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Introduction

As a part of our taskforce aimed to comprehensively
analyse the selected 12 patient centricity frameworks and
conceptual models, we planned to evaluate their implementation
potential and possible adoption of their key elements by the
biopharmaceutical industry. Alongside such characteristics
as frameworks’/models’ key objectives, authorship (which
stakeholders developed and proposed them, whether patient

representatives were involved or not), targeted stakeholders,
targeted medicine lifecycle stage or industry/healthcare
operations, proposed key elements criteria, standards, KPIs
or other indicators, — this analysis should navigate industry
representatives in the search and defining optimal measurements
of success within corporate patient centricity.

The following frameworks and conceptual models as
well as their key elements were analysed and described in the
part 1 of our work (Tab. 1).

Table 1. Analysed frameworks/conceptual models and their key elements

Framework or conceptual model
1 PatientView (hereafter PatientView) [1]

Proposed key elements: criteria, standards, KPIs or other indicators
Authenticity

Support and services
Transparency

Involvement in R&D
Quiality product information
Patient Group relations
Patient safety

Equitable access

2 PFMD (Patient Focused Medicine
Development) meta-framework
(hereafter PFMD) [3]

Shared purpose
Respect and accessibility
Representativeness of stakeholders

Roles and responsibilities

Capacity and capabilities for engagement
Transparency of communication and documentation
Continuity and sustainability

3 CTTI (Clinical Trial Transformation
Initiative, hereafter CTTI) [2] .

1
2
3
4
5
6
7
8.
9. Valued products
1
2
3
4
5
6
7

The key recommendations are:
Early involvement

e Comprehensiveness
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NexGen/OxyGen (hereafter
NextGen/OxyGen) patient centricity

frameworks (Eyeforphrama 2017) [8]

National Health Council (NHC)
Framework (hereafter NHC) [6]

PFDD Conceptual Framework or
M-CERSI (University of Maryland
Centre of Excellence in Regulatory
Science and Innovation; hereafter
PFDD-M-CERSI) [15]

KINAPSE conceptual model for
managing performance in patient
centricity by pharma (hereafter
KINAPSE) [5]

Patient Centred Outcomes Research
Institute (PCORI) engagement rubric
(hereafter PCORI) [9,10]

National Institute for Health Research

(UK NIHR) INVOLVE (hereafter
INVOLVE) [7]

Perfetto et al, Framework (hereafter
Perfetto) [12]

FastCures Value Framework (hereafter

FastCures) [4]

e  Mutual transparency and confidentiality
o Diversity and representativeness

Key elements of the NexGen assessment industry-standard framework
on patient centricity:

Innovation

Vision

Governance

Insights

Activities

Sharing

. Evaluation

OxyGen is a checklist to evaluate patient-centred care by pharma

e Focus on meaningfulness and the related criteria/questions to assess
engagement (What? Who? When? How? Expected impact? Actual
Impact?)

e Criteria of best practice examples of patient engagement
Engagement level can be evaluated by the gradual criteria:

e Patient role

e Continuity

e Meaningfulness

(]

(]

Noogkowe

Representativeness
Temporality

External KPI categories include:

e Patient outcomes (including patient activation)
e Patient experience

e  Access and adherence (external process)
Internal KPI categories include:

e  Strategy

e  Capability

e  Process (internal)

Reciprocal relationships

Co-learning

Transparency, honesty and trust

Partnerships throughout study planning, conduct and dissemination
Supported by real-world examples

Key elements of co-producing a research project:

e Sharing of power

e Reciprocity

¢ Respecting and valuing the knowledge of all those working together
on the research

e Including all perspectives and skills

e Building and maintaining relationships
Respectively, the standards are:

Inclusive opportunities

Working together

Support and learning

Communications

Impact

Governance

Validity, reliability and maturity of the science
Communication of the science
Applicability
Economic drivers
Integration into guidelines

domains of patient value and technical criteria:
Patient preferences

oL E

e U1 © o o o o
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12 National Voices, UK (hereafter
National Voices) [11,14]

Objectives

- To analyse the implementation potential of the
selected frameworks and conceptual models, possible adoption
of their key elements by the biopharmaceutical industry and
patient community as unified standards, criteria or KPlIs;

- To develop recommendations for the industry on
selection and operational adoption of the most feasible patient
centricity frameworks and/or conceptual models taking into
consideration the results presented in the part 1.

