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Shorter way of citation:
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Copyright: This statement can be freely used, disseminated, reproduced including publication by original
or translated (for which authors cannot take responsibility of accuracy) language.

We would like to congratulate the World Medical Association (WMA) on the 60th
anniversary of the Declaration of Helsinki (DoH) since its first adoption in 1964.

Significant revisions to the 2024 DoH include but are not limited to the items listed below.
We urge all those engaged in research involving human participants to carefully consider
the newly agreed ethical principles, particularly pointed below, in every research and
research review settings for the implementation of and adherence to it:

1. Throughout the Declaration, the words “research subjects” are replaced with

“research participants”.

2. Although the recommendations are directed to physicians, their scope should be also

applied to non-physicians, research teams and organizations. (§2*")

3. In recognition of “various structural inequalities” in research, considerations on

benefits, risks, and burdens must be reinforced. (§6)

4. Meaningful engagement with participants and their communities is fundamental and

should be required at all stages of the research. (§6)

The principles of the Declaration must also be upheld during public health crises. (§8)
The contextual and dynamic nature of vulnerability must be recognized and it is
important to emphasise that the exclusion of vulnerable can exacerbate their
disparities. Therefore, their inclusion in research aiming at their benefit must be
promoted, with adequate protection. (§19, 20)

7. The functions of research ethics committees have been strengthened. And the

! The numbers with § mean the numbers of paragraphs in the 2024 DoH: https://www.wma.net/policies-
post/wma-declaration-of-helsinki/
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10.

committee must be familiar with the local context and involve at least one member of
the general public. (§23)

The preferences and values of incapable research participants shall be considered
during the process of deciding to participate in research. (§28, 29)

Data or specimens from research shall be handled in accordance with the
“Declaration of Taipei” on Health Databases and Biobanks. (§32)

Clinical use of unproven intervention must never be undertaken to circumvent the
protection set forth in the DoH, and must be the object of research to evaluate safety
and efficacy. (§37)

However, we express our concern that the items below were rejected following

discussions during the revision process. We very much hope that these ethical principles

will be agreed by relevant stakeholders, their institutions or organizations and jurisdictions,

and implemented in research and research review settings, and consequently reflected in

future revisions of the DoH:

1.

All texts must be written in plain language that is understandable to research
participants.

The “social value” of research has already been incorporated into policy in several
jurisdictions and guidelines. Although it was included in the first public consultation
version, it was deleted in the approved 2024 DoH. It goes together with the notion
that the purpose of research “never takes precedence over the rights and interests
of individual participants”. Thus, social value must be reinforced in order to
implement relevant research and also to ensure that benefits are shared through
co-creation with community.

The use of placebo in clinical trials can only be acceptable when there is no proven
effective and safe comparator. This was stated in the 2000 DoH?, in accordance
with DoH’s fundamental principle that the purpose of research “never takes
precedence over the rights and interests of individual participants”. Some of the
signers are in favour of the CIOMS 2016 language: that is, placebo “in exceptional
circumstances could be used even when there is an active comparator if delaying or
withholding the established effective intervention will result in no more than a minor
increase above minimal risk to the participant and risks are minimized, including
through the use of effective mitigation procedures”. However, since the 2008 DoH the
accepted level of risk to the participant is even much higher than CIOMS’ and this
was kept in 20243 .

2 2000 DoH (Rescind, archived version): https://www.wma.net/wp-content/uploads/2018/07/DoH-Oct2000.pdf

32024 DoH in §33, placebo can be used, even if there is proven intervention, when the participant “will not be
subject to additional risks of serious or irreversible harm as a result of not receiving the best proven
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4. At the end of the trial, research participants who still need interventions that have
been shown to be safe and effective must have access to them ensured by the
sponsor(s). The 2024 DoH is a lot weaker than the 2000 in relation to participant
right. This is because instead of ensuring access it just says “it must be arranged”
(§ 34)4. In addition, to tackle health disparities, scientific sound, and ethical
strategies are needed to ensure access in public health system in the host
community, and most importantly, for all in need globally.

5. The timely dissemination of research results and technology transfer of the
products of research involving humans must be recognised as public goods, so
that transparency is ensured and everyone can have fair and equitable access to
the research results and benefits®.

In closing:

The 2000 DoH presented the highest protection to research participants in terms of placebo
use and post-trial access. 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.

We will collaborate to strengthen research ethics principles with the equal participation of all
relevant stakeholders, including civil society, and in relation to the 2024 DoH, we present the
current proposal aimed at maximizing the ethical impact of the DoH on research practice,
research review process and in the protection of participants globally.

Authors* and signatories:

(**: Corresponding author)

On behalf of the Helsinki Statement an ad hoc group of stakeholders:

Individual authors/signatories, from September 25 to November 30, 2024

(Alphabetical order.; Some are duplicated in institutional signatory below.)

