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(JAPERM), JAPhMed, IFAPP and Juju Barbosa;
Produced by the National Center for Child Health and Development (September 13)
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Transformation of the global research ethics:
the 2024 revision of the Declaration of Helsinki to promote patient
engagement and dynamic consideration on vulnerability

Organized by JAPERM
Session Produced by the National Center for Child Health and Development
15 September, Monday, 2025, at Kanagawa University, Minato Mirai Campus, Yokohama, Japan
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Abstract

In advance of the 2nd International Symposium of the Japanese Association for Philosophical and
Ethical Researches in Medicine JAPERM) on 15 September 2025, an online symposium was held on 25
August co-organised by the Brazilian Society for Bioethics (SBB) and the Japanese Institute for Public
Engagement (Jidpe) to support consensus development for “Global Research Ethics Norm” based on
“Patient Public Declaration of Research Ethics” originated by a patient and public group, and “Meaningful
Engagement”, considering existing documents, most recently a new paragraph in the 2024 revision of the
World Medical Association’s Declaration of Helsinki.

The outcome of the 25 August online symposium, where patients, public and professionals gave
presentations, was bridged to the hybrid (online & in-person in Tokyo) meeting on 13 September with
invited speakers Prof. Dirceu Greco (Immediate-past President of the SBB) and Dr. Varvara Baroutsou
(Immediate-Past President of the IFAPP), broadcasted worldwide.

In addition, the topics were further discussed on 15 September at JAPERM symposium in Yokohama,
and finally “The Statement for Global Research Ethics Norm and Meaningful Engagement: GREEN
Statement” was issued on 17 September 2025, calling for more signatories until the end of October, and
addressed to the international organisations, engaged in development of international research ethics
norms, such as United Nations (UNESCO, WHO), CIOMS and WMA.

Key words
research ethics norm, meaningful engagement, patient and public involvement, global ethics, the
Declaration of Helsinki

Rinsho Hyoka (Clinical Evaluation). 2025 ; 53(2) : 237-80.
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50, [EEE BRI D 2 E SRR T 2 EE# 4 (UNESCO, WHO), [ERSZE2H K
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* ARFZ R EMIRIZ & 25§52 D Proceedings ThH V), MSEEIXTRNTHEETH > 722, HARADG G IZ HAZE
iR, BARADIS OREEIE GG T L 72, 8 A 25 H - 9 13 H O30 kil & O BIFRERHIE T RO AGE website & D
METE S, 2TORKE, FHIMHPIL SN2 VRE) IIRELEOMANRIATH 5. &k, 3MEEESHEERT
JEF N7z [GREEN A EEHENZHE - TEIFAEBICEZ M X A, A5 HUMMR KR OAGE website IZfBi S T 5.
https://cont.0.007.jp/53_2/53_2contents.html
All the lectures and discussions were in English. In this publication, the parts of Japanese speakers are translated in
Japanese and others are in English. Video-recording of the meetings in August 25 and September 12 are available at
the website of this journal issue, below. All of presentations are speakers’ versional view unless specific reference is
provided. The GREEN Statement, developed following three consecutive meetings, has been submitted to interna-
tional organisations as planned and is published in the website of this journal issue.
https://cont.0.007.jp/53_2/53_2contents_e.html
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Global Research Ethics and Meaningful
Patient and Public Involvement:
Consensus Development—Preliminary web conference

Organized by:
The Brazilian Society of Bioethics (SBB)
Japanese Institute for Public Engagement (Jidpe)
Supported by:
Japanese Association for Philosophical and Ethical Researches in Medicine (JAPERM)
The Japanese Association of Pharmaceutical Medicine (JAPhMed)
International Federation of Associations of Pharmaceutical Physicians and Pharmaceutical
Medicine (IFAPP)
Juju Barbosa
Cooperation: Clinical Evaluation; Center for Bioethics Policy Study
Clinical Research Risk Management Study Group

25 August, Monday, 2025 (online)
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See explanation beside the photo in the page 6 of the article to introduce the result of this conference
in IFAPP TODAY. 2025; No. 57: 4-6.:
https://ifapp.org/wp-content/uploads/2025/09/IFAPP_TODAY_57_September_2025.pdf

Video, presentations and other materials:

http://cont.0.007.jp/sympo/GREandME.pdf
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Welcome remarks from organisers

Elda Coelho Azevedo Bussinguer, J.D. PhD (Bioethics). Full Professor at the
Faculty of Law of Vitéria (FDV), Brazil; President of the Brazilian Society of
Bioethics

THOAT
PR R 22 (Jidpe) fAREES ;5 [EIEREER =2 (IFAPP) T2 %

Kyoko Imamura, MD, PhD, President, the Japanese Institute for Public Engagement (Ji4pe), Japan;
Former president, IFAPP

Elda Coelho Azevedo Bussinguer

Brazilian Society of Bioethics is very much pleased to be here to co-organize this special important meet-
ing with Japanese Institute for Public Engagement (Ji4pe), sharing the situations important for all of us.
Currently, the Brazilian system of ethics in research, already well-established, faces difficulties due to a
strong backlash against the existing guidelines. Not limited to such situation in Brazil, for the global situation
of research ethics, patient participation is especially important. We emphasize that there are many reasons to
promote emancipation and participation of patient and public to contribute to improvement of research eth-
ics. We regard this project with Japanese groups and international collaborators to work together for global
research ethics norms which help all of us to reenforce human rights and bioethics in health research.

EX

R R FE BT ZE T (Jidpe) 13, FAA MR AR A RSP Tt 2l 3 D FHTE B & 75 T
WITOWEEIE L T2020 123 . L £ L=, M, Wl EZRmAHATHETE 32 2L Tu
FLAW, FELZLICEZDEFELTRIL-THBML, BERFABOFERPERIZOWTEVE
HHTEF L2 KEEHSHRTEMISREREDENW L, AV T7r—LF -T2y POHEE
WRANLDOFEGE KD 72D12, WK, 7H47 37, &%, BHMEEETRTOMBRENIATE 28E
VAT LRMELTCEZ L, SHEOLSICEABATHED TV 2 VA AT A I LIFE THHET
T, Jidpe DAGMEY —F V7N —F X ETERRNT, TOTL—-TPMER L [BE - iR
HMAES] HAL T VN, Z U THAOEE - TiIRBEOHEMEIZEM T2 2 L 2 MFL T
Jidpe TR - LXR=VTHNODEBD VWL DOPDHEI A1 H D, 4 - HRBMEO T F 25— b
AHRLTCOWE Y. HEMROKE, aVHLT 4 vy, TERHITOBEALE S H D 3. AR [~
Ly v FEEF] (DoH) IOV TOEU» S MR L ZERHHY —F V5L —TERET 2T 4 T AV
IN=TEH, icT7 7Y FLA DYy, BREBROT—-F V7L —-T4H0D %7, DoHide T HEHE
TR, EAIZ & - TEAIEHSER 7280 TY. 22T [BE - HROMEMEES] T, 8-
HROFIZE > THEMEHTESER N 2 BERH 5 &0 T2 > TREIL, BELE LA
SHROTRCOEORNAENET LI LIZOEND I L EH> TV T
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Meaningful Engagement toward Global Research Ethics:
Patient Public Declaration of Research Ethics

P BN, M Y, LR A, AT WG,
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Hiroto Kai, Yoshiko Saito, Toshie Murakami, Akemi Kuge, Noriko Kishi, Keiko Inoue, Eiko Uchida
Bioethics Working Group, Japanese Institute for Publica Engagement (Ji4pe), Japan

Jidpe Ef@i Y —F V7L — FIF 2020 AR S [~NLY Y FEF] IZDO0WTERIENH R
2—FLT, [b7ELEBEOWMANLY YFES]Y L0y 24 bLT, (1) [~ALy Y FEE] (DoH) H
KREMIZER, Q)R bEE - HHROSHEIZLBDHEXY 74 b, @B)FA7zb0ER, 5 3fEhEE»
O BMEME 2024 FISHEL LD, THISHT- T, 20234121F 3) [EA] Oifim % £ LTk
N X ERELE LY. ZOREBO[ER] Oy % B - iROMEGHES] Y IR Las LT,
2024 -10 H, DoH2024 fF-WU PRI E 1 12 HeaB R &2 & U IARAI IS & iy £ L 7=

WD Jevmdsii OB T, ANLFIGE, 7/ sk, iPSHlilE, WAL 7 2 4 FE&vs 280 RIS HIC
RUTRBIdM A 2L ESEAWTE D, 226 228 - IR BERTIR T

7zB D7 a — Ui BRI ) 2 BRI T &5 TF

o 7t R, HERITHT B REAE O — L SRR AR - BREIANOEE L EE L, £ 2
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ENENLTEAY S
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o [FAZ=B4iEIZ, BB DZ a2 EWT ! | (Nothing about us, without us) &, [EH D REEHME
FIZH) (2006 4F) kil 220 —H v & LTHIGh %, EHZTTEEL, WO Ty [5H]
EBDUREDD 572 H5TXTOLONMUYTH 5.

ZDob0 [FBE - TROMEGRHES] 27 o = OIUiFRGEHFICHD Ahboh b Z & %28
FLTnET.
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What does “meaningful” engagement mean to patients?
B ER
— LR H AR R I 2

Masanori Okuse, Japanese Association for Psoriatic Disease, Japan

[~y v R EF] 2024 FHETIZOWTHREN G T 2013, WIROERME L FEEom L, 7R
FHIREORAL, MRAAROMLESET, BEOFZBORRERANN AT TV AT LIIKMEE S, Loz
ZLeTY. [EfFb 5] 2l ld, BALTTEEL, BEOHER, %El, HE2ED, iEOH 505
B CRMmMIC2NT 2 2 & T,

BENTESZ LT, BPAAL, MERPBERVEICSML, BSDOEBEERY 77 v —%&1m kL
fhoBH LG L, WIS ROTHARET S22 LT, b0 [EFd D] B2 DODEE %2
ES
(1) Research Project on Psoriasis Value Outcome Set (PsoVOS)

BECLESTO [flifE] EFET Y b ATY. REEE» OEMTERERSIKETHD, EANT
THRRETY, ra— Lk BEHEE TS 5 IFPA (International Federation of Psoriasis Associations) i,
Ey 72510k > THEAMEIZHESS 7Y b H 220 TOA Ve Y 2 EBKRT BT 27 MBI
LTWET.

(2) Global Research on the Impact of Diseases (GRIDD)

GRIDD7u Y22 bTlE, I—=FT 4 TKRE, NVTIALT T yXRY FILTREERFY Y 24— sa—N)L
2% v (REEERERKERRA) & O[Eif%E & LT PRIDD (Patient-Reported Impact of Dermatological
Diseases) Z#BHF L & L7, ZhZEENH LW HEETSMU THIE SN, 4P MEE S 7 SR
BEMET Y by A BIETT.

FIEEHE R

BLFAME A PR TR E RS I 202, TERERIE LT O&EEE %51 Tuvyb. AbbVie, Almirall®, Amgen,
Boehringer Ingelheim, Bristol Myers Squibb, Eli Lilly, Fuji Pharma**, Johnson & Johnson, L.eo Pharma, Maruho**,
Novartis, Pfizer*, Sun Pharma**, Takeda®, Torii**, and UCB.

* : Only to International Federation of Psoriasis Associations

** : Only to Japanese Association for Psoriatic Disease

— 243 —



BR PR EF{H 53%&2% 2025

HAD 6 DIEE
BEfborEmEE?
What is “meaningful” engagement?

VAV S i1

— itk A YORIAILab fU&H S 5 —fk4LFEA PPIJAPAN #EZRE

HANR=) VH—=A VN LRSS 2T RA V2V FIUF =D AV F AT A T P35, H—
Nobutaka Yagi, Representative Director, YORIAILab; Steering Committee, PPI JAPAN;

Sr Patient Engagement Med Advisor, Nippon Boehringer Ingelheim, Japan

1. YORIAILab®D:EE) : 7O XETI M AL

YORIAILabiZ, VREA7 V394 — - Fuv =2 b 2@ AT 5IEEMOEAN (NPO) TF. B - iR
DEZBRDDBHDEDDT 59 N T —LTHAEAT =2 RN =BHHLALZ T 72k T 5iE%
MEFLCnEd. R, BERMEND ANLZERRBEL I 27 480558 V47V Y) (12
k22322 —v a3 VvofEt, APV MIIZARY IV ZT—4 (BEELTORBAEEZLSL T —
% PED) DY AT 3T 4 v 7 SHEEEGHMEICHD fHlATHET

ko289 259 Y RO 2B ASEZ TE 5 K515, X274 9 FOAT-THRE
Wadf, 720 3 VIZHUOLK ZUPOEOEAER, BELII LT 4 DIVTAY IOT O 2%
WMUT, ZORBENNZAT TOMA K AT — Y TOBRREISHE» L, ZOMEEZESETTSZ L%
Ty ML LTHRLTOET.

2. [BEH22H] 2HETIHRERART7 NG4S —-TOV 17 b

BEIRERER 7 N & — » Ta Y 227 MZ20214Er e NA—T Y -4 /I R=V a3y - LA =0T
FTTY. BE - HRIBMTAHE T 02 T 47T, 72 TRIERLFHFECHRABICE T 5 k4 5 318
et U E4. “Made with Patients Awards 2025 finalist” & U CIHAMIZE B I N B LIk L7,

[HERRBE L A~ ) =] OFTav s ML, BEEEGORABAT VAL L—DBMEIZL-TC, H
ATREWD T, WIKRBEEROLA I~ —D0DH A XY A &FERLE L7

PED/Yfuy b - 7uP s Tk, PEDZEEWISEHT 272007 7o —F 2 BE & OMHIC &
DED FEBHTHET. ZhIFBEFEO= - XREIETIEE & 2 FHE DB DOEGI S 1 F 74 VI
Ah, BRFEOBEREIZHIODEDERD E>FYN AR5 7Y 22 b TF

ZNoOWmEIcXD, HARICET 284 - HRBmEAHEL THE T
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Presentation from Brazil

CNS/CONEP’s coordination involving
patient/participants groups

Lais Souza Bonilha, PhD (Local Health Development). Associate Professor at
the Federal University of Mato Grosso do Sul, Brazil; Coordinator of the
CONEP (Brazilian National Commission on Ethics in Research), Brazil

Brazil is a wealthy country, however, its vast disparities necessitate public enlightenment in research.
National Commission on Ethics in Research (CONEP) is a part of Commission of the National Health
Council (CNS). This system of CNS, composed of 18 entities including CONEP, is guaranteed by the 1998
Federal Constitution. The CNS created the CONEP by resolution 196/1998, succeeded by the Resolution
486/2012, which established regional research ethics committees (CEPs). The CEP/CONEP System is
responsible for the ethical supervision of all research projects involving humans in Brazil, as the highest
social oversight body.

In Brazil, currently there are 905 CEPs. CONEP’s role is to coordinate these CEPs. CONEP receives ques-
tions and complaints from CEPs, researchers, and research participants. In recent years, questions and com-
plaints from research participants have been increasing.

Before and after COVID-19 the number of protocols analyzed by CONEP is around 4,000 per year (4,291
in 2019, 3,802 in 2022), whereas during COVID-19 it was 8,792 in 2020 and 7,298 in 2021.

CONERP is an independent research review body established by statute, but recent legislative amendments
threaten to undermine this independence. We are fighting to preserve the current system.
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Presentation from Brazil

Global Research Ethics: Proposal for Patient and Public
Directives on Research Ethics

Dirceu Greco, M.D., Ph.D., Professor Emeritus of Infectious Diseases and
Bioethics at the School of Medicine, Federal University of Minas Gerais,
Brazil; Past President of the Brazilian Society of Bioethics; Past Vice-Chair
of the UNESCO International Bioethics Committee; Associate Member of the
World Medical Association

1. Background/Rationale

The rationale for “Participatory Research” has already been established. It “focuses on a process of
sequential reflection and action, carried out with and by local people rather than on them. Local knowledge
and perspectives are not only acknowledged but form the basis for research and planning” . And stake-
holder engagement refers to processes through which trial funders, sponsors, and implementers build trans-
parent, meaningful, collaborative and mutually beneficial relationships with interested or affected individuals,
groups of individuals, or organizations, with the ultimate goal of shaping research collectively .
“Emancipation”® involves the recognition of independent capacity or the ability to act according to one's
own will—the ability to think, reflect, and act in the world to transform it. It demands that scientific research
be organized in such a way as to not only protect the individual from harm, but also to promote their auton-
omy, guarantee social justice and ensure that science is, in fact, an instrument of emancipation for all. The
fight for equality in research, therefore, is the ongoing search for a future where science and ethics walk side
by side, respecting and valuing each participant as a subject with full rights.

2. Participants’ rights and access to care: existing documents

Existing documents already demonstrate participants’ rights to access care. To achieve this, the participa-
tion of all the interested parties is a prerequisiste, including, most importantly, study participants and their
community.

(1) 2005 UNESCO Declaration on Bioethics and Human Rights”

UNESCO’s Universal Declaration on Bioethics and Human Rights defines as one of its objectives “fo
promote equitable access to medical, scientific and technological developments as well as the greatest pos-
sible flow and the rapid sharing of knowledge concerning those developments and the sharing of benefits,
with particular attention to the needs of developing countries” (Article 2).

(2) 2011 UNAIDS Good participatory practice— guidelines for biomedical HIV prevention trials>

UNALIDS states that “...stakeholders include trial participants and other community stakeholders as well
as a broader range of national and international stakeholders.”

(3) 2016 CIOMS Guidelines for Health-related Research ®

CIOMS Guidelines states that “Scientific and social value cannot legitimate subjecting study participants

or host communities to mistreatment, or injustice” (Guideline 1); and also require sponsors and researchers

“to consult with and engage communities in making plans for any intervention or product developed avail-
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able, including the responsibilities of all relevant stakeholders.” (Guideline 2)
(4) 2016 WHO Good Participatory Practice Guidelines

The WHO’s Good participatory practice guidelines define a subset of stakeholders that can be described
as community stakeholders. These are individuals and groups that ultimately represent the interests of people
who would be recruited to participate in a trial, others locally affected by the conduct of a trial, and those who
will be affected by the research results, including lay residents of a local area, health professionals, service
providers, and local policymakers.

(5) 2024 WMA Declaration of Helsinki ¥

Building on these existing documents, the World Medical Association’s Declaration of Helsinki (DoH)
2024 revision included for the first time a principle to promote engagement of research participants and their
community in all the processes of research.

(6) 2024 Helsinki Statement 'V

Despite the improvements incorporated into the 2024 DoH, some important items were rejected during the
revision process. Among these, the “social value” of research should be a fundamental objective; the higher
standards present in the 2000 version of the DoH, which allow placebo-controlled trials only when there is
no proven intervention, and the guarantee of post-trial access to effective and safe study intervention for
those who still need it, should be restored. To this end, we issued the “Helsinki Statement” which included
10 improvements to the 2024 DoH and 5 points of disagreement, including the absence issues of social value,
the restrictions on placebo use and insufficient guarantee of post-trial access. The statement was published
one day before the adoption of 2024 DoH. Through global discussions via virtual meetings and e-mail, 125
individual signatories from 24 countries, primarily from the Global South and Asia, were included in the
publication of this statement.

(7) 2024 Patient Public Declaration of Research Ethics >

At the same time as the above discussion, the Japanese patient group, Ji4pe Bioethics Working Group,
issued its Patient Public Declaration on Research Ethics. It clarified the importance of patient and public
participation in the process of developing global research ethics norms.

(8) 2024 Brasil Instituto Nacional de Protecio de Participantes de Pesquisa Juju Barbosa (National
Institute of Research Participants Juju Barbosa) '?

With the same objectives as its Japanese counterparts, “Brasil Instituto Nacional de Protegdo de Participantes
de Pesquisa Juju Barbosa” (National Institute of Research Participants Juju Barbosa) was created in May
2024. Its objectives include contributing to the emancipation of research participants and the unequivocal
defense of their rights, as well as the inclusion of the social value of research, and the improvement of
ethical and legal standards for research conducted in Brazil. This emancipation will occur through the exer-
cise of protagonism and the relevance of societal control, according to the Brazilian CEP/CONEP research
system and advocate that innovations in research, when safe and effective, be incorporated into the Brazilian
Unified Health System (SUS).

3. Conclusion/Perspectives
Integrating the above-mentioned background and discussions in existing documents, we propose the nec-

essary items for “Meaningful Patient and Public Engagement” as below (the texts were adjusted for the final
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version in the GREEN Statement '¥).

1. Establish a collaborative partnership that recognises structural inequity and strives to overcome it,
ensuring access to the benefits of research and promoting the interests of disadvantaged individuals (UNAIDS
20219,

2. Establish effective and responsible participation, (e.g., decision-making rights), through systematic edu-
cational programmes.

3. Advocate for the participation of people with difficulties in making autonomous decisions.

4. Ensure the diversity of participants engaged in policy making, through open and fair recruitment.
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Presentation from Brazil
Relevance of creating an association for the protection of
research participants

Regina Bueno®, AGANIN (Association of Gays and Friends of Nova Iguacu,
Mesquita and Rio de Janeiro. Pastoral da AID), Brazil

Jose Silvino Goncalves dos Santos, CAPDEVER (Afro Center for the
Promotion and Defense of Life), Brazil

Ezequiel Ramin, Pastoral Ministry of the Catholic Church, Brazil

Dirceu Greco, School of Medicine - Federal University of Minas Gerais
(UFMG), Brazil

Ana Lucia Paduello, Rheumatic Patient Support Group Brazil, Brazil

All representing INPP Juliana Barbosa Research Participant Protection
Institute, Brazil

* Presentation at the webinar

The CEP/CONEP System (Research Ethics Committee/National Research Ethics Commission) in Brazil
ensures the defense of the rights and interests of research participants, with more than 16,000 people involved
in ethical analyses. Although resolutions 466/2012 and 510/2016 of the National Health System (CNS), in
addition to 706/2023, which guides the accreditation of CEPs in the System contributing to the to the social
value of research, CONEP has received a growing number of complaints from research participants and fam-
ily members. In this context, Juliana Barbosa Research Participant Protection Institute was created in May
2024 with the mission of defending the rights of research participants and their representatives in the com-
munity spaces necessary to maintain ethics in research and bioethical care for this population '?.

Our purposes and trajectory to this goal can be described as:

v Promoting the emancipation of research participants by providing information about participation in
research, their rights as participants, addressing questions and complaints, and contributing to the
strengthening of this group.

v’ Clearly inform its members about what it means to participate in scientific and/or technological
research in the health field;

v’ Provide training on understanding the process of free consent and/or assent and of other instruments
necessary to participate in clinical research.

v’ Participate in meetings called by the Association seeking the best and good practices that should be
exercised among its members, with respect and decorum;

v Exchange knowledge and information about the CEP/CONEP system and the studies in which you
can participate;

v Promote, in collaboration with other members of the Association and the CEP/CONEP System, spe-
cific issues related to the interests and rights of research participants;

v/ Maintain the confidentiality of matters designated and agreed upon among the Association's members,
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maintaining transparency and a commitment to the collective to decline, and declare any interest in
the matter to be discussed;

v’ Ensure that members have a space for active listening and guidance on any questions they may have
about the research in which they wish to participate;

v’ Ensure that the Association is a democratic and participatory space that protects research participants,
ensuring their personal, political, social, and economic rights in contributing to the social purpose set
forth in this instrument; and

v Encourage the protagonism of its members, respecting their individual characteristics.

In addition, we clarify the rights of research participants as follows:

1) Receive study information in an accessible and understandable manner;

2) Have the opportunity to clarify any questions;

3) Have the time necessary to make an independent and informed decision;

4) The right to refuse to participate in the study;

5) The right to withdraw consent at any stage of the research;

6) The right to withdraw consent for the use and storage of biological material;

7) Receive assistance (full and immediate) and compensation for research-related damages, free of
charge;

8) Receive reimbursement for expenses (including expenses for companions);

9) Have access to the results of tests performed during the study;

10) Request the removal of genetic data from databases where they are stored;

11) Have unlimited free post-study access to safe and effective research products (the new Brazilian

Law 14.874/24 eliminates unlimited access to post-study medications);

12) Have free access to the chosen contraceptive method (when applicable);

13) Receive free genetic counseling (when applicable);

14) Have data confidentiality guaranteed,

15) Privacy guaranteed;

16) Receive a copy of the Informed Consent or Assent Form (signed and initialed by the research par-

ticipant and the researcher).
In summary, expanding emancipation of research participants in this way would contribute to solving cur-
rent challenges of research, fostering good research participatory practice among participants, and ultimately,
defending and improving Brazil’s Unified Health System (SUS.)
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Presentation from Brazil
Experience with meaningful participant involvement
in research
Egmar Longo, PhD, Physiotherapist, Federal University of Paraiba, Brazil

1. Patient and Public Involvement (PPI)

Process of co-creating decisions in partnership with patients and/or the public will ensure that equity and
social justice guide both priorities and outcomes. PPI would embrace whole the research cycle: define
research question; design study; recruitment and consent; data collection; analysis; implementation. We have
to have every voice, at every decision in research cycle. This is according to the UK Standards for Public
Involvement (NIHR 2019), as we are collaborating with some institutions in Europe, including United
Kingdom. This is important aspect of research governance. We work together, keeping important communi-
cation between research team and participants, in lay language. UK Standards also promote inclusive oppor-
tunities in terms of gender, ethnicity, etc. We also need support to participants, and promote learning, to
provide people skill to free to talk in free space. Our team in Brazil is currently translating the UK Standards
into Brazilian Portuguese, with formal approval from NIHR, to promote broader accessibility and support the
expansion of PPI practices across Latin America.

2. PPI Training Initiatives

We prepared a series of open-access e-books on Patient and Public Involvement (PPI) to disseminate
knowledge and to help build a national culture of involvement in Brazil. These materials were co-created
with researchers, clinicians, and individuals with lived experience. The first volume is titled Envolvimento
do paciente e do publico em pesquisas (Longo et al., 2024), and is available at: https://repositorio.ufrn.br/
items/9bd3613e-95a9-4080-8caa-7bea60b68a74, introduces the core concepts of PPL, its ethical foundations,
and examples of international best practices. The second volume, Patient and public involvement in
research: practical experiences from different settings (Longo et al., 2025), which compiles experiences
from Brazil and several international partners is available at: https://repositorio.ufrn.br/items/255e1b06-
26eb-4770-8a4f-95eecac08927. These e-books have been widely disseminated across Brazil, reaching grad-
uate programs, clinical research groups, patient organizations, and government agencies. They serve as
foundational materials for our training initiatives and support researchers and communities who are begin-
ning to implement meaningful involvement practices.

There is also Family engagement in research course: each class is led by a teaching team composed of the
course coordinator and three instructors, all trained in the EEP Course. The teaching teams include research-
ers and individuals with real-world experience. They also have the support of the Knowledge Facilitator and
the Accessiblity Promotor. My role as Knowledge Facilitator is to help connect research teams with peple
with lived experience and ensure everyone can work together collaboratively and feels welcomed. Accessiblity
Promotor works to ensure that course materials are acccesible and provides support to participants with iden-
tified accesibility needs.

—251—



ERPREFM 53%&2%5 2025

The 1st Brazilian School of Patient and Public Involvement in Research is a pioneering national initiative
that took place at the end of October 2025. This first edition trained more than 30 Brazilian researchers from
several states and across multiple levels of academic training—from early-career students to senior investi-
gators. This national training initiative represents an important step in consolidating a culture of meaningful
involvement in research across Brazil and aligns with international efforts toward more inclusive, equitable,

and socially responsive research practices.

3. Case Study 1: Brazilian Cerebral Palsy Registry

This PPI group comprises adults with cerebral palsy and mothers of children with cerebral palsy. Too
often, patients are seen as “study objects” and research projects are “about” them instead of “with” them.
However, in aiming for projects that make a significant difference and have societal impact, it is essential to
work together with those with lived experience. The involvement Matrix can help with involving experts by
experience, or people with lived experiences. They are people whose own experiences have equipped them
to become experts in a certain area. One could think about patients, but also young people with a chronic
condition, their family members or elderly. Involving these experts in research project will result in new
insights that project leaders might not have, while it empowers the experts by experiences. Moreover, it leads
to hands-on results that can directly benefit the people focused upon in the project. Comic book was also
created to facilitate involvement of the patients and public understanding that they are all protagonists and
equally important.

4. Case Study 2: PartiCipa Brazil PPI Group

The PartiCipa Brazil PP1 Group includes one adolescent with cerebral palsy and three mothers of children
with cerebral palsy. This group was intentionally assembled to bring diverse perspectives on childhood par-
ticipation, accessibility, and family routines. Their lived experiences provide essential insight into how par-
ticipation is shaped by environmental, social and structural factors in Brazil. Our work together focuses on
co-designing visual materials for the PEM-CY (Participation and Environment Measure for Children and
Youth), specifically by illustrating each questionnaire item that addresses leisure and community-based
activities. Many families in Brazil report difficulty understanding standardized participation questionnaires
due to abstract wording, limited literacy, or unfamiliarity with research terminology. To address this gap, our
group partnered with a professional designer to create culturally sensitive and easy-to-read illustrations for
each PEM-CY item. These illustrations depict real Brazilian contexts—public squares, beaches, community
events, church groups, sports programs, adapted leisure activities—highlighting the environments in which
participation takes place. The adolescent participant and the mothers reviewed and co-constructed each
drawing, ensuring that the images reflected authentic experiences rather than researcher assumptions.
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University and medical students’ perspective
Meaningful ethics engagement of universities for
transparency and access to medicine

Toby Pepperrell*, MD, PhD student, National Committee for Universities
Allied for Essential Medicines (UAEM) Netherlands, Europe

Sarai Mirjam Keestra, MD, PhD student, Epidemiology and Data Science,
Amsterdam University Medical Centre, University of Amsterdam, the
Netherlands 2. Universities Allied for Essential Medicines (UAEM) Europe,
Berlin, Germany

* Presentation at the webinar

1. Universities’ role in global research ethics
In the context of increasing demand for universities to balance between their public mission and private

interests, universities must institutionalise accountability, justice, and equity in their efforts to advance global
public health. As key actors in medical research and development (R&D), universities should serve the
global public good by protecting participants’ rights and promoting transparency, accessibility, and afford-
ability of new health technologies. Members of the Universities Allied for Essential Medicines (UAEM)
have discussed in a recent publication '¥ how universities can uphold and strengthen key principles of the
World Medical Association’s Declaration of Helsinki (DoH), particularly those related to:

* Balancing public and private interests (Article 7)

* Protecting and prioritising vulnerable populations (Articles 6, 9, 13, 17, 19)

* Post-trial access (Article 34)

* Clinical trial transparency (Articles 35, 36)

2. Vulnerability and post-trial access

Universities and university research ethics committees should recognise their critical role in protecting
research participants and ensuring that those who contribute to research benefit from its outcomes in the
broadest sense, as articulated in Article 19 of the DoH. This responsibility extends beyond individual studies
to include equitable benefit-sharing and inclusion of vulnerable communities in decision-making. During the
COVID-19 pandemic, vulnerable populations in regions with high burdens of disease and high mortality
rates faced limited and delayed access to coronavirus vaccines, despite substantial participation in clinical
trials. In countries such as South Africa and Brazil, this inequity echoed similar patterns observed during the
HIV pandemic. Article 34 of the DoH on post-trial access remains vague and difficult to operationalise.
Universities should therefore ensure that post-trial provisions are embedded early in the research and devel-
opment process, including during contract negotiations with sponsors. Research ethics committees must
safeguard the public interest in these negotiations. Access arrangements should be explicit, enforceable, and
long-term. Legitimate mechanisms such as open or non-exclusive licence agreements, knowledge transfer
and sharing of technical know-how with generic or biosimilar manufacturers, needs-based production capac-
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ity, pooled procurement, or other affordability-enhancing mechanisms should be implemented, and universi-
ties can play an important role in this process. Beyond access and benefit-sharing, transparency in research
design, outcomes, and costs is equally essential to uphold public trust.

3. Clinical trial transparency

The obligation for timely and complete publication of preregistered clinical trial results in publicly acces-
sible databases was not clearly stated in earlier versions of the DoH and remains insufficiently enforced in
practice. Many clinical trials still fail to meet the legally mandated obligation to publish their results promptly,
introducing bias and slowing medical progress. Transparency is a prerequisite for ensuring patient safety and
public trust. Universities should adopt internal oversight systems to ensure compliance with Articles 35 and
36 of the DoH, including mandatory preregistration, timely reporting, and full disclosure of funding sources,
conflicts of interest, but also lead the way in disclosing R&D costs. Transparency regarding R&D costs
would clarify the contributions of public and private sectors, enabling evaluation of whether public invest-
ments result in equitable access to new technologies. Future revisions of the DoH should specify clear
responsibilities, timelines, and accountability mechanisms for result publication to ensure legally enforce-
able transparency standards on a national and international level.

By leading efforts in these key areas (i.e. balancing public and private interests, protecting vulnerable
populations and ensuring post-trial access, and advancing transparency), universities can help align bio-

medical research with global health equity.
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Perspective of Pharmaceutical Medicine
Pharmaceutical Medicine in a New World Order:
Ethical imperatives for 2025 and beyond: First do no harm

Varvara Baroutsou, M.D., Ph.D., Immediate Past President of IFAPP;
CIOMS Executive Committee Member; Consultant in Internal Medicine
and in Pharmaceutical Medicine, Athens, Greece

As the global landscape shifts under the weight of pandemics, geopolitical instability, and technological
disruption, pharmaceutical medicine faces unprecedented ethical challenges. In 2025, the discipline must
evolve to meet the demands of rapid innovation, equitable access, and responsible governance.

1. Defining the discipline

Pharmaceutical medicine is the medical-scientific field dedicated to the development, evaluation, and
responsible use of medicines for the benefit of patients and public health. It encompasses clinical research,
regulatory science, pharmacovigilance, and medical affairs—requiring a robust ethical compass to navigate

its expanding scope.

2. Emerging ethical tensions
Key dilemmas include:
* Patient Safety vs. Speed to Market: Balancing commercial urgency with rigorous safety standards.
* Access and Equity: Addressing the biomedical blind spots that obscure social determinants of health.
* Global Distribution and Intellectual Property: Navigating patent protections and pricing strategies in
times of crisis.
* Al and Big Data: Managing algorithmic bias, data privacy, and transparency in decision-making '® 17
The EU Al Act (2024/1689) introduces a risk-based framework for Al systems, with stringent obligations
for high-risk applications in healthcare. This regulatory evolution demands ethical literacy across all stake-
holders.

3. Building ethical culture and accountability
Pharmaceutical organisations must foster ethical education, transparent governance, and inclusive deci-

sion-making. This includes:
* Training professionals in ethical reasoning
* Strengthening clinical trial transparency

* Ensuring fair and sustainable innovation

4. Sustainability and value-based care
Environmental, Social, and Governance (ESG) principles are reshaping pharmaceutical operations from

green chemistry to biodegradable packaging. Energy considerations for scaling Al adoption in medicine

should “first do no harm”'®.
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Therefore, it is required to assess the impact of:
* Resource demands associated with Al development and deployment
* Lifecycle considerations of data center cooling and precious mineral procurement
* Cost emission analysis and Al impact metrics for policy makers and decision
» Computational efficiency and sustainability for ensuring environmental responsibility
* Aligned policies and practices without compromising ecological longevity
Meanwhile, value-based healthcare models link drug pricing to patient outcomes, supported by real-world

evidence and outcome-based contracts.

5. Al and Ethics: A converging frontier
The integration of Al into clinical care requires:
* Human-centred design
* Community-engaged development
* Privacy-preserving technologies (e.g., federated learning, differential privacy)
* Transparent and accountable governance
* Evidence based data -Data justice- Real World Data validation
* Algorithmic repair
* Policy enforcement
UNESCO’s Al Ethics Recommendation and OECD principles ' underscore the need for fairness, explain-
ability, and protection of human rights in Al deployment.

6. Conclusion

Pharmaceutical medicine in the new world order must be guided by ethical foresight, global solidarity, and
a commitment to human dignity. As Al, personalised medicine, and biomanufacturing reshape the field,
ethical frameworks must evolve in tandem—ensuring that innovation serves humanity, not just markets. Al
should enhance—not replace—human capabilities. It should be designed with empathy; inclusivity and it
should not override ethics and human decision-making.
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Global Research Ethics and Meaningful
Patient and Public Involvement:
Consensus Development —Part 2

Organized by:
The Brazilian Society of Bioethics (SBB)
Japanese Institute for Public Engagement (Jidpe)
Supported by:
Japanese Association for Philosophical and Ethical Researches in Medicine (JAPERM)
The Japanese Association of Pharmaceutical Medicine (JAPhMed)
International Federation of Associations of Pharmaceutical Physicians and Pharmaceutical
Medicine (IFAPP)
Juju Barbosa
Cooperation: Clinical Evaluation; Center for Bioethics Policy Study
Clinical Research Risk Management Study Group
Produced by:
The National Center for Child Health and Development
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See explanation under the photo in the page 2 of the article to introduce the result of
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ENREC and Egyptian research governance framework:
ENREC’s endorsement of the GREEN Statement

Hany Sleem, MD, Head of Dermatology, National Hepatology & Tropical
Medicine Research Institute; Egyptian Network of Research Ethics
Committees (ENREC), Cairo, Egypt

1. ENREC and Egyptian research ethics framework

Egyptian Network of Research Ethics Committees (ENREC) was created in 2008 to raise the harmoniza-
tion between Research Ethics Committees (RECs) in Egypt, operating under the auspices of NGO (Egyptian
Society for Healthcare Development: ESHD). Mission is to strengthen ethical oversight of research involv-
ing humans through collaboration and capacity building. There are more than 85 registered RECs in Egypt?Y.

Egyptian old Constitution in 1971 Article 43 stated that no medical or scientific experimentation may be
performed on any human being without their free consent. In current 2014 Constitution Article 60 states that
“..no medical or scientific experiment may be performed on any human being without their free, authenti-
cated consent, in accordance with established principles in the field of science...”. Egyptian Clinical Trial
Law No. 214/2020 maintains a strong commitment to the highest ethical standards in research, with ongoing
efforts dedicated to safeguarding vulnerable populations, under the supervision of the Supreme Council 2V,

2. ENREC’s endorsement of the GREEN Statement
ENREC endorsed the GREEN Statement soon after receiving the announcement, especially strengthening
importance of:
* Dynamic consent for long-term studies;
* Accountability for post-trial benefits;
* Essential participant & community engagement;
* REC independence from sponsor influences.

Our endorsement shows Egyptian’s RECs commitment to the highest global ethical standards. ENREC
works directly to implement the core principles of the GREEN Statement confirming the alignment between
GREEN Statement and ENREC Actions:

* [tem A.1 (GREEN): Principles of Justice and protecting the vulnerable.
—ENREC Actions: Supporting the national strategy for “categories requiring additional protection.”
¢ [tem A. 2 (GREEN): “Continuous capacity building.. ensured by an established research governance
framework”
—ENREC Actions: Training and harmonizing 85+RECs.
* [tem B (GREEN): “Meaningful engagement” and community partnership.
—ENREC Actions: Ensuring RECs include civil society and engaging with local communities.

We immediately prepared Arabic translation of GREEN Statement, to ensure concepts like “vulnerability”
resonate culturally and legally. The process of empowerment enables true participation in the global ethics
discourse from the region. This is a practical implementation of the WHO’s principles of ‘“Meaningful
Engagement”.
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3. The Ethical Imperative: beyond the trial to affordable access

Conducting trials in developing countries is only one part of the research lifecycle. It is fundamentally
unfair to use participants from communities with limited resources to develop medicines that remain finan-
cially out of their reach. The pain of knowing a life-saving treatment exists but is unaffordable can be more
devastating than having no treatment at all. This creates massive psychological and financial distress for
patients and families.

4. Bridging the gap: from ethical principle to practical solution

Core research ethics issues are:
* The principle of justice requires the equitable distribution of the benefits and burdens of research;
* Communities that bear the risk of participation must share in the benefits of the resulting knowledge;
* Aligns with Global Norms;
* Declaration of Helsinki 2024 strengthens accountability for post-trial access and benefit sharing;
* GREEN Statement (Item A.2) mandats that benefits should be shared among study participants, the

community and globally to achieve equity.

5. Integrating access into ethics
Ethical review must include access plans.
Considerations needed for sponsors and researchers:
* Proactive planning: submit affordable access strategies for post-trial market entry as part of their eth-
ics application;
* Transparency: disclose R&D costs and justify pricing models to regulatory authority;
Considerations needed for RECs;
* Inspect access: make the assessment of post-trial access and affordability plans a mandatory part of
the ethical review process;
* Advocate for participants: uphold the principle of justice by demanding that the benefits of research
are accessible to the community that made it possible.
ENREC’s commitment:
* ENREC will defend the right to affordable access as a fundamental component of ethical research;
Our strategy:
* Capacity building: Train REC members across Egypt to critically evaluate access and future pricing
plans;
* Policy advocacy: work with national regulation to strengthen guidelines that mandate affordable
access as an ethical requirement;
* Global voice: advocate within international forum for equity in the development and pricing of medi-
cines.
True ethical research does not end at proving efficacy; it only succeeds with it delivers hope that is acces-
sible.

—261—



BR PR EF{H 53%&2% 2025

[ Za— Vit s Bl & Za8d % Zmi : GREEN jHH |

MGy RAs T

Discussions toward consensus development for GREEN Statement
Varvara Baroutsou, M.D., Ph.D., Immediate Past President of IFAPP;

CIOMS Executive Committee Member; Consultant in Internal Medicine
and in Pharmaceutical Medicine, Athens, Greece

Dirceu Greco, M.D., Ph.D., Professor Emeritus of Infectious Diseases and
Bioethics at the School of Medicine, Federal University of Minas Gerais,
Brazil; Past President of the Brazilian Society of Bioethics, Past Vice-Chair
of the UNESCO International Bioethics Committee; Associate Member of the
World Medical Association
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Sleem ENRECO LI & Xy b =223V —7L L THEE - RS ZHEE S 5 priority B H 0,
SNSEff>TT7 Y ) —F 33 HELHARTY. Community members % involve § 5 Z & THIZEHER 2 6
BoNBEZNLT 4 v bEABITETTE LN TEET.

3. GREENFHHIZOWTOEEFERD - DER
6\ T, GREENAM % 174 DOmA T, ABERIZET iR iTbh. DT REROENTH 5.
@ltem A [ 7 O—-/NIVIIRGERE | D-HNDIFE
o AR [~ > v FEENIX1964F YR RIS 4, 202412100 H OWET 2HRIR & 72 28,
GREEN M+ — # F 4 =& [~y v FAEM] Y bW T+ —#F 4 #— & LTHEIKL,
ZDHB4% (VB, DG, CK, KM) iE~Ly v FTHES N ZWMARZIZBMLZE. [~ALry v F
A TR 10 OWESEFHE L, ZofidifEsing - 23 2 =7 1 OBWEOHEE, g
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B AR PFICRT 2585, EatEIcO>WToOFE L HFOZE L, 7 — 2 BEPRPF7EIs b L - /dbE
SO ANLENEGEENS.
e Subject A participant ICEH I N2 Z & RELELED, 7S TEE FVU vl 7IVMIC
BT BRI b HILEETIEDoH D 2024 -2 ET LA A & participant DFERDOHFEE H T Tz, 20
ZE, MANRELELIBSENRTHIMADLS ICA LT ELIH IR ZELTERL
TWnab.

e biRZ7 55 ADfirst do no harmIZHEDE V) 27 5 NEFH T EREEED, RIZKI %
T4y MEMZISELT 570128, BF - ROT7 7T 4 TEZEPBETH 5.

o [~y v RFEH] DOBETIZT 7 v ARSI, B TR 7 7 1 2, L2 rftife, WFZEoEiH M,
SFgﬁgﬁ‘iéﬁ%ﬁ DS5EBEKR S NREE LTE T, I —a v /S TIEMEL LAY S
ZGAICIET 7 A R RHERBRIIT A < B> T3, 7I VL TREOBEE LTZhEFFEaET,
7T/7X’}7Jn%.fé1%5§ M AR D T8l # R L T 5. RETCIITEL L 22T AR S %55
BT T RRIEPMENTAEZRBIZ T L2HALTHD, TAIERINEROB N, S
727 TiEEL, IRPFATEEVEERPRRZEND Z L3, RO M REME O REEGE T
HDBENRBEDEDIZT V¥ AT IR EES.

e VT TR, 77 v AHGEER, FAMRELRRE A SRICESIR T IS ENRETSE
DEHY, 79 LdBIiEE S EHI A B ETH 5.

o [NLY VU FEF] EERAIOAIZ K - THfERE S5 H, UNESCO DL difwdl - AMEE S I35
20 HF-2 M A 7228, 1952 FEBBIM UL THRIRL 728 D TH D, CIOMS FEEHIIEANIZIRE & v
ZRIZKD WHO L 1B TR SN2 DTH 5.

e WfZED T = ILIESDGsIZIAN I NETH D, BEERLHEE, FRAADEEE negative BHE L &
O TRl RETH 5.
cGEBHE NN AND T 7 ¥ Z MR T D720 DEMHD—> & LT, TRIPS Agreement {Z X3 3
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Doha &5 (RIMMEEMEORES D & AR ELEET 5), COVID-19DHIEHIZHT 7 1) & & A4
¥ F2MEE U7 TRIPS Waiver & &, FINMPERO v XY X v MEIEZBET 22 I 2 =7 4 2R
RHI2ZeNEETHS.

e WFZEIC &k o TREHH E 72T A % affordable K3 D & LT HIE A S V. 2072028 “equality”
DFEIE “equity” THBNE. X512, T — 2 OHBME (reproducibility) 2RI 2 Z L
HHETHS.

@ltem B E&HH 2 TE | DIRE

e SH2HD R TT 4 V) ¥ /BN FEmPEEZ (Philippine Health Research Ethics Board) D& -
Kk - 3 2=7 4 2MEEZ (Committee on Patient, Family and Community Engagement) D% &
ELDWHO™ 12k 3 [#E#d 520 Ok, FUEWELINEIL, 740 Y THERL -
RSIMNE OREF|Z M (Bill of rights) 122 T ? infographics DIEERH D, THEHD AhBZ &
IZL 7.

VH—=FHNF v ZOHEFLE L TREED D SHPMAMAEN LT NIE A S 50, £ ¥ v TIZERM
A5 ERH D, TROVBEEZTIIEEN DS, ~L2A) T 7V —OHE, WMl aEE»H
TWCThHD, LRI ITTADFVRHEORN—ZEMIZE >TAL— b Th 5.

— BT, HEEZRTIIRTTOVEVWALBETZ 20 ENDH 5.

FTRTOBET O LI AMEIZHED L DT FHUE 4 5 v, FSHER] (right to know), “Nothing
about us without us” 7% & O FLE, Freire® [#IEH O E #] (Pedagogy of the Oppressed )
Oppressed D FiLGwIZ & 5N X,

[EF - MROMEMAES] 1%, KEMEXETH S8 T 7 Y 5 D Prof. Ames Dhai (Steve Biko Center
for Bioethics DA ®E, Hk22, 23 DHL[EMHE) D7 P34 22X > TER S iz, 77590 A4 N ERE
2L Ui rpic B X 7z Steve Biko 2R 7 7 ) 7 OEGe O TH 5 Z &, BIEL HRPTIE
ANER LT - SN TR Z 2 BWEZI L, MIRMEE2EL3EXIIH60WIIEAENITEEZ R
LTHEDBEX BNE VNI RENDETH B,

[English version, same contents as the Japanese version from page 262.]

1. Introduction: objective and construction of this meeting

At the opening of the meeting, the GREEN Statement Organisers explained the purpose of the Statement.
It was prepared prior to the 25 August meeting and before the 13 September meeting its acronym “GREEN”
was defined. The full title of this Statement is “Global REsearch Ethics Norm and Meaningful Engagement”'?).
This Statement was discussed and being agreed by an international network, based on the “Helsinki
Statement” 'V and the “Patient Public Declaration of Research Ethics”? issued in response to the World
Medical Association’s 2024 revision of the DoH adopted in October 2024, also resulting from the discus-
sions in the book “The 2024 Declaration of Helsinki: Global Efforts Towards the Highest Ethical Standard”*?,
following another book “Ethical Innovation for Global Health: Pandemic, Democracy and Ethics in
Research” published earlier . The GREEN Statement was planned for submission to the international
organisations engaged in international research ethics norms: the United Nations (UNESCO, WHO), the
Council for International Organizations of Medical Sciences (CIOMS), and the World Medical Association
(WMA).
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During this session, following a presentation from the Egyptian Network of Research Ethics Committees
expressing their endorsement of the GREEN Statement, items A and B of the Statement were read aloud by

participants.

2. Discission following the ENREC’s presentation

Baroutsou Itis truly commendable that ENREC is creating a network to ensure the protection of patients’
rights and empower community capacity. [ believe such activities, by enhancing inclusivity, will elevate the
societal value of research.

Greco ENREC’s efforts towards access are of paramount importance. In Brazil, CONEP (Brazilian
National Commission on Ethics in Research), a national body based on legal norms, coordinates Research
Ethics Committees nationwide, with 89 biobanks registered. In May of 2024, ‘Brasil Instituto Nacional de
Participantes de Pesquisa Juju Barbosa’ (National Institute of Research Participants Juju Barbosa) was estab-
lished. This is an organisation for emancipation of research participants clarifying their rights.

Okuse In Japan, research ethics is not a familiar concept for the general public or society. This makes
also less familiar for research participants. How is ENREC addressing this?

Sleem Networks like ENREC have a priority to promote patient and public involvement as a group.
Using social media for outreach is also effective. Involving community members enables the benefits derived

from research findings to be returned to society.

3. Discussion for Consensus-Building on the GREEN Statement

Next, the GREEN Statement was read line by line to facilitate consensus-building. The following is a sum-
mary of the discussion.

@Item A for the “Global Research Ethics Norm”

* The DoH was first adopted in 1964, with its tenth revision adopted in 2024. The GREEN Statement
organisers also contributed as organisers to issue the “Helsinki Statement” 'V, with four of them (VB,
DG, CK, KM) participating in the WMA General Assembly held in Helsinki. The Helsinki Statement
clarified 10 points of improvement in the 2024 DoH, including promoting the engagement of research
participants and communities, recognising structural inequities in research, shifting perspectives of
vulnerability, and incorporating the Taipei Declaration to address data-driven research.

* The change from “subject” to “participant” represents a significant shift. However, Arabic, Greek, and
Brazilian Portuguese had already used a term meaning “participant” prior to the 2024 DoH. This dem-
onstrates a different perspective from viewing “research subjects” merely as objects to be observed.

* While protecting people from risk remains paramount, grounded in Hippocrates’ oath of “first do no
harm”, the active participation of patients and the public is also essential to ensure research benefits
to be returned to society.

* The latter part of the Helsinki Statement identified five remaining challenges: placebo-controlled tri-
als, post-trial access, social value, research transparency, and norms described in plain language. In
Europe, placebo-controlled trials are no longer permitted when an established intervention exists.
Brazil does not permit them based of legally-binding resolutions. Latin American institutions and
organisations also adopted almost the same policy. The United States permits the use for control group
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of placebos or interventions with low efficacy when established interventions exist. This is unfair
from the perspective of distributive justice. The approval of medicines with insufficient efficacy rep-
resents a waste of limited public health budget and deprives patients of access to the best proven
interventions.

* In Egypt, RECs sometimes have to assess placebo-controlled trials and some studies with control
group with healthy volunteers, even with healthy children. Such studies need justification.

* The DoH is finally determined by physicians alone. Meanwhile, the 2005 UNESCO Declaration on
Bioethics and Human Rights, which marks its 20th anniversary this year, was adopted with the par-
ticipation of 195 countries. The CIOMS guidelines were developed in collaboration with the WHO by
a working group members not limited to physicians.

* The goals of research should align with the SDGs, and impacts on the environment, society, and future
generations should be assessed, including negative impacts.

* It is crucial that relevant communities retain intellectual property management strategies. Good exam-
ples are shown in, e.g., the TRIPS Doha Declaration (to prioritise public health over intellectual prop-
erty protection) and the TRIPS Waiver proposed by South Africa and India during the COVID-19
pandemic, as pathways to ensure access to proven interventions.

* Proven interventions must be made affordable. To this end, the term “equality” should be replaced
with “equity”. Furthermore, ensuring the reproducibility of research data is vital.

@Item B for “Meaningful Engagement”

* At the 25 August meeting, the Chair of the Committee on Patient, Family and Community Engagement
of the Philippine Health Research Ethics Board introduced the definition and principles of “meaning-
ful engagement” by the WHO 2, along with infographics concerning the Bill of Rights for research
participants developed in the Philippines. These are incorporated in the GREEN Statement.

* Meaningful Engagement must be incorporated as an element of research governance. In Greece, there
is a tradition of questioning, and people have opportunities for education. Health literacy education
and continuous education are crucial; the Hippocratic Oath forms the educational foundation for phy-
sicians.

* It would be also important for those who have not received sufficient education to be able to partici-
pate.

* All educational processes must be grounded in human rights, based on principles of the Right to know,
and the principle of “Nothing about us without us”. Freire’s methodology from his work Pedagogy of
the Oppressed would be also crucial.

* Patient Public Declaration of Research Ethics was developed with the advice of our collaborator, Prof.
Ames Dhai of South Africa (founder of the Steve Biko Centre for Bioethics and co-editor of refer-
ences 22, 23. Recalling Steve Biko, who contributed to the abolition of apartheid and was killed while
in detention, is the origin of bioethics in South Africa, and that inhumane wars and conflicts continue
worldwide today, it is essential to resolve never to repeat any inhumane behaviors when considering

research ethics.
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R RRRRRRRDDRSSREEEREEmwmI==,
J0—-NIVIRBIEOEE : NV VFEE 2024 FEIICBIFD
F2E - MRBECRFEICATEIIANFIvIBER

X | BAEZER - RIEZR F20EIFAS
tyvay .. JOF1—R BiARBEEHREEYY—
20254F-9 H 15 H (H) MRNIKFEAK EALWF v VI8

Transformation of the global research ethics:
the 2024 revision of the Declaration of Helsinki to promote
patient engagement and dynamic consideration on vulnerability
Organized by:
The Japanese Association for Philosophical and Ethical Researches in Medicine (JAPERM)
Second International Conference 2025, Open Symposium

Session Produced by:
The National Center for Child Health and Development

15 September, Monday, 2025, at Kanagawa University, Minato Mirai Campus, Yokohama, Japan

301 HD IFAPP TODAY i FflliRDELLF v 7' 3 v & S,

See explanation under the photo in the page 3 of the article to introduce the result of this
conference in IFAPP TODAY. 2025; No. 58: 1-3.:
https://ifapp.org/wp-content/uploads/2025/10/IFAPP-TODAY-58-October-2025.pdf
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R
Introductory Remarks
RETH#T
RN RPER S RHE S 5 [RRREA | i =

Chieko Kurihara, BA, Specially-appointed Professor, Kanagawa Dental University;
Editor-in-Chief, Clinical Evaluation

Ky VRY Y LOREEZ S FHAEAMS (WMA) [~NLy Y $EF] (DoH) 2024 FE8GETISH L 103 H
OWEH L SEHAOMBAEZRT [~y v FHEP Y 2RI REFE L E L MEEO S bRcEE
DIZT 7 RHRE L REBEE TR T 72 TTA, TO/IZOVWTWMARSOERGHEEESTYIL
7 A RMENFHAMLE L [Ny v FFEA] 3208 E 57280 7T, FLLTru—N
LA 2L TOT, HihibRo 24 »[E 0 125 AOER 45 E L2,

BERD D220 AHETZ720121F, 2INEERHET 2 & & & ISR EZTIRSIME, W52
3a2a=7+4, ZUTHRPTREE T2 ALNEETLT S 2008k & h7zr g — OL g PR 2 2
T,

ZLTC, WEOMESMEHET 2720121, 7FRAD Y —BBETHD, [AbzIcfhzb0Z
EAERBDENT] EnH Ay -V EEMEL, IRMHEORBIZH T IHENOELEEETILELIHD
E3

[0 = SUIFRGREFG L ER D 2 20] 13, 20X aRNE2ZEL, BF - HiR2 8L TXTO
BRE D PFHIIRAENT IS 2B/ TERIRELOTY. [Ny Uy RFEHEZOMELETH D, [B
# - MROMZEMMES) #3Me LEd.

ZDEHEHDY VRY Y 21255, SH2HIZIEA Y A4 Vv aEEE, OHISHIZRWmEF Y 54
YONATY y FEHEABBLELZY Y. 73001513, BEICED L MAEARE L RS mE
BT BEB BB IR TOET. 2L DH 4256 ZEREEREZ W7 %, [EiH (UNESCO,
WHO), CIOMS, WMAIZJEIF 5 Z & #GHHL T & F.
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WEZE S O IEA K HER

Fundamental Rights of Human Research Participants
P aRR
7 g/ PPV ERESA R - KL s IR AT 22 B

Takeo Saio, MD, Department of Internal Medicine and Psychiatry, Fuji Toranomon Orthopedic Hospital;
Associate Member of the World Medical Association

FAiE 3 D D5k GRANFL, FEMEL, J7EfE) OEBISHERET IERAMTH D, RIS < EH (EMB)
JEHOHATOYPDOFIBED—ANTT

RFEORERIZ BT, 3 KIER KK 0 5 7 2 R H A [EFEF O 731 #%k4 E 12 & 5 LA
EANEREBRASH D F Lz F O KIERKESE S, R EETOT 7 € AR, CIOMS#EY (2
NEN D “ethics damping” & &, AMERZEEIH VT E T, WFESMNE O AN RS & % 3 B
GREENAHIY™ DALIRENDE LS kDT, ABOWE, HANAMEE V2% A mad E%
DOFHEETY. MRICHFEDOLEDE LT, ABIZMBOEMOZ0DOH A2 FRE L TdA 650 (I
v OKE), [ LOANMEEEROSEL (FEEEAMERR, =20y ~u s i), W72 ofEs] & Fl
WO HINZEET S (DoH) ¥, & & TT.

2O LT K< HMOENTHE T2, RO & 2 afiny & 7 v — 7 OUFE i B & 24 5 [E RS
FHRNIGFHELE A, ZOXS AHEIZEE - HTROA = 7F 712X DERT RN E TF. DoH IZERf
ko TERENZEDTHY, Vax—TEHEITEDXBEOMMEREETIILESHLANS,
75 b ARG IZ B 5 403 7 O REIIRAI & PG LTl 0, DoH DRANE M 25841 L T4
ZORMAEGET 5728, GREENFHA/RGEY - iR IFEOME MBI E A FEREHE L U THRIREh
2ZLEMEFELET.
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[GREEN W] [Zi) 7-584 - iR e

Thoughts of patients and public on issuing the “GREEN statement”
g W
LA TN = BTN (Jidpe) AdGHEY —F v 7L —F
Yoshiko Saito, Bioethics Working Group, the Japanese Institute for Public Engagement (Jidpe)

FAMIFLABA PN =L LTETH K= MEFICHRL T FET. AEL» S HAFEZASIC ER
ELTEBIMTAZEIIEDE L. T—F Y TN =T DAY= L ICREOHR AT E72HD4
ALy s X%, MICEBNIZ2E L 720w eELTHWET

AR, BEGORBORR 2 A 5 720 OSBRI & LT, 7/ &AM, WALy 4 F, Saetki
e & OFABHRENHED SNTWET. £ 5 LR EREDO L OWERICEEA 7692 & s
B EEBUMHMERSEWEL TWET. 2020, MERABOFEVEM» 5 BE - TiRSSH$
LZRENH D ET.

HATIE, NEFFTIPSHIE2 60722 22 L 24 ERKRTIBRA2ZT O E L2 ZOHT
BRI ROMZRICH ST 228 LvE R AS, HEAICIZENLRER S 0 .

2024410 H, Bhzbid [ - HROMEGHES] Y 2R8E L L ZRIEMA L E 4 > TE
KEN (ALY Y FES] 2024 F0 1S3 AVWE R HERLTOE T, WFEBRIC VL TIRERE, 2,
AKMERANDOEELEEZEZ ZMEPH D F5. ERICRAZE T 27200 AL BETT. FAl-bidH
HORHE TR & T H AR (SDGs) & FfL £ 7.

(% - TROMERMES] 3270 — VUi mEBEOFE & &£ > T E 9. GREEN /B A [EHE
(UNESCO, WHO), CIOMS, HR[EAISZ & DOEBEFEICH T 6h, D Ahohd Z LT
R
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B - REDILA L LTOREEEY: : GREEN HID &%

Pharmaceutical Medicine as co-creation with patients and the public:
for the achievement of the gool of GREEN Statement

Bl 58

E SR REZE £ v & —RITZE € v & — R 5 FEREEEER 2 (IFAPP) KA R

Kotone Matsuyama, BPharm, Director, Center for Clinical Research and Development, National Center
for Child Health and Development; President-Elect, IFAPP

1. HEEZLBE  -TRZE

TAIZ 2005 4F- 4 H 2 6 [HEFEHEEER 22 (IFAPP) ORWIZ K (President-elect) & U THHIL TWET. %
NLARI I 2021 - & 0 RFEEI 2O F 2 7 & LT, HRAEME [~y v FEE] Y GG Bb > T %
L7z, KHOF—v B LTRA T 4 v MUY, SEOMROEMEREF A2 227 4 Bl R
B TH7 72 2P R EIIONWT M ARELTETVET

[FAPP (3 BER 2 A B & 3 2 2k L LT, EIRRBRIZH T 28%E, BERE, SESGEMEKOS
B A B OWT A ERTETVE T, [Ny V3 EE) 2024 FERET2 1 E 2 C, WIED
HOoWAEEICKITI22MELZDII L =T 1 OBWEHEMRT ZI2H72D, AL FEREMRET L TH
SBEPDH ET.

M7 a b a4 v 7r—LF-arty FCHOEK, Tho &aflid 3 mHFAERR I, &#H,
TI2ZT 4 - A= BETE MmO THEETYT. FIZ, [REBRSE T Y b 4] (Patient
Reported Outcome : PRO, )7 51 e-PRO), [HEEHMRERT — 4 | (Patient Experience Data : PED) (2D
WL, RIPARZY AR L 205, $2MMiEDH 5 7 — & #E AN T HEREBEL T BER
HO, Z5LEHIHDHATHET.

2. ZiEEFENOMAFRELEE - TRSE

IFAPP O fi BEAE SR 2 O WG B) TUE e R O 36 FIZ 5 1 2 [ B IS DWW T 3 & LTI
MATEEZ L2 2024 DD HWGE AW E A THRETITREZ L, 7V Ay b - =—=ZICHIB L -k
ERIEL, WIKRBOEBREEEZRFTL, 27— AT - RK®IZTI2=2r—vavaERLI L
T, BEWERIEMDO) 27 EXKT 4y b, (S EME A R E LRI U CHHEEICHIH T E 5 Z &
HETY. 25 LMo ERD S 2 M5 AIREICDH 2 AL 12-H3EE L T, BEMA - ik I o
ZTADARIZESTDY X7 ERXT 4y balilli & R /G52 & > THRA L, fERE I TOIRE
ISRECDT B ZENTEDLIICHETZ2LENH D £, PHIEHLNEHERRORAEICMHA, S
MENED IS IFHEINDEDH, THCHMTIBEND D 5.

REBARE TR T 72 212DO0WTE, MFRTe P IR VT4 —LF - Tty b GHOPTHRNIZS
HIFRETT. Z2ODICEEZ T V2 — L AR L, KGRHGE - KGRHUS % O BEIRFE 1 72 87 %
FRORIAOBRM» 3 I 2 =27 4 EWHBTAZ LIk > THIEIZ T2 XE RS D £4. BFE, 7H73
7, REYREOMENL, BE - FESNE - Mg 3 2 =7 1 OBEAE T, 2 ANC X B MiE o Rk
i a2 i 9.

o) e R O T 8 A TAIBE (artificial intelligence) DMFZEFHFEIZ BT, RGBS 8%, i
BBMEBTF — 2 G, AT — 2O KA, T340 —RH#ECONTORABEL D, [HFREM
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20 [BILES] PDoHTHIHEI N Z &N KX LERERS 4.
GREEN FHHIZ, 295 L2BEREZOH - 28I e LT, 8% - TRV -T2 5 0REEHD A
N, WML L TOED T ZEIZBEND D £
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Building Consensus on a Statement on Global Research
Ethics and Meaningful Patient and Public Involvement

Dirceu Greco, M.D., Ph.D., Professor Emeritus of Infectious Diseases and
Bioethics at the School of Medicine, Federal University of Minas Gerais,
Brazil; Past President of the Brazilian Society of Bioethics; Past Vice-Chair
of the UNESCO International Bioethics Committee; Associate Member of the
World Medical Association

1. Establishment of participatory principles

“Participatory Research” and “Stakeholder Engagement” are well established ideas in existing docu-
ments* %9, We must clarify what is owed to participants after a clinical trial. The 2002 CIOMS Guidelines 3>
emphasized ethical principles in research in resource-limited settings (Guideline10) and the ethical obliga-
tion of external sponsors to provide health-care services (Guideline 21). Both principles have been expanded
and deepened in the current 2016 CIOMS version ¥.

2. Establishment of benefit sharing and post-trial access

In addition, benefit sharing and post-trial access have been supported by the 2005 UNESCO Universal
Declaration on Bioethics and Human Rights? - Article 15: Sharing of benefits, by the. 2007 UNAIDS/WHO
guidance document Ethical considerations in biomedical HIV prevention trials Guidance *® Points 12—
Benefits & 14-Care and Treatment and by the 2010 WHO Guidance on ethics of tuberculosis prevention,
care and control *”- Free access to drugs; guidance for research. The 2000 version of the World Medical
Association’s Declaration of Helsinki established the guarantee of post-trial access. However, this was
downgraded in the following versions.

3. Brazilian decision to the right of post-trial access

This Brazilian position was clarified in 2012 Brazilian Research Ethics Commission, Resolution 466:
Post-trial access. This was an important decision, but discussions about the right to post-trial access are
“old”, as access to an established safe and effective intervention must be guaranteed to everyone in the con-
text of public health and not limited to participants in a clinical trial.

4. 2024 WMA Declaration of Helsinki and Helsinki Statement
There were significant modifications to the 2024 DoH '©. We issued “Helsinki Statement” !V listing 10
positive points, while expressing our concern that important items were rejected. As the DoH has long been
a driving force and respected document for ethics in human research, WMA should aim for the ideal of the
highest ethical standards being applied. It is worth emphasizing that the 2000 DoH presented the highest
protection to research participants in terms of placebo use and post-trial access. The 2000 DoH defined that:
* Placebo-controlled trials must be permitted only when there is no proven intervention.
* Post-trial access must be ensured to study participants who still need the intervention.
We very much hope that these two ethical principles will be agreed by relevant stakeholders, their institu-
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tions or organizations and jurisdictions, and implemented in research and research review settings, and con-
sequently be incorporated in future revisions of the DoH. The proposals of the Helsinki Statement aim to
maximize the ethical impact of the DoH on research practice, research review process and in the protection
of participants worldwide. Furthermore, the principles of research ethics must be strengthened with the equal
participation of all relevant stakeholders, including civil society, not limited to physicians.

5. Responsibility of Research Ethics Committee

It is important to highlight that, according to the DoH, the responsibility for examining the justification of
“exceptional cases” of “post-trial provision” lies with Research Ethics Committees (REC). What are the
justifiable exceptional cases? Will the RECs have the power to make these decisions?

6. Next Step (1): emancipation of patients and the public

To this end, a Japanese patient public group, Jidpe, issued The Patient Public Declaration of Research
Ethics ¥ stating: “Our Declaration aspires for its principles to be recognized in the future as world common
norms, addressing all patients and the public, which include physicians and other experts”. In Brazil,
Instituto Nacional de Participantes de Pesquisa Juju Barbosa (The Juju Barbosa National Institute of Research
Participants) was created with the goals of contributing to the emancipation of research participants and the
unequivocal defense of their rights, as well as the inclusion of the social value of research '?. This emancipa-
tion will occur though the exercise of protagonism and the relevance of social control, in research spaces, in
accordance with the norms of the Brazillian CEP/CONEP System.

7. Next Step (2): The Statement for Global Research Ethics Norm and Meaningful
Engagement: GREEN Statement

Through the aforementioned activities, we proposed the Statement for Global Research Ethics Norm and
Meaningful Engagement: GREEN Statement '¥. (The full text of the Statement is published in this issue of
the Journal Clinical Evaluation.)

Based on Paulo Freire's idea of emancipation ®, meaningful patient/participant involvement must be used
as a stepping stone toward the more elusive goal of achieving adequate access to public health for all.

Therefore, we must reiterate that the status quo of inequality, violence, genocide, homophobia and xeno-
phobia is not immutable and that in these turbulent times we need a norm that must serve as a compass to
guarantee the right of all people to live with dignity, safety, and health. Establishing a Global Research Ethics
and Meaningful Patient and Public Engagement Norm is a step in this direction.

“Nothing about us, without us” is a well-known message during the process of establishment of United
Nations Convention on the Rights of Persons with Disabilities (CRPD) adopted on December 13, 2006.

In conclusion, a historical reflection: Thucydites wrote in his book “The Peloponnesian War” that Justice
will only come when those who are not victims of injustice are as indignant as those who are. This suggests
the idea of “empowerment”.

I would argue that Justice will prevail when those affected and indignant by injustice can fight for their
rights. This represents a shift towards the idea of “emancipation”.
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Reimagining Ethics in Pharmaceutical Medicine:
A Global Call to Action: The GREEN Statement

Varvara Baroutsou, M.D., Ph.D., Immediate Past President of IFAPP;
CIOMS Executive Committee Member; Consultant in Internal Medicine
and in Pharmaceutical Medicine, Athens, Greece

In an era marked by rapid technological advancement and global health challenges, the ethical foundations
of pharmaceutical medicine demand renewed scrutiny. The evolving “Statement on the Ethics of
Pharmaceutical Medicine in the New World Order”—developed collaboratively by an independent group of
international experts—offers a forward-looking framework to guide research and innovation with integrity,
inclusivity, and sustainability.

Anchoring Ethics in Global Norms

The GREEN Statement ' draws upon foundational principles from Hippocratic Oath, Kantian ethics, the
International Covenant on Civil and Political Rights (Article 7)3%, and the Declaration of Helsinki. It reaf-
firms the primacy of participant rights, autonomy, and justice, while integrating perspectives from the
Belmont Report*-40 and Beauchamp & Childress’s bioethical framework.

Expanding the Ethical Horizon
Key areas for enhancement include:

* Digital and Data Ethics: Beyond Al, the Statement calls for attention to data sovereignty, algorith-
mic bias, and cybersecurity.

* Emergency Research Ethics: Ethical rigour in crisis contexts—pandemics, disasters—must balance
urgency with protection of vulnerable populations.

* Youth and Marginalised Voices: Greater inclusion of indigenous communities, persons with dis-
abilities, and intergenerational ethics is essential.

* Funding Transparency: Proposals include independent oversight and disclosure standards to miti-
gate conflicts of interest.

From Principles to Practice
Operationalising “meaningful engagement” with patients and the public is central **). Drawing on WHO
guidance 2%, the Statement advocates for measurable indicators, inclusive language, and shared decision-
making. It also may serve :
* A Global Ethics Observatory to monitor breaches and share best practices.
* Ethics Education for all stakeholders, including modules on cultural humility and digital ethics.
* Ethics Impact Assessments for major research initiatives.

Green Statement of Ethics: Bridging Health and Sustainability

The GREEN Statement introduces a pioneering “Green Ethics” agenda, exploring:
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* Eco-conscious clinical decision-making
* Green informed consent
* Sustainable research practices
* Environmental justice in global health
* Ethical stewardship of pharmaceutical waste
Frameworks such as RE4GREEN #) are highlighted as vehicles for embedding environmental integrity

into biomedical innovation.

Towards a Shared Future

This evolving GREEN Statement invites global dialogue and endorsement. It seeks to harmonise ethical
standards while respecting local contexts, fostering solidarity, and ensuring equitable benefit-sharing. As the
finalisation process continues, stakeholders are encouraged to contribute via the public consultation link:
https://forms.gle/EfthDgMb3JeFNLaMY7
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