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3'd LARGEST

market & public opinion
research company worldwide

Welcome to Ipsos!

We are passionately curious
about people, products, markets,
brands and society

SRECOUNFRIES
& growing

HERE ARE revenue in 2018
THE KEY
FACTS

ABOUT US...
18 GLOBAL SERVICE LINES

to drive Total Understanding

&@ 18,000 EMPLOYEES
in 2019
external clients worldwide &

lpsos founded
in Paris




Our Approach

Working in partnership with you, we’ll utilise our resources and experience in an agile
and efficient way. We use the resources of the different hubs globally to create the a
solution that best meets your needs, whilst utilizing a single point of contact to
streamline project management and client communication.

We understand that the future may be uncertain for our clients and research plans and
budget may change. We are on hand to help you to adapt and evolve your studies to
ensure that they continue to meet your ever-changing needs.

Moreover, our worldwide network of experts puts Ipsos in an exceptional position to
provide you with the flexibility needed at every stage of your product lifecycle.

Finally, our primary focus will be on providing you with a flexible partnership —
sometimes you will need our support, and other times you won’t. We encourage
collaboration throughout each phase of the projects as we also believe the best way
of working is by involving the different stakeholders during the research journey.

In Ipsos you will have a true partner who is realistic about where and when we can
(and can’t) add value to you.

5 © Ipsos 2020

Partnership
Collabor

Agile

Flexibility

Efficient




Giving your customers a voice through
HUMAN centered design has tremendous benefits

|
SN

Reduce development Increase customer Reduce customer
costs satisfaction support costs

Design-led companies had 32% more revenue and 56% higher total returns
to shareholders compared with other companies.”

- McKinsey study of 300 companies (2018)
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The ideal is continuous user engagement

1. Shaping Experiences
2. Building Experiences

Iterative prototyping with
formative user research,
agile UX

Ethnography, ideation,
and co-creation

3. Growing Experiences

UX/HF-focused standards,
longitudinal testing, post-market analysis

7 © Ipsos 2020
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Reasons to work with Ipsos

.’
":‘, Global Reach Ipsos can quickly leverage local knowledge and multi-market implementation

We have teams specialized in healthcare and medical devices & diagnostics

Our diverse team of researchers can assist a breadth of client needs and user

User-Centred Experience problems while working across the entire product lifecycle

@ True Partnership We work collaboratively to define and solve the real underlying user needs

Quality Guaranteed We are compliant with global and local industry standards and regulations

9 © Ipsos 2020



Supporting you at every stage of your product development
process

Post Launch
We conduct post market
surveillance to understand lessons @

learned and new opportunities

VALIDATION Py Summative Usability Testing
TESTING We validate your product amongst

a larger sample. Where required,

this can be according to FDA and

EU guidelines

Prototyping
® We flesh out the user
experience of your product

Iteration
We translate the product
idea into a tangible concept

Workshops
We develop product ideas and @

innovative concepts with you

Formative Usability Testing
We test and optimize your product
with real users

Generative Research @
Understand the users
needs

10 © Ipsos 2020



Complete Industry Experience and Coverage

HOSPITAL SUPPLY

Wound care

Airway management
Beds and tables

Cleaning solutions, swabs

* MRI, CT, Fluoroscopy

* X-Ray, Mammography

* Ultrasound

* Advanced Molecular imaging

MEDICAL IMAGING

CARDIOLOGY
HOSPITAL IT AND « Cardiac Rhythm
CONNECTED HEALTH + Coronary stents and associated devices

* PACs

* Wearables

* Remote Monitoring
* APPs

SURGERY

* Tools (manual and energy based)
* Implants (e.g. hip and knee)

* Peripheral vascular devices

* Heart valves

* Cardiac ablation

* ICDs

* Cardiac monitoring / imaging

PATIENT MONITORING

* Hospital based multi-parameter monitors
* Hand held home devices (such as blood
glucose monitors)