Heba Abdelkafy, Egypt; Heba ali ali, Egypt; Adriana Ribeiro Alves, Chile - Brasil; Beatrice
Amugune; KENYA; Zaida Arteta, Uruguay; Reinaldo Ayer, Brazil; Geraldo P. Balaccua,
Philippines; Varvara Baroutsou**, Greece; Sander Becker, Australia; Rosemarie Bernabe,

intervention”.

4 Compared to 2013 version to state “...should make provisions for post-trial access...”, the text in 2024 was
strengthened to “...post-trial provisions must be arranged...” but weakened compared to 2000 version to state
“...should be assured of access,,,” , In addition, in the 2024 DoH, exception must be explicitly approved by a
research ethics committee. Such excuse is not relevant to high-level ethical principle, however, in practice
strengthened responsibility of REC must be recognised.

5 Regarding the research results, new texts for avoiding research misconduct ( § 21) and research waste ( §
12) suggest improvement, however, considering that “social value” was once proposed and then deleted, and
insufficient transparency and benefit sharing measures in result disclosure policy, this topic was not included in
10 celebrated items.
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Norway; Lais Souza Bonilha, Brazil; Elda Bussinguer, Brazil; Shereen Cox, Jamaica; Francis
P. Crawley*, Belgium; Luis Manuel Lépez Davila, Guatemala; Ames Dhai, South Africa; Nilza
Maria Diniz*, Brazil;, Samah Mohamed Elaidy, Egypt; Claudio Franca, Brazil; Gabriel
Frassetto, Brazil; Yoshikazu Funabashi, Japan; Amany Gad, Egypt; Samuel Goldenberg,
Brazil; Dirceu Greco**, Brazil; Fernando Hellman, Brazil; Hiroshi Nakahata, Japan; Shehla
Naseem, Pakistan; Namita Ghimire, Nepal; Yumi lkehara, Japan; Keiko Inoue*, Japan;
Hiroto Kai*, Japan; Yuki Kai, Japan; Sarai Keestra*, Netherland; Noriko Kishi*, Japan; Yu
Komura*, Japan; Akemi Kuge*, Japan; Shija kevin kuhumba, Tanzania; Chieko Kurihara**,
Japan; Daniela Paciel Lopez, Uruguay; Gladness Henna A. Martinez, Philippines; Joy
Amethyst A. Martinez, Philippines; Gerson Zafalon Martins, Brazil; Kotone Matsuyama**,
Japan; José Minarrieta, Uruguay; Ayano Miyake, Japan; Toshie Murakami*, Japan; Toshinori
Murayama, Yasmin Nagaty, Egypt; Shinobu Nakashima, Japan; Yuki Nishiyama, Japan;
Mercedes Okumura, Brazil; Hakan S. Orer, Turkey; Maria Victoria Perottino, Brazil; Susana
van der Ploeg, Brazil; Young-Joon Ryu Republic of Korea (South Korea); Takeo Saio**,
Japan; Yoshiko Saito*, Japan; Kimie Sakurai, Japan; Azza Saleh, Egypt; Delia Sanchez*,
Uruguay; Jennifer Braathen Salgueiro, Brasil; Patricio Santillan-Doherty, Mexico; Pablo de
Castro Santos, Brazil; Midori Senoo, Japan; Amr Shebaita, Egypt; Dra. Liliana Virginia Siede,
Argentina; Hany Sleem*, Egypt; Eman Sobh, Egypt; Lenka Sochorova, Czech Republic; Jan
Helge Solbakk, Norway; Kaori Suzuki, Japan; Katsura Suzuki*, Japan; Hiroko Takahashi,
Japan; Kazuma Tamaru, Japan; Unai Tupinambas, Brazil; Eiko Uchida*, Japan; Claude
Vergeses, Panama; Susana M. Vidal*, Argentina; Taeko Wada, Japan; Hisanori Wakamatsu,
Japan; Konomi Wakasa, Japan; Nobutaka Yagi, Japan; Sachie Yoshida, Japan, Diego
Carlos Zanella, Brazil

An institutional signatory, Oct 25, Francis P. Crawley*, representing Good Clinical Practice
Alliance - Europe (GCPA) & Strategic Initiative for Developing Capacity in Ethical Review
(SIDCER), Belgium

An institutional signatory, Oct 25, represented by Hany Sleem*, the designated coordinator

of the Egyptian Network of Research Ethics Committees (ENREC), Egypt, on behalf of its

members:
Amany M. Gad; Maha Abdelkawy; Marzoka Abd Elaziz Gadallah; Alaa Ismail; Nievin
Ahmed Mahran; Naglaa Ahmed Galal; Nermine elmaraghy; Eman Sobh; Shimaa A. Al-
Touny; Mohamed Emad Eldin Abdelghaffar; Ghada A.kazamel; Shaymaa M.Nagi; Ahmed
ziada; Osama Fekry Al Balah; Osama Azmy; Mona Essa; Mohamed Mostafa Ali Balbola;
Abir A. Elfiky; Awatef ELsayed Ahmed; Mervat | Fawzy; Hala F Zaki; Ahmed Hamdy
Moustafa Hussein; Safaa Elnaggar; Ahmed Yousef; Amani Waheed; Amin Abdel Baki; Amr
Mamdouh Kamel Shebaita; Manal Mohamed Anwar; Eldarir S E; Olfat Elsayed Hassanein;
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Enas kassem; Amr Gibaly; Maisa Nour El Din Mohamed Shawky; Mariam A. AbuShady;
Tarek Abulezz; Hany Sleen; Nevien Ahmed Samy; Hassnaa Othman Mohammed; Diaa
Marzouk Hany Lotfy; and El Mokadem Naglaa

