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Urgent Need for Next-Generation COVID-19 Vaccines

Despite the availability of safe and effective vaccines,
SARS-CoV-2 continues to circulate reampantly across the
globe. Problems with vaccine access and hesitancy pre-
sent throughout the pandemic are partially respon-
sible. However, the seemingly ceaseless progression of
increasingly transmissible variants, recently including
BF.7 and BQ.11, presents a major challenge to medical in-
terventions, particularly vaccines.

Attempting to address the continued genetic evo-
Jution of SARS-CoV-2, the US Food and Drug Adminis-
tration authorized bivalent boosters (original plus
BA4/BA.5 Omicron variant) for the 2 available messen-
ger RNA (mRMNA) COVID-19 vaccines to address the
waves of disease leading to hospitalization and death.
These updated vaccines may also reduce the amount of
symptomatic disease and associated heath care use.
However, introduction of these bivalent boosters likely
only represents a temporizing measure until variants
emerge that necessitate additional booster vaccination
or modification of the current generation of vaccines.

The existing COVID-19 vaccines have had a pro-
foundly positive effect during the pandemic, reducing
both hospitalization and death. However, those at risk

the development of a distinctly improved generation of
SARS-CoV-2 vaccines offering longer protection with
greater scope.

Based on experience to date with COVID-19 and
other vaccines, a variety of approaches to the develop-
ment of new vaccines will need to be explored by aca-
demic and industrial researchers and sponsors, as well
as government agencies. One potential model for
approaching such development was used successfully
at the beginning of the pandemic when Operation
Warp Speed evaluated numerous global vaccine types
and focused on advancing several promising candi-
dates, knowing full well that most would ultimately not
be found to meet the criteria set forth for a safe vaccine
with adequate efficacy.® such focused effort, along
with technical and financial resources, will likely be
required to overcome the significant challenges intrin-
sic to efforts to develop a vaccine having the needed
extent and duration of protection.

Developing the next generation of vaccines
addressing SARS-CoV-2 will be demanding. This work
will almost certainly require more than simply making
incremental modifications on the current generation of
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Closing the Gap in Cancer Genomic Testing
Richard L. Schilsky, M.D., and Dan L. Longo, M.D.

Genomic analysis of tumor
tissue and circulating tumor
DNA is an increasingly impor-
tant component of cancer care;
such testing can be used to as-
sess cancer risk, inform progno-
sis, and detect disease recurrence
after treatment completion, for
example. The most important ap-
plication of genomic analysis has
been in guiding therapy selection
with the use of validated diag-
nostic tests, particularly compan-
ion diagnostics. The Food and
Drug Administration (FDA) de-
fines a companion diagnostic test
as an in vitro diagnostic device

than 40 FDA-approved drugs indi-
cated in the treatment of 16 tumor
types. Five molecular alterations
— high microsatellite instability,
high tumor mutation burden,
NTRK fusions, BRAF VG0OE muta-
tions, and RET fusions — have
been linked to treatments that
are approved for use regardless
of tumor histologic type or site of
origin.

Next-generation sequencing
(NGS) tests, which reveal the mu-
tational status of hundreds of
genes in a single test run, are
particularly useful to identify vari-
ous genomic alterations in tumors

Laboratory Improvement Amend-
ments standards.

Medical professional societies
have played an important role in
guiding the appropriate use of
tumor genomic testing. Recently,
the European Society for Medical
Oncology published recommenda-
tions regarding the appropriate
clinical use of NGS testing for
patients with metastatic cancers,
and the American Society of Clin-
ical Oncology (ASCO) recommend-
ed that multigene panel testing
be performed in patients with
advanced solid tumors whenever
more than one genomic bio-

N ENGL J MED. 2022 DEC 8;387(23):2107-2110.DOI: 10.1056/NEJMP2210638. EPUB 2022 DEC 3
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Opportunities and Challenges for

Decentralized Clinical Trials: European

Regulators’ Perspective

Amos]J. de _]ongl , Tessa I. van Rjjsselz, Mira G. P. Zuidgeestz, Ghislaine J. M. W. van Thielz,