* Hernia mesh 6}/0 <
. SCOpES €4ND DIAGNOS
CLINICAL DIAGNOSTICS | | | | DRUG DELIVERY
« IVD * Syringes < Infusion pumps
« POC / \ * Pens * Insulin pumps and Patches
e Genomic * IVlines < Dialysis
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Global reach

M |psos Office Locations
B UXA Partner Offices

REGIONAL HUBS

us
Nationwide

EU
London (Regional Hub)
FOe

Belgium and Munich

APAC

Singapore (Regional Hub),
Beijing, Bangalore

and Tokyo ma =

LATAM

UX reach into over

100 countries via Ipsos

UX teams and

our network of UX expert
partners

12 © Ipsos 2020



Introducing our Human Factors & User
Experience practice

A Cross-discipline team of experts: Expert Heuristic
Human Factors Engineers | Research Psychologists | Software e {rosy
Engineers | Bio-Medical Engineers | Nursing & Clinical
Administration | Industrial Designers | Information Architects |
HCI Experts

Ethnographic Voice of the
search customer
In excess of 25 Advanced Degrees (5 PhDs) PR

Experts in IEC 62366-1:2015, ANSI/AAMI HE75:
2009 (R) 2013, and US, EU, and APAC regulations

Connected Embedded
ISO 9001 certified health systems

Formative Summative
study study

13 © Ipsos 2020



Typical questions we answer

How do my customers experience my
% services or products across their
experience journey?

Is my product safe and effective :
for its intended users? e

How do | design a connected

?] health interface that is useful,
4

usable and engaging for my
users?

How are people using my
!=| products and services in the
real world?

How do the behaviors of my

fi’i users impact the safe and D 0 Users Int_er_pret the device
effective design of my product? interface, training, and IFU the

way | anticipated

How can | improve the user How does my product/service
ﬁ experience of my product or perform globally? Where do |
service to make it more localize my product/service?
successful?

E‘ How does the UX of my products “ How will users use my
compare with my competitors? products and services in the

future?

© Ipsos 2020
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Multi-country studies

/A

@

-

—r’"
Global reach. Quality and consistency.
Ipsos has on-the-ground UX/HF trained One point of contact drives the project
teams across the global to conduct preparation work and collaborates closely
localised, in-person UX/HF studies. with our clients to ensure all study

objectives are met.
Our international experience has allowed

us to collaborate closely with client teams That point of contact then works with the
to build and redesign products and local teams in each country to ensure
concepts across the globe in iterative, consistency in the procedure and strict
phased research processes. adherence to the study protocol.

Excellent international project management, consistency in execution,
15 ©psos 2020 localised knowledge, delivering quality results.




CASE STUDY

Optimising website for patients / carers




CASE STUDY

Innovation research for a new medical device

Business issue

A global medical device manufacturer was interested in conducting research to help
them innovate their product line.

BER-0  gur

Pl U]
W * The client had developed initial concept directions, but wanted to understand physicians’ perceptions of
S CECHECTREES MW e clinical and workflow impact to drive their product innovation towards high-value needs from a clinical and
— patient outcomes perspective.

- ®* The company engaged Ipsos in a three phase research project to conduct observational and UX research.

t S - 1 * The first two phases were followed by a quant survey to validate findings.
m 8 65 | Our solution

1 1 3/ NS The research plan was designed to uncover gaps, pain points, and physician reactions
w= ( 5);-:: to early concept designs. Findings fed from one phase to the next.
> e _ X * We conducted observational research in four hospitals in various care areas including OR, ICU, PICU, and NICU for

phase 1.

* For phase 2 we conducted one-on-one in-depth interviews with physicians in the US, UK and Germany to pressure test
early-stage concepts and dig deeper into findings from observations.

* Findings from phase 1 & 2 informed the development of the quantitative survey that aimed to validate and assess
concepts.

Impact

Full findings reports from each phase capped by a tailored combined report of
Quantitative and Qualitative data to report out on the key insights from the research.

+ The research uncovered clear pathways forward for innovation that were found to have the highest workflow
impact as well as the most positive impact on patient outcomes.

» The research enabled our client to confidently move forward with new product development.