A Signatory as members of a group, Nov 7, Bioethics Working Group, Japanese Institute for
Public Engagement (Ji4pe), Japan
Chieko Kurihara**, Yoshiko Saito*, Hiroto Kai*, Yoshikazu Funabashi, Keiko Inoue®,
Noriko Kishi*, Akemi Kuge*, Toshie Murakami*, Midori Senoo*, Katsura Suzuki*,
Hiroko Takahashi, Eiko Uchida, Konomi Wakasa, Kyoko Imamura*

An institutional signatory, Nov 30, represented by Nobutaka Yagi, on behalf of YORIAI Lab,
Japan, with members who agreed to be listed:
Masumi Hoshiyama, Takayoshi Inoue, Kotone Matsuyama**, Ayano Miyake, Nao
Moriyama, Yuki Nishiyama, Kimie Sakurai, Keisuke Shimizu, Takeshi Shukunobe, Hiromi
Todoroki

An institutional signatory, Dec 16, represented by Namita Ghimire, on behalf of Ethical
Review Board of the Nepal Health Research Council (NHRC), Nepal
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HREMS [~ U XEE] 2024 EEETOA 37 NEIERT 27200
MR T— I RNV F—TN—F X B~V % (Helsinki Statement)
Helsinki Statement from an Independent Stakeholders’ Group to Expand
the Impact of the 2024 Revision of the WMA Declaration of Helsinki

SR, Fi# - BAEMOMG (email L, 2024510 115 HRT19 25 20 1 MF T |
Do L RAEA A 2 A0 web ) 1KV AE SN 2024410 1 18 HA Y T A /%é‘i% L, A19HD |
L RERS [~L s RS ] 2024 4 SRR BEM LT 21 B R 1= L. 117 30 H 3
DOE B ARRRE A MO . BAE OTUEIL 2024 45 12 A 16 HET. (AR BEE TR T) ‘
LR PR S, MoBET 2 FE L BICFRURL LV BETE 5.
bORRTHRT, RILZEEE, Baroutsou V. HERUERIS [~ X EF] 2024 FEGET -~ U FICT, B
::T;k?ﬂ 60 A Z ST D —. ERAEHG. 52(3).http://cont.0.007.jp/52pop/52pop_contents_e.htm ‘
‘ % chieko. kurlhara@mftv ne.jp 1

V) PSR O FEEER e Helsinki Statement an ad hoc group of stakeholders. Helsinki !
Statement from an Independent Stakeholders’ Group to Expand the Impact of the 2024 !
Revision of  the WMA  Declaration of  Helsinki. Clin  Eval 52(3): ‘

http://cont.0.007.jp/52pop/HelsinkiStatement 180ct24 final.pdf

i W% € #: Helsinki Statement Stakeholders. Helsinki Statement 2024. Clin Eval. 52(3):
http://cont.o0.007.jp/52pop/HelsinkiStatement_180ct24_final.pdf

ﬁ?ﬂf AT, JFA - BER (2O LRI FEEIIUEEZ R 20) 285, B I, fﬁ |
WTx5. !

[~ EF] M 1964 FEOFRERRLK 60 AFE 2 M % 72 Z 2120, R ERiS %
ET 5.

[~y rdES] 2024 FUFTOEER AL, ZNUOIZELND L OTIE ARV, LTI
5. AMBBINT DRI TLH 5D D A2, fllx O FEE-CHFFEHFEEIZRB VT
IO OFTIEE SN BRI A 3225 Llsr 3 2881, RICULTORICER L TEET S
L EHRET S,

1. ES2fkE2@E U T, 453 (research subjects) & )95 FHEMN

(research participants) [ZIEIE &7,
2. JRAIOHESIZERIC AT 72 b D728, ERILSAO N2, BT —24, EEICH#EHSh
HZENEELV. (§2%)

3. MRS A FEOT CIrbid L ORFRICESE, "%V v b, U7, A#HOD

fid 73 OIEBEROVERI RO D, (§6)
4. WMROHOLPLEMBIBNTHIRSNE L ZDaI =T 4 DEXRLISHEFLE LT
LMERH D, (§6)

. AREA EOBIZB O TLESORAZSFL R TER B, (§8)