Methods

The modified implementation outcomes criteria (I0Cs)
were used to evaluate the potential for successful
implementation/adoption of the selected conceptual models
and frameworks alongside adoption opportunity of the
proposed key elements: patient centricity criteria, standards,

Patient-centred outcomes

Patient and Family costs

Quality and applicability of evidence
Usability and transparency

Products/services

Innovation (in partnership with patients)
Workplace

Citizenship (responsibility, ethics, transparency)
Leadership

Performance (perform well for all stakeholders)

KPIs and other impact indicators across the industry. In 2010
Proctor E. et al. substantiated the concept of implementation
outcomes across healthcare with the aim to conceptualize,
unify and evaluate successful implementation of several
technologies/interventions [13]. A working ‘taxonomy’ was
proposed, consisting of 8 10Cs with the definitions:
acceptability, adoption, appropriateness, feasibility, fidelity,
implementation cost, penetration/coverage and sustainability.
This formed a robust basis for the assessment of
implementation/adoption success or potential success, either
prospectively (for planned interventions) or retrospectively
(for already implemented interventions). The original criteria
were modified for the qualitative assessment of the selected
conceptual models and frameworks (Tab. 2), with the focus
on 3 key IOC: comprehensiveness (formerly penetration/
coverage), appropriateness (as the original) and potential
adoption/implementation made up of 6 sub-criteria (modified
based on ‘adoption’).

Table 2. Modified and original Implementation Outcomes Criteria

Implementation
outcomes criteria (I0C)
for frameworks
or conceptual models

1. Comprehensiveness

institutionalization

2. Appropriateness

Original description
(E. Proctor, et al. 2010 [44])

The original criterion is “Penetration/ .
coverage” which reflects the level of

Appropriateness; Perceived fit; relevance; .
compatibility; suitability; usefulness;

Explanation/how it can be used
for the assessment

Coverage of the medicine lifecycle/
development continuum (MDC) phase(s)

e Coverage of the care continuum phase(s)
e Coverage of targeted stakeholder groups,
in particular, patients

How relevant the proposed standards/
elements/parameters to the industry and how

practicability could they be aligned to the corporate
strategy/objectives
3. Potential adoption/ Adoption; uptake; utilization; initial e Extent to which the proposed standards/

implementation with the
following sub-criteria:

implementation; intention to try

o Feasibility Feasibility; Actual fit or utility; suitability for
everyday use
o Fidelity Fidelity; Delivered as intended; adherence;

integrity; quality of program delivery .

o Measurability No prototype

elements/parameters can be implemented by
industry functions, at the several levels (within
existing roles/responsibilities & capabilities)

e Extent to which the proposed standards/
elements/parameters could be implemented by
the industry as originally designed/intended
Extent to which the proposed standards/
elements/parameters could be assessed using
KPIs following implementation
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o Implementation
resources

o Sustainability

institutionalization; sustained use;
routinization

o Scalability No prototype

The modifications of the original concept were
prompted by broader consideration of changes to be
implemented across the biopharmaceutical industry and their
focus on such outcomes as improved business processes,
operations and corporate culture shifting rather than outcomes
from clinical or non-clinical interventions within healthcare
systems, which the original concept was proposed for.
The four original 10C appropriateness, feasibility, fidelity
and sustainability were retained; the two original criteria,
penetration/coverage and implementation costs were adapted
and referred to as comprehensiveness and implementation
resources respectively; adoption was adapted to potential
adoption/implementation and referred to as a consolidated
criterion with six sub-criteria of feasibility, fidelity,
measurability, implementation resources, sustainability and
scalability; two newly proposed criteria, measurability and
scalability were added under the consolidated criterion of
potential adoption/implementation and the original criterion
acceptability was perceived as inappropriate for the assessment
due to the specific nature of such novel research (which has not
been conducted before). Overall, the modifications allowed the
authors to assess the selected patient centricity frameworks
and conceptual models to be adopted/implemented across the
biopharmaceutical industry based on refined 10C specific to
the research question. The outputs of the assessment against
the modified 10Cs were summarised in table 3.

A 5-grade system was used to evaluate the selected
frameworks and the extent to which the proposed standards/
elements/parameters can potentially be implemented by the
industry: from 1 (lowest potential) to 5 (highest potential).
More specifically, the comprehensiveness were evaluated as 5
(the most comprehensive) and 1 (the least comprehensive); the
appropriateness — as 5 (the most appropriate and high potential
to be aligned with corporate strategy and objectives) and 1 (the
least appropriate and no potential to be aligned with corporate
strategy and objectives); the feasibility —as 5 (the most feasible

Implementation costs; Marginal cost; cost- .
effectiveness; cost-benefit; practicability

Sustainability; Maintenance; continuation;
durability; incorporation; integration;

