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Roadmap

Preliminary Results & Outlook

Observe the observer...

i Clarification

Let‘s talk...
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Who is speaking...

“Potential“ patient

Non-experts, lay people who have a
basic (unknown) risk of becoming ill
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Patient Experts
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Individual Patients

Carers

Patient Advocates

Patient Organization Representatives

Hunter et al
September 2018 | Volume 5 | Article 231
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*Solomon four-group design
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What would be your conditions to be ready
to use robots for research purposes as a
healthy person?

gk DHBW Lorrach

Research Questions

Humans assess the use of
robots in medical care
differently...?

... about third parties?

Capsule Robots?

...to yourself?

...close relatives?

M — 26/10/22
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sy Hypotheses

o The more diffuse or unexplored or alternative a clinical picture is, the higher the
willingness to agree to the use of robots

o The less can be seen from the outside or even influenced, the greater the
resistance when using robots

o The willingness to use robots depends on
age

gender

economy

education

ethnicity

religion / worldview / spiritual orientation

O O O O O O O

culture
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v no linear causal chain of causes and effects,

v" multidimensional network structure for decision-

making and argumentation

v change of use in medicine? }5‘5
% v’ people’s fears and assumptions?
v' cope with the permanent

uncertainty?
v" individually plausible reasons of usage?

v' Emotional and (cross-)cultural feedback loops?

v : e 5
i . (Emotional) priming effect?

Outlook ®h DHBW Lorrach

v differences in choosing

v national
v (cross)cultural v indication of communication
v' (trans)cultural (strategies)
v personal v to society
v' patients
v' goal: increase the number of users v use,
v of early adopters ﬁ v benefits,
v early majority v opportunities
% v’ risks
v" how to relay information to
patients
v predict the acceptance v Reslults

v health technology assessment

v’ application for an ethics committee.
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Backup
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INSTITUTIONALIZING WEALTH TECHNOLOGY
ASSESSMENT MECKANISNS.
AHOW TO GUIDE

Typesof technologies/

interventions - Safety

« Surgicalinterventions

+ Service delivery models

« Populations level health interventions
(public health interventions)

« Clinical interventions

ASSESSMENT - Equityissues

« Ethical issues.

Soure: reference 1.
Fig. 2. Technologies and methods considered in HTA

According to WHO, HTA is
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What does HTA consider?

« Clinical effectiveness
+ Economic considerations.

 Medici
aches HEALTH
+ Medica devices TECHNOLOGY - Budgetmpactanalyss

- Organization impact

- Feashilty considerations
- Acceptabltytohealth care providers
-+ Acceptabltyto patients
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APPRAISAL

ASSESSMENT (

« Scientific process
* Relies on data

+ Qualifies or describes the
relations between the
intervention and each criterion

deliberative process

L « Considers local values

« Evaluates the assessment
« Isamulti-stakeholder,

' RECOMMENDATION

« Results of the appraisal

« May be binding or non-
binding, depending on the

l legal framework

q

Fig. 5. Relations among isal and rec

in HTA mechanisms

fair HTA pi hri

dinlaw ¢

INPUTS ( ACTIVITIES

Mandate Assessment

Legislation ~ Data ollection

( OUTPUTS ( OUTCOMES
+ Legislati i + Horizon scanning status
- Governance — Data analytics reports Imrea;ed coverage
arrangments ~ Report generation ijxtlons of needs

« Horizon scanning
« Appeals

« Assessmentand Appraisal « Gap measures Gmtenmss to
. . yin health :
. spending « Lessimpoverishment
and financial) « Finandial protection dueto health

spending

Fig. 3. Logical framework for HTA mechanism

t—————> Evidenceinformed decisions =¥ efficiencyinspending => better health outcomes
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and Development: Health Technology
Assessment

-

o

Dispensing

Prescribing

Procurement
Selection, and supply
pricing and
reimbursement

Legislation, requlation, governance, monitoring

Fig. 1. Value chain for health interventions
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Considerations '
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FIGURE 1 | Patient involvement in medicines R&D. Patients can be involved across the process of medicines R&D. This diagram created by Geissler, Ry, Leto, and
Uhlenhopp identifies some existing areas in which patients are involved in the process. It distinguishes between the level of expertise in a disease area that is required
and the different areas where involvement can take place. Copyright: EUPATI, under a Creative Commons Attribution-NonCommercial-ShareAlike 4.0 International
(CC BY-NC-8A 4.0) licence. Used with permission.
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Legal Ingtitutional

