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: Looking back on the activities
and achievements of IFAPP in
2024 over the past few
months, | would like to
highlight the key
achievements and challenges.
In fact, the main achievements
of the year can be listed as
follows:
1. IFAPP's contribution to
the 10th revision of the
Declaration of Helsinki (DoH)
| am equally humbled and
proud that we actively
participated in the World
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Medical Association (WMA) 60th General Assembly in October this year and made a substantial contribution to
the 10th revision of the DoH.

2. Since 2020 we have made a systematic effort by proposing the necessary changes to achieve the highest
ethical standards through three major publications in peer-reviewed scientific journals and eight meetings
organised by either IFAPP or the WMA. Ten out of twelve proposals by IFAPP’s Ethics Working Group (EWG) _
have been included in the current version as mentioned in |[FAPP TODAY, issue 39, on page 16. This great
achievement is due to IFAPP's strategy and the hard work and persistent efforts of our EWG team (1-7).
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3. IFAPP's strategy for public and patient engagement continues to evolve by listening to and working with
patients as part of our efforts for the DoH revisions during the EWG webinars on 27 July and 26 August 2024.

4. Implementing_the IFAPP 2024 Fellowships Awards was a successful project with 26 professionals being
awarded the title of Fellow.

5. The renewed PharmaTrain Syllabus 2024 V3.0 was developed jointly by the Pharma Train Federation, the
Faculty of Pharmaceutical Medicine, and IFAPP.

PharmaTrain Syllabus 2024 V3.0
Pharmaceutical Medicine/Medicines Development Science

Jointly developed by:
PharmaTrain Fedoration; Faculty of Pharmaceutical Medicing; International

Federation of Associations of Pharmaceutical Physicians and Pharmaceutical
Midicing.
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6. The new [FAPP website went live in September 2024 with a simple, friendly and modern feel and design.

7. The well-established IFAPP TODAY Journal is generating more members, loyal readers and followers based on
the content and quality of the articles in Pharmaceutical Medicine.

8. The response of the IFAPP community to our monthly educational webinars is steadily increasing due to, e.g.,
the timely dialogue on key aspects across the spectrum of the European Union Clinical Trials Regulation (EU CTR
536/2014) implementation and its impact across continents, cross-border clinical trials, new technologies,
advanced therapy medicinal products, ethics, pharmacovigilance, health technology assessment and medical
devices.

9. IFAPP's increasing involvement with the WMA, CIOMS, PharmaTrain, Academia, regulatory bodies and its
National Members Associations (NMAs) and Individual Affiliates (IAs) in Europe, the Middle East and Africa, Latin
America, Asia and Australia is creating a global network of experts and Pharmaceutical Medicine professionals.

10. IFAPP's flagship event, the 21st International Conference of Pharmaceutical Medicine (ICPM 2025), co-
organised with the Dutch Pharmaceutical Medicine Association NVFG in the Netherlands, is under intense
preparation and will bring the public discourse on science, technology and medicines research and development
into action in Amsterdam from 9 to 11 April 2025.

INTERNATIONAL *
COMFERENCE OMN x

. PHARMACEUTICAL
) MEDICINE 1]

11. IEAPP's global presence with around 6000 members provides the opportunity to do more for patients and the
public health.

In 2024, IFAPP faced several challenges, some of which are as follows:

+« Keeping abreast of rapidly evolving science, regulations and international guidelines, with a mandate to
continually update educational programmes to reflect the latest advances in Pharmaceutical Medicine,
requires more resources to serve our members.

« In addition, the integration of new technologies and artificial intelligence (Al) into pharmacovigilance, clinical
trials and research and development raises ethical and practical concerns that must be addressed by IFAPP’s
Working Group volunteers.

¢« There has been a reduction in income from unpaid membership fees as a result of the financial difficulties of
IFAPP’'s NMAs and IAs.

e There is a lack of volunteers to support the IFAPP Working Groups’ workload.

¢ Increasing operational costs strain already limited budgets and restricted funding.

Fortunately, our global collaborative network of stakeholders allows us to share knowledge,
initiatives and resources to address ongoing challenges and encourages us to passionately

il
VI.
succeed in our mission for the future of IFAPP. /


https://ifapp.org/
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I, as IFAPP’s President, would wholeheartedly like to
invite all members, Fellows, readers and followers to
join us actively in creating value for patients and better
public health through the discipline of Pharmaceutical
Medicine.

The year of 2024 has been a productive and inspiring
year thanks to the IFAPP Executive Officers and
Scientific Chairs, Working Group members and NMAs
and |As.

Working with our NMAs and |As over the past year has
been a great experience and we are proud to have you
all with us.

¢

STFAPP

Pharmaceutical Medicine

| am deeply grateful for your contributions and wish
you and your families a healthy, prosperous and
creative 2025.

| welcome new members and look forward to further
promoting Pharmaceutical Medicine with all of you, our
partners and stakeholders.

Thank you for your commitment, cooperation and trust
in IFAPP.

Dr Varvara Baroutsou
IFAPP President

-
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Be part of
the experience,
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2025 IFAPP Fellowship Awards

Dear Colleagues,

It is with great enthusiasm that | write to invite you to participate in the 2025 IFAPP Fellowship Award
programme. All award category descriptions, criteria, and submission information are listed below.

2025 IFAPP Fellowship Awards
Fostering Excellence and Professional Diversity

Being a fellow of IFAPP is not only a recognition of one’s personal contribution to Pharmaceutical Medicine, but
also a way to belong to a dedicated group of distinguished professionals who demonstrate scientific integrity and
excellence in research, education, and leadership.

The three fellowship categories and application requirements for the awards are:

1. Scientific Leadership in Pharmaceutical Medicine (PM) for Senior Candidates
(experience > 15 years in PM roles)
¢ Nominee’s current curriculum vitae.
¢ Copy of an academic diploma (MD, PhD, PharmD, Biomedical, MPH,healthcare professional diploma).
e Short list of publications: minimum 10 publications as co-authors inpeer-reviewed journals.
¢ A nomination letter from an IFAPP Board Member or NationalMember Association (NMA) Board Member.
¢ Interview with IFAPP Fellowship Award Committee Members.