Resources potentially required for
implementation of the standards/elements/
parameters:

o Personnel/time required to implement

o Financial cost

o Technical/digital and other infrastructural
resources

e Extent to which the proposed standards/
elements/parameters can be routinely executed
by industry (become standard industry
practice in the long-term upon pilot stage)

o Extent to which the standards/elements/
parameters can be systematically applied by:
o organisations with different business
models/operations

o organisations with different size/turnover
o organisations with different capacities and
resources

o organisations in several countries
worldwide

o organisations focused on several therapy
areas

and implementable by the industry functions) and 1 (the least
feasible and implementable by the industry functions); the
fidelity — as 5 (can potentially be implemented as originally
designed/proposed) and 1 (cannot be implemented as
originally designed); the measurability — as 5 (can potentially
be measurable through tangible KPIs/metrics) and 1 (cannot be
measurable through KPIs/metrics); the implementation
resources — as 5 (the lowest resources demand) and 1 (the
highest resources demand); the sustainability — as 5 (the most
sustainable over a long period of time) and 1 (the least
sustainable/not sustainable over a long period of time);
scalability — as 5 (the most scalable and highly replicable by
several organisations and groups) and 1 (the least scalable and
not replicable by several organisations and groups). The
evaluation was conducted through open authors’ discussion
around each framework/conceptual model and sequential
consideration of possible implementation scenarios against
each 10C. The outputs and opinions from the previous internal
(within the company) and external (PFMD workstreams, other
workshops and conferences) discussions were taken into
consideration and authors have finally agreed their opinion
regarding each framework or conceptual model.

Practical recommendations for the possible
implementation and operational adoption of the analysed
frameworks and conceptual models were developed.

Results

The results of the framework and conceptual model
analysis against the modified 10Cs are consolidated in Tab. 3;
the proposed key elements of each framework or conceptual
model were assessed in terms of their comprehensiveness
(penetration/coverage), appropriateness for potential adoption/
implementation by the industry and extent to which they meet
the sub-criteria of the adoption IOC. The findings are discussed
in the following section.
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Table 3. The results of the frameworks and conceptual model evaluation against the modified 10Cs

. & 2
@ 2
Implementation outcomes < o = g O 8 CE_% T % 2 c 3
criteria (I0C) for frameworks c E — = I S < O @) & ) I
or conceptual models '% o © & < ) = g > & @ S
a X o e = s =
4 o <
1. Comprehensiveness 5 5 4 3 4 4 4 4 5 2 3 3
2. Appropriateness 5 3 4 4 3 3 5 3 3 4 4 4
3. Potential adoption/
implementation with the
following sub-criteria:
a. Feasibility 4 4 3 3 5) 3 4 3 3 3 4 2
b. Fidelity 3 2 1 1 2 1 2 1 1 1 1 1
c. Measurability 4 3 2 3 3 3 4 2 3 3 8 2
d. Implementation resources 1 2 4 3 1 3 1 4 2 2 1 2
e. Sustainability 4 5 5 3 4 4 4 4 5 4 4 4
f. Scalability 4 4 3 3 4 3 5 3 4 8 4 5
Total score 30 28 26 23 26 24 29 24 26 22 24 23
Mean score 3,75 350 325 288 325 300 363 300 325 275 300 2,88
Ranking Ist 3rd 4th 6th 4th 5th 2nd 5th 4th 7th 5th  6th

Evaluation key: comprehensiveness: 5 (the most comprehensive) and 1 (the least comprehensive); appropriateness: 5 (the most
appropriate and high potential to be aligned with corporate strategy and objectives) and 1 (the least appropriate and no potential
to be aligned with corporate strategy and objectives); feasibility: 5 (the most feasible and implementable by the industry
functions) and 1 (the least feasible and implementable by the industry functions); fidelity: 5 (can potentially be implemented as
originally designed/proposed) and 1 (cannot be implemented as originally designed); measurability: 5 (can potentially be
measurable through tangible KPls/metrics) and 1 (cannot be measurable through KPIs/metrics); implementation resources: 5
(the lowest resources demand) and 1 (the highest resources demand); sustainability: 5 (the most sustainable over a long period
of time) and 1 (the least sustainable/not sustainable over a long period of time); scalability: 5 (the most scalable and highly
replicable by several organisations and groups) and 1 (the least scalable and not replicable by several organisations and groups).

Discussion

From a practical point of view, the critical question is to
what extent the proposed frameworks and conceptual models
are implementable/adoptable by organisations of the
biopharmaceutical industry, particularly by their business units
and corporate functions. Such a strict requirement on
tangibility must be addressed first, however, there is greater
complexity when answering this question and whether such
implementation steps would be supported by patients and
patient organisations the industry works with. Taking the fact
that some of the analysed conceptual models and frameworks
are “patient light” in terms of basic input from patient

community, there is a common need of continuous
consultations and advice from patients and patient
organisations  throughout the implementation/adoption

process. In addition, the industry is represented by several
organisations across different geographic areas, therefore a
potential for implementation/adoption, resources, needs and
requirements varies significantly. The modified 10Cs are

helpful for this consideration to ensure sequential, balanced
and comprehensive modelling.