An evolving and flexible approach no matter what

Our ability to be agile and evolve ensures business continuity for our clients through and beyond
COVID-19

Over the past several months, the evolving nature of the

COVID-19 pandemic has had a large impact across the How to adapt research in

globe and Ipsos has acted quickly and decisively to response to COVID-19 Regular updates of impact on fieldwork
evolve its methodologies to ensure business continuity

forour clients A NEW WORLD = CONe o DL N A
= Plan B is now Plan A: All of our face to face when Transitioning &
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interviews and workshop have now been moved to
virtual-online methodologies, allowing qualitative
insights to be obtained whilst keeping people safe

BRIl &
F
ol =
Fr E

T

]
B

|
| [ |

e
1 E=
TR TR T R

CPT TR [T F.
1HH

;
B0 - DINNEENS
i
IINNINEERD 2=

s
LLLLR LT B

= Constantly reviewing: We are in close contact with
our fieldwork suppliers, understanding the situation on
the ground at regular intervals to be able to react
should any circumstance change
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= Future Proofing: We are continually looking ahead to
have contingency plans in place for multiple scenarios

]
[]
N
a0 B | [ | B
[
8 £a
E!D

LI T EE
sk

1

)
PHELE
HIRNERN ==

x
§
L LR | [ S

TR TR
(LLELTT LT E
T LT T T

11E=
[ E5

| | LR
| | [
L] 1]

K
1=
-8
L
(1]
(1]

,.
-
HEFENTTE

==
= &
T T T TR

We understand that the future may be uncertain for our
clients and research plans and budget may change. We . g
are on hand to help you to adapt our proposal and evolve HSHI AL
our studies to ensure that they continue to meet your Click here to download white paper

ever changing needs
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GAME CHANGERS
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https://www.ipsos.com/en-us/knowledge/new-services/new-world-transitioning-research-online

Ipsos UX/HF Online Methods

Formative Summative

Online communities
Online focus groups
Diary studies / video journals

Remote 1:1 interviews

Remote 1:1 UT
Unmoderated UT

Quantitative surveys®

Expert reviews

Ipsos UX Oversight of Study Conducted by US/International Partners

(1) Fielding UX-oriented surveys to measure user needs, behavior, and feature appeal. Using omnibus or custom survey with panel or free-find recruit.

20 - © Ipsos 2020 &




Ipsos UX/HF Online Tools

, & GoloMeeting .
=/ Revelation qualtncs"'Vl > userlyﬂcs
Google B =/ InterVu %
iIndeemo
[ VALIDATELY
‘G recollective Q) dscout

Q 4 N
Participant-preferred chat
@ MiCI’OSOft Teams Google Meet communication tools in local

markets, such as:

Of%IOK~

. J
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CASE STUDY

| Conducting Online Summative testing

Business issue

A leading pharmaceutical manufacturer wanted to validate the design of the instructions for use (IFU) and
determine the effectiveness of training for a new medical product designed to treat pediatric patients with a
chronic medical condition. Due to public health concerns, related to COVID-19, we were unable to conduct
sessions in-lab.

Our solution

We designed a training and test sessions to make use of an online streaming platform in order to conduct the
study within our client’s time-frame. For the training session, participants logged into an online meeting, and an
Ipsos researcher instructed the pediatric patient participant how to perform the administration procedure through
use of a PDF of the IFU and several webcams with multiple angles in a kitchen.

The participant then returned for their test session 24-48 hours later. At which time, they explained to a second
researcher, acting as a moderator, how to prepare and administer the medication. The participant’s instructions
were followed in real-time by the first researcher as multiple angles captured the movements.

Impact

We were able to conduct training and test sessions
with 15 unique pediatric patient participants. With this
methodology we were able to demonstrate that
pediatric patients would be able to understand the
directions as outlined in the IFU before administering
- the medication on their own.

