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OBJECTIVES There was generally good alignment across the stakeholder groups on: meaning of PE; ) ] » »
. . . . . . importance of promoting PE to a higher level than currently; and need for a more structured ...[regulators] have a legal mandate tf) protect patients and facilitate medlc.lnes
Meaningful patient engagement (PE) in medicines development and lifecycle requires process and guidance development” (researcher); and “[policymakers/regulators can set expectations. [I]
that all stakeholders have a common purpose and vision, and a clear understanding of | | o | | | | see patient engagement as part of policy” (funder), were noted.
respective expectations. = Although interviewee definitions varied, the underlying sentiment was consistent across
. L . . stakeholder groups, that patient-focused medicines development means involving patients in m |n contrast, policymakers/regulators themselves did not see this as their role but instead their
m Ascope-defining study highlighted that a “lack of consensus and understanding Broups, tnat pat P &P » POUCY / “EW -
. . e every step of the medicine lifecycle. focus was primarily on putting in place processes to ensure safety of, and access to, medicines.
about terminology, the goals and expectations and roles and responsibilities of
stakeholders are major barriers to achieving meaningful and successful patient ® There was no clear preference towards the terminology and language used (patient m |n addition, HCPs were seen by others as the link between patients and other stakeholders but
engagement. These differences in interpretation and expectation could present as involvement vs patient engagement), stakeholders were aligned on the need to be clear what HCPs did not necessarily see themselves as having an active role in PE (in the context of
barriers if not anticipated in the planning process” (Gallivan et al. 2012). is meant regardless of nuances of language. Generally, interviewees cared less about medicines development) beyond recruiting for clinical trials.
q ored rol biliti q . terminology and more about function. : : :
= A more recent study, explored roles, responsibpilities and expectations in PE across “[HCP] role has to be in acting as an interface between researchers and drug
three stakeholder groups described as patients, providers and leaders. The 28 ® Overall, stakeholders thought that PE should be more important than it is now and that their development and the patients” (researcher).
participants in this study agreed on the importance of “clearly identifying goals, along stakeholder group is not doing enough to address the needs of patients. When assessing
with their roles and responsibilities” (Bellows et al. 2015). importance on a scale of 1-10, with 1 being lowest and 10 highest level of importance, the Table 1: Stakeholders view of their own and other stakeholders’ roles in PE in medicines development
: . L o average importance of PE to all stakeholders now was 4.8 but should be 8.8 (Figure 3). : T P—rap— :
= We describe the preliminary findings from phase one of a qualitative survey Be P (Figure 3
undertaken to understand expectations from stakeholders. . . . Al T e | development T | evdencetordrugs | mmovetvedrug | otresearcnby | that patient
p Flgure 3: HOW ImpOrta ﬂt PE IS NOW aﬂd ShOUld be per eaCh Sta kehOlder gI’OUp btelli(e\t‘esl(tiheir th(temslg/lvesiLthe as htar\]/ingarl1 gnsulrirf)gprozesses angto prctvidde ; develo;me(:\tv%hilst ir:volvinggatgents g;eterr)\gggettj
role to be in PE drug development active role in PE are in place to certify access to the wider also understanding in a meaningful throughout
M ET H O D S process and give an within medicines safety and access for population. To have patient need. To be way and objectively the process by
10 W Average-now M Average - should be erpnenconewon | tananmmont | e et g development patlents. To reseane. To fond
The study was designed to explore four key themes from the perspective of each = gt ffﬁiﬁ?&ié';iﬁems Govlopdragethat | ofpationts E‘Qi?éﬂi‘?i;;i?!?f; Ioects patents’
stakeholder group (Appendix 1: Survey questions). IS to clinicattriae areneeded o ved mrosearen | "
. . . L. 3 6 What other + Patientsarethekey | « HCPsare the link + Control the + Funding decisions + Develop clinically + Researchersshould | « Assessand fund
1 Meaﬂlﬂg Of PE [N the CcO ﬂteXt Of patleﬂt-fOCUSGd med ICINnes development g sta!(eholders linkandtheyhave anq broker between processes to ensure shquld align with robust drugs that makesurgthatthe resgarch’based on
S 4 NN Y rkeholders | todngrandmake | payers needto i patenswartand || (andbalanced
2 \/|eV\/S on and value perce|ved for PE 8 role to be in PE in research as early and they have a evidence-based fund the drugs that develop solutions across all patients’
2 g)D 2 as possible role to represent decisions patients need and + Industry should be based on need needs)
© . patients . shou}d con'sider involving patjents as .
3 Expectations of stakeholder groups (what each group believes their role to be and 2 . ' hbymdaiise |- crsainae | hesroeto [T e seengaged nthe | enpging padens
M M Inaustry as well as a role to educate evelop a framewor . eed to wor research process In the process
what ea;h sta Kehqlder group expects from other groups) and degree of alignment in Patients HCPs industry Regulators Payers Researchers Research Funders osquesonsacing | pavensondugs | forpatent wihandprovide
expectations within and between stakeholder groups, and management of expectations to HCPs
patients