Comprehensiveness

Comprehensiveness is an IOC which replaces the
original Proctor criterion of “Penetration/coverage” and
reflects the level of potential institutionalization across the
phases of the medicines development continuum (MDC),
lifecycle, relevant care continuums as well as coverage of
stakeholders. The more unified a framework or conceptual
model in terms of patient engagement across several phases of
medicines’ development and involvement of several
stakeholders (multi-stakeholder), the more comprehensive it is.
The selected R&D frameworks/conceptual models with the
focus on all phases of the MDC could potentially be considered
as comprehensive (PFMD, PFDD-M-CERSI, PCORI,
INVOLVE, CTTI, NHC) with the known limitations that R&D
is only one of the industry functions. The key elements of
the INVOLVE and PFMD frameworks may have a broader
adoption across the industry going far beyond R&D operations.
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In contrast, the selected frameworks/conceptual models
targeted to the specific value/care continuums (Perfetto,
FastCures) cannot generally be considered as comprehensive.
Assessment outputs for the selected industry-oriented
frameworks/conceptual models depends on the coverage of the
key industry functions, infrastructure and procedures by the
proposed elements (KPIs, standards and criteria), therefore
PatientView could potentially be considered as one of the most
comprehensive frameworks analysed, which highlights the
nine attributes of patient centricity for the industry to be
potentially driven by almost all functions and business units
(patient affairs, market access, external affairs, legal and
compliance, human resources, digital/IT, analytics, finances,
commercial operations, medical affairs, safety, regulatory
affairs, R&D and others). The content analysis has also shown
the higher alignment and similarity of those attributes with the
key elements of other frameworks/conceptual models.
KINAPSE does not consider a functional level but explores a
more “environmental” (external/internal) approach for patient-
centricity and its holistic measuring as well as key success
factors for this. The infrastructural/procedural elements of
other industry-oriented frameworks/conceptual models do not
fully reflect all aspects of industry functioning, only some
aspects are covered in each.

Appropriateness

The evaluation of this IOC addresses the questions on
the relevance of the proposed elements to the
biopharmaceutical industry and how they could potentially be
aligned to corporate strategy and objectives. An important
aspect of appropriateness is how likely a conceptual model or
framework would be supported by patient communities. As
expected, the industry-oriented frameworks and conceptual
models developed with consistent input from patient experts
PatientView, National VVoices) seem to be the most appropriate
for implementation/adoption by the industry, whilst the multi-
stakeholder, attributable, less specific frameworks are
respectively considered as less appropriate. For example, R&D
frameworks and conceptual models make recommendations
not just to the industry, but also to academic institutions as key
research sponsors alongside investigators (investigator-
sponsored studies), which explores a more generic approach.
Even though such recommendations are targeted to the
industry, they do not cover other corporate functions. The
selected value-based frameworks (Perfetto and FastCures)
could be considered as appropriate and well-aligned to
corporate strategy, as more and more organisations are
switching their business models from product-centred to value-
centred and trying to address unmet patient needs and the
growing requirements of value-based HTA. The key element
of “Valued products...” and its variations have the highest
cross-referencing level among other infrastructural/procedural
elements, which reflects its importance for patients. From a
functional point of view, it has certain limitations within the
industry, as market access and/or health outcomes groups are
only accountable for the analysis of medicines value/HTA
submissions and development of payer value propositions.

Feasibility

The original IOC of feasibility was modified to evaluate
the extent to which the proposed key elements can potentially
be implemented by industry functions, at the several levels
(within existing roles/responsibilities & capabilities). It is
interrelated to the 10C of appropriateness, although with a
greater operational connotation. Implementation scenarios and
conceptual modelling was used to understand whether the
proposed frameworks and their key elements could potentially
be adopted by several business units, local/cluster/regional
operating companies/representative offices, subsidiaries and
global functions. Although the higher graded frameworks and
conceptual models, including those more industry-oriented,
did not mention any relevance to the dedicated industry
function or units (PatientView, PFMD, NHC, KINAPSE,
FastCures), their subject-matter elements may be taken into
consideration and successfully implemented. For example,
almost all corporate structures could potentially be involved in
self-evaluation by the proposed 9 PatientView attributes of
patient centricity and related standards; the 7 PFMD patient
engagement quality criteria could potentially be followed by
all roles (individual level) and units (functional level); the
generic, simplified checklists and criteria for best practice
examples proposed by NHC could potentially help everybody
across the industry to make sure their patient engagement
activities are meaningful and ethical. KINAPSE framework
introduces the fundamental measurement approaches used to
monitor patient benefit from healthcare, such as patient
activation, patient experience, outcomes, process and volume,
which have been adopted for the industry needs. Regardless of
functional focus, all levels and structures within industry
should run their business following good strategy,
appropriately developed capabilities and well-coordinated
internal processes, which have been considered by this
framework as basic internal KPIs. The key infrastructural/
procedural elements of the lower graded frameworks or
conceptual models are important for the industry, but they do
not reflect the functional specificity and therefore their
adoption potential is disputable. For example, there is no
clarity on how one could potentially adopt such key elements
as performance, workplace, products/services, economic
drivers, temporality. The proposed key attributable elements,
especially those with higher levels of cross-referencing, have a
higher adoption potential and could potentially be considered
as theoretical pillars of patient engagement by industry
functions. Notably, some frameworks propose feasible
parameters for the dedicated functions with detailed practical
recommendations: patient affairs/patient centricity, if these
exist in a company (NextGen/OxyGen), and global health/
health outcomes/implementation science/government affairs,
public policy and advocacy (FastCures). However, their
broader implementation by other functions seems disputable.