Remote Lab Set up
‘A\;x\ o
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Accreditatic ‘fg‘




Experience with Regulatory Guidelines and International Standards

European Union Regulatory Standards

REGULATION (EU) 2017/745 OF THE EUROPEAN
PARLIAMENT AND OF THE COUNCIL of 5 April 2017 on
medical devices, amending Directive 2001/83/EC, Regulation
(EC) No 178/2002 and Regulation (EC) No 1223/2009 and
repealing Council Directives 90/385/EEC and 93/42/EEC

REGULATION (EU) 2017/746 OF THE EUROPEAN
PARLIAMENT AND OF THE COUNCIL of 5 April 2017 on in
vitro diagnostic medical devices and repealing Directive
98/79/EC and Commission Decision 2010/227/EU

United States Regulatory Guidelines

24

Applying Human Factors and Usability Engineering to Medical
Devices, Guidance for Industry and Food and Drug
Administration Staff, Document issued on: February 3, 2016

Guidance for Industry: Label Comprehension Studies for
Nonprescription Drug Products; US Department of Health and
Human Services, Food and Drug Administration, Center for
Drug Evaluation and Research: August 2010

© Ipsos 2020

International Standards

ANSI/AAMI/NISO 14971: 2007 (R) 2019

AAMI ANSI IEC 62366-1:2015, Medical Devices — Application
of usability engineering to medical devices

AMMI ANSI IEC 62366-2:2016, Guidance on the application of
usability engineering to medical devices

ANSI/AAMI HE75:2009 (R) 2013

APAC Regulatory Bodies

China
National Medical Products Administration (NMPA)
Center for Medical Device Evaluation (CMDE)
Japan
Ministry of Health Labor & Welfare (MHLW)
Pharmaceuticals & Medical Devices Agency (PMDA)




1ISO 9001: 2015 certification
bsi. b 30

Certificate of Registration Fast) Ny
= Not merely list of standards; It's a philosophy for = &
conducting business with a focus on Customer — ~—R—
Satisfaction and demonstration of effectiveness S ckvmmas e it tirondibin SN T =
» NA HF/UX Quality System is managed by a fully ) —n-
dedicated Quality Systems staff and is routinely . ":"‘?..".:;';;;‘,7—". =
audited by an independent, accredited authority SE— = z e ST
= Robust Quality processes minimizes service delivery OL- X
issues and a Risk-based approach (Plan Do Check v ooy

Act) to process improvements

= Top Management remains involved through
participation in regular Quality review meetings

ISO
9001:2015

Quality

= Ensures our work continuously conforms to Management

International Standards and Regulations

25 © Ipsos 2020



Why ISO 9001:2015 Certified

Managed by fully dedicated 1SO

Quality Systems staff, plus a 9001:2015 Quality Manual communicates

team of designees, all Quality business commitment to Quality
! Management

supported by UX/HF senior
leaders

26
© Ipsos 2020






Project Management and Vendor Partnerships

Project Management Team

o Dedicated project management team who are responsible for day-to-day logistics of all projects
(e.g., coordinating recruit, assisting with fieldwork, handling administrative tasks, managing
recruiting shortfalls)

o Certified project managers under Project Management Institute (PMI)

e Extension of the project team - allows researchers to service end-clients and focus on project-
specific needs

Vendor Partnerships

e Wide network of domestic and international partners that can handle recruiting and full-service
studies (i.e., recruit, moderation, and reporting)

All vendors are fully on-boarded

—  Sign NDAs
—  Complete quality standards and adverse event training
—  Complete Ipsos Governance and IT Security compliance training
e  Collect vendor feedback on all studies from our research team and provide 360° feedback

3 If there are quality issues, we escalate through our Quality process and initiate meetings with
Quality and the vendor to discuss areas for opportunity

e Capability to partner with external contractors

28 © Ipsos 2020




Global recruitment

Local Contacts
Worldwide

Global Ipsos offices offer
local representatives

Knowledge of local
holidays, customs, and
other elements that may
Impact recruiting

© Ipsos 2020

Professional
Recruiting Firms

Ipsos manages end-to-end
recruiting process to
ensure recruit success

Network of unbiased third-
party recruiting firms

Rigorous vetting and

training curriculum to

ensure quality vendor
partnership

Specialized third-party
firms access hard to find
participants

Hard to Reach
Sample

From previous projects we
know the respondents are
hard to reach which are
not always part of online
HCP panels