Dedsonon
reimbursement

Pridngpolides

Dimensions of complexity

MU fr Zeugenaussagen vor Gericht

Schadigungspotenzial

aRigem oder deutlichem

)
WG ven Versragstexten and Arstoreten |

2usatzlich 2.8, Ex-ante-Zulassungsverfahren
MU von technischen Bedienungsanleitungen

Offenlegungspfiichten gegeniiber
Aufsichesinstitutionen, Ex-post-Kontrolle,
g Bleu-Wert Au n
>35

Beginn spezifischer Regulierung

Anwendungen
ohne oder mit

keine gesonderten Mainahmen

geringem MG fir private Emails, Chats, Blogs in
Schadigungs- geschlossener Gruppe, MU fir private
potenial Empfehlungen, MO far Informations
bersetzung von Webseiten
Abbildung 2: Die Kritil und ein fiir den Einsatz von Kl-basierten
maschinellen Ubersetzungssystemen (nach [10])
(1) Datenethikkommission der Bundesregierung, der D: Berlin:

BMI, 2019 [Online]. Verfugbar unter:
https://www.bmi.bund.de/SharedDocs/downloads/DE/publikationen/themen/it-digitalpolitik/
gutachten-datenethikkommission.pdf?__blob=publicationFile&v=6 [Letzter Zugriff: 10.08.2020].
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Abbildung 30: SafeTRANS Roadmap zur der 130¢)

(2) Source: W. Damm, P. Heidl et al., Roadmap — Safety, Security, and Certifiability Future Man-
Machine Systems, SafeTRANS-Arbeitskreises Resilient, Learning, and Evolutionary Systems-
Oldenburg: SafeTRANS, 2019 [Online]. Verfiigbar unter: https://www.safetrans-
de.org/de/Aktuelles/aktuelle-roadmap-%22safety %2 C-security%2 C-and- certifiability-of-future-man-
machine-systems%22/285 [Letzter Zugriff: 12.08.2020].
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Economic strength

GDP as "the gross domestic product for a region, wherein the GDP is "the market value of all
the goods and services produced by labor and property located in" the region, usually a
country. It equals Gross National Product minus the net inflow of labor and property incomes
from abroad."
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* GDP as "the gross domestic product for a region, wherein the GDP is "the market value of all the goods
and services produced by labor and property located in" the region, usually a country. It equals Gross

National Product minus the net inflow of labor and property incomes from abroad." -. D H BW LO rra C h

Learning outcomes, minimum vs advanced achievement, 2015

Proportion of students achieving advanced and minimum proficiency benchmarks. Achievement outcomes come

trom standardized, psychometrically-robust international and regional tests. In order to maximize coverage by
courtry, tests have been harmonized and pooled across subjects (math, reading, science) and levels (primary and
secondary education). See source for details on praficiency benchmarks.
Average learning outcomes vs GDP per capita, 2015 - 100 _United States ,d,‘"’a" : :5“
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Source: Altinok, Angrist, and Patrinos (2018) OuriWorldinData.org/quality-of-education - CC BY
24— 26/10/22 ) )
Quelle: https://ourworldindata.org/global-education
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Share of students achieving advanced learning outcomes, 1970 to 2015 m Share of students achieving intermediate ]edrmng oulwmes, 1970 to 2015
Fraportion of students achieuing an advanced proficiency benchmark. Achievemant ouIGaMES come from Propartian of students achieving an roficiency ber from
 an In order country, stciacizac, payohornedrioaly-0tast Inbenelional and ol toets. i i 1 sz Gverig6 by SOUDY,
nave e I d pocied acr0ss ealing, science] and levels (primary and secondary tasts hava been harmonized and pocled across subjects (math, reading, science) and levels (orimary and secondary
tior). See source for detalls on preficiency benchimarks. edusation). See sourc for details on proficiency benchmarks.
Japan 100%
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50%
B0% United States.
Gemany
40%
60%
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20%
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5% —_— — . Indie 0%
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Saurce: Alinck, Anygist ant Patrincs (201E) urioridlinDots orgfeuslty-of-ecucation - GC BY Saurce: Alinck, Anygist ant Patrincs (201E) argiquaity-of-education - G5 BY
25 —— 26/10/22 . :
Source: https://ourworldindata.org/global-education

This dimension expresses the degree to which the less powerful

inequalities among people.