6. MEBFPEOMEEII SR - BIRICEERR T 2 MmN H Y, BE RN D T L idk A AL
SHIDILERFBTDOENEETHS. o), WUREEOL &, FHEDOF
T4 v hEHENE LTEOMESMERET HLERH 5. (§19, 20)

o
o
o
=
ok

1§: WMA ~Ly U FE S 2024 RO KL GE 5. BESAILLT - httpsi//www.wma.net/policies-
post/wma-declaration-of-helsinki/
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7. WHEGHZESOMEIIRL SN, ZESIHEOFHISHEB L Wi b
9, D Eb— AO—RTROZEZEE 2T TR 50 (§23)

8. [FEHREN 2K A DWIEBMOMBIE T, TOFHZRLMBEBUIC SOV TEE LT IUT
7. (§28, 29)

9. WMENSLHELNDLTF —ZRREHI~NN AT —ZR_R—=2 L F R 72T 5 [RILE
S 20> TR Fbn 2T niER b2, (§32)

10. REFDON AR R, [~V EE] OFFESINERHEDFR % BT 57
DIATONTIER LT, ZBeMEEAIEZRHMET 2RO B L SR hidle b7,
(§37)

LM LZEDO—FHT, FTlZHOWTISLEIO 7 v A Tim ST oni-2 L2 8ET 5.
IO OERRIN AT — 7 RV 2 —, FERA-OMERE, IEREEREICSWTEE SN, e
MFRFEEOHIG THERESND L, TLTEOMEL LTFRD [~y REE] &GRTICK
Mexis Z & AR < 2.

1. HEDOT XA MINESIMENIMETE ML RS ETRR ST S0,

2. WO THESAMfE ) (382 2o Hug-CHR O T #HZBEIZIR D AT Y, i)
DarPT— 3 VOBEOSETHTIEIA > TWIZ b b 59, RS- 2024
HRCITAIBR Sz, fEafiifE i, FFsto BiE [l x O S 0n# OHER] & FlZE I
BRTHZEFRL TR EnIB2HFELLITHD. o, FEOMHEIE,
WY R BFE A E L, XX T 4y bnaa=7 4 & OHA] (co-creation) % i L
THESINADT-0I, ST iuze 5.

3. BEERBRICBIT D 7T v ROMHIL, kB E T 570090 - et FER
SN ABRFEL NG RICORFTRINS. ZO0Z L [~y rxEs]
2000 AERRZCHUE STy, ZHUTIFEO B9 TE 2 OSINE OHEF] & RIS ICEL
FTHZ LR L TR LW ESOERNFANE-T2bDTHD. KFHOE
4FEOHIZIE CIOMS 58t 2016 RO T OFERICHT 2 XFH b H L. T4bbH,
WS IR &35 2 & O TE 2 FEIRRMBIFET 255121, [BIROMNL Lo A% i
LR, HAWVEELEZXDZEN, BINEICER/NREENCEBZ DU A7 O
(minor increase above minimal risk) L7234 726 &9, $h5BA72 Y 2 7 KEHHE O
BHEZEDY 27 BNE/MeEnb ) BEICR-> T 7 REFISMIHERATE 5,
ELTWaD. UL, 2008 ERLIEED DoH TIEZE[fER ) A7 O L~k
CIOMS #5#1 L0 o L @mnb D > TEY, Tild 2024 4ERUTHER S U728

4. FEIRRBRKE THHCIE, 22t AOMENFEH SN A E kT 2 B0 B TR
SIMENRZNICT 7 EATEL L2 I LedniE s d, ZhRiARC—icko

2WMA ~/L s R EE 2000 R (BEIE & 72 > T2 fROFEG) -

https://www.wma.net/wp-content/uploads/2018/07/DoH-0ct2000.pdf

32024 DoH @ §33 TiE, =& 2SN AR D72 LTH, UTORGTT 7B RERTHESIND
(e LRE SN AN ZZ T 2R & U CEE UTRIEARGEZRED Y A7 BN L Z2WEE ] .
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TR SNRTIER B, 2024 FR~LVY R EFIL, AERINE OHEFR] &
9 ERTIE 2000 AL VIR LT 5. 2O, 77?%%%%?5@(1&
<, 7Ly Lz snyg L Ll _RTnenns5Thsd (§34) 4 &5
2, B E R O 20, SRBREM R K O, feE e Z &SR &
BT XTDONLZDT 7% R &Ml 5 120 OREHNTE D M FRE 72 8k 233K 10
L.

5. MIERERDZ A L) =78 K & N A5 LT 2 ROMRROFIMBIERL, g
N E UCERY, B RELR S 4L, MFEORFRLE R T 4 v M T 53T
DNx DNETRNIRT 7% ADRFER ST UL & 72008,

=
IN=Ni

[~ rREE] 2000 FRULT 7B REH ERBRETHRT 7 B A2 TR AKHED
WRBIMERHEZ R LT, [~y R EE] BEMICHEZ D AEZ SR LT D80 MM
OB LRV EEINTELLETHL 0, WREMBIE, REOMBEVKENEHR SRS
VWO ABA AT Z ENEEND

FL7=Bix, RS Z2E0LTXCOM#EY) R AT — 7 RV E —O VLB INT X - THFEmEL
FHIZiE L, T~y rREE] 2024 FERRICHOWTIE, BRSO FEE, PFesaEomiz, L
THEARABLEFIC L AIFZESINE I\ T, ZOMEIEE)) & kb d 5o hd 5.

