You Want To

* Create safe products
* Be sure of cybersecurity
 Comply to regulations & get products to markets FAST

...and do all this as efficiently as possible

We at TAIPUVA can help you!

Imagine if your company had...

...30 % more capacity in the R&D team

This is the equivalent benefit you can get!
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Click HERE and read what our customers say about us!



https://www.taipuva.com/customer-stories/

' PROCESSES
We improve the ways of working - INFORMATION MANAGEMENT

' COLLABORATION

PRODUCT DEVELOPMENT

PROJECTS QUALITY & COMPLIANCE
PRODUCT MANAGEMENT

YES

How to combine the areas above.

How to be effective and efficient.

NO NO
—> Consultancy & Experience Advice Consultancy on e Outsourced project
f . . ; * Regulatory affairs resources
hin real life with :
— SPMERRINES toaedlilifewithia * Standard content, etc. * Subject-matter experts

digital platform, not just “on paper”




Planmeca Group has
been using Taipuva’s
services since 2013.

. .
(Qipuva
Read more what our customers say about us! ' - |

PLANMECA

Dental care units | Imaging devices | Software solutions

Headquartered in Helsinki, a global leader with turnover
of 764 MEUR and 2,900 employees.



https://www.taipuva.com/customer-stories/

Boule International - Q

“Taipuva has such a
wealth of experience
that we were able to
benefit from.”

— Helena Borjesson, CTO,
Boule Diagnostics

——

g toipuuo 'S

Read more what our customers say about us!
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SCOPE OF OUR PROCESS EXPERTISE: Desigh Controls and more

Product Management
& Roadmaps

Change Management
Requirements & Verification &
Risk
Management

Specifications Validation

»
Product Architecture
& Design
Project Management

Problem
Resolution

Quality

Management &
Compliance

Agile SW Development
& DevOps



Sometimes the existing landscape looks like this

Requirements,
Standards

!

Verification
Validation

QMs

Document

Management
Non-Conformities,

Incidents

Risk Management

b 'Y
=
-_—_—_—_—_-_-_-_-_l-_-—-—---



A UNIFIED DIGITAL PLATFORM IS A GAME CHANGER — AN ENABLER

EVERYTHING IN ONE PLACE
Product Management
="

Requirements &
Specifications
‘ |

Management
Product Architecture :
& Design

J

Project Management
Quality

Agile SW Development Management &
& DevOps " Compliance



TeYWNITle)YY] TRULY UNIFIED PLATFORM — FOR LONG-TERM IMPROVEMENT

Product Management
& Roadmaps Change Management

.1__
Requirements & Verification &
Risk
Management

Specifications Validation

Product Architecture
& Design

“Polarion saves huge amounts of time, up to
80 %, especially in managing traceability and
reusing information.”

Problem
Resolution

— Innokas Medical (Click to read!) Project Management

Quality

“Polarion enables us to create a clear

: Agile SW Development
process all the way from requirements to 2 DevO
test cases.” SIS

— Planmeca (Click to read!)

Management &
Compliance



https://www.taipuva.com/customer-stories/innokas/
https://www.taipuva.com/customer-stories/planmeca/

M4 taipuva — Not only industry expertise, but providing the
leading digital platform to make things real

* We are a Smart Expert Partner for Siemens POLARION® —
with a full range of services

e N Knowledge, advice,
best practises, training . M
Your o — | P taipuva |«

Company Polarion Software, e
Cloud Hosting, Siemens Digital
\ / Solutions & Support Industries Software

e Without knowledge a tool is just an empty shell |

e Taipuva has a ready-made Polarion solution for the medical industry
(see next page). It compresses our experience how to simplify complex things.