® A consistent theme was the need for a more systematic and structured process along with

4 Next steps and priorities for PE (Figure 1).

guidance for PE in medicines development. m | ess tha'n .h.alf of interviewee votes (41%) supported the view that all stakeholders had equal
1.Meaning 3.Next Steps responsibility
Definition: What does patient-focused medicines Priorities: What are the priorities for all Statements from different stakeholder groups such as: “What is needed [tO improve PE 01020/020/0
development mean? stakeholder groups? . . . ) ” “ 7‘ Figure 4:
in industry] is a structure, process and ongoing engagement ...” (payer); “It would be Stokel l;j N—
Language: Does ‘patient engagement’ or ‘patient Skills Gaps: Are there any skills or knowledge that . . . . takenolaer responsipility tor
involvement’ best capture patients’ needs would help stakeholders involve enabllng if there. L a clear leg.al gUIdal'.]CQ onowhat V\!OUId.be app.r(.)prlate and what P s
at the heart of medicines development? patients more meaningfully? are the key considerations [for industry involving patients in medicines development]”
2 Views l 4.Expectations | (researcher); and “There is a need to have a centralised and indefinite platform [for PE]
. . . . . . . . 1 1|1
Importance: Whatis the importance of patient Relationships: Whatare the current and desired where patients can involve themselves on an opportunistic basis [with industry and Equal reSPOHS'.b'“W
engagement to stakeholder groups now relationships between stakeholders? research]” (HCP)” capture this genera[ consensus. Pharm a/hfe sclences
and what should it be? What do stakeholders think their own role -
) Roles: ]
Industry Does ‘patient engagement’ or ‘patient and others’ in patient engagement is? Pohcyma ke rs/regu lators
Perceptions: involvement’ best capture patients’ needs P Do stakeholders have different goals ® The major area of little alignment was around stakeholder expectations of the role other = Research funders
at the heart of medicines development? oats: from patient engagement? i i
stakeholders should play (Table 1). m Patients/patient orgs
. ) ) : , o , m Uneqgual responsibilit
= Participants were grouped into 7 broad categories: policymakers/regulators (termed m Overall, policymakers/regulators were expected by others to take more responsibility to drive ; Reseqa rchersp J
‘policy’); healthcare professionals (HCPs); research funders; payers/purchasers (termed PE, create a framework and facilitate PE, provide guidelines of good practice and connect - / 3
‘payers’); patients/patient representatives (termed “patients’); pharma/life sciences stakeholders, but this expectation was not recognised as strongly by the AYETS/PUrENasers
industry (termed ‘industry’); and academic researchers (termed ‘researchers’). policymakers/regulators group themselves. = HCPs
= The cgtegories and. deﬂr?i.tions (?f stakeholders were adapted f.rom Deverkg etal 2012. Based on 48 respondents. One interviewee indicated that responsibility fell with 3 groups, another that responsibility fell with 2
Interviewees were identified using Quota and Snowball technigques to achieve a broad Statements such as: “...For policymakers, their role is about creating a framework and groups, and 46 interviewees indicated a single group giving an overall denominator of 51.
reach across geographies, experience of PE, and job role. a landscape that is encouraging to involve patients” (payer); “..[regulators] should m Survey responses were used to develop a Stakeholder Expectations Matrix (Table 2). Reading
" .. : . , R
m Questions were designed using a combination of a formal standardised questionnaire mandate other stakeholders” in medicines development (industry); down the column (blue arrow) provides an expectations ‘action list’ i.e., what others expect

approach and an exploratory questionnaire, open ended and presented in a that stakeholder group to do.