EEROERE:

(**: Corresponding author)

SNV X FEHEENAT — 7 RNV E— T N—T 2 RFELT

2024 £ 9 H 25 AM 5 30 AOMIZES LIEAESE - B4H

(TN77_y ME TORBEEALEEL TV HGLH2. )

Heba Abdelkafy, Egypt; Heba ali ali, Egypt; Adriana Ribeiro Alves, Chile - Brasil; Beatrice
Amugune; KENYA; Zaida Arteta, Uruguay; Reinaldo Ayer, Brazil; Geraldo P. Balaccua,
Philippines; Varvara Baroutsou**, Greece; Sander Becker, Australia; Rosemarie Bernabe,

Norway; Lais Souza Bonilha, Brazil; Elda Bussinguer, Brazil; Shereen Cox, Jamaica;

4 Compared to 2013 4Ffiix 2013 4FRIE [« GBRIE T2 T 7 B ADTD O kD %ITH Z ENEEL
W (“...should make provisions for post-trial access...”), 2024 i CiZ, [FRBRKE T OEY P Vg% X
nNRFIER B (“...post-trial provisions must be arranged...” ) &éﬂf_ I3 b &A= 23, 2000 4R
CIE TP 7B RBREEESND 2 ENEE LV (“..should be assured of access,,,”) & 78> TW-DT, %
DEKRTITHRIBTHD. IHIZ, 2024 FFECTIEZEMIMFZEMILZE B S TRRBE N2 T IUTR 50 L IRE
WIERENTNDS. ZOL BT T AF 2 — X I A LoUL 2 BRI X L To7Rngy, SRR ER T
I, ﬂn(m@g‘ﬁ%\@ R (AR W e o A DA DR AN s AN SR A AN
5 FFZEREBLICBI L CIX, #FJEARIE (research misconduct, §21), HWFZEDMEEL (researchwaste§12) VTR
_&ﬁiiﬁbﬂxht. ZONITEEE, TRE2AffE) (“social value”) 2 —EiRE S h-BICHIBREhZZ
, FEROBRRICET 2 HEHZBWTEAM L X7 0 N BRA+ TH D ’&%fyﬁf Z DAL 10
@E\%‘W"\%IEHQZ’S&)TM%@\
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Francis P. Crawley*, Belgium; Luis Manuel Lépez D4avila, Guatemala; Ames Dhai, South
Africa; Nilza Maria Diniz*, Brazil; Samah Mohamed Elaidy, Egypt; Claudio Franca, Brazil;
Gabriel Frassetto, Brazil; Yoshikazu Funabashi, Japan; Amany Gad, Egypt; Samuel
Goldenberg, Brazil; Dirceu Greco**, Brazil; Fernando Hellman, Brazil; Hiroshi Nakahata,
Japan; Shehla Naseem, Pakistan; Namita Ghimire, Nepal; Yumi Ikehara, Japan; Keiko
Inoue*, Japan; Hiroto Kai*, Japan; Yuki Kai, Japan; Sarai Keestra*, Netherland; Noriko
Kishi*, Japan; Yu Komura*, Japan; Akemi Kuge*, Japan; Shija kevin kuhumba, Tanzania;
Chieko Kurihara**, Japan; Daniela Paciel Lopez, Uruguay; Gladness Henna A. Martinez,
Philippines; Joy Amethyst A. Martinez, Philippines; Gerson Zafalon Martins, Brazil; Kotone
Matsuyama**, Japan; José Minarrieta, Uruguay; Ayano Miyake, Japan; Toshie Murakami*,
Japan; Toshinori Murayama, Yasmin Nagaty, Egypt; Shinobu Nakashima, Japan; Yuki
Nishiyama, Japan; Mercedes Okumura, Brazil; Hakan S. Orer, Turkey; Maria Victoria
Perottino, Brazil; Susana van der Ploeg, Brazil; Young-Joon Ryu Republic of Korea (South
Korea); Takeo Saio**. Japan; Yoshiko Saito*, Japan; Kimie Sakurai, Japan; Azza Saleh,
Egypt; Delia Sanchez*, Uruguay; Jennifer Braathen Salgueiro, Brasil; Patricio Santillan-
Doherty, Mexico; Pablo de Castro Santos, Brazil; Midori Senoo, Japan; Amr Shebaita, Egypt;
Dra. Liliana Virginia Siede, Argentina; Hany Sleem*, Egypt; Eman Sobh, Egypt; Lenka
Sochorova, Czech Republic; Jan Helge Solbakk, Norway; Kaori Suzuki, Japan; Katsura
Suzuki*, Japan; Hiroko Takahashi, Japan; Kazuma Tamaru, Japan; Unai Tupinambas,
Brazil; Eiko Uchida*, Japan; Claude Vergeses, Panama; Susana M. Vidal*, Argentina;
Taeko Wada, Japan; Hisanori Wakamatsu, Japan; Konomi Wakasa, Japan; Nobutaka Yagi,
Japan; Sachie Yoshida, Japan, Diego Carlos Zanella, Brazil