SPEED | EFFICIENCY | QUALITY | COMPLIANCE
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Covered Processes

Change Management

. Requirements & Validation
Risk .
Management Design Input
Management Verification

SW/Product

Architecture Defect Management

Task Management

Document Review and Approval

100 % Automatic Traceability Matrix — End-To-End

tarting Level
« BIMETE-1354 - Insulin pump shall be easy to # METE-1384 - Validates: Insulin pump
# BIMETE-1386 - Va
! i for insulin. Nyt
Muutos. h .
 BIMETE-1410 - Reservoir design flexible to st Ca
meet various market pre
& @METE-1425 - Nyt krav fir Abig g
o BIMETE-1419 - Uusi kayttjs vaatimus Test Case Missing!
o @METE-1409 se M
nsulin It shall be possible t
o BMETE911 - Adjust I f o | &b ¥ Passed (2020-11-03 15:48)
Adju
& BM é Adjusting basal dose pattemns ofile’s basal dose | % Passed (2020-11-03 15:48)
201103-1546 - demo test
@M ; i 3l | ¥Passed (2020-11-03 15:49)
 BMETE-910 - Basal do:
7 @M asal dose & ¥ Passed (2021-05-05 08:21)
( ¥ Deviations 219-1020
« BIMETE-913 - Delivering bolus dose « EMETE-111 X ailed (2020-11-18 14:02)

Risk Traceability Report

Polarion Template for Regulated Industries
Ready-made process to get you going immediately!

Risk ID Status Risk Hazard Possible Harm SEV|P1 | P2 RPN | New | New | New | New | Mitigating Risk Verification
Owner Cause(s) SEV [P1 P2 |RPN | Action: Actionee Commen t
METE-696 . Tapio The gauge in Gauge is of insulin pump [ 3123 |4 5 4 80 598 | Carl User Not
Analyzed | Tuomola | reservoir does | bad quality | will give wrong e testable
not correctly dosage and test-case
measure the harm the
patient

amount of

insulin left,
because of faulty
sensar,

The severity is
very risky for the
user and

detection is hard
The mitigation is
to detect the
fault
automatically,
and then
occurrence and
detection rating

get decent

values.
B METE-639 - - | & is not | Faultin error | User may face 5 |3 230 |5 1 1 5 8 | NOT RUN
Bolus do: Mitigated handling or health issues e | 20201026~
delivery error signaling

Rework

1528 - Uusi

“Taipuva’s process template on

Draft

Hake Invalid cond 1o revion Rework Polarion saved us weeks just in
Includes: - process design_.” .
Resolution Mark Reviewed pejec — Radiometer Medical
Workflows &%
. Mark Approved “It took us 3 months to take into use.
Instructions ' It was due to our priorities being at
Reports e Mark Done project work. We could have done it

Information Model
Document Templates

much faster.”

— UNEEG medical

XO CARE rolled everything out in one week!


https://www.taipuva.com/customer-stories/uneeg/

You must have a hundred questions in your mind...

* How could this all help me —in my special situation?
* Who are these Taipuva people anyway?

* It must be heavy stuff and only for huge companies?
* How to get going?

* How much time and resources would it take?

* What does it cost?

* Etc, etc...

=> This is exactly why ...



We are happy to tell you more and to demonstrate!

* A live demo only takes 45 minutes of your time —
to really see if our offering is relevant for you

* You get to benchmark your status against
the state-of-the-art of other Nordic companies

At least you will get some influences and ideas what is
possible — outside your normal “bubble”

* |If you are interested, we can help you with answering
all you questions — fast and easy for you!

* Feel free to contact us as the next step!

contact@taipuva.com OR www.taipuva.com/contact-us/

For Sweden For Other Countries
Tel. +46 725 255 665 Tel. +358 10 3180 777



mailto:contact@taipuva.com
http://www.taipuva.com/contact-us/

If you have some time now —
see more details of the Siemens POLARION® solution...

It is something very unique. Please note that POLARION is not

* document management
* issue tracker or ticketing system
e quality management

* project management

...but something that combines
all of these together!




Key Principles of Siemens POLARION®
.

Verification &

* LiveDoc™
* History & Audit Trail

* Configurability &
Management Flexibil |ty

Reports
& Graphs

Traceability
Transparency
Collaboration
Workflow

Platform Approach

Change
Control

= Have one tool
as the backbone to evolve!

Defect & NC
Management

Project & Task
Management

M4 taipuva Following pages elaborate 10 key principles...