Fidelity

As per the proposed modification, fidelity is an 10C
which assess the extent to which the proposed key elements
and parameters could potentially be implemented by the
industry as originally designed/intended. None of the selected
frameworks and conceptual models could potentially be
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adopted and implemented in their native format by industry
functions without significant modifications because of a lack
of focus, low specificity, misaligned terminology, significant
heterogeneity, absence of piloting in organisations (except
NextGen/OxyGen and PFMD), inconsistency with other
developed concepts, methodology bias, intangibility/doubtful
tangibility and limited coverage. These reasons are common
and more or less applicable to each selected framework or
conceptual model. Although, the key elements or general
format of some frameworks (PatientView, PFMD, NHC,
KINAPSE) could potentially be used as prototypes for further
industry-oriented patient engagement frameworks and metrics.

Measurability

Measurability — is a newly proposed 10C for the
assessment, which has no prototype in the original 10Cs’
taxonomy proposed by Proctor E. et al. The measurability IOC
defines the extent to which the proposed attributable and
infrastructural/procedural key elements — patient engagement
standards, criteria or parameters could potentially be assessed
using KPIs following implementation by the industry. In other
words, it defines whether the implementation/adoption success
is measurable and has tangible outputs. The lack of tangibility
could be considered as a major obstacle and reason why the
proposed frameworks have yet to be implemented by the
biopharmaceutical industry. Some of the selected frameworks
or conceptual models (PFMD, KINAPSE, PatientView,
PFDD-M-CERSI, NHC, Perfetto, FastCures) substantiate
KPIs to measure patient centricity, success/outputs from
patient engagement activities, patient involvement in several
processes, but none of them introduce specific KPIs for
the industry that take into consideration functional
accountabilities, roles, processes and operations. Several types
of the checklists, criteria of best practice examples for patient
engagement, requirement to provide a case study as a proof,
suggestions/recommendations for KPI development and some
generic indicators, like PCOs — are common formats for
measuring success, which were proposed by the selected
frameworks or conceptual models. The higher the level of
details that they contain, the great the opportunity that they
provide to develop more specific, tailored KPIs for the industry
and the higher their score. For example, PatientView proposes
a self-evaluation toolkit for the industry around 9 patient
centricity attributes; each attribute has areas to be included to
review and deployed checklists with detailed questions under
each area, which could potentially be prototypes for specific
KPIs. More attributable, but still targeted questions were
proposed by PFMD to access any patient engagement activity
against 7 quality criteria. Much more simplified checklist and
criteria for best practice examples were proposed by NHC.
KINAPSE developed a set of recommendations and
suggestions for patient centricity KPIs for the industry, whilst
specific KPIs have not been developed. OxyGen presents a
checklist to evaluate patient-centric care by the industry with
disputable perspectives to follow-up implementing more
specific KPIs. CTTI recommends the creation of a set of
standard metrics to assess the effectiveness of partnerships
with patients and the community, however the standards
themselves were not defined. Gradual evaluation criteria of

good patient engagement were proposed by PFDD-M-CERSI
framework, but the way of their practical implementation
across the US healthcare system is a subject for further
consultations and regulatory decisions (PDUFA VI and 21
Century Cures Act). PCORI recommends using real-world
examples of patient engagement throughout the MDC as a
proof of tangible outputs. INVOLVE defines the standards on
public involvement in research with clear indication whether
they are met or not and the “impact” standard has not been
supported by any kind of KPIs. The value-based frameworks
(FastCures and Perfetto) are mostly oriented to PCOs within
healthcare and not specifically for the industry. For example,
FastCures introduces the 5 domains of patient value and
correspondent technical criteria, including PCO, patient
preferences, patient and family costs, which should be assessed
through a disease care continuum. Such patient-centric criteria
are being widely explored by the industry (health outcomes,
R&D and medical affairs within clinical operations), however
it is still a question as to whether they could potentially be used
as prototypes for more specific outcome-oriented KPIs in other
corporate functions and units. Overall, considering the wide
diversity of the proposed approaches, above mentioned
tangibility issues, medium-low potential for the development
of industry-specific KPIs from the proposed key elements and
prototypes, there is a clear need for deeper analysis, piloting and
consultations to develop tailored and tangible measurements.