An institutional signatory, Oct 25, Francis P. Crawley*, representing Good Clinical Practice
Alliance - Europe (GCPA) & Strategic Initiative for Developing Capacity in Ethical Review
(SIDCER), Belgium

An institutional signatory, Oct 25, represented by Hany Sleem*, the designated coordinator

of the Egyptian Network of Research Ethics Committees (ENREC), Egypt, on behalf of its

members:
Amany M. Gad; Maha Abdelkawy; Marzoka Abd Elaziz Gadallah; Alaa Ismail; Nievin
Ahmed Mahran; Naglaa Ahmed Galal; Nermine elmaraghy; Eman Sobh; Shimaa A. Al-
Touny; Mohamed Emad Eldin Abdelghaffar; Ghada A.kazamel; Shaymaa M.Nagi; Ahmed
ziada; Osama Fekry Al Balah; Osama Azmy; Mona Essa; Mohamed Mostafa Ali Balbola;
Abir A. Elfiky; Awatef ELsayed Ahmed; Mervat I Fawzy; Hala F Zaki; Ahmed Hamdy
Moustafa Hussein; Safaa Elnaggar; Ahmed Yousef; Amani Waheed; Amin Abdel Baki;
Amr Mamdouh Kamel Shebaita; Manal Mohamed Anwar; Eldarir S E; Olfat Elsayed
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Hassanein; Enas kassem; Amr Gibaly; Maisa Nour El Din Mohamed Shawky; Mariam A.
AbuShady; Tarek Abulezz; Hany Sleen; Nevien Ahmed Samy; Hassnaa Othman
Mohammed; Diaa Marzouk Hany Lotfy; and El Mokadem Naglaa

A Signatory as members of a group, Nov 7, Bioethics Working Group, Japanese Institute for
Public Engagement (Jidpe), Japan
Chieko Kurihara**, Yoshiko Saito*, Hiroto Kai*, Yoshikazu Funabashi, Keiko Inoue*,
Noriko Kishi*, Akemi Kuge*, Toshie Murakami*, Midori Senoo*, Katsura Suzuki*,

Hiroko Takahashi, Eiko Uchida, Konomi Wakasa, Kyoko Imamura*

An institutional signatory, Nov 30, represented by Nobutaka Yagi, on behalf of YORIAI Lab,
Japan, with members who agreed to be listed:
Masumi Hoshiyama, Takayoshi Inoue, Kotone Matsuyama**, Ayano Miyake, Nao
Moriyama, Yuki Nishiyama, Kimie Sakurai, Keisuke Shimizu, Takeshi Shukunobe,

Hiromi Todoroki

An institutional signatory, Dec 16, represented by Namita Ghimire, on behalf of Ethical
Review Board of the Nepal Health Research Council (NHRC), Nepal

SEXEY R b

* FIRIRR FIAT IR © 253 2 MIZSEEEM & Rl C b % 72 O HIRIR Tl &g, Aik487 ~
489 EH A BHE. LI FAS Website 12 & % Web it TId2%5 ik & & T
http://cont.0.007.jp/52pop/52pop_contents_e.html
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2024 Sy Gl paid 4y ) Al day 5

21 8 4hiin 5 ¢ 55T 18 b S ) Lo o5 0y e oyl pal (o 4 Ayl Gl 8 Sl 3
12024 5158119 8 Aallal) dudall dpeanl) aiadic) 3 2024 alad (Sivds (Do) (el Clagia 55 gy 51

w\&‘2024awg&'\~db W‘&‘fﬁuwﬂw‘wlumu&wyw Ol
Aallal) Zulal

1964 ole J5Y) saldic) dia (DOH) (Sinda Sy Gl (5 SA e (WMA) dpallall bl dmanll (igs of 253
e Gani olial da aall jualiall ¢ peanll Y JUW Jus e <2024 alad (Siuds dle) e daledl @baadll (el
ells Lal oa Lgle i) AEMAY) salaall 8 Llay Sl e (5 i) & il Jads 1) Glagi) b oS L)

Lo ol Y15 Ladis Jal e Gl daal ya g dlae) JS 8 colial daia gall

* oY) eladl paen 8 "Cind) b S LI A "l pual s allaias Jladad &3 L1
-l sall 5 cdindl Gl 5 L) e e Ldad Wl Cang e LdaSU a5l dpa 55 (g0 a2 ) e

(§2*1)

ele Vs haladl y adlially dalatial) <ol e VI a8 cang eanall 8 AR A0Sl i " L W) i) 3
(§6)

Jal e gen (b dasthae (5S5 Of may uliad al agilasina s Cila¥) (8 S jLiall aa 480l AS jLad) 4
. (§6)all