We work closely with
trusted recruitment
partners that provide us
the flexibility and agility to
tailor the recruitment
approach to ensure we
meet the desired target
sample

Client Contact
Recruiting

We are happy to work with
our clients and recruit
participants from client-
specific lists

Recruiters screen and
schedule participants




Services we offer

SHAPING BUILDING GROWING
EXPERIENCES EXPERIENCES EXPERIENCES
#2129

’
\\——’

EXPLORATORY STRATEGY/DESIGN USER-CENTERED FORMATIVE SUMMATIVE
RESEARCH WORKSHOPS DESIGN USABILITY TESTING USABILITY TESTING
« Contextual Inquiry - Journey Mapping « User Interface Design « In Lab Testing - Validation Testing

- Digital Ethnography - Ideation - Experience Design - On-site Testing

- Experience Mapping - Co-creation - Service Design - Remote Testing

- Feature Exploration « Concept Development - Visual Design « Agile/Quick Testing

- Personas - Info Architecture - Moderated

- Usage Diaries « IFU Design « Unmoderated

« Quantitative usability

30 © Ipsos 2020

LAUNCH &
POST-LAUNCH

- Style Guidelines
- Design Patterns
- Launch Support
- Training Materials

- Longitudinal

Testing




covery, Research
)ecision Making

Exploratory fes Al -
Research el R
Reshape the landscape by :

Knowing your users oy
= CONTEXTUAL INQUIRY & ETHNOGRAPHY ‘;‘r,,_ " | -
In-home sessions allow direct observation, simulated e L
use in context, and engaging in co-creation activities e
= DIGITAL ETHNOGRAPHY p—
Captures rich insights and is cost effective for large S
sample sizes
= JOURNEY MAPPING S
Visualize the customer experience to create a e | oA
common platform for decision-making i_.- e
ST e e
| I
= ECOSYSTEM ANALYSIS
Understanding users in the context of all of the inputs | =
around them, not just the product or service at hand T

We help you understand user needs and behaviors in
31 © Ipsos 2020 context and what influences the landscape

(2

Application
& Approval

Sample Deliverables:

Experience cards
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o ot ey = Mental model diagrams

Mood boards

Personas
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CASE STUDY

Improving the Emergency Department

g Patient Experience

Business issue

A major Chicago-area research hospital wanted to understand the patient experience of their
Emergency Department (ED) as it relates to interaction with health care providers and technology.

The goal was to use the findings of the ED research to design a digital interface that could
overcome barriers to patient satisfaction, and ultimately improve patient safety.

Our solution

Over four weeks, our team worked with the hospital researchers on a two-pronged methodological
approach — observation-based ethnography and interviewer-administered surveys.

Ethnographic data was recorded through observation of the patient-provider-technology interaction
in the ED and the survey consisted of patient experience rating questions.

Impact

We provided the hospital with insight into the workflow at the Emergency Department, dynamics
of the patient-technology-provider interaction, and patient satisfaction.

We identified opportunities to streamline the information flow and to institute measures that
would improve the overall patient experience.



Strategy & Design
Workshops

Turn research insights into
compelling designs

= Our workshops facilitate IDEATION AND
CO-CREATION of workable solutions created
collaboratively with users

= We create IMMERSIVE ACTIVITIES and workshop
environments that engage users creatively

= Our activities FACILITATE PRIORITIZATION and
IDENTIFY VALUE that leads to team consensus on best
designs

= Teams gain a rich understanding of HOW USERS
EXPERIENCE or want to experience the product or
service

= Designs are ROOTED in user-centered design and
SHAPED by business goals

33 © Ipsos 2020

Sample Deliverables:
Innovation concept cards

Summary frameworks

FEATURE
STORYBOARDS »

Strategy document
Design principles
Concepts and prototypes

¥ Design solution pipeline

A
pet for iy e

st widl

We work with users to activate results and
develop viable strategies and designs




(Psos CASE STUDY

Understanding User Behavior
Through Longitudinal Research

Study participants were provided a smartwatch and lifestyle/health monitoring app, and recorded
activities in an online diary and participated in follow-up phone call interviews. They then returned for an
ideation & co-creation workshop to discuss how to improve the app experience and features.

