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Specify user requirements based on stakeholder needs

Stakeholder-focused Innovation: A new approach for MedTech new product development
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The problem: Stakeholder needs are neglected and poorly understood in the

development process

New product development process*

Solution development process

Approval

Design input Design process

Design output

= Clinical performance

Development targets only directionally
Project defined
initiated and
on-going = Influence of different User requirements Lengthy discussions,
stakeholders not well too generic, many iterations and
enough understood incomplete and development loops

not prioritized
» Usage needs only
qualitatively assessed

‘W mind4medical  +Based on FDA Design Control for product development following the Waterfall Model

Only marginally
improved clinical

performance and sub-

optimal usability
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User understanding is required by standards in MedTech innovation, but often done too

late or too light
The IEC 62366-1/2 norm

E IEC 62366-1
INTERNATIONAL
STANDARD
NORME
INTERNATI @ IEC TR 62366-2
TECHNICAL
ST REPORT

Part 1: Application of usabili{

Dispositifs médicaux -
Partio 1: Application de I'ing¢
médicaux

on the of usability to medical devices

£ mind4medical

MedTech development standards

= require the application of usability principles during the development
pProcess

= intend to produce medical devices that satisfy users and lead to fewer use
errors and less harm

Source: Introduction to IEC TR 62366-2
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Define the user requirements based on stakeholder needs

Need Maps of stakeholders
Need-driven requirement list

Payer
Patient
10
HCP
9 Must-have
. needs Hardware
[ ]
7
® Software
e . ° Prioritized
[©)
Your Project £5 user .
= requirements Electrical
T 4
3 ° .
User interface
2
! Others (partners, etc.)
0 L
0 1 2 3 4 5 6 7 8 9 10
Importance
e Important, not fulfilled needs - to innovate
¢ Important, fulfilled needs - to fulfill
® Less relevant needs - toignore
. . 2 2 0
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Stakeholder-focused Innovation is based on Jobs-to-be-done, a powerful logic to take
the stakeholders perspective
Example: Stakeholders and their Job for a digital therapy children with behavioural disorder

Payer | Child w/ behavioural disorder

SRl Live a normal life
costs

People don’t want a drill.

Hospital They want a hole in the Caregiver
Provide care TZX?GHV}H : Prepare my child for
Make a profit - life

Therapist Psychiatric

Treat patients

Support child

Source: Vendbridge Stakeholder-focused Innovation project for a pharmaceutical company, 2021

Run my practice
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How it can drive adoption and engagement

Example: Digital therapy for children with behavioural disorder

Stakeholder Core Jobs Value Maps Key stakeholder insights for solution design

Caregiver » Always worried when | am not with my

child (e.g. when at work)

L
.‘:@ * Key concern that my child is not

speaking-up when out of home (in
school, in public transport, etc.)

=
o

Prepare my child for life

Live my other roles in life

Unmet
needs

Constant latent fear that my child is
getting depressed

Fulfiiment
O P N W b U1 OO N 00 O

01 2 3 4 5 6 7 8 9 10

Importance

@ « Difficulties to show parents the progress

=
o

Therapist

9
: the child has made
Support child j
w/ behavioral disorder z|e $o0, ° * Use less time to plan the upcoming
é > ".g pl ¢ sessions with the child
SR .“' ° ®
1 e_0 ®
Run my practice 3 ®esee ol J8 « Be more confident when identify the next
2 . .
Unmet skill area to train
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Process can be completed in 2-3 months

Systematic process with 4 steps

Framing

Need discovery

7-2 weeks

= - -]

Clinical pathways with
Jobs-to-be-done

» Stakeholder Mapping
» Define intended purpose

* Frame with Job-to-be-done
hierarchy

L) mind4medical

4 weeks

Value Maps
of multiple stakeholders

« Qualitative Jobs-to-be-done
interviews with stakeholders

+ Long-list of stakeholder
metrics (= needs)

* Quantitative survey to
prioritize unmet needs

Stakeholder System
requirements specification
7 week 2-5 weeks
0 m|
¢ i
=X O
User-focused Stakeholder-specific Need-driven
requirements value propositions system specifications
» Translation of unmet » Value propositions to gain
needs into stakeholder market momentum via fast
requirements stakeholder adoption
* Legal
* Market » System specifications that build
» Organization on prioritized requirements
» Performance
+ Use

* Trade-off decisions
between conflicting needs
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Stakeholder-focused Innovation process elevates user research to the next level

Why Stakeholder-focused Innovation

1. Clear targets 1. Unmet needs of stakeholders known at the
beginning of the innovation process

2 Fewer iterations 2. Higher confidence what features to develop
thanks to prioritized understanding of needs

['0 *\)@

3. Faster approval 3. Clinical performance advantage known and
documented along the process

Faster market adoption 4. Relevant and compelling medical claims for the
different stakeholders

5. No use errors 5. Safe use of medical device as usability goals are
met
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Vendbridge in cooperation with mind4medical

About Vendbridge and mind4medical
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= Experts passionate about addressing unmet customer needs 7 BeEillisdertsel Muselesl CRues eleVEIophmEis e

=  Spinning ideas to growth via bringing customer focus EeLIEmMES Enginesiig

=  Supporting multinational companies and technology start-ups T Ul (i @kl e ERiEs, fet i Gosunien:

=  Thought leader in Jobs-to-be-done; creators of CFl Customer- 7 SURReiNY CehElES el SRS eln [l o el

focused Innovation process solution considering the state of the art in technology

o Nestie M UBS  Art/Basel mmzsescrrres REGE Schaerer
MEDICAL

-
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MOTOR GROUP it C

gas & FT
SwissLife

ALSTOM

FINANCIAL
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Specify user requirements based on stakeholder needs

Vendbridge AG
Dreikonigstrasse 47
8002 Zurich
Switzerland

Phone +41 43 243 6777

mind4medical
Spitalackerstrasse 6
33083 Jegensdortf
Switzerland

Beat Walther
= Mobile +41 79 630 46 16
= peat.walther@vendbridge.com

Yann Wermuth
= Mobile +41 79 516 14 02
= yann.wermuth@vendbridge.com

Markus Weber
= Mobile +41 79 457 84 45
= markus.weber@mind4medical.ch
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http://www.vendbridge.com/
mailto:info@mind4medical.ch
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