Scott Askjn3,Jaime Fons—Martinez‘i, Tim De Smedt’, Anthonius de Boer™®, Yared Santa-Ana-Tellez! and

Helga Gardarsdottir'”®* on behalf of the Trials@Home Consortium

Decentralized clinical trials (DCTs) have the potential to improve accessibility, diversity, and retention in clinical trials
by moving trial activities to participants’ homes and local surroundings. In this study, we conducted semi-structured
interviews with 20 European regulators to identify regulatory challenges and opportunities for the implementation
of DCTs in the European Union. The key opportunities for DCTs that were recognized by regulators include a reduced
participation burden, which could facilitate the participation of underserved patients. In addition, regulators indicated
that data collected in DCTs are expected to be more representative of the real world. Key challenges recognized

by regulators for DCTs include concerns regarding investigator oversight and participants’ safety when physical
examinations and face-to-face contact are limited. To facilitate future learning, hybrid clinical trials with both on-site

and decentralized elements are proposed by the respondents.

CLINICAL PHARMACOLOGY & THERAPEUTICS | VOLUME 112 NUMBER 2 | AUGUST 2022
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JAMA Internal Medicine | Special Communication | HEALTH CARE POLICY AND LAW
Artificial Intelligence in Breast Cancer Screening

Evaluation of FDA Device Regulation and Future Recommendations

Kunal C. Potnis, BS; Joseph 5. Ross, MD, MHS: Sanjay Aneja. MD: Cary P. Gross, MD: llana B. Richman, MD, MHS

JAMA INTERNAL MEDICINE PUBLISHED ONLINE NOVEMBER 7, 2022

IMPORTANCE Contemporary approaches to artificial intelligence (Al) based on deep learning

have generated interest in the application of Al to breast cancer screening (BCS). The US Food

and Drug Administration (FDA) has approved several next-generation Al products indicated
for BCS in recent years; however, questions regarding their accuracy, appropriate use, and
clinical utility remain.

OBJECTIVES To describe the current FDA regulatory process for Al products, summarize the
evidence used to support FDA clearance and approval of Al products indicated for BCS,
consider the advantages and limitations of current regulatory approaches, and suggest ways
to improve the current system.

EVIDENCE REVIEW Premarket notifications and other publicly available documents used for
FDA clearance and approval of Al products indicated for BCS from January 1, 2017, to
December 31, 2021.

FINDINGS Nine Al products indicated for BCS for identification of suggestive lesions and
mammogram triage were included. Most of the products had been cleared through the
510(k) pathway, and all clearances were based on previously collected retrospective data: 6
products used multicenter designs; 7 products used enriched data; and 4 lacked details on
whether products were externally validated. Test performance measures, including
sensitivity, specificity, and area under the curve, were the main outcomes reported. Most of
the devices used tissue biopsy as the criterion standard for BCS accuracy evaluation. Other
clinical outcome measures, including cancer stage at diagnosis and interval cancer detection,
were not reported for any of the devices.

CONCLUSIONS AND RELEVANCE The findings of this review suggest important gaps in
reporting of data sources, data set type, validation approach, and clinical utility assessment.
As Al-assisted reading becomes more widespread in BCS and other radiologic examinations,
strengthened FDA evidentiary regulatory standards, development of postmarketing
surveillance, a focus on clinically meaningful outcomes, and stakeholder engagement will be
critical for ensuring the safety and efficacy of these products.
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This paper discusses the effects of armed conflict, economic sanctions, and

natural catastrophes on ongeing clinical trials. We suggest that

« stopping the accrual of new patients in clinical trials under such extreme
conditions is acceptable.