Experience Journey
& Storyboards

4. Feature UX Storyboard

" et 2. Journey
Q' Phase with Improved experience concepts
bl ol Feature and features were provided in a
_____________________ Opportunities detailed report and visualized as

.:.‘ ‘ | é Beeter gdance on - 2 o ] 1 S Tror | 2 tar s app i i Te Storyboards-

st with 2.ppon 3 2 i oo be bradenc made ol o
: F

Dochaog tor eetcnded use
e e oMzl cuit dane

Lifesly oduct Title

ree St bt Benst Blerbh D Y

Shoryboands bre Fezkure Catepoy:

Better guidance

on suppart across the i@, Froacthe stepscurigscens SRR W s B el - -- pembin b ke dir on e

e Pp—— o ® b MOk SURS USSTS e ke piritvan s wavk
ot ! 5
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1. Experience 3. Feature Concept 5. Feature rationale,
Journey Summary benefits, considerations



Sample Deliverables:

Task flows and navigation maps

Human-centred
Design |
Bring concepts to life through a = R e fee D g
multi-disciplinary approach to design m— -

Wireframe mockups »
Fully functional digital prototypes

lllustrated examples of suggested
changes

FREQUEETS
CETATE MEW FRLEST W

weemsin= Fully refined instructions for use

= INFORMATION ARCHITECTS address organization,

comprehension and layout of products, services and B S S| B S e Visual design comps with full branding
supporting materials 9 S
| X I A vanran Feda: Do Tl EL R L
Baguest Mare Pere Rag Mo Hean
. . ke TRE  Corpasdkuse  Trevis Cosser (B (el Bk Lot Pre o T Y L
= INSTRUCTIONAL DESIGNERS improve learnability o LT E:S RIS vﬁ
and create supporting materials to afford safe and : o B
. Faguest Hare Fere Fequess Mprms Pane X : ' Peecaac e e Ft
eﬁeCtlve use Of the prOdUCt .-:J:;:'n':u'.-nk -:...:-v.-.\.'.:lnw-. ::-n:u:;w 1;.'3:':'...... temk g . Froskits Casser Fopevky o b :r:l't---- Ty :xmm Prosuace Saecar M0 3
e
= INTERACTION DESIGNERS create wireframes and s o o G fordbe Pt s
Curriculum Wslooded Additional Tocument Wplooded

prototypes to address research objectives

= TASK-BASED USABILITY TESTING allows us to
iteratively refine design concepts

= VISUAL DESIGNERS incorporate existing or new
branding to improve the aesthetic experience

We go beyond usability to create effective,
35  ©lpsos 2020 efficient and satisfying user experiences
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Business issue

An eGové"rﬁ'rhe'ﬁTtﬁdepartment asked us to help them design a new set of omnichannel standards

for all types of government services.

The goal was to reinvent and unify the way government departments interact digitally with citizens,
across the spectrum of government services and across touchpoints for web, mobile, kiosk, voice,

and smart TV interactions.

Our solution

Our designers partnered with the eGovernment team for an intensive program of workshops,
interviews, and design iteration over a 3-month period, including:

* Workshops and user interviews to identify and prioritize key service design challenges

» Collaborative design workshops to establish a foundation of high-level principles

* An iterative design pipeline covering wireframing,
localization, visual design, rapid prototyping, and
documentation of core service types and features

Impact

The government distributed the new design patterns
and guidelines across dozens of departments for
implementation. The new experience design featured
prominently as the largest exhibit at the region’s top
annual tech conference.

