comfortable with the progress and quality of work.

 Now, the customer and Cytiva have multiple meetings a week and the
customer has regular on-site tours of the facilities.

 The project is ongoing, and the customer is pleased with our service.

Learn more about our contract manufacturing and
kitting services



https://www.cytivalifesciences.com/solutions/genomics/products-and-technologies/custom-genomic-services/contract-manufacturing

A project that doesn't
end, and that's great

-0- -0 -0 -O-

Company size Project size Time frame Customization type
Large Large 4 years, Service
ongoing
Project story

 The customer was launching molecular diagnostic tests in
lyophilized format.

 The original request was for Cytiva to lyophilize just a couple of tests,
and the customer thought that would be the end of the project.

 However, the customer was so pleased with what Cytiva provided that
they asked for a few more tests. And then some more.

 The customer is a large company who could make the tests themselves,
but they still chose to work with Cytiva.

 We share working files with the customer, have face-to-face meetings,
trade site visits, and generally have open communication with them.
We also perform regular audits.

 The projectis still ongoing. The customer’s product is doing well
commercially, so more tests are expected.

When we started this project, we thought that it was going to be
small. The customer even thought that it would be short-term.
But the project grew and is still ongoing. Fortunately, we have the
capacity to grow with the customer’s needs.

_ : : Learn more about our full range of diagnostic services
Math Davies, Diagnostics Account Manager

&9 Speak to Math to learn more: matthew.davies@cytiva.com



https://www.cytivalifesciences.com/solutions/diagnostics/diagnostic-services

More information

I__|7' Checklist: 10 essentials for choosing a collaborator for diagnostic assay

Find the right
collaborator

q  Howhealthyare a collaborator's
procurement, supply timelines,
and Infrastructure?
Late deliveries can severaly Impact your
development timeling and ean disappoint
customers at the commercialization stage.
Batore committingto a project, ansure
affective risk assesament and mitigation
strategies arein place and that the potential
collabarator hasa cross-unctional,
data driven commitment to supplier risk
management.

3 Cantheyscale withyou?
Askwihetnar a callaborator has tha capacity
andscalablity tn se2 youthroughta
manufacturing stages. Arethe facilities
capabis of accommonating manufactune
af evarything from simpse buffers thraugh
muslti-component kits for both kow- and
high-thraughpit nesis? Can fluetuations
i demand for the diferent products be
managed affectivaly and with minimal
disruption ta supply?

5  Canaecollaborator help you
reduce environmental impact with
sustainable solutions?
Sustainatility is becominga priority
aGross the industry, and a commitment
Lo SUppOrting it can gain you a business
atvantage. See whether a callaborator
affers sustainable solutions. For example.
Iyophilization (also calked free2e drying
and aryodesiceation) ramaves water
from a substance at & low temperature.

A product o SAmplethat Nas Undergone
Ipophilization can be shipped and stored at
raom temperature, which is easier and more
sustainable The process also maximizes the
progucts stabiity and shelf e

for you

e What level of ongoing service,
support, and expertise can you
expect?

Tirmely acoess to knowledge and axpertise to
Relp you with the development and launch
pracesses and to gulde your workflows

is essential. The ability to troubleshoot
challenges when things dont go to plan and
tofind solutions direstly with stientists and
technical teams s an advantage that some
potential collaoraters have

b Will 2 single-supplier approach
work for you?

Using one supgiar for l diagnostic noeds.
reduces the complexity of the supply chain
and saves lime and resources because you
nged to valldate saly one supplier, You may
aven b bl Lo negetits betler terms
through Bconomies of scale. Make sure any.
company that you want to use 45 a single
supplier offers everything from companents
ki SerVicEs and can SUpper your entine
warkflow, fram initia| develapment and
clinical trials to manufacturing and
COMMErCiaiZation

e Wihat's thelr track record?

Warkdng with a collabarator who has
evidence of SUECESs and experience
ingimilar projects may help reduce:
development timelines. Ask a patential
collabarator for examples of similar projects
UNCertaken and Ther SUCCesses and
Ieamings Lo determine ifthey can handle
your project

1 0 essentials
for choosing a
collaborator for

diagnostic assay
development

d need help with
he commercialization
for a collaborator

Imagine you have an idea for a lateral flow device an:
development. Or maybe you need support scaling-up ¢
of a molecular assay. Or perhaps you're simply searching
you can depend on now and in the future.

jar and
The race to commercialize diagnostic tests is faster than ever xi‘e\:;':‘;:’"ﬂ
immunodiagnestic tests using nucleic acid and protein “?5‘:;2 avalation and
or paint-of-care format are now an essential companent I;tiO“ who you trust
early datection of many diseases. Working with an rgan s
allows you to share insights, access squipment and P

m tructunt:

ecialized infrast! w:zrr.n
ills wi [ investmen!

and benefit from broader expertise and skills ithaut capita

development time

Jrd?
ator whao has
and expariance
nay help reduce
\elines. Ask a potential
rexamples of similar projects

+ 4nd their successes and

o determine if they can handle

.(ect.

cytiva.com

A 4

Canyou tour the facilities?
B surethat you can teur o Faciiity in person
orvirtually. That way you can chack the
Infrastructure, equipment, and capacity of
& collabarstor Seeingthe operation and
Lalking with the people who work there can
proside reassurance Lot your asssy will be
insafe hands and that production can meet
the expactad damand.

Canthey offer a full-workflow
solution?

A collaborator should be abie {0 support
youfram prajact start to cormphet
‘They shoukd have a diverse partfolio of
rEaQents, Membranes, magnetic beads,
and services. ITthey do net develop sl the
components or exsipients in-house, they
should Nave access to rellahla solutions
vla a strong netwark to make the process.
a3 smooth a3 passible. You should ask if
YU can useyour current reagents in the
development procass,

e What training workshops are 8
avallable?
Some companies conduct warkshops
1o co-develop an assay, maximize the
callaboration, and help pasitionyouto take
the development forward, These workshops
can also provide inaights for future projects.

Do they provide support when you 10
need it?
Operating in a global emiranment means
you might nat be located physically close
108 MANUBCTUANG SITe. In fhet, Multiple
manufacturing sites may be nested to
optimize timedines and assay quality. In
those cazes, you probably can't be located
close to all the sites. Make sure 4 potential
collaborator affers virtual towrs, timely
updatas, and round-the-clock tachnical
support that coincide with your operating
business Nours. Also checknat they have 8
for
which will pesstively impact your projoct’s
success more than the site location

Click here for more information on Cytiva' s diagnostic services

¢) cytiva
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