« research participants already receiving trial medication in such disruptive
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Science, Competing Values, and Trade-offs in Public Health

— The Example of Covid-19 and Masking

Sarah C. Dupont, M.D., M.P.H., and Sandro Galea, M.D., Dr.P.H.

ublic health institutions have

long walked the difficult line
between respecting individual
freedoms and protecting society
from disease threats — which
has sometimes involved restrict-
ing those freedoms. This balanc-
ing act has often been met with
contentious public debate and
legal challenges. In perhaps the

most famous example, the state’s
police power to protect public
health was affirmed by the U.S.
Supreme Court in its 1905 deci-
sion in Jacobson v. Massachusetts.
The Court determined that a state
may compel vaccination, as a re-
sult compromising people’s right
to bodily autonomy, for the pur-
pose of promoting public health

— thereby upholding the com-
munity’s competing right to pro-
tect itself from deadly disease.
During the Covid-19 pandem-
ic, negotiating such trade-offs be-
came substantially more complex,
given a rapidly changing environ-
ment and an evolving body of
knowledge about SARS-CoV-2.
Particularly early in the pandem-

N ENGL J MED 387;10 NEJM.ORG SEPTEMBER 8, 2022


https://evidence.nejm.org/doi/10.1056/EVIDpp2100029
https://evidence.nejm.org/doi/10.1056/EVIDpp2100029

APKEIA ENE.dp.1.

BIBAIOTPAPIKH ANAZKOMHZH

.

IInyn: https://www.frontiersin.org/articles/10.3389/fmed.2022.966220/full

& frontiers | Frontiers in Medicine

| @ Check for updates

OPEM ACCESS

EDITED BY
Per Spindler,
Danish Medicines Agency, Denmark

REVIEWED BY
Mikkel Lindskov Sachs,
Danish National Center for
Ethics, Denmark

Fatima Roque,

Instituto Pelitécnice da
Guarda, Portugal

Daric Sacchini,

Universita Cattolica del Sacro
Cuore, ltaly

“CORRESPONDENCE
Chieko Kurihara
chieko_kurihara@nifty.ne jp

"Members of the Ethics Working
Group, Internaticnal Federation of
Associations of Pharmaceutical
Physicians and Pharmaceutical
Medicine (IFAPP)}

SPECIALTY SECTION
This article was submitted to
Regulatory Science,

a section of the journal
Frontiers in Medicine

EVED 13 June 2022
eD 209 August 2022
sHED 16 September 2022

TvPE Opinion
PUBLISHED 16 September 2022
pol 10.3389/fmed. 2022 966220

The continuation of clinical trials
in times of war: A need to
develop ethics and situationally
adaptive clinical research

guidelines

Chieko Kurihara'*', Francis P. Crawley”', Varvara Baroutsou®',
Sander Becker®, Brigitte Franke-Bray®', Courtney A. Granville®,
Kotone Matsuyama’', Shehla Naseem®, Johanna Schenk® and

Sandor Kerpel-Fronius'®

‘Kanagaawa Dental University, Kanagawa, Japan, ‘Good Clinical Practice Alliance - Europe (GCPA)
and Strategic Initiative for Developing Capacity in Ethical Review (SIDCER), Leuven, Belgium,

Consultant, Pharmaceutical Medicine, Athens, Greece, “Consultants in Pharmaceutical Medicine,
Dower Heights, NSW, Australia, °Independent Consultant, Basel, Switzerland, *Scientific Affairs, Drug
nformation Association, Washington, DC, United States, "Department of Health Policy and

Management, Nippon Medical School, Tokyo, Japan, *Academic and Research College of Family
Medicine Pakistan, Karachi, Pakistan, *PPH plus GmbH & Co. KG, Hochheim am Main, Germany,
"Department of Pharmacology and Pharmacotherapy. Semmelweis University, Budapest, Hungary

KEYWORDS

research ethics, human rights, international humanitarian law, protection of
vulnerable study participants, research integrity, adaptive design

FRONTIERS IN MEDICINE, 16 SEP 2022

8.

IInyn: https://www.nejm.org/doi/full/10.1056/NEJMp2204487

Accelerated Approval — Taking the FDA’s Concerns Seriously

Rachel E. Sachs, J.D., M.P.H., Julie M. Donohue, Ph.D., and Stacie B. Dusetzina, Ph.D.