. (§8)3elall daall il 3 el (Sl Y (salie sle ) jo Wl cany 5

OSay Gpmaminsal) agind Of e 2SE aeall (a5 cilamindl] LS alinll 5 L8000 dapdlly Gl jie Y a6
Alan) 5 55 ma cagiend ) a3 ) CHlagl) 8 agSI ) G 5ed cang Gl agien H8l Y g% o
(20 ¢(§19 A<

13ume aumi Of 5 el landly 50 e daalll 055 G ang s oalal) Canll SUBAT (sl ailag sai o3 .7
. (§23) yseesl) Adle (10 JAY) e 13al g

(§28) il 8 A8 Ll ) 8 3as) Alae £l Caad) 8 o poldl) e (€ liall oy C it le ) je oy 8

& siall 5 daal) bl ae ) 8 Ly "l e )" 3Gy il (e il 5 Gl g dalaill a9
- (832)4 )

G i Sinda Ole) A lle (a gpeaial) Blaall glail Uy p i) pue Jail alasin) 1340 b ¥ e 110
(348) Adladl) s LoDl ppil anill e g e 5 0

1 * The numbers with § mean the numbers of paragraphs in the 2024 DoH:
https://www.wma.net/policies-post/wma-declaration-of-helsinki/

*: This issue was not consistently present in the Arabic translation. This is because the English
terms "research subjects" and "research participants" convey the same meaning in Arabic,
aligning with the intended spirit of the English term "research participants."

Translated by ENREC (The Egyptian Network of Research Ethics Committees). Dr. Hany Sleem
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sady Jaliy Aaal el ddee ol o la i) LB aay oLl 33 5) 5l o giall (a5 o) ) LEE e o jad Ll (@D pa g
Ailail) agilalis g agilaliia sl gl a5 Guinad) Aaload) Cilaal Ji (e AENAY) aliall 028 e Bl 5
eSiala Sy Al Cllanl pall 8 (et L 5 gl drad g Cangl) iy 3 Ladui
Al 8 S Ll e sgie Al s Al 4 5iSa o geaaill maen 0585 O oy L1
Slo A sl (aludl) 5 Aliail) LY gl (e apadl 8 ) 3 Gl e Laia W) Al med Jadlly 52
dagi ye A 5.2024 alad Siads o) (e CdA Ll V) alall ) glill ) Aaall b Lead ) (e a2l
Demd g o il s MCandl B S HLEA Y il 5 (3 i il 10,58 Y Gl 2t (o 5 Shy
asinall e i) ¢ slatll VA (g 281 sl) andd lania s Aliall (53 Canll 2l Ape Laia ) Al

Oals Jlad 0 e o) 93 3 ga g pac Alla & V) Ay pull ol 8 (JaRd)) et o) o sall alasiad J ol oSy Y3
D8 Y G Ale” ol Sauds Nle Y ) Taall B 5 22000 plal (Siuda Sle) & elld S35 cuda
daal) Aakiia delua (g shindy (el gl (g "l 3 S L) o 81 mllian s (3 s dpaaill 13
ol sn lia ()6 Lavie s Aliul Cag oyl dehadiul (el et gl ) sall o 5112016 alal dsallall
e bl (e oY) aall 38 ddida 5ol ) ) Jladl) Jasill Caaa o 5als o A1 13) (Jlad )l
O] dia oclld wa s "Alladl) Cagaill el ja) aladiol A (e @lld 8 Loy ¢ lalaall Julis 455 o HLial)
Aaall dalaio (s shse (g0 LIS b il e Bl J sl (5 siall maal <2008 plal il
.2024 2l M She) S 4 Lalaiay) ) Aallall

Al Ll il Al ) Aalag 16l Le 0l aadl G S Ll Jgaas laa cang ddaaill e 2 4
Gy cganall ol gl dalles Jal e cdlly L A8LaYL (sle M) o)l Jd e cdlasil oda e dllad
(e @Yy apiadl) aainall 8 dalall daall plai & ) gea sl Claal AENAT 5 Gl dpale il i) daw
O S 8 Aala 8 aa ol el g dually elld

i gl A ) Ay 03l 30 Y 0l Can il 8 S il Jpums (e cang i pall Bl 3.5
Sinla (Ple] o L Gl 2024 Sl Sl (Me) (Blell) el U e R 38 e Allad
G i U5y oy e sea sl emy Y aall O3 Y @lldy | S el (3 siay 3l Lad 2000 pla]
oo fale it il ) dala @lla daaall el sl dadlad celly L) ALaYL (34 5l "as 5
e a5 Capaall aaiaall L dalall danall dle Hl1 alas L "uiall sl JRa" J sea s Glaual 283040
el el gaen 8 aanll cdlld

" jidia iled ) G gadl" il deal il L sl i€l J6 g G gaall il mpenty Gl jie V) a6
Ay Canaia g Jale J0 Sl &1 e aeal) J seas 081 5 BAAN Jlasa oy Cuay dale 22l
Gl e salatay)

*2 2000 DoH (Rescind, archived version): https://www.wma.net/wp-
content/uploads/2018/07/DoH-0ct2000.pdf