Omnichannel Ul templates and guidelines



O Sample Deliverables:

ol 1o Wbt Thoud
. Mo ]
FO rm at Ve Rl Formative test plans
U SA B I L ITY TESTI N G - Executive summaries with key insights

=

. . . . gate<t “"M'”"‘,u Detailed reports of findings and
Drive rapid design improvement g ¥ Y0 recommendations
. . . . . Yo
with iterative testing and refinement e usmet Rapid refinement through activation
on: Need » workshops
Nav ,oa\‘o“ nl""“w;‘:w\l

= TASK-ORIENTED SIMULATED USE . ‘,‘;.';:-;-?"‘”:jff.'::::;‘:.l Linkage of observed issues

research allows for direct observation e o and risk analyses »

of use-related behavior, which is
complimented by qualitative assessments

=« Root cause analysis for late stage
o e W e e formative testing

\mar;.\o Comm= ‘Bm\
= Trends in BEHAVIOR and qualitative ;:; -
assessments are analyzed by the i o
research team to INFORM DESIGN T ; :
CHANGES that will improve user . w” :" './\\
experience and reduce use errors - 3 *

s 5
et R

Iteratively refine product designs with users
to mitigate or eliminate potential use errors
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CASE STUDY

Global Usability Testing of a Medical Device



Summative
VALIDATION TESTING
A demonstration that the device
IS safe and effective for its
iIntended uses by the users in the
appropriate environment

= Test FINAL DESIGN/DEVICE with
specific set of criteria and objectives

= Strict protocols and methodologies
according to REGULATORY
GUIDELINES

= Substantiate RISK MITIGATION(S) are
sufficient

39 © Ipsos 2020

Sample Deliverables:
Summative protocols

Human Factors Engineering Section 8
report

Key findings summaries in MS PowerPoint

Simulated use testing
settings »

Use Failure Mode and Effects Analysis
development (UFMEA)

Assess that the product is safe and effective
for use with intended users




CASE STUDY

'
/ JFormative and Summative Evaluation of
‘*a Connected Health Solution

(, ‘

-

Business issue

A major pharmaceutical company needed to
« Evaluate hardware and software for a connected health solution
» Develop a Users' Manual for patients, healthcare support, and doctors

» Validate the entire system for regulatory approval
Our solution

Our team evaluated the risk analysis to incorporated
correct device use, actual use errors from formative
studies, and important informational notes to improve
device iterative design, and create effective Users Manuals
for each user group.

We took the final system into Summative Testing to show
the device was safe and effective.

Impact

The resulting Users Manuals were optimized for ease of
use. The Formative Testing and Users Manuals resulted in
a successful Summative Test.

The product was launched successfully with regulatory
approval.

Example IFU Designs




POST-LAUNCH

Monitor the safety of devices after
market launch

= The product has reached a much larger
audience than in previous research and
therefore there may be NEW LESSONS
LEARNED and OPPORTUNITIES FOR
IMPROVEMENT

= Detailed DOCUMENTATION provides
designers and developers with the
information they need not just to
implement, but to extend the design in the
future.
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Sample Deliverables:

§ Post-market surveillance and
/~—_ analytics »

Asset libraries (digital Ul, print IFU, etc.)
Content style and branding guidelines

User interface design patterns and
guidelines

Training materials

Longitudinal testing

Opportunities to better understand the user
experience




CASE STUDY

Auto-injector Post-Launch Feedback

Business issue

A major medical device manufacturer sought post-launch feedback an auto-injector for migraine
sufferers in order to support device claims. The objectives were to evaluate the product’s
perceived ease-of-use, learnability, confidence self-injecting, and ergonomics.

Our solution

Ipsos performed over 200 in-lab, one-on-one interviews with users over twelve days across three
cities. Two consultants, an interviewer and a dedicated note-taker, facilitated the 30-minute study
sessions, gathering feedback and impressions of the product. Users were instructed on the
product’s use, given a chance to simulate use of the device using a practice injection pad, and
provided feedback in the form of their agreement with a series of prepared statements.

Impact
The autoinjector was well-received and participants were
complimentary towards it. Results and analysis included the extent

of potential users’ agreement with prepared claims, and any
guestions they had after simulated use of the product.