AZ the U.S. Congress debates
must-pass bill reauthoriz-
ing Food and Drug Administra-
tion (FDA) user fees for drug and
device companies, the future of
the FDA’s accelerated-approval
program has become a focus of
policy discussion. This debate was
amplified in part by the agency’s
controversial approval in June
2021 of the Alzheimer’s disease
drug aducanumab (Aduhelm),
whose high price and unclear
benefits highlighted key chal-

lenges associated with the accel-

erated-approval process and reig-
nited criticisms of the program.
In both formal legislative-pro-
posal requests and appearances be-
fore Congress, FDA officials have
asked for greater authority to re-
quire companies to conduct more
timely confirmatory trials of
drugs that are granted accelerat-
ed approval and to expedite the
agency’s process for withdrawing
drugs when such trials don’t
show evidence of clinical benefit.
Although earlier congressional
proposals would have addressed

both these issues, legislators set-
tled on compromise proposals that
do not.

Distinctions among these pro-
posals reflect issues that are cen-
tral to the accelerated-approval
program, including the tension
between expediting access to new
drugs and ensuring that manu-
facturers have incentives to dem-
onstrate their products’ effective-
ness. But they also implicate
broader, ongoing drug-pricing
debates. How much — if any-
thing — should insurers (includ-

N ENGL J MED 387;3 NEJM.ORG JULY 21, 2022
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Self-assessed Competencies of Clinical Research
Professionals and Recommendations for Further
Education and Training

Stephen A. Sonstein - Elias Samuels2- Carmen Aldinger-Sarah A. White - Barbara E.
Bierer, MD

Received: 18 November 2021 / Accepted: 14 March 2022 / Published online: 31 March 2022
© The Drug Information Association, Inc 2022

Abstract

The Joint Task Force for Clinical Trial Competency (JTF) conducted a global survey
of clinical research professionals requesting respondents to self-assess their compe-
tencies in each of the eight domains of its Core Competency Framework version 3.1.
The results were analyzed based upon role, years of experience, educational level,
professional certification, institutional affiliation, and continuing education partici-
pation. Respondents with professional certification self-assessed their competencies
in all domains at higher levels than those without professional certification. The sur-
vey demonstrated that irrespective of role, experience, or educational level, train-
ing curricula in both pre-professional and continuing professional education should
include additional content relating to research methods, protocol design, medical
product development and regulation, and data management and informatics. These
results validate and extend the recommendations of a similar 2016 JTF and other
surveys. We further recommend that clinical and translational research organiza-
tions and clinical sites assess training needs locally, using both subjective and objec-
tive measures of skill and knowledge.

Keywords:

Core competency / Clinical research / Joint Task Force for Clinical Trial Competency (JTF) /
Workforce development.

THERAPEUTIC INNOVATION & REGULATORY SCIENCE (2022) 56:607—615
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Good Lay Summary Practice - A new standard
for communicating clinical trial results*

Ingrid Klingmann
EFGCP President

2022 marked the start of a new era in clinical trials in Europe with the imple-
mentation of EU Clinical Trials Regulation (CTR) and Clinical Trials Informa-
tion System (CTIS) going live on 31 January 2022. Significant new rules have
come into effect alongside a series of non-legislative initiatives, bringing the
hope of more efficient processes and greater patient benefit. Crucially, the
new EU CTR has a focus on increasing transparency, notably in requiring trial
sponsors to publish their results in lay summaries (LS) — documents purpose-
built to be accessible to everyone. Although some trial sponsors have been
routinely producing reports aimed at non-professional audiences, this is the
first time Europe has created a legal requirement — and associated rules - to
inform patients and the public about each clinical trial in a manner which is
easily understandable.