POWER
DISTANCE

The high side of this dimension, called Individualism, can be
defined as a preference for a loosely-knit social framework in

INDULGENCE and their immediate families.

Indulgence stands for a society that allows

relatively free gratification of basic and natural
human drives related to enjoying life and having
fun. Restraint stands for a society that suppresses
gratification of needs and regulates it by means of HOFSTEDE’S

strict social norms. -
CULURAL
DIVIENSIOINS]

Every society has to maintain some links with its oriented.

own past while dealing with the challenges of the
present and the future. Societies prioritize these

two existential goals differently. UNCERTAINTY
AVOIDANCE

The Uncertainty Avoidance dimension expresses the degree to which the members of a
society feel uncomfortable with uncertainty and ambiguity. The fundamental issue here is
2 26/10/22 how a society deals with the fact that the future can never be known: should we try to
control the future or just let it happen?

members of a society accept and expect that power is distributed .
unequally. The fundamental issue here is how a society handles - D H BW LO rra C h

which individuals are expected to take care of only themselves

LONG VS The Masculinity side of this dimension represents a preference in
society for achievement, heroism, assertiveness, and material
SHORT TERM rewards for success. Society at large is more competitive. Its opposite,
Femininity, stands for a preference for cooperation, modesty, caring
ORIENTATION for the weak and quality of life. Society at large is more consensus-

© GreR-Heister, Haring, Ossola-Haring,
Schlageter, Wolle - 2022-09-23
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Country Comparison (Hofstede Insights, 2022-09-13)
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Journal of Consciousness Sudies, 3, No. 4, 1996, pp. 3301149

NEUROPHENOMENOL OGY
A Methodological Remedy for the Hard Problem

Francisco J. Varela, LENA (Laboratoire dgs Neurosciences Oognitivs),
CNRSURA 654, Hpital dela Salpfr@re, 47 Blvd. deliHUpital,
75651 Paris Cedex 13, FRANCE.  E-mail: fv@ccr.jussieu.fr

+

characteristics of resulting examination

bracketing, suspending beliefs
intimacy, immediate evidence
inscriptions, intersubjectivity

stability, pragmatics

TheWorking Hypothesis of Neurophenomenology

Phenomenological accounts of the structure of experience
and their counterparts in cognitive science
relate to each other through reciprocal constraints.

Phenomenological Reduction
aspects of method
Attitude
Intuition
Invariants
Training
28— 26/10/22
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Klinische Prifung mit Medizinprodukten

Veranlasst durch Wissenschaftler (IIT)

o stelungne™
g6 200

CE-Kennzeichen
innerhalb der
Zweckbestimmung

ohne belastende oder invasive
MaRnahmen

/

GemaR § 47 Abs. 3 MPDG
keine besondere gesetzl.
Regulierung

Verfahren nach § 15 BO

@@ Onne CE-Kennzeichen
* oder auerhalb der
Zweckbestimmung

/

Verfahren nach
§§48-52 MPDG
(ahnl. Art. 62 MDR)

BOB
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Clinical Equipoise als notwendige Bedingung fiir die ethische
Zulassigkeit klinischer Studien an kranken Menschen:

Equipoise®@:
UE UNDECYLENATE

rpection
)
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Die Arzt-Patient-Beziehung ist in normativer Hinsicht
wesentlich durch das Prinzip arztlicher Filirsorge gepragt,
das in Gefahr gerat, wenn ein Patient bzw. eine
Patientengruppe im Forschungsdesign eine suboptimale
Therapie zu erhalten droht.