#1 — The biggest enabler of advantages is the truly
unified principle — without separate components or
different user interfaces

The needed process areas are
in one tool, truly connected —
enabling the following without

any compromise:
Risk Desion Validation DHF . .
manage- Specification < Traceabil Ity

ment Verification =~ Compila-

- . :
« tion Collaboration & transparency
[ J

Information reuse

Requirements g
Analysis

Change Control Issue Management . FU” history and audit trail
Tr bility M . .
e The status and integrity of all

data at a given time point

* Reports and views of all
interconnected data and its
history

Design Review

M4 taipuva



#2 — Compelling Capabilities
There was a time, when different tools had to be chosen,
because they were so much better in features. Not any more.

Requirements
Analysis

<=

. Validation
Risk Design
e Specification = .
ment Verification

V&V Planning §

Change Control

Issue Management

Traceability Management

M4 taipuva

Design Review

DHF

Compila-
tion

Polarion has been designed to have the
right functionality for industrial product
development and for regulated
industries, covering:

* Requirements Management &
Specifications

* Test Management

* Risk Management

* Change Management

* Issue/NC Management

* Project & Task Management

* Quality Management & Documents
e Custom workflow-driven processes

If you need to integrate Polarion with a
wider spectrum of your IT landscape, it’s
very easy due to open interfaces and
ready-made integrations.



#3 Live Document (patented)

* No more separate specification or other documents,
because Polarion combines documents and traceable,
identified objects into one!

* LiveDocs are not compilations or “exports” of selected
items, but clear documents that very easy to read and
edit — for anybody.

* LiveDocs are also not “wiki pages” that someone
extracts objects from, but objects are live and they can
be edited both within the document or as separate
objects, and changes are reflected in both views.

* Documents have a status and workflow, so that they
can reviewed and approved. Audits can be based on
these documents, which makes it easily manageable.

* Comparison of document versions is intuitive and
reportable.

* Quickly import your existing Word/PDF documents and
information from Excel!

* LiveDocs are always online —and you can even edit
simultaneously with your colleagues.

* Free your imagination what you can do with LiveDocs!
— Not only requirement specifications but quality
manuals, instructions, SOPs, concept specifications,
usability studies, design specifications, design reviews,
meeting memos, etc.

* CLICK to see a 4-minute video of LiveDoc

M4 taipuva

- - - -||=]m= - B
2 Overview
An insulin pump is an alternative to multiple daily injections of insulin by insulin syringes or an insulin pen and allows for
intensive insulin therapy when used in conjunction with blood glucose monitoring and carb counting.
Figure 1 Insulin pump concept
3 Needs
3.1 Main capabilities
METE-907 - Insulin storing
The reservoir shall be sufficient for a month of normal use.

\./

METE-908 - Gauge for amount of insulin in reservoir
Insulin amount in reservoir shall be measured to output the user the current amount and give warning of low reservoir level.

\./
3.2 Basal Dosing
METE-910 - Basal dose
Set and deliver minimum level of insulin needed by patient all the time (basal dose).

\./
METE-911 - Adjustable patterns for basal dose
Four predefined profiles(adjustable) for delivering basal dose for delivering basal insulin throughout the day can also be
customized with a pattern to suit the pump user. vy
3.3 Bolus Dosing
METE-913 - Delivering bolus dose
Deliver discrete amount of insulin set in the system as "bolus dose™

\./

METE-914 - Bolus dose calculating and wizard

Recommends a bolus dose based on your personal settings, current blood glucose level, food intaks and the amount of active
insulin in your body. Includes insulin-to-carbohydrate ratio, insulin sensitivity and blood glucose targets.

Key benefit: Reduces the risk of human error and complicated diabetes calculations to make dosing easier. "



https://www.youtube.com/watch?v=XUhAERW2Zbw

#4 Workflow & e-sighature

* Guide your experts through processes with
practical workflows. Program and instruct
your SOPs within the tool!

* Connect the document workflow with that of
the individual items for efficiency.

* Tailor the workflows of different areas to your
processes. Evolve with time, if needed.

* Save time by automating manual phases and
quality checks.

 Combine with electronic signatures for
maximum flexibility
(FDA 21 CFR Part 11 compliant).

* Validate the process, signatures and digital
archive — for which Taipuva delivers a base
package of documentation.