2. Scientific Excellence in Pharmaceutical Medicine (PM) for Mid-career Candidates
(experience of > 10 years and < 15 years) in PM roles)
¢ Nominee’s current curriculum vitae.
¢ Copy of an academic diploma (MD, PhD, PharmD, Biomedical, MPH, healthcare professional diploma).
e Short list of publications: minimum 5 publications as co-authors in a peer-reviewed journal.
¢ A nomination letter from an IFAPP Board Member or NMA Board Member.
¢ Interview with IFAPP Fellowship Award Committee Members.

3. Rising Star in Pharmaceutical Medicine (PM) for Early Career Candidates
(experience of > 3 years in PM)
¢ Nominee’s current curriculum vitae.
¢ Copy of an academic diploma (MD, PhD, PharmD, Biomedical, MPH,healthcare professional diploma).
e Short list of publications: minimum 2 publications as co-authors in a peer-reviewed journal.
¢ A nomination letter from an IFAPP Board Member or NMA Board Member.
¢ Interview with IFAPP Fellowship Award Committee Members.

The deadline for submitting your application is Friday, 31 January 2025.

All nominations should be submitted, according to the application instructions provided above, by
email to anna.jurczynska®ifapp.org and varvara.baroutsou@ifapp.org. If you have any questions

about the nature of this award or the selection process, please feel free to contact Anna I i
Jurczynska, PhD, IFAPP General Secretary (anna.jurczynska®@ifapp.org) for additional information. /

,.
Y -
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The date of the IFAPP Award Reception, where all awardees will be invited ,will be announced in September 2025.
Thank you in advance for your participation in this important process; your candidacy for these prestigious awards is greatly
appreciated.

Varvwara Parocdzoc

Dr Varvara (Barbara) Baroutsou, [IFAPP President

2025 IFAPP Fellowship Award Benefits

The IFAPP Fellowship Award Programme recognises excellence and honours individuals who have distinguished themselves
in their Pharmaceutical Medicine career stages. The unique title IFAPP Fellow is a distinction of development within the IFAPP
community. It represents the extraordinary achievements of IFAPP healthcare and biomedical professionals.

The application period for becoming a Fellow of IFAPP in 2025 is now open until 31 January 2025. We encourage you to
begin preparing your submission.

IFAPP supports applications from all our members including National Member Associations and Individual Affiliates. There
are no age criteria. Please refer to the application categories and guidelines for familiarisation.

Being elected as an IFAPP Fellow indicates your level of expertise and contribution to the field of Pharmaceutical Medicine.
Why should you apply?

The IFAPP Fellowship is a symbol of excellence; all applications will be reviewed by the IFAPP Fellowship Award Committee.

¢ Be recognised and respected by the global IFAPP community.

e Be visible for opportunities to become more involved in the IFAPP Working Groups, IFAPP activities, and events.
e Be part of a unique network of more than 6,000 professionals from 32 countries.

¢ Exclusive access to an IFAPP dedicated ceremony in 2025.

* Receive a certificate and a prize.

¢ Announcement of the awarded IFAPP Fellows in the IFAPP TODAY Journal, on LinkedIn, and the IFAPP website.
e Use the IFAPP Fellow title in your signature.
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How to apply

The criteria for becoming an IFAPP Fellow involve a selection process assessed by the IFAPP Fellowship
Award Committee which reviews candidates’ scientific contributions, publications, and professional
achievements.

The application is open to all healthcare professionals and biomedical scientists in the field of Pharmaceutical
Medicine. There are three tracks to become an IFAPP Fellow:

e Senior Professional Candidates
e Mid-career Professional Candidates
¢ Young Professional Candidates

What happens next?
e Your application will be reviewed by the IFAPP Fellowship Award Committee.
¢ You will be invited to an interview in March 2025.
¢ You will be informed of the decision with your application by the end of June 2025.
¢ If successful, you will be informed of the date of the award ceremony during September 2025.

The deadline for submitting your application is Friday, 31 January 2025.

If you have any questions about the nature of this award or the selection process, please feel free to contact
Anna Jurczynska, PhD, IFAPP General Secretary, at anna.jurczynska®@ifapp.org for additional information.

Collaboration with the WMA and Key Contribution to the 2024
Revision of the Declaration of Helsinki

1. Revision of the Declaration of Helsinki and IFAPP
The revised Declaration of Helsinki (DoH) (1) was adopted at the General Assembly (GA, 16-19 October 2024) of
the World Medical Association (WMA).
Varvara Baroutsou, President of IFAPP, Kotone Matsuyama, Ethics Working Group (EWG) Chair, and Chieko
Kurihara, EWG member, attended the GA and issued the “Helsinki Statement” (2), collaborating with external
experts, and celebrating the 60th- anniversary of the DoH. Prior to this, Dr Baroutsou and Professor Kurihara
had been invited as panellists to two different WMA’s Meetings, one in Copenhagen, the other in Washington
DC, respectively. In addition, IFAPP co-organised, in August 2024, together with other organisations, a two-day
webinar of which the preprints have been published (3). During the whole process three peer-reviewed
papers (4, 5, 6) to discuss specific topics of the revision of the DoH were released. E
1
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2. WMA Regional Meetings in Copenhagen and Washington DC

When Dr Baroutsou was invited to the WMA’s Copenhagen meeting in September 2023 to discuss “emerging
clinical trial design”, she introduced twelve recommendations from IFAPP (7) which had already formally been
submitted to the WMA in 2019 as part of the Memorandum of Understanding (MoU) between the two
organisations. Most of these were reflected in the 2024 Revision of the DoH, with two or three important
issues remaining.