Example test lab setup
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Ipsos is a leader in IFU design and research

Since 2015 Ipsos UX/HF has Multiple presentations on IFUs at Webinar on IFU:
completed 57 total IFU projects conferences including: :

: . . MEDICAL INSTRUCTIONS FOR US
(with Instructions For Use, Quick . Applied Human Factors and , TIPS BEST PRACTICES _
Start Guides, Reference Guides, Ergonomics (AHFE) ,3 @\
and User Manuals) including: -

) g I nternatlonal View our on-demand webina

34 Unique IFUs . Human Factors and
9 Initial Visual Concept Ergonomics Society (HFES)

Designs Healthcare Symposium
7 Expert Evaluations . Intellus Worldwide

39 Formative Usability studies

14 Summative Usability
studies
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Storyboarding IFUs
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Converting to digital content
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Example IFU Formats
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TRADEMNAME

hedication

11:04 @& 33 Nieg a 92%m

[a) & ojects.invisionapp.com (@ i

TRADENAME
Medication

TRADENAME must be taken:

@ e

Two times a day For three weeks
(every 12 hours)

If more medication is needed before you have
completed the 3 week administration period,
contact your physician,

PACKAGE CONTENTS & >
INSTRUCTIONS

1l @) <

When to use TRADENAME

TRADENAME must be taken:

‘B

Two times a day
(evary 12 hours)

[ ] ]
3 weeks

For three weeks



https://vimeo.com/394468596
https://projects.invisionapp.com/share/7HV2ZLY93CD#/screens
https://www.ipsos-userexperience.com/examples/ifu/booklet.pdf
https://www.ipsos-userexperience.com/examples/ifu/foldout.pdf

Business issue

A global pharmaceutical manufacturer was developing a new prescription therapy for pediatric patients
with a chronic condition. The manufacturer wanted to redesign an existing set of instructions for use
(IFU) into a format that was more child-friendly.

Our solution

We developed several design illustration styles, with our design specialists, that could be used to
explain the therapy procedures. During a workshop with key stakeholders and our research team, we
determined which illustration style would be most appropriate.

We created a new optimized IFU that incorporated the new graphics, layout flow of information from the
previous IFU, and updated language that would be more easily understood by children. This design
was further refined with formative Human Factors usability testing.

Impact

The new optimized IFU aided study participants (both pediatric patients and adult caregivers) to
perform better on safety critical tasks than their counterparts had with the previous iteration of the
unmodified IFU.

As a result of the improved performance, we conducted summative Human Factors usability testing
with the updated design before submitting it for FDA review.






Global Contacts

Global & North America £

Corey Cook

- SVP, Head of HF & UX Medical Devices, Innovation
USA
Corey.Cook@ipsos.com

Chloe Markley

VP, HF & UX Medical Devices, Innovation,
USA

Chloe.Markley@ipsos.com
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ABOUT IPSOS

Ipsos is the third largest market research company in the world, present in 90
markets and employing more than 18,000 people.

Our research professionals, analysts and scientists have built unique multi-
specialist capabilities that provide powerful insights into the actions, opinions and
motivations of citizens, consumers, patients, customers or employees. We serve
more than 5000 clients across the world with 75 business solutions.

Founded in France in 1975, Ipsos is listed on the Euronext Paris since July 1st,
1999. The company is part of the SBF 120 and the Mid-60 index and is eligible
for the Deferred Settlement Service (SRD).

ISIN code FR0O000073298, Reuters ISOS.PA, Bloomberg IPS:FP

WWW.ipsos.com

GAME CHANGERS

In our world of rapid change, the need of reliable information
to make confident decisions has never been greater.

At Ipsos we believe our clients need more than a data supplier, they need a
partner who can produce accurate and relevant information and turn it into
actionable truth.

This is why our passionately curious experts not only provide the most
precise measurement, but shape it to provide True Understanding of Society,
Markets and People.

To do this we use the best of science, technology
and know-how and apply the principles of security, simplicity, speed and
substance to everything we do.

So that our clients can act faster, smarter and bolder.
Ultimately, success comes down to a simple truth:
You act better when you are sure.

*k%

“‘Game Changers” — our tagline — summarises our ambition to help our
clients to navigate more easily our deeply changing world.