SGS

~ - APPROVED
SAAR

Mtaipuva o

= FUNKTIONALE SICHERHEIT |
GEPRUFT :
“ FUNCTIOMNAL SAFETY |

Draft
(initial)

Send for Approval

disapprove
/ send for approval

[ Disapproved }

reject

Waiting for < \
Approval

Approve

{ Approved }

reject

hJ

P
Rejected ]

(resolved)

Enter User Name and Passwi

| understand that by entering my user na

| signify that | have reviewed and apprwega
of the entire content of this Document, Tes
ltem, or group of Work ltems, and | agree th
record shall serve in liew of my handwritten

User Name: aholap

Password: ssesssssssssss

Sign Cancel

Live Document:

* Fields
“Status: . Draft -
Version: + Draft

=% Perform action Send to Review

- Auto-S & Perform action Reject

Work Item:
Assignee(s). Petteri Ahola
“Status: | © prati -
Resolution: Draft
Perform action Send to Review
“Priorty: Perform action Reject




#5 Traceability

Many tools may claim that they can do traceability. However,
consider that there are many forms of traceability — and in order
to be complete enough, all relevant inter-related process areas
need to be covered. Polarion has it all:

1. Traceability between different objects to see dependencK,
justification and fulfilment — and it needs to go down to the
actual evidence

2. Historic traceability, or audit trail, in order to see that the
process was followed —and who did what, when and why

3. Change traceability, in order to evaluate change impacts up
front, manage change and to carry it out in a sure manner —
and again to record historic evidence of the process

The historic traceability can be tricky, if you have some parts of the
process on different tools or data platforms.

Polarion it is based on a version control system (not a database)
and thus all the data is versioned together. In addition, all changes
are recorded — comﬁarable and reportable. You can even go to a
specific time in the history to see how things (and reports) were,
with all the data as a whole.

With Polarion there are no compromises with the traceability and
audit trail:

* Regulatory compliance is a no-brainer

* Save enormous amount of time and effort, when there is no
manual traceability management needed

* Avoid quality issues, which might be due to wrong manual
updates and not seeing the change impacts

* Everything is usable and clear — unlike in solutions that do not
have a tree view, filtering based on link meaning or custom
reporting for your exact needs

M4 taipuva

ID
~ (& METE-910

v (@) METE-911

~ (3 METE-913

~ 7] METE-636
(%) METE-686

- B METE-637
& METE-870

~ [ METE-638
(%] METE-688
& METE-639

Title
Basal dose
Set basal dose

Set basal dose

Adjustable patterns for basal dose

Adjusting basal dose patterns

Delivering bolus dose
Deliver a bolus dose
Set bolus dose

Bolus dose delivery errors

Editor for adjusting the basal dose patterns

Status

« Approved
« Approved
v Approved
«" Approved
«" Approved

& Draft

«" Approved
v Approved
v Approved
« Approved

Starting Level

Dependent ltems

Test Case

Latest Test Result

¢ (B METE-911 - Adjustable patterns for
basal dose

« ) METE-637 - Adjusting basal dose
patterns

¢ GEMETE-870 - Editor for adjusting the
basal dose patterns

¢ [B)METE-910 - Basal dose

« ) METE-636 - Set basal dose

v [& METE-686 -

Set basal dose

¥ Passed (2019-
02-11 22:53)

! Sys03 - System
Verification

() METE-913 - Delivering bolus dose

« [BE)METE-639 - Bolus dose delivery errors

« [ METE-638 - Deliver a bolus dose

v B METE-688 -

Set bolus dose

¥ Passed (2019-
02-11 22:53)

g Sys03 - System

Verification

« B METE-640 - Select bolus shape

v B METE-754 -

Select bolus shape

X Failed (2019-02-
11 22:54)

J Sys03 - System

Verification

v [& METE-689 -

Select bolus shape

¥'Passed (2019-
02-11 22:53)

! Sys03 - System
Verification

v [EMETE-688 -

Set bolus dose

¥'Passed (2019-

02-11 22:53)
! Sys03 - System

Verification




#6 Reviews and Approvals

* Facilitate reviews digitally, as part of the
workflow.

* Improve efficiency by electronic collaboration —
and have meetings focusing on the content itself, 8-
with pre-processed most problematic points.