Professor Kurihara’s participation in Washington DC in August 2024 was to discuss “Maximising Impact:
Communication, Advocacy and Implementation“. Other panellists of this session included the current
President (at the time of the event) and the Secretary General of the WMA, the Past President of CIOMS who
was the Working Group chair for the CIOMS Guidelines in 2016 (8), and a representative of a patient group.
Professor Kurihara's presentation (Figure 1) was at the final stage of the whole revision process which had
been initiated in April 2022.

During the panel discussion, Professor Kurihara introduced scientific papers and a published book elaborated
with IFAPP about necessary changes of the DoH. Furthermore, she focused on the importance of engagement
and co-creation with groups of patients and the public as well as experts (Figure 1). The publication of the
“Helsinki Statement” was one of such initiatives.

Figure 1: A part of Professore Kurihara’s presentation at the WMA meeting, August 2024.

Continuing discussions #Publications since
fend DoH 1975 Tokyo Revisien i
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#Monthly meetings Ethical
#Paar-rovievwed pagars 1
$IFAPP TODAY 1 - |n rIC_I'l'Eh{lﬂ
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3. General Assembly in Helsinki

The WMA’s GA was truly exciting and attractive.
Not only the revision of the DoH but also various
global issues were discussed, e.g. a scientific
session entitled “Inequalities in Health and Health
Care — How to Tackle them?” held on 17 October
2024,

Among the considerable number of documents
adopted and/or discussed at the GA, the DoH was
the highlight. The WMA press release (9) provides
the summary and access to related papers in
JAMA. A paper by the Working Group Chair of the
DoH (10) cited a paper by members of IFAPP (8) in
the context of promoting multidisciplinary
collaboration for research, not just physicians’
initiatives.

The final discussion on the revised DoH took place
at the Medical Ethics Committee meeting on 16
October 2024. The draft reflected well the
discussions during the process since April 2022,
however, there were two “motions” from Uruguay
to express disagreement with the paragraphs 33 on
placebo use and 34 on post-trial access, reflecting
Latin American countries’ views (Table 1). The
motions were rejected but raised remaining
challenges.

Table 1: DoH 2024 and motions from Uruguay on
placebo and access

o
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4. Celebration for the 60th Anniversary

The 60th anniversary ceremony was held at the
same place where the first DoH was adopted in
1964. One of the three video messages shown on
the screen was by Professor Kurihara on behalf of
IFAPP (photo). The other two messages were by Dr
Ramin Parsa-Parsi, former working group chair of
the 2013 revision of the DoH, who also chaired the
revisions of the other two core documents cited in
the DoH: the Declaration of Geneva and the
International Code of Medical Ethics; and Dr Kati
Millimaki, the former President of the WMA, from
the Finnish Medical Association, well known as one
of the “three wise women” who strongly contributed
to the 2000 revision of the DoH which was the prior
major amendment. The "three wise women" are a
small group within the regular working group for
the 2000 revision of the DoH, because there were
SO many controversial issues, e.g. conditions for
placebo-controlled trials and ensuring post-trial
access as well as the inclusion of publication of
ethics issues such as conflict of interest disclosure,
and positive/negative publication of results.

Associalon

DoH 2024 Motions from  Uruguay  Medical |

33 | if

Para | If proven intervenbon exists, placebo-controlied triats can be acceptable

= Mo "additional risks of gerious | * No addtional nsks of hamm (modion
| erirreversible ham’
| Similar posibon. ICH-E10 (11), | Samilar posibon. DoH 1996, 2000,

DoH 2002~ 2013; CIOMS 2002 | CIOMS 2016, IFAPP members’ paper
{5 )" Hedsinki Statameani

;-;“3 | - Post-inal provisions must be | + Post-iral agcess provisions must be
arranged. guaranteed ¢
= Exception mast be approved | - Text for exception should be deleled ‘*«1
by & research elhics commatios
Similar position. DoH 2004~ | Similar position: DoH 2000, IFAPP _ -"_““I
2013 members’ paper (3, 6) ;

* This does not mean that it is a consensus of IFAPP or IFAPP’s Ethics Working Group. /
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Photo: Video message given by Professor Chieko
Kurihara at the Ceremony at the restaurant T6616n
Juhlasali where the DoH was firstly adopted in 1964,
offered by the Finnish Medical Association

5. Helsinki Statement

The “Helsinki Statement (2)” is an initiative, independent of the WMA and IFAPP, organised by stakeholders who
globally share the common goals of seeking the highest ethical standards for research ethics (signed by 109
individuals and 3 groups from a total of 19 countries, many of which are from the Global South and Asia, as of 7
November 2024. Japanese and Arabic translations are available (3)). The statement consists of two parts (Table 2).
It was discussed at two web-meetings (15 and 20 October 2024) broadcasted from Helsinki to a worldwide
audience, In parallel, it was reported to the WMA on the date of the first official announcement (18 October 2024).
The first part is praising most of the changes and the second part refers to a few remaining controversial issues,
although not all IFAPP members have the same perspective. Continuing discussions on these points would
contribute to better protection of research participants as well as the integrity of responsible research involving
humans.

The full report including interviews with key persons is planned to be published by Clinical Evaluation (3).

Table 2: Composition of the Celebrate the DoH 2024 for the revisions: 1. Change research subjects to
. research parlicipants; 2. Scope o mclude non-physicians, teams,
Helsinki Statement (summary, arganisations: 3. Recognition of varous structural inequity in rasearch; 4.
texts may not be the same as Meaningiul engagement with participants and ther commurities al all the
slages of research: 5 DoH must be adhbered to in public health crises; 6.
those of the DoH and the Inclusion of vulnerabde pecple with adequate protection, recognizing contextual
Statement.)* vulnarabdlity; 7. Strenglthened resaarch ethics committes reflecting community
values; 8. The preferences and values of incapable research participants shall
be considered; 9, Data and specimens from research shall be handled in
accordance with the Declaration of Taipai on heatth databases and biobanks;
10. Chnical use of unproven intarvantion mus! never be underaken to
circurmvent the protection set forth in the DoH.
Remaining challenges: 1. Plain language understandable for patients and the
publiz; 2. Promoting congideralion on “social value®, 3. Risk minimisation in
placebo-controfled friaks: 3. Posl-trial access for participants who atill need i,
as wall as for those in need in host community and globally.