Implementation resources

Alongside measurability, the resources required to
implement the proposed key elements of patient centricity are
under constant scrutiny by industry stakeholders. In contrast
with the originally proposed 10C of implementation costs (E.
Proctor et al.), the modified 10C contains sub-criteria for the
broader evaluation of resources potentially required for the
implementation of the attributable and infrastructural/
procedural elements: personnel/capacities, time, financial
costs, technical/digital and other facilities/resources. The
resources potentially required for the adoption of the selected
frameworks and conceptual models vary. The more diversified
areas of patient engagement and more prescriptive/specified
elements proposed by a framework, the more resources might
potentially be required for their implementation. On the other
hand, less specific, attributable elements (transparency,
capacity and capabilities for engagement, authenticity, roles
and responsibilities, diversity and representativeness,
continuity and sustainability) may require even higher resource
mobilisation within a company, either relevant to a dedicated
function (patient affairs/patient centricity), or responsible
points of contact across several functions and business units.
The development of virtual scenarios, when the proposed
elements are implemented across an organisation, may
particularly address the questions on how much should be
mobilised/used there to deliver a successful patient-centric
strategy and undertake the relevant actions. Up to May 2019,
the piloting cases are well-known for the two selected
frameworks (PatientView and PFMD), therefore the real
industry experience could be helpful in terms of evaluation of
possible implementation resources. The frameworks/
conceptual models where the PCOs/patient preferences/patient
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experience are the key proposed elements (KINAPSE,
FastCures) require more resources in terms of effort to collect,
track, analyse, interpret findings and finally deploy a strategy.
KINAPSE provides clear recommendations on the external and
internal process, where the appropriate resource allocation is
critical. The elements of “Continuity and sustainability”
(PFMD, PFDD-M-CERSI) and “working together”/“building
and maintaining relationships”/”patient group relationships”
(PatientView, INVOLVE) require even more complexity in
resource allocation, which can contribute to long-lasting,
efficient partnerships, however, this needs thorough planning
and staff, time, financial and other resource mobilisation.
Similar considerations are in place when implementing
requirements to provide case studies on a regular basis (PCORI
engagement rubric, NHC). The patient centricity “evolution
ladder” (National Voices) reflects the growing requirements t0
format and quality of patient engagement by the industry,
therefore, the highest level (co-creation, co-development)
requires the highest resource mobilisation and performance.

Sustainability

Sustainability is an 10C that refers to the appropriate
resources and is interrelated with the previous 10C. The 10C
of sustainability defines the extent to which the proposed key
elements can be routinely executed by industry in the long
term, upon pilot stage. There is an expectation, that well cross-
referenced, generic attributable elements are more sustainable,
than specific, infrastructural/procedural elements with much
higher probability to be replaced/changed/removed/adjusted
tailoring the industry needs. Respectively, the frameworks or
conceptual models that proposed more attributable elements
(PFMD, INVOLVE, CTTI, PFDD-M-CERSI) can potentially
be considered as more sustainable. While, for the key
infrastructural/procedural elements, the picture is different:
focus on valued medicines is cross-referenced in PatientView,
FastCures and Perfetto frameworks, therefore they can
routinely be used by the industry with some limitations
regarding other more specific and less sustainable elements.
The frameworks with a limited number of key elements but
proposed basic principles of patient engagement (simplified
checklists, requirements to provide supportive case-studies —
NHC, PCORI) should also be considered as sustainable.
Overall, the assessment by the I0OC of sustainability has
demonstrated higher marks for all selected frameworks and
conceptual models, because of better potential for integration,
institutionalization and routinization of the proposed key
elements.

Scalability

There is an important part of the assessment to define
the extent to which the proposed key elements can potentially
be applied by several organisations across the
biopharmaceutical industry having different business models
and operations, size, turnover, resources and capacities,
geographic representation and with a focus on several
therapeutic/disease areas. This is a new IOC for the
assessment, which reflect heterogeneity of organisations and
therefore different implementation/adoption potential. Some
aspects of potential scalability of the proposed frameworks/

conceptual models have been discussed above in terms of the
different implementation resources that companies have
available. The more specific/detailed key elements a
framework has, the less scalable they are taking diversified
needs and expectations of different stakeholders; the similar
rule applies to the previous 10C of sustainability. The most
common attributable key elements — transparency, reciprocity,
diversity and representativeness, meaningfulness, capacity and
capabilities for engagement are low-specific and could
potentially be followed by several organisations: local,
regional or global, originators or generic-oriented, full-cycle
manufacturers, wholesalers, R&D- or commercialisation phase
oriented etc. The “Valued products and quality product
information” element is not specific to the majority of
manufacturers and licence holders as well. Alongside the
frameworks or conceptual models with the highest cross-
referencing and focus on those elements, other frameworks
(KINAPSE, National Voices) may potentially be scalable due
to the developed recommendations for the industry. The main
limitation for the selected multi-targeted R&D frameworks and
conceptual models (PFMD, PFDD-M-CERSI, CTTI, PCORI,
INVOLVE) is that they may not be applicable for non-R&D
(non-full development cycle) organisations, which do not
operate throughout the MDC. On the other hand, the
frameworks with a particular focus on late development stages,
commercialisation and evidence communication (FastCures,
Perfetto) may not be applicable for full-cycle R&D
organisations.