Equipoise (,Gleichgewicht“) erlaubt die wissenschaftliche
Prifung innovativer Intervention — insbesondere
randomisierte kontrollierte Studien — genau dann, wenn die
Datenlage vor der Studie erhoffen lasst, dass sie im
Vergleich mit der etablierten Standardbehandlung klinisch
mindestens gleichwertig ist bzw. unter klinischen Experten
aufrichtige Uneinigkeit dartber herrscht, welche dieser
Methoden klinisch zu bevorzugen ist.

© Grel3-Heister, Haring, Ossola-Haring,
Schlageter, Wolle - 2022-09-23
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Who is speaking...

“Potential“ patient

Non-experts, lay people who have a
basic (unknown) risk of becoming ill

“Patient Experts,” in addition to disease-specific expertise, have
the technical knowledge in R&D and/or regulatory affairs
through training or experience, for example EUPATI Fellows
who have been trained by EUPATI on the full spectrum of
medicines R&D.

31— 26/10/22
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Defining “Patient”

The term “patient” is often used as a general, imprecise
term that does not reflect the different types of input
and experience required from patients, patient advocates,
and patient organizations in different  collaborative
processes.

« “Individual Patients” are persons with personal experience of
living with a disease. They may or may not have technical
knowledge in R&D or regulatory processes, but their main
role is to contribute with their subjective disease and treatment
experience.

o “Carers” are persons supporting individual patients such as
family members as well as paid or volunteer helpers’

“Patient Advocates” are persons who have the insight and
experience in supporting a larger population of patients living
with a specific disease. They may or may not be affiliated with
an organization.

o “Patient Organization Representatives” are persons who are
mandated to represent and express the collective views of a
patient organization on a specific issue or disease area.

Hunter et al

Frontiers in Medicine | wwwfrontiersin.org 1 September 2018 | Volume 5 | Article 231

Insights generation
and strategic planning

(g5
o

Patient

Clinical practice,

—"\

‘Communication, advocacy
and publication

Clinical plans,
study design and
assessment tools

wivolvement .
Regulatory, market access, ‘ ‘
treatment guidelines and () study conduct
policy-making .
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* Patient Involvement and (transdiciplinary) participation

== Patient Engagement &2
8= Management Suite

PFMD.org

Made WITH Patients

Transparency
06 Incommunication
and documentation

07

Continuity and
sustainability

32 ——— 26/10/22

Patient
Engagement
Quality Criteria
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Patient- Patient-Determined C
Desired
Level [PARTICIPATION]

4 ‘Autonomous decision-making Informed decision-making
3 Shared decision-making Professional-as-agent
2 Information-giving Dialogue Consultation
1 Information-seeking/receptive Information-giving
0 Non-involved Exclusion

Fig. 2. Levels of involvement.

A.G.H. Thompson | Social Science & Medicine 64 (2

Reduced demand Increased demand
Nelld for health care
Type of illness acute chronic
il > low
Personal characteristics v
Knowledge/experience (variable) (variable)
Personality passive active
Professional relationship
Trust high low

Fig. 3. Dynamic dimensions of involvenNt.

"Dieses Foto" von Unbekannter Autor ist lizenziert gemaR CC BY-SA-NC

The meaning of patient involvement and participation
in health care consultations: A taxonomy

3 ————— 26/10/22 Andrew G.H. Thompson
A.G.H. Thompson | Social Science & Medicine 64 (2007) 1297-1310
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Questionaire - Baseline

v" Demographics
Age

Gender
Education

Religion, ideology, worldview, spritual orientation
Culture

Attitudes

v" Medicine

v (medical) technology
v' robots

SN N NN

34 ——— 26/10/22
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. T ~J& Questionaire - Baseline

v Experience(s)

v Types of robots

v' Capsule

v' Microrobots

v’ Behavioral intention

v Performance expectancy
v’ Effort expectancy

v’ Facilitating conditions
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A
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(independent variable)

( v
Cause Effect/outcome

(dependent variable)

2 -
Other factor
\ (confounding variable)

v design contains two extra control groups, which
serve to reduce the influence of confounding
variables

v’ the pretest itself has an effect on the subjects.
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