* This i= nod an official stalemand of IFAPP, a5 soma IFAPF mombars have parbcipatod indeadually

Authors: m‘ _
Chieko Kurihara, Ethics Working Group, IFAPP
Kotone Matsuyama, Chair of Ethics Working Group, IFAPP 1 q

Varvara Baroutsou, IFAPP President /
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The revised Declaration of Helsinki
Is it fit for purpose?

The 2024 revision of the Declaration of Helsinki (DoH) (1) published on 19 October 2024 revisits many of the
issues of controversy in its previous versions: There were nine versions between 1964 and 2013, the 2024
version being the 10th in its 60 years of history as a major international document in research ethics. The
changes to this new version are sometimes obvious and in long need of updating (e.g., from ‘research
subjects’ to ‘research participants’). However, overall, this new and substantial revision fails in two important
ways:

1.The revision does not clarify substantially important issues, including consent, vulnerability, the role of
research ethics committees, the use of placebo in clinical trials, and access to medicines post-trial. Not
only does it not clarify these issues, but the several lengthy additions of requirements are also incomplete
and more often than not introduce further confusion that cannot be reconciled within the DoH.

2.The revision fails to address some of the most current and relevant issues in the ethics of medical
research: The ethical questions posed by health emergencies, the impact of electronic means for informed
consent, the impact of genomics in research, the use of artificial intelligence (Al)-driven systems in medical
research, the full extent of medical research outside of clinical trials.

i
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Further, the 2024 DoH version lacks exactitude in
wording, makes assumptions that are vague and
cannot be substantiated, and presents requirements
that are beyond the scope of what is actual or even
possible in contemporary medical research practice.
Beyond this, the DoH is undermined by the
increased push by the World Medical Association
(WMA)
international corporation of physicians and assert a
‘mandate’ to impose its rulemaking for physicians on
all those involved in medical research, including
those from other disciplines (all researchers),
research teams, institutions, authors, editors, and
publishers.

to go beyond its own remit as an

This calls into question the role of a private
organisation where member organisation voting
rights vary according to the amount of money each
member organisation pays while sponsorship from
the pharmaceutical industry supports a two-and-a-
half-year revision process. Further, the DoH states
that physicians and researchers ‘consider’ national
and international ethics, regulatory, and legal norms
and requirements, but asserts that its rulemaking is
above these norms and requirements and ‘should’ or
‘must’ be followed. The failure of the WMA to
understand its role and place in the international
discourse on ethics and medical research
undermines the DoH.

The launch of the 2024 revision of the DoH has been
greeted with near exclusive praise and celebration,
and little substantial criticism (2). Perhaps this new
version of the DoH is deserving of this near
universal and immediate acceptance. Perhaps not.
Ethics, however, is a place for conversation and
debate.

Nevertheless, the WMA and its revised DoH are not
solely or entirely at fault. The global community of
physicians ‘and other researchers’ as well as
ethicists, ethics committees, and regulatory authori-
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ties are perhaps failing patients, medicine, and the
global medical research ecosystem in their
acceptance of a flawed, incomplete, and confused
document as a benchmark for the ethics of medical
research. The reform of medical ethics such that it
is fit for purpose in today’s world requires a
fundamental reform of our conversation of what is
acceptable and what is not acceptable in research
on human participants. A closer look at the revised
DoH (3) raises questions as to whether it is a
guideline that should be implemented for the
protection of the rights of research participants.

Author: Francis P. Crawley, Member, IFAPP Ethics
Working Group
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Expectations of Young Professionals in Pharmaceutical Medicine

Young professionals in Pharmaceutical Medicine, i.e. working in the field of drug development both in academia
and industry, are driven by the desire to improve treatment options for today’s diseases and/or medical
conditions, thus making a meaningful impact on public health. New technological advancements, namely the
CRISPR/Cas gene editing method [1], the use of mRNA to develop vaccines [2] or AlphaFold2 helping
researchers in predicting protein structures [3], just to name a few, have deeply changed the drug
development landscape. In this dynamic field, young professionals need to find their place: they want to build
up their careers and contribute to new therapeutic advancements while at the same time having to deal with
social and environmental challenges.

In our opinion, young professionals in Pharmaceutical Medicine want to fulfil three main expectations related to
their work environment:

1. Interdisciplinary Collaboration and Learning

According to surveys conducted by the International Pharmaceutical Federation (FIP), young professionals seek
career opportunities that offer continuous learning, mentorship, and leadership development. They also value
structured training programmes that align with global competencies in drug development and pharmaceutical
sciences. [4,5]

In Switzerland, for example, medical doctors can specialise in the field of Pharmaceutical Medicine. During their
training, they acquire a deepened knowledge about the drug development process, from pre-clinical studies to
clinical trials up to marketing authorisation of the products. [6] However, currently, there are not enough
positions as assistant doctors for this specialisation considering the vast interest and we need to fund more
positions in both academia and industry in the future. The newly trained specialists in Pharmaceutical Medicine
are able to provide the highest professional standards for the benefit of the patients and the public. As medical
doctors from both academia and industry can undergo this training, regular interdisciplinary exchange between
the respective fields is promoted and professional networks are strengthened.

An international example for interdisciplinary collaboration is the Young Professionals Working Group (YPWG)
from the International Federation of Associations of Pharmaceutical Physicians and Pharmaceutical Medicine
(IFAPP). This working group provides general knowledge on how the pharmaceutical industry works for
interested members, fosters cross-functional international teamwork by offering continuous learning and
training programme opportunities in drug development to medical doctors and scientists and informs them
about new career opportunities. [7]

2. Social Responsibility

Climate change is one of the biggest crises of our time having an impact on both individual and global health,
already now and in the future. [8] Young professionals increasingly expect pharmaceutical companies and
hospitals to act socially responsible, focusing on areas such as climate responsibility, sustainability, and ethical
behaviour. Scientists and medical doctors expect their employers to demonstrate what they advocate,

matching their actions with declared values. @
Health professionals want to promote climate actions required from individuals, organisations '!‘.1
and governments. [9] Consequently, corporate social responsibility has turned into a key element p
for recruiting and keeping skilled individuals. For young professionals, corporate social I

responsibility and ethical considerations are an essential part of work life. /
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3. Working Conditions

As shown by Sanchez-Hernandez et al, younger generations increasingly prioritise flexibility and a healthy
balance between their work and personal lives. [10] They tend to seek workplaces that offer a good work-life-
balance, including remote work and flexible hours, and part-time job opportunities to combine most effectively
work responsibilities, family duties and hobbies. Companies are encouraged to address these expectations to
attract and retain young talent, and to consider that happy employees are 13% more productive, according to
Bellet et al [11]. Young professionals look for inclusive work environments where different perspectives are
welcomed and innovation stems from a wide range of voices. They want to be included in decision-making
according to their level of expertise. The top-down approach to management needs to coexist to bottom-up
decisions [12].

In summary, the expectations of young professionals working in drug development are multifaceted, combining
the desire for scientific innovation with modern values of work-life balance, diversity and social responsibility.
Young professionals are ambitious and driven by a sense of purpose, aiming to contribute to advances in
healthcare while maintaining high ethical standards and a positive work environment. Organisations that can
meet these expectations by fostering innovation, providing career growth, ensuring ethical practices and
promoting a healthy work-life balance, will not only attract highly motivated medical doctors and scientists but
also set the stage for continued success in a rapidly evolving healthcare system.

Authors:

Jean-Marc Hoffmann, Dr. med., Co-Head Clinical
Research Ward, Clinical Trials Center, University
Hospital Zurich, Switzerland

Alexandra Kundert, Dr. med., Medical Affairs
Scientist Oncology, Pfizer AG, Switzerland
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Learning Pharmaceutical Medicine in the Age of Public
Engagement in Japan

Pharmaceutical Medicine is a medical specialty applied to professional drug development scientists
worldwide. Recently, in Japan, education of patients and the public is also encouraged in promotion of their
participation in Ethics Review Committees, but filing the gap of knowledge, information, and disease
experience between clinical trial professionals and patients and the public is not easy. Here we introduce the
efforts of the Japanese Institute for Public Engagement (hereinafter referred to as Ji4pe), providing various
learning courses to all stakeholders to facilitate public participation, with points to consider the current
issues and prospects.

Educational Courses in Pharmaceutical Medicine

Pharmaceutical Medicine has been defined since the 1970s by the International Federation of Associations of
Pharmaceutical Physicians and Pharmaceutical Medicine (IFAPP) by standardising the educational syllabus
and course structures to develop drug development specialists, followed by the PharmaTrain Federation
(hereinafter referred to as "PharmaTrain") (1) established in the EU accrediting the courses worldwide.

In Japan, following the course sponsored by Osaka University (2) and the Japanese Association of
Pharmaceutical Medicine (3), there are courses sponsored by Ji4pe (4) since June 2020. Both institutions are
accredited by PharmaTrain as Centres of Excellence (CoE) (5).

Ji4pe's Educational Courses

Jidpe offers two courses for corporate employees and
medical institution staff; the PharmaTrain certified C-course
(From Drug Discovery to Post-marketing and Health
Economics), and the D-course (Specialist in Medicines
Development Programme) for those who have completed
the C-course and whose competencies in drug
development have been objectively proved. For patients
and public participants, the A-Course can guide
introduction to drug development and medical
communication. The B-Course can support the
development of organisational structures and human
resources for patient associations, and the E-Course offers
education and training necessary for those who are willing
to contribute as members of Ethical Review Committees.
Figure 1 shows the educational courses, training and
consulting service offered by Ji4pe. Basically, courses are
open to everyone who wants to learn (except for the D-
course), and those who have completed the course and
met the PharmaTrain criteria as instructors can contribute
to the following courses by facilitating practical discussions
among all stakeholders.
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Figure 2 shows the number of participants who have taken courses A to E, since the establishment of the
corporation in June 2020 and until October 2024.

€ Phomarain
- R Figure 2:Participation to Jidpe courses

Between June 2020 and October 2024 (limited to open courses) : kﬂ i
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Current Issues in Drug Development
It has been expected that promoting "patient-
centred processes" and "patient participation" may

contribute to the operation of clinical trials by

utilising the experience of patients and trial
participants. In the past, patients were rarely
involved in the development of clinical study

protocols or consent forms, but recent emphasis on
international patient participation and the spread of
telecommuting and online medical consultations
made available during the COVID-19 pandemic also
promoted communication in and out of patient
associations. In addition, the widespread use of
devices such as smartphones and smartwatches
suggests that the development of medical
technology for individual reporting is expected. As a
result, we see a remarkable increase in the number
of patient interviews and surveys asking their views
online and what attracted their preferences in
remote trials, although the gap of knowledge in drug
development often invites misunderstandings in

their exchanges.

Patient Association Activities and Public Interest

As is seen in the patient group survey report (6)
the Patient
Promotion Committee of the Japan Pharmaceutical

conducted by Group Collaboration

Manufacturers Association, patient association
activities in Japan are generally small in scale, have
little budget, and the founding members of the
association are worn out with no successor. Some
patient associations have revitalised by adopting the
online services mentioned above, while others say it
is difficult. The success of crowdfunding is not
always the case partly because patient association

activities are not considered to bring public benefit.

Since its establishment, Jidpe has offered the B-
course in hope of developing patient association
activity as an organisational and not an individual

o
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advocacy. There are various remedial measures in
health
medical

Japan, such as a universal insurance

coverage, a high-cost care expense
scheme, and a rescue programme for designated
their

sustainability it is important to emphasise that

intractable diseases, but to maintain

patient association activities should be taken as

public (not individual) interest, and that the
participation of public is critical to gain more

diversity in communication.

In fact, in Ji4pe courses and workshops by the
member working groups, all stakeholders can get
together and listen to the voice of the patients. For
corporate employees and medical institution staff,
who tend to be biased towards the developer's
point of view, learning together can bring an eye-
opening experience.

Future Prospects

To invite more participation to public engagement,
their unmet needs must be clarified. Jidpe is
planning to conduct research in 2025 to initiate
online surveys with the help of its member
organisations. Based on the survey results, we
should be able to adapt the contents of education
and training so that patient associations can
effectively acquire the knowledge and the skills
necessary to solve their problems, which may
result in more satisfaction and contribution to the
society.

Author: Kyoko Imamura,
MD, PhD

President, Japanese
Institute for Public
Engagement (Ji4pe)
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Free Webinars in early 2025

23 January 2025 | 12:00 noon - 1:00 pm CET
The European Young Persons Advisory Group Network (eYPAGnet)
Speaker: Begoia Nafria Escalera (Sant Joan de Déu/Barcelona, Spain)

20 February 2025 | 1.00 to 2.00 pm CET

Declaration of Helsinki Update

- What is new for Ethics Committees?

- What is new for conducting clinical trials and everyday treatment?
Speaker: Prof. Dominique Sprumont (University Neuchéatel, Switzerland)

20th March 2025 | 11:00 am to 1:00 pm CET %" -
Cardiovascular Gender Pharmacology f
Speaker: Dr Rubén Fuentes Artiles (University Clinic/Inselspital Berne, Switzerland) /
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The External Affairs Working Group (EAWG) of IFAPP in 2024:
Report 2024

The EAWG is responsible for establishing and IFAPP strengthened ties with National Member

maintaining strategic partnerships with key Associations, promoting IFAPP's mission at

stakeholders, including IFAPP  National Member various international and national conferences,

Associations, professional associations, government symposia, and fora.

agencies, and other organisations. In 2024, the EAWG

undertook several strategic initiatives and These activities and initiatives undertaken by

collaborations to advance Pharmaceutical Medicine. the EAWG in 2024 helps to raise IFAPP's profile
globally and reinforce IFAPP's position as a

The working group ensured that IFAPP's registration on leading organisation in Pharmaceutical

the EU Transparency Register was validated. With Medicine.

registration number REG 970411692295-33, this step
was essential for communication with EU institutions
and participation in public consultations.

The team submitted also an application form to request
EMA eligibility status for healthcare professionals’
organisations in order to be involved in EMA activities.
The application is under evaluation, and IFAPP will be
informed of the outcome upon completion.

The EAWG initiated also discussions for a partnership

with the FDA, focusing on regulatory and safety

aspects, possibly leading to a Memorandum of

Understanding (MoU) between both organisations. Author: Robert Lins, MD, PhD, IFAPP External

Affairs Working Group Chair

Engaging with patient organisations has always been a

priority, ensuring patient perspectives were considered

in the development and use of medicines. This

alignment with patient needs reinforced IFAPP's

patient-focused approach. Further formalisation with

specific organisations still needs to be done.

The EAWG has successfully established and maintained
strategic alliances over the years with various
stakeholders to raise awareness of IFAPP's vision and

mission. These partnerships have been crucial in 1
promoting Pharmaceutical Medicine at both ""
international and national conferences, symposia, and r
other forums. ; I
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Patients’ Cross-Border Access to Clinical Trials — The Unmet
Global Need for Patients and Clinical Researchers - IFAPP
Webinar of 17 September 2024

Moderator: Birka Lehmann, IFAPP ECWG

Speakers:

Teodora Lalova-Spinks, KU Leuven, Belgium
Emilie Prazakov4, Roche, Switzerland

Dariusz Zebrowski, StopDuchenne Foundation

Panellist: Ingrid Klingmann

Patients with life-threatening or rare diseases and patients living in research-poor countries are interested in
joining a clinical trial in another country because that might be the only treatment option. And investigators
could reduce their recruitment struggles if they were able to enrol patients from other countries. But, in reality,
such participation is very difficult to implement and therefore hardly happens.

This webinar focused on the needs, the financial, ethical, regulatory and organisational hurdles and best
practice examples, and informed about a European initiative aiming at facilitating such participation in practical
terms.

Teodora Lalova- Spinks presented the results of such a study and underlined the needs for cross-border
clinical trials and the challenges to facilitate this kind of clinical trials.

EUC

Lessons from a multi-stakeholder study:
Proposals for future actions
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Emilie Prazakova informed about the actions taken making cross-border access to clinical trials a ' '
reality by setting up the EU-X-CT Initiative.
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EU-X-CT Initiative Mission

Based on the EU's pringiple of freedom of movement, EH— e

participation in o clinkcal trial abroad is theoretically = —* ; -
possible. Howewer, thire is no specific Eurapean ' [
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The EU-K-CT Initiative is reaching out to enable cross-border access to trials for
patients when there is no option for them to join a clinical trial in their osen country
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The initiative already worked on several aspects like ethical, legal, regulatory and financial aspects of cross-
border trials
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The EU-X-CT initiative defines the most urgent goals to make this approach sustainable. \' '
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How can EU-X-CT achieve the most urgent EU €
goals and how to make them sustainable?
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Dariusz Zebrowski presented the view of the patients based on his own experience with participation in a
cross-border trial.

Cross-border CT } ey
Problems S frapp

Jlﬂﬂmﬂwiﬂiﬂbﬂwm:ﬂW|HlﬁﬁﬁHm
irformaitian in Bhe native languages
= dascriplions presenind i an undoerstandaile manrser, B
* ] Thed inchusdon Bnd sxchision crianiad s,
# whal inlormed consenl s ard Bhal only afler sigring ICF tha pobeniial particpant can b mibjecied o
pefarming any procedunes requined by the study protocol
* DAlng & GOl D CT A R I0F eating Bl I CORTIMAtion of Satoly i efady
LI
O Lang distande,
= laciitating openinsg sies in mora counines.
= pdapling ths kegisiation lor poiarmansss of nemobs cinical trinls
= pdEpling the egrilaton o perlormands of decentralized cinical triski.
= logistical support = (he compary should provide support in planning the Erip
O Costs of raveling
# neembursament of ravel and accommadation costs
companaaton of loss of aamings Sneclly relaled 1o e parscipalon in e chincal il
Jl.la:urmalmrgu;-um
= Language suppori = @ Barsiatior and all decuments in the pariiopant’s language
O Law requinemants in the destnalion couning
= e idequirdsmienil B0 hidwh haaBh inSurangs - |is requiremen] d8cively hmils B possibdity of Wking pad in ihe
chmcal lrials abroad

&
The EU-X-CT initiative defines the most urgent goals to make this approach sustainable. \' '
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Cross-border CT i

Dbstacles -

Types of cbistacies
U Logisbaal busden to the patents
0 Distance betwsen the place of msidence and CT site
O Frequency and dumabon of e study vikils = avery weekimanlh, ornodwo diys
This fsed 10 reorganize privale Me
«  The need o quil job
O Fatigue, especialy in the case of disabled people with chwonic deseases
MG remolE 1
«  More decentralized CT
Mora hyboid vigil (rurss Bt home, remote)
O Uncanainty on & patient's ehgibility for trial paricipation,
O Financial and non-financial costs

In summary, all speakers agreed that the main issue was in relation to information about clinical trials at all
and that it would be necessary to create an infrastructure to serve the needs of the patients.

Author: Birka Lehmann, MD PhD, GFMD, IFAPP Education and Certification Working Group Chair, Senior
Expert Drug Regulatory Affairs

The Evolving Regulatory/HTA Interface under the New
European Health Technology Assessment (HTA) Regulation -
IFAPP Webinar of 17 October 2024

Moderator: Birka Lehmann, IFAPP Education and Certification Working Group (ECWG)

Speakers: Anne Willemsen, Zorginstituut Nederland,
Co-Chair Joint Clinical Assessment (JCA) Subgroup
Michael Berntgen, European Medicines Agency (EMA) Head of Scientific Evidence Generation Department

Close interaction between regulators, HTA bodies and EMA is critical to enable patient access to important new
medicines and hence for the benefit of public health. This aims to reduce developmental resources by re-
shaping and focusing medicine development programmes to generate evidence relevant for regulators, HTA
bodies and other stakeholders.

Cooperation also aims to facilitate sequential decision-making by sharing information in the context of the

respective assessments. 'P'
Anne Willemsen gave a short introduction regarding the responsibilities of the different ’ ':I
organisations within the framework of the new Health Technology Assessment Regulation (HTAR). /
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Regulatory Health Technology Assessment
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This was followed by the presentation of the scope of the HTA Regulation and the rolling plan for
implementation.

Scope of the HTA Regulation

— Medicinal Products Joint Scientific Consultation (J5C) Joint Clinical Assessment (JCA)

DEFINITION
— From Jan. 2025: oncology and
g ay T Scientific adhice Joirt HTA reports, produced by 2 EL MS
= - prosided jointly by HTA bodies - On HTD submissicn dossier
- From Jan. 2028 orphan drugs - Can be in parallel with regulators - HTD can't submit data again on naticnal level
— From Jan. 2030; full scope - To HTD on the dinical development - Clinical domains; ne value judgements

M5t dui darat
— Includes Type ll variations, once fgnve LR conderglon

a JCA has been conducted on
the initial indlcation

AIM
To generate evidence that satisfies the needs of To avoid duplications of work at the national level,
HTA bodies during their assessment and ultimately increase consistency and guality of assessments

— See Sciantific specifications of facilitates patient access and ultimately facilitate patient access
MP subjact to JCA for details £ - RELEVANT ARTICLES IN THE HTA REGULATION
Art. 16 - Art. 21 Art.6- Art. 15
Covering principles of |SC; Requests for |SC (& Cowvering annual work plan; Health technologes
. - selection critenal; Preparation of [SC Approval of  subject to a JCAC Initiation & PICO development;
— Medical Devices J5C; Format and template for |SC Obligations of HTD; Assessment process;
— High risk MD, Type lib, Ill and Obligations Member States; Update of |CA

VD
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| Rolling Plan & extract of anticipated documents

| I PR el s ol L et i i ‘

1= Procedural rules for JOA of maicinal producty Adeped 31 May
I Peocedursl rulss for the mansgemend of conlce_of inferesi mﬂnm

Kidopied or 10 Ociober

n k
i Procadursl ruley for J36 of masiisingl progusts b“:'";"é:f;::”" "

- Frocedursl rves flor JEC of medics devicons #nd (VD moedical devicay in proparapon

[ Frocedural ninves for JCA of redical devices amd (VD medical devicos i preparaton

Anne pointed out the difference between EU and national assessments.

EU vs National assessment (The Netherlands as example)

il » Siprting paint: WTD centraily "E el | w Sparting point: mceive Dutch
E :;i;lrm;; clinical dossier and = E ;umliyqn chonsiar (incl, JCA
¥ regat)

.E 3 MS wnits A POt o E # JIN io give due consideration Lo
n * 49 Conciusion o adkied value W AR ol sllowed to Atk

e rembrsernen gl that iz sdready submifited
g = on EU lewel

o Clinical apsessmant report
m published on IT platferm " 'EE.: WAFILE Famtianal Freport [+
e snpbit Bnalysis and o

- + Subméssion dosseer pulblished oo eiiuctieness if neaged]
d = GRADE & Evidence to Deciion
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And she made it clear that the regulatory assessment and the HTA will be handled in parallel.

JCA procedural steps- according to HTAR and 1A*

HID Sosser
Loy )

+Carmgislen =an
lverh

oA iretiated

w0t sRmwtew by J0A
L T ) 55

mfs B grwwer in allian -
glgrilying waparts b iuct
';'cﬂrm Burig chach by HTD

"ICA runs bn parallel to EHA process
Final eensalidated PICO

A L0 deys ofier Lol) [ ea]
B} 73 el @Me ALETL ER
[acowienaey Typa 0

Anne’s presentation was complemented by the one given by Michael Berntgen.

Concepts for the implementation of key processes:
Joint Clinical Assessment (JCA) for human medicines

“"f pri“dpm: L e L Bpomn i T =
e — ey
Exchange with the HTACG 2
secretariat during the CP ICA - s . = v
aﬁmmn‘r_ e & Ty LT 3 LTy o
= Exchanges at milestones - Implementation status:

foouded sraevant / noomany) Identification of MA applications in JCA scope

Maintain the independence of during pre-submission phase (from 06/2024)

Bt ik Sssazemant ¢ Development of operations under Article 3 of

Administrative automation as the Implementing Act on JCA-MP 5
much as possible ' )
B I vty o iifalsie 3l orvh @# P 14 rrqjadid oy P Finr 17 Dty H134
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Procedural guidance: one quidance, two formats (HTACG-only
and in parallel with EMA)

The overall interaction of EMA and HTA is summarised in the following slide:

Collaboration with EMA under
the HTA Regulation®

Motes:
+ "lpint® refers to
Further details through T i
Implementing Acts HTA bodies
13 b achopsed By the EC [Ast 15, 20 = Activities cover
mecicinal
products and
Transversal elements in the medical devices
Regulation to facilitate such Lo
wiork, supported by the Eurcpean
Commission, include the sharing e e
of confidential information nared ints Sorce i Jen 2022
s spplics &5 of Jan 2025
4 Fomhviry rElEnranaan o thed HTA g lanary sesrisre 37 ket ETA

Both speakers pointed out that the topic is still an evolving one and therefore it is

recommended to follow closely EMA and EU-HTA. /
page 29



IFAPP TODAY | NOV/DEC 2024 | NUMBER 49

o

IFAPP TODAY P
The Global Pharmaceutical Medicine Journal ,/v"ii-A P

Pharmaceutical Medicine

Implementation of the Regulation on health technology
assessment

e N ]

a8 [vahing coflabaatan ot the WT & regulbnery ntprisce 17 Trinkar JIT4

Information events

JE— wmaalikliaian ‘

FROM THEORY TO PRACTICE

HTA information event in Paris Iniplementing the
5 November EU Health Technols
Mssessment Regulation

Webinar for health
technology developers
15 November

Author: Birka Lehmann, MD PhD, GFMD, IFAPP Education and Certification Working Group Chair,
Senior Expert Drug Regulatory Affairs
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Call for Abstract - ICPM 2025

Share your
insights with
the world,

CALL FOR ABSTRACT

Submit your Abstracts
for ICPM 2025 Today!

ANASRIOTIEA 3T OOrTY

g, 303E + Ammiardam

¥, = Ko pa vk
r!ﬂ ST 11TH E on

Are you at the forefront of innovation in pharmaceutical medicine? Do you have groundbreaking
research, unique insights, or transformative ideas to share? We want to hear from youl!

We invite scholars, professionals, and thought leaders to submit their abstracts for ICPM 2025. This is
your opportunity to contribute to an inspiring program and present your work to colleagues, experts
and interested parties from the global field of pharmaceutical medicine.

Theme: Purpose for Future

Who should participate?

Anyone - from academics to industry and professionals as well as students — is welcome to contribute.
Both theoretical and practice-oriented contributions are appreciated.

Important data
¢ Submission deadline: December 31, 2024

51
¢ Acceptance feedback: January 31, 2025 ,lﬂ/

* Conference: April 9-11, 2025
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Abstract Submission Guidelines

Abstracts may contain a maximum of 200 words.

Include a clear title, the names of the authors and their affiliation(s).

Briefly write the purpose, methodology, results and relevance of your work.
Indicate the take-away for the participants.

Why participate?
e Share your knowledge and expertise with an interested audience.
* Receive valuable feedback and network with professionals in the field.
¢ Possibility of publication in the conference proceedings.

How to submit?
Please visit our website (www.icom2025.com) for detailed submission instructions and criteria.

Do you have any questions? Please feel free to contact us at info@icpm2025.com.

We look forward to receiving your abstract and creating an inspiring program together!

We are thrilled to announce an interesting frist line-up of
esteemed speakers from the field of pharmaceutical
medicine who have confirmed their participation in ICPM
2025.

These thought leaders, innovators, and experts will bring
their wealth of knowledge and experience to the stage,
offering insights into the latest advancements, trends, and
challenges in pharmaceutical medicine.

Stay tuned as we unveil the full list of speakers on our website. Visit www.icpm2025.com regularly for updates
and be the first to discover who will be sharing their knowledge and shaping the future of pharmaceutical
medicine at ICPM 2025.

Don’t miss this unique opportunity to learn from the best — register today and secure your place in the audience!

@
INTERNATIONAL * ﬂ |
COMFEREMCE ONx .
PHARMACEUTICAL A

MEDICINE S Ce. ol



https://icpm2025.com/abstracts/
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WWW.icpm2025.com
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IFAPP Secretariat - Leidsestraatweg 41d - 3443 BP Woerden - The Netherlands
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Phone: (+31) 6 22911039 — e-mail: secretariat@ifapp.org — website: www.ifapp.org,
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