Conclusions and recommendations

Authors acknowledge some methodology limitations in
terms of using 10C which initially were developed for the
analysis of implementation potential of several medical
technologies within healthcare settings, but not for process
improvements and operational excellence across the
biopharmaceutical industry. To adjust the existing tool, the
I0C were modified and re-defined. There is a first attempt to
analyse the frameworks and conceptual models of patient
centricity developed over the last decade with the focus on their
potential for further implementation and operational adoption
by different organisations of the biopharmaceutical industry.

The 12 analysed frameworks/conceptual models and
their key elements could be considered as a good background
resources for co-development of industry-wide patient-centric
standards and KPIs in close collaboration with patient experts,
however nothing can be taken as originally designed and
therefore implemented in a native format (lack of fidelity).
Analysis of the modified 10Cs showed that the PatientView,
KINAPSE and PFMD frameworks have the highest
implementation potential across the biopharmaceutical industry.

Albeit some frameworks and related key elements
(PatientView and PFMD) are now being piloted in
organisations, there is a common need for cross-functional and
cross-industry discussions, piloting, validation and acceptance
of the most adoptable key elements as standards and KPIs. All
these steps must be done in close collaboration with patients
and patient organisations to gain their continuous feedback,
insights and advice. These steps and such a collaborative
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approach should be integrated into corporate strategy and ways  standards. These findings and interim milestones should be the
of working as workstreams on patient-centricity/patient affairs  subject for further research and publications.
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This work reflects the part 2 of our taskforce aimed to comprehensively analyse the selected 12 patient centricity
frameworks/conceptual models and related key elements with the focus of their implementation potential and possible
operational adoption by the biopharmaceutical industry.

Methods. The implementation potential of the key elements as unified standards, criteria or KPIs in the selected
frameworks/conceptual models and their possible adoption across the biopharmaceutical industry were evaluated and discussed
using modified Implementation Outcomes Criteria (IOCs), comprehensiveness, appropriateness, feasibility, fidelity,
measurability, implementation resources, sustainability and scalability.

Results. Analysis against the modified 10Cs showed that the PatientView, KINAPSE and PFMD frameworks have the
highest implementation potential across the biopharmaceutical industry.

Conclusions. None can be taken as prototype as originally developed. There is a common need for cross-functional and
cross-industry discussions, further piloting, validation and acceptance of the more adoptable key elements as standards and KPIs.
These must be co-developed in close collaboration with patient experts, then integrated into corporate strategy and ways of
working as workstreams on patient centricity/patient affairs standards.
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3A0POB’S HAIT  OPTAHI3ALIA I YIIPABJIIHHS OXOPOHOIO 3JOPOB’A
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L po6GoTa BUKOHAHA B SIKOCTI APYTrol YaCTHHU 3aBJIaHHS L0A0 BCEOIYHOrO aHaiizy 12 BUOpaHUX paMKOBHX ILIATGOPM i
KOHIETITYaIbHUX MOJIeNIed MallieHT-Opi€EHTOBAHOCTI, a TAaKOXX IIOB’S3aHUX 3 HUMH KJIIOYOBUX €JIEMEHTIB, 3 (POKyCOM Ha
MOTEHI[ia] IXHBOTO BIPOBA/KEHHS Ta 3aCTOCYBaHHS Ha ONepaliifHOMY piBHI opraHizamisMu 6iodapManeBTHYHOT ratys3i.

Metoan. Bysno ouiHeHO Ta OOrOBOPEHO IMOTEHIAN A BIPOBAPKEHHS Ta OUIBII IIMPOKOTO MPUHHATTS BUOpPaHUX
€JIEMEHTIB y SKOCTI yHi()IKOBaHMX CTaHIAPTiB, KpUTEPiiB ab0 KIIOYOBMX IHAMKATOPIB BUKOHAHHS 3aBIaHb Ha Taly3eBOMY
piBHI, — i3 BHKOPHUCTaHHAM MOAM(DIKOBAHMX KpUTepiiB OWIHKK pe3ynsTariB BhpoBamkeHHA (IOCs), a came KpurepiiB
BCEOIYHOCTI, MPUITHATHOCTI, 3MIHCHEHOCTI, TOYHOCTI BiITBOPEHHS 0a30BOTO MPOTOTHILY, BUMIPIOBAHOCTI, MOTPed y pecypcax,
CTaJIOCTi y Yaci 1 BiTTBOPIOBAHOCTI B Pi3HUX YMOBaX.

PesyabTaTH. AHaNi3 i3 BUKOPHCTAaHHIM MOTU(IKOBAHUX KPUTEPIiB OIIHKH pe3yibTaTiB BupoBamkeHHs (I0OCs) moka3as
HAWBHINHA MMOTEHIIiall OO0 BIPOBaPKEHHs OiodapMameBTHYHOO ramy33io Takux Iatdopm, sk PatientView, KINAPSE Tta
PFMD.

BucnoBku. JKoqHa 3 aHadi30BaHMX PaMKOBUX ILIaT(OPM/KOHLENTYalbHUX MOJeNiedl He MOKe OyTH BHKOpHCTaHa B
SKOCTI mpoTtoTuny 0e3 3MiH. IcHye HaranpHa moTpeba IOJ0 MOJANbIINX MDK(QYHKIIOHATBHUX Ta MDKrajly3eBUX JHCKYCIH,
HAOyTTS MPAKTUYHOTO ITOCBiNy, Balifallil i 3arajJbHOTO NMPUIHATTS HAWOIIBII Y3rO/PKEHHUX OCHOBHHX CJICMCHTIB B SKOCTI
CTaH/apTiB 1 KIIFOYOBHX IHAMKATOPIB BUKOHAHHS 3aB/aHb. BoHM MaloTh OyTH OOIpyHTOBaHI i y3rojKeHi B TICHIW criBmpari 3
eKCIIepTaMH1 NaLiEHTCHKOT CIIUIBHOTH, IICJISl YOTO IHTErpoBaHi Y KOPIIOPATUBHI CTPATeTii SIK CTaHAapTH poOOTH 3 MaIliEHTaMHU.

JanHas paboTta ObLla BBHINIOJIHEHAa B KaueCTBE BTOPOM YacTH 3aJaHUsl 10 BCECTOPOHHEMY aHaIW3y 12 BBIOpaHHBIX
paMOYHBIX IIATGOPM M KOHLENTYaJIbHBIX MOJENEH NalUeHT-OPUEHTUPOBAHHOCTH, a TAKXKE CBS3aHHBIX C HUMH KJIIOYEBBIX
9JNIEMEHTOB, ¢ (OKyCOM Ha NOTCHIMal WX BHEIPEHHS Ta NPUMEHEHUS Ha OIEPAalMOHHOM YPOBHE OpraHH3alusIMU
OmodapMaIeBTHIeCKOH OTpacIu.

MeTtoasl. brina mpoBeneHa oIieHKa B 00CY’KICH IMOTCHITHAI Ul BHEAPCHHUS U 0oJiee MUPOKOTO TPHHSATHS BEIOPaHHBIX
2JIEMEHTOB B Ka4eCTBE KIFOUEBBIX CTAHAAPTOB, KPUTEPHUEB WIIH KITFOUEBBIX WHANKATOPOB UCIIOTHEHUS 3aJaHUI Ha OTPACICBOM
YpOBHE, — C UCIIOJIb30BaHHEM MOIU(HUIIMPOBAHHBIX KPUTEPUEB OLIEHKU pe3ynbraToB BHeApeHMs (I0Cs), a IMEHHO KpUTEpHEB
KOMIUIEKCHOCTH, [OTTyCTUMOCTH, BBIIOJTHUMOCTH, TOYHOCTH BOCIPOW3BEICHHUS 0a30BOI0 TPOTOTHIA, H3MEPUMOCTH,
MOTPEeOHOCTH B pecypcax, IIOCTOSHCTBA BO BPEMEHH W BOTIPOU3BOJAUMOCTH B Pa3HBIX YCIOBHSX.

Pe3ysabTaThl. AHAJIN3 C KUCIOJIH30BAHUEM MOIU(PHUIIMPOBAHHBIX KPUTEPHEB OLICHKU pe3ynbTatoB BHeApeHus (IOCs)
MOKa3aJl HaWBBICHIMH MOTEHIMaJl B OTHOIICHWH BHEIApPEHHs OHO(papMaleBTUUECKONW OTPacibpl0 Takux Iardopm, Kak
PatientView, KINAPSE u PFMD.

BoiBoapl. Hu onHa u3 mpoaHanM3MPOBAaHHBIX PaMOYHBIX IUIAT(GOPM/KOHIENTYalbHBIX MOJENed HE MOXET OBITh
HCIOJIb30BaHa B KadecTBe mporotuna Oe3 m3meHeHuit. CymiecTByer o0Iias HEOOXOJMMOCTh B OTHOIICHHHU TAJIbHEHITUX
MeX(QYHKIIMOHATBHBIX H MEKOTPACIIEBBIX AUCKYCCHH, IPHOOPETCHUN PAKTHIECKOTO OIBITA, BATHIAIMHA U OOIIETO TP MHSTUS
HanboJlee COTIIACOBAHHBIX 3JICMEHTOB B Ka4ECTBE CTAHAAPTOB U KIIFOYCBBIX HHANKATOPOB BHITIOTHEHU 3anaHiid. OHH JOJDKHBI
OBITH 0OOCHOBAHBI M COTJIACOBAHBI B TECHOM COTPYTHHYECTBE C MPEICTABUTEIAMHU MAIIUCHTCKOTO COOOIIECTBa, IOCIE Yero
WHTETPUPOBAHEI B KOPIIOPATHBHEBIE CTPATETHH KaK CTAHAAPTHI paOOTHI C MAIIMCHTAMH.
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