* Have all comments and history in one place —
without doing manual review memos. v

e Capture the full history of what was changed and
why, so that decisions behind the design can be v
understood after many years of development.

* Use the degree of formalism needed in your
organization.

* Complement with digital signatures as needed.

* Review whole documents, only updated parts or -
individual objects — whatever suits your particular
need. }

M4 taipuva

Draft

(initial) Disapproved

Send for Approval

disapprow

/ send for app .m All Approvals

Waiting for < \
Approval

All Approvals

My Approvals

0 Waiting -

5 Cutstanding ~

— 173 1

Approved ~ Disapproved ™

2.1 Basal dose v )
A Invite for Approval...

MEDE-636 - Set basal dose
Set a minimum dose that is pumped continuously at an adjustable basal rate to deliver insulin needed between meals and at night

MEDE-637 - Adjusting basal dose patterns

Four patterns exist with pre-adjusted profiles.

However, when the user wants to adjust the patterns, he can choose the pattern number, give it a descriptive name and adjust its
dosal steps with an editor.

2.2 Bolus dose

MEDE-638 - Deliver a bolus dose
Deliver a discrete amount of insulin. The amount to be delivered shall be obtained form system interface for "current bolus dose”.
If "current bolus dose” has a time-stamp older than 15 minutes, it shall lead to error handling.

MEDE-639 - Bolus dose delivery errors
In case of an errar, the bolus dose shall not be delivered at all, and an error has to be signaled to user.

MEDE-640 - Select bolus shape
An insulin pump user can influence the profile of the rapid-acting insulin by shaping the bolus. Users can experiment with bolus
shapes to determine what is best for any given food, which means that they can improve control of blood sugar by adapting the
bolus shape to their needs. Shapes are:

= Standard

= Extended

* Multiwave

& Super



H#H7 Reuse

Information reuse is not just a single feature checkbox, but there
are different areas of reuse, for which there need to be different
mechanisms. All the following are covered by Polarion

(some mechanisms are depicted on the right\g:

1. “Simple” reuse (or duplication) from a project-to-project or
from a product-to-product. However, it is not that simple
anymore, if you need to reuse structures of different items.
Imagine a tree of requirements and all test cases linked to
them, and then risks linked with requirements, etc.

2. Ina product family you would most likely want to branch
different individual products from each other. Or if you need
to maintain several product versions, which were originated
from the same base.

3. Inproductline en ineerinﬁ there can be a big number of
product variants, for which you need to have specific
documentation of requirements, test cases, risks, etc.
Pol?crilon VARIANTS™ add-on or branch mechanism are very
useful.

4. For reusing requirements based on standards, regulations
and guidelines it a good practice to library them, release
them for project use as different versions. For this purpose
Polarion has a derived reuse mechanism.

Polarion makes use of its live documents in many of these
mechanisms, which makes it understandable to follow the reuse
scenarios. Otherwise it may become very confusing to see, which
items or compilations of them were reused where and why.

M4 taipuva

/Reuse Document\

Source Document Reused Document

Ao e Forty Koget st Firm

Work Item Copy: new ID o

o s

@) Source Requirement ® | @) Copied Requirement

ﬂranch Docum

Master Document Branched Document

Koo stn ey Aopicaton Purs

Work Item Reference: same ID

e

@) Master Requirement

Coivmety

( ................................ i‘ Reference to Master




#8 Planning and Live Reports

Project management, product roadmalo_s and
agile development — Combine these all in the same tool.

Many tools have supr)ort for one way to plan and manage
projects. But the reality is “special” and mixed. You nee
to be able to run hybrid models, have nested plans and
make it possible to change your way of working as it’s
evolving.

Polarion can do all this:

* Plan the product releases and connect all

Progress & Requirement Status

[l Product Release V1 (Autonomou:

Al
(=]
5

[inl] Software Sprint 2 (Autonomou: # 0% 70 m

S 0% T Proto 1 {Autonomous Lawn Mowey

[inl] Software Sprint 1 (Autonomou:

(] Proto 1 (Autonomous Lawn Mc

[l Proto 2 (Autonomous Lawn Mc & 0%

210 Product Release V1 (Autonomous Lawn Mower)

20 Proto 2 (Autonomous Lawn Mower)

[ Final Product (Autonomous La # 0%
4 100 o, .
[l Product Release V2 (Autonomou: # 0% "

Proto 2.1 (Autonomous Lawn b # 0%
[anil] (

teams/disciplines to them — with their own ways of
managing their progress.

* Use drag & drop Kanban boards or traditional methods
to update and monitor status.

* Tailor the reports to serve your visibility needs — thanks
to the easy widgets (live reports), which you can even
customize for special needs.

Polarion offers you the visibility and transparency to the
biF picture how the whole product is being developed —
allowing teams to contribute their Part, but not enforcing
one “scrum” or “traditional” way of working for every
team or discipline.

Connect to your favourite other tool(s), if you want!
Having these capabilities in Polarion does not enforce you
to use them.

M4 taipuva

g | 50
Plan Board
0 |
Wi Prioritize Planned Items 4 Add Work Items to the Plan 2 Browse All Plann 28 May 30.May 1.Jun  3.Jun  S.Jun 7. Jun 9 Jun 11 Jun
4 Open 3 In Progress )
I 1deal Work To Do Work To Do Relative Progress
o (ALMS-1384 - Stop blades on impact 0.0
Integration Implementation
b [lALMS-1580 % 7 PElaas3ss i

F G ALIS-1380 - Connect to other units

Implement connection polling
¢ lALMS-1381 E
" @ ALMS-1246 - The mower unit must be able to guide itself also to a bolted loading station

Implement docking complete check Implement docking sequence

& ElALMS 1367 % b ElALMS 1366 %




#9 Test Management

This is “just” one of the process areas, but hi%hly
important for verification and validation to show
evidence that requirements are met.

Polarion is a full-blown tool for quality assurance —an
umbrella for all testing, verification and validation work.
Unite all manual and automatic testing, and use easily
configurable live reports to see the results.

* Compelling features for test management, quality
checks and executing manual tests

* Report results online with Polarion or offline with excel

* Use live documents for test planning and specification
(with review and approval)

. ImBort automatic test results, e.g. from
RobotFramework or other automatic testing tools —
integrate with xUnit or open interfaces

* See the results’ full traceability against the tree of
requirements, risk management/mitigation, etc.

M4 taipuva

Test run 18

Test Run Status - Done

8 0

Executed Waiting

Description

<Short description of the test run and its purpose.>

HWW version:
SW version:
FWW version:

Failed Test Cases

il Browse All Test Run Records

Test Result Test Case

» ¥ Failed (@EEALMS-1347 - Test the Loading Stations Bolting

» ¥ Failed (@EHALMS-1332 - Cutting thick grass

0

Blocked

2 of 2 test records are shown

Defect
EALMS-1387

EALms-13386




#10 Configuration Templates

Polarion is highly flexible to be configured according to your way of
working. This is Important, as the tool needs to adapt to the

desired processes and not vice versa. Furthermore, we’ve seen
that organizations want to work differently as their maturity grows.

The tool shall enable that and Polarion does it perfectly. You can
change the processes, and thanks to versioning both process
configuration and data, the historic data stays readable.

To enable a#ump start Taipuva, as a Smart Expert Partner of
S_ielzn)ens, offers Regulatory Template (some screen shots on the
right

* A suitable and proven way of working in the medical device
industry

* Predefined process model for requirements management,
verification & validation, risk management, defect management
and task management

* Information model and workflows configured to contain proven
best practices

* Review/approval process supported with or without electronic
signatures (easy to choose, If you first want to continue using
your document management system for official document
approval)

* Reports that show end-to-end traceability effectively and with
filtering capabilities

* Simple approach for an as-easy-as-possible start with,
and to expand further as you go

Comment from Radiometer Medical about Taipuva’s
template: “This saves us weeks in just process design work!”

M4 taipuva

Welcome to Insulin Pump (Medical Template) Homepage

Activity (Updates) Needs by Status

Invalid ~ Draft Invalid y- Draft
‘ In Review

Rikhard Nousiainen - 1 day(s) ago Reviewed, In Approval

Updated [ Adjusting basal dose patterns Done Rejected

Linked Work tems: RSt actiE METESZ0

Rikhard Nousiainen - 1 day(s) ago
Updated @ Adjusting basal dose patterns

System Requirements by Status

In Review

Reviewed, In Approval

Linked Work ltems: Refers To: (“é METE-870 Rejected
Pasi Ahola - & days(s) ago
g Updated () Bolus dose delivery errors S Approved |
Stalus: ., Reviewed, In Approval Approved
« Approved ID « Title Status
J ~ [FIMETE-725 Blood glucose level measurement may be incorract « Identifisd
METE-641  Obtain current blood glucose level " Approved
~ [FIMETE-724 Glucose level measurement may not complete in 30 seconds in several cases s Analyzed
METE-642  Glucose level measurement duration »* Done
~ [F)METE-T23 User sets incorrect basal does pattern due to misguiding Ul & ldentified
GBMETE-870  Editor for adjusting the basal dose patterns & Draft
- [F)METE-T722 Basal dose delivery is blocked by glogged tubing & ldentified
O _— METE-636  Set basal dose " Approved
(signing required by revie v [FIMETE-657 Bolus dose delivery error not signaled 2+ Mitigated
R eviev:ed, In METE-639  Bolus dose delivery errors " Approved
Approval ~ [FIMETE-696 Ingulin reserveir gauge fails due to sensor fault + Identifisd
(signing’:":;t:sg;?/v:gprovers) METE-644  Gauge for amount of insulin in reservoir « Approved
v
Version J Project Documentation / System Requirement specification Test Case Latest Test Run

1 Introduction
2 System Requirements
2.1 Basal dose

o ) METE-636 - Set basal dose " [B)METE-686 - Set basal dose

« FIMETE-637 - Adjusting basal dose patterns
2.2 Bolus dose
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Lots of features and possibilities in one tool...
There might be again some questions:

Is it a heavy system and difficult to take into use?

— Surprisingly not! When things are setup in a clear way, then using it just supports the desired
way of working. Furthermore, you do not need to start with everything!

XO Care took it into use in one week.

Is it expensive?
— No, the tool licensing cost is about 1 % of the user’s salary cost,
so when the efficiency gain is typically 20 % and higher, the payback is a no-brainer.

Is it only for big enterprises?

— Definitely not! There are lots of small companies and startups

using Polarion, for example a Finnish startup Photono who think that it’s worth it to have a good
guality management system and have their product’s technical file created efficiently from day one.
Other examples of rather small companies are Danish UNEEG Medical and Finnish Grundium.

There are lots of existing documentation. How to handle those?

— Migration from Word documents and Excel sheets is done by easy and fast import functionality.
— Migration from other systems can be supported with those, and/or by Polarion’s open interface.
— Taipuva has lots of experience in various kinds of migration projects, so we can help you.

=> Have a short remote meeting with us to know more!



https://www.photono.fi/
https://www.uneeg.com/
https://grundium.com/
https://www.taipuva.com/contact-us/

It is Taipuva’s priority to guarantee the success of
our customers!

* Improving the ways of working in ¢ Process development is an
R&D and quality is a combination  evolution — continuous

of process needs and digital tool improvement.

capabilities — they affect each * There might be more intensive

other (want or not). phases, but it goes on. Processes
* Your needs and culture are the and needs change, etc.

most important starting point, * This is why a long-term partner is

and any tool implementation important — willing and able to

should adapt accordingly serve, when needed. Having

— That is why Polarion is highly understanding of industry,

flexible. requirements, processes and

best practices is of great value!

We are 101 % dedicated to serving our customers,

so that you obtain the benefits you are looking for.

We are located in Tampere and Stockholm, with 10 years of
experience in serving our customers via remote connections.
See what our customers say about us!



https://www.taipuva.com/customer-stories/

Visit our website for Customer Stories and more!
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UNEEG MEDICAL

In 2018 UNEEG Medical realized they had a challenge in
keeping their hundred different design documents per
product in control. They decided to trust on Taipuva and
Polarion tool to help them overcome this challenge.


https://www.taipuva.com/customer-stories/uneeg/