The new requirement for lay summaries is much more than a long-overdue
courtesy to trial participants, who obviously deserve clear information about
how far their engagement has contributed to the advancement of science. It
is also much more than an avenue for satisfying incidental curiosity about the
development of a medicine or a treatment. What the systematic provision of
these summaries amounts to is new and a necessary tool for developing and
reinforcing the trust on which health research depends. Reliable and acces-
sible information geared to a broad audience becomes a mechanism for dis-
pelling public concerns that trials are part of an opaque black-box procedure.
The impartiality implicit in these summaries offers the public and patients an
unprecedented chance to understand what’s going on in research, and gives
researchers a channel to better communicate results. As the European Com-
mission’s Directorate General (DG) Santé conveys, supporting public confi-
dence in clinical trial processes has a positive effect in the overall EU regula-
tory system for medicines. More systematic public disclosure of the aims and
outcomes of individual trials is breeding public confidence, contributing in
turn to a more conducive environment for continued research.

While the concept of lay summaries is simple, its implementation is far less
evident. The intrinsic challenges of combining readability and scientific rigour
are undeniable, and the administrative aspects of planning, producing, trans-
lating and efficiently disseminating these reports are complex and potentially
onerous.

That is why over 60 participants from EU and US pharmaceutical compa-
nies, CROs, academic institutions, patient organisations and not-for-profit
organisations formed the “Roadmap Initiative to Good Lay Summary Practice
(GLSP)” under the joint leadership of EFGCP and EFPIA. They created a draft
guideline including a Quick Guide and Handbook with more specific guid-
ance on meeting the new requirements. That was reviewed by the European
Commission’s Clinical Trials Expert Group (CTEG), revised accordingly, and
subsequently adopted by CTEG. In a rare exception to EU rule-making pro-
cedures, this was published in late 2021 in EudraLex Volume 10 as the “Good
Lay Summary Practice Guideline”. [1Link here.

* Republished by Permission from IFAPP TO DAY | NOV / JAN 2023 | NUMBER 30
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GOOD LAY SUMMARY PRACTICE - A NEW STANDARD FOR COMMUNICATING CLINICAL TRIAL RESULTS

The content of the guideline reflects and builds on earlier work — both from
the European Commission (“Recommendations of the expert group on clini-
cal trials for the implementation of Regulation (EU) No 536/2014 on clinical
trials on medicinal products for human use. Version 2 (2017): Summaries of
Clinical Trial Results for Laypersons”) and the experience of sponsors in Eu-
rope and beyond (MRCT, TransCelerate Biopharma). One of the key elements
is the recommendation to include patient engagement throughout the process
of planning, development, translation and dissemination of LS for adult and
paediatric clinical studies.

Development Dissemination

Input Input Input Input

Scope the Author, design, Translate, review Upload translated
LS project review, test and and test the LS LS to CTIS as
during protocol approve the including the required.
development to LS according languages scoped Disseminate LS
secure budgets, to regulatory during planning in all concerned
resources, standards, phase. languages and
timelines, LS health literacy via distribution
template, patient and numeracy methods during
input, and principles. planning phase.

dissemination
methodology.

Output Output Output Output

LS plan Final master Final translated Results disclosure

LS template LS in source LS ready for completed in
language ready for dissemination. compliance with
translations. Translation EU CTR, CTIS
Approval Form, certificates, and according
if applicable. if applicable. to sponsor

dissemination
plan.
What stakeholders agree upon:

« Agood lay summary is an ethical imperative and a good thing - for patients,
for public, and ultimately for regulation and for research.

« Producing a good lay summary is very demanding, and requires skills, time
and resources — and clear understanding of what GLSP really means in
practical terms.

» Patient engagement will be critical throughout.

 There are still many unanswered questions about how the objective is to be
fully and efficiently achieved.

This is why the Roadmap Initiative for Good Lay Summary Practice continues
to jointly work on this topic:

« with a GLSP website providing access to up-to-date information on new
developments and experiences: https://glsp.network

« by raising awarenesswith workshops and webinars

« by offering training on GLSP for all stakeholders and on best options for
collaboration

Please join us in making this a global initiative!
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EA\ada ano tovg International Federation of
Associations of Pharmaceutical Physicians and
Pharmaceutical Medicine (IFAPP) kat tnv EAAnvikn
Etapeia ®appakevuxng Iatpikng (EA.E.®.1.)
ovdnmOnke o porog Tov Iatpucov Tunuarog otmv
Swauoppwon