standardised format.

m Stakeholders views of relationships, roles, goals and responsibilities were analysed Table 2: Stakeholder Expectations Matrix Group being considered .......
together (using grounded theory analysis; Strauss, Corbin 1994) to identify overarching

themes in the broader concept of expectations and to develop a matrix that captures
stakeholder’s expectations from their own and other stakeholder groups for PE in Patient organisations Incorporate patient views
medicines development

— Patients HCPs Policy/regulators Payers Industry Researchers Research funders

promote opportunities for Advise and represent in developing criteria for
engagement. patients clinical and non- funding decisions and be
RESULTS Be informed and actively clinical needs. transparent about cost

involved. and value.

Patients Understand patient needs

to inform policies.

Involve patients at all stages of drug development. Ensure research addresses
patient needs and takes a holistic view of requirements.

m 59 interviews were conducted: patients, n=10; HCPs, n=7; policy, n=8; payers, n=6; industry,
n=13; researchers, n=8; research funders, n=7. Advocacy, collaborate

- Take on more responsibility § Ensure value for money
: . Clinical management
with funders and advise

m Responses were received from a wide range of geographies (Europe, North America, Patient education. to drive patient in funding decisions and
: : : : : . . researchers. engagement. represent the patient.
Australia, Asia and Africa; Figure 2), PE experience and job seniority/role (data not shown).

Engage with and incorporate patient views in all stages of drug development so
the drugs address the issues important to the patients and public (unmet need).

Be involved and be active Promote engagement
in connecting the wider in drug development to
patient community. patients.

Provide clear payment
decisions with patient /
public input to criteria.

Ensure end to end Ensure research subject and methodologies takes
patient engagement. into account patient needs and preferences.

Policy/
regulators

Ensure engagement
happens effectively.
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Figure 2: Geographical spread of
interviewees per stakeholder group

Actively understand

Kazakhstan (n=1)

“_: . .
o Provide feedback about Provide expertlse.and Cre.a.te a framework and : . patient needs and Ensure patients voice is incorporated into
@ : represent the patient. facilitate engagement. Include patient voice in : C . :
. S what works and their Provide advice and Ensure alignment of shared | RCRETE outcomes. Provide determining research priorities and patients are
Australia (n=3) New Zealand (n=1) o experiences of drugs. support to patients oriorities ’ information and involved in the research.
et Austria (n=1) Portugal (n=1) 7 ' ' resources.
Belgium (n=1) Scotland (n=1) % - f . orovider a balanced view of . ot
Canada (n=3) South Africa (n=1) o niorm of unmet needs - Represent and empower rovider a batancedview o Seek active patient Understand patient
o o Q. |ndustry continuous dialogues. patients evidence. Pay for access to drugs BRI el oyt in all stages of needs and where
Croatia (n=2) Sp?lﬂ (n=1) v Provide individual and A ' q i Connect stakeholders. based on population t0 end devel ; dovel t oo d research is lacking to
England (n=19) Switzerland (n=1) - global experience. >S€55 and proviae Set frameworks to involve need and effectiveness. O enddeveiopment. everopment so drig know where best to
B . B e . L . objective information. . meets holistic needs. .
France (n=2) N. America (n=14) = Participate in clinical trials. patients. invest/fund research.
o
e
LL

Funders are the ones
that can make research
happen so they

should provide other
stakeholders (mainly
industry and researchers)
with strategies on how to
address patient priorities
in research.

Set criteria for PE in
research.

Engage in areas and
priorities for research
by understanding the
patient perspective Understand patient
and what they see as Set framework forend to | priorities.

important. Understand end patient engagement. | Ensure value of patient
the outcomes of research input.

and effects on patients to
determine where best to
invest/fund.

Facilitate development

of PE methods and
approaches for other
stakeholders.

Ensure policies are in place.
Provide guidelines of best
practice.
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Need to become more Patient support and
G T involved. advise on medicines.

Support other patients - Earlier engagementin

emotionally and practically. | priorities and research.

CONCLUSIONS

m Our findings confirm the priority of PE but also shows where there is little

alignment and unclear understanding of roles and expectations. They
highlight three important elements

Understand and educate
themselves on better Design research that
ways to involve patients is easy for a range of
in the end to end drug patients to participate in.
development process.

Be the stakeholder be- Listen to how patients Build relationships to
tween the patients and can/want to be involved share priorities to reflect
research and across to guide the development the needs of patients and
stakeholder groups. process. improve outcomes.

Ensure patient perspec-
tive has been taking into
account when making

funding decisions.

Build stronger and broader
relationships that enable
collaboration and challenge.

Research

1 There is agreement that the current status quo for PE in medicines Rese
undaers

lifecycle is suboptimal and needs to improve

2 There is agreement on the need for a more structured systematic —_—
approach to PE

3 There is a disconnect and lack of synergy (both within and between Appendix: Survey questions Section 2: What do stakeholders expect from each other?

stakeholder gl’OUpS) in terms of expectations, U nderstanding of roles and 1. There are 7 stakeholder groups, which do you currently work with? Are there any priority groups?
ey : 2. Generally, is collaboration with each stakeholder group effective? Please explain. What works well / examples of what
responsibilities, and who should be leading PE. doesn’t work well.

Section 1: Patient involvement in drug development; priority, importance and agenda
3. Which have you not worked with? Why not? / Is it appropriate / would you like to/ how would you benefit?

m Our findings suggest that ‘leadership’ in PE must come from different sources 1. How do you define the phrase ‘patient-focused medicines development’?

. : - 4. What is the role of each stakeholder group in patient involvement in medicines development?
: : - - : - 2. What should patient involvement in medicines development mean or do?
and that collaborative leadership across a range of organisations is required. P . - . . . — 5. Do other stakeholder groups have different goals or expectations from patient involvement in medicines development to
3. What term - engagement or involvement - do you think best captures putting patients, their needs and priorities at the

For this to happen, divergent expectations will need to be aligned. There is nesiit o mediclies develepment s eneheterine dhe sihes your organisation? If so, what are they?

therefore a clear need for p[atformg that bri ng sta keholders together 4. |s patient involvement in medicines development important to your stakeholder group? Why or why not? & Do.you thimf all stakeh?l.d.ers have equal responsibility in patient engagement? Why?
: : e : : Section 3: skills/capabilities next steps
5. How would you rate this on scale 1-10; a) importance now vs b) how important it should be (to your stakeholder group).

m\\e hope that the findi NES from this qua litative multi-stakeholder su rvey will 6. [For industry interviewees only] What is the primary reason that patient engagement is on your organisation’s agenda? 1. Whatare the priority AIEE fo.ryourstakeholder group inrelation to patient focused medici.nes devglopme.nt? :
2. Is there anything you would like to see other stakeholders focus on / take place across the industry in relation to patient

inform the essential conversations between stakeholders needed for 7. What do you see your stakeholder group’s role in patient engagement in medicines development? involvement in drug development?

effective collaboration. facilitate a llgﬂ ment of expectations a nd deliver 8. What do you see is your stakeholder group’s role in patient engagement in medicines development? 3. Are there any skill / capability or knowledge areas that you would like to build on? - For example, what do patients need in
’ 9. What are your thoughts on patient involvement in medicines development and the industry right now? order to have effective engagement with industry?

meant nngI PE in medicines development- 10. What do you think is needed to help the industry to have more effective and meaningful patient involvement? 4, |s there anything you expected to be asked that we haven’t covered? Do you have any additional comments?
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Make a pledge to patients,
a concrete commitment to
meaningful engagement.

Copies of this poster obtained
through Quick Response Code are
for personal use only and may not

be reproduced without written PATIENT FOCUSED
permission of the authors. MEDICINES DEVELOPMENT