Translated by ENREC (The Egyptian Network of Research Ethics Committees). Dr. Hany Sleem
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(S8 an gl o gal) aladinly (alay Lagd Cuad) S Ll dglaal) (e (s gia o] 2000 alad Sicds Ble) a8
G gagll ClBYAT Jlaa A L fina g Aadla 5 g8 (S Lalldal (Siala ¢Nle) Y 1555 4 o) olgdil any ilal Jguaglly

AN AENAY) julaall Ao gadat ) Asallad) Apdall Amandl i () quag i) o

aaiaall dld B Lay (Ominall dadiaal) ilaual auaa (e 4 gladia AS Loay Giad) CLBAT salia ot L Janis
e Siada odley ENAY) A adiet Cags Jal) 7) 58Y) axk 2024 alad Siuds el 3l Ladg o)

(a.“’.“ ‘_gJ:wouQ o..gSJw‘ 3.3&;3 uiuagl\ 3)@\%@493 ‘&;A\ CILQIJLAA

el

1) Kurihara C, Greco D, Dhai A, Matsuyama K, Baroutsou V. Vulnerability, social value and the equitable
sharing of benefits from research: beyond the placebo and access debates. Front. Med. 2024;
11:1432267. Doi: 10.3389/fmed.2024.1432267
2) Kurihara C, Kerpel-Fronius S, Becker S, Chan A, Nagaty Y, Naseem S, Schenk J, Matsuyama K, Baroutsou V.
Declaration of Helsinki: ethical norm in pursuit of common global goals. Front Med (Lausanne). 2024 Apr
2;11:1360653. Doi: 10.3389/fmed.2024.1360653. PMID: 38628806; PMCID: PMC11019506.
3) Kurihara C, Greco D, Dhai A., editors. Ethical innovation for global health: pandemic, democracy and
ethics in research: Springer; 2023. https://link.springer.com/book/10.1007/978-981-99-6163-4
4) Kurihara C, Baroutsou V, Becker S, Brun J, Franke-Bray B, Carlesi R, Chan A, Collia LF, Kleist P, Laranjeira LF,
Matsuyama K, Naseem S, Schenk J, Silva H and KerpelFronius S. Linking the Declarations of Helsinki and
of Taipei: Critical Challenges of Future- Oriented Research Ethics. Front. Pharmacol. 2020. 11: 579714.
Doi: 10.3389/fphar.2020.579714
5) Clinical Evaluation. Vol. 52 Preprint Online Publication on Oct 10, 2024 Special Issue: The 60th-year
Anniversary of the WMA Declaration of Helsinki http://cont.0.007.ip/52pop/52pop_contents_e.html
e The 2024 Declaration of Helsinki: Taking Forward Bioethics and Human Rights
http://cont.0.007.jp/sympo/eigh.html

e  The 2024 Declaration of Helsinki: Taking Forward Bioethics and Human Rights
http://cont.0.007.jp/sympo/eigh.html

e Interview with Dr. Peter Lurie on the ethical controversies of placebo-controlled trials
http://cont.0.007.jp/52pop/Preprint_Interview_Lurie.pdf

6) Patient Public Declaration of Research Ethics (1st edition): Research ethics of the people, by the people,
for the people — Expanding the impact of the 2024 revision of the Declaration of Helsinki
http://cont.0.007.jp/52pop/Preprint Patient%20Public%20Declaration.pdf

Translated by ENREC (The Egyptian Network of Research Ethics Committees). Dr. Hany Sleem
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7) Noblesse oblige of the WMA in peril: Saving its honor at the Diamond Anniversary
http://cont.0.007.jp/52pop/Preprint_Noblis%200blige.pdf

8) Patient and public perspectives on the WMA Declaration of Helsinki http://cont.0.007.jp/grareco.html 9)

9) COVID-19 and bioethics Part 3: Pandemic and research ethics — Democracy, placebo and post-trial access.
Clinical Evaluation Vol.49, Suppl XXXVIII 2021 http://cont.0.007.jp/49sup38/49sup38contents_e.html

10

Council for International Organizations of Medical Sciences. International ethical guidelines for health-
related research involving humans. 2016. Available at:
https://cioms.ch/publications/product/international-ethical-guidelines-for-health-relatedresearch-
involving-humans/

F FIRIRRFIATIRE © 7 7 ¥ 7 38R0 2024 4F-10 H 18 HSEEEI DA ~ 7 4 » A% 10 H21 HD
SERMCE RIS IRt S 7z, FFEROSEEY) 2 b, AR T 0L 2B BRI
483 ~ 489 H Jt UV LA 5 Website D HEaH & .
http://cont.0.007.jp/52pop/52pop_contents_e.html

Note at for the publication of the printed version: the Arabic version was provided at the time of
updating the English version on 21 October, 2024, just after the first online publication of the English
version on 18 October. Authors, reference list and notes on the publication process can be found in
the English version, which is in the above website of this journal issue.

Translated by ENREC (The Egyptian Network of Research Ethics Committees). Dr. Hany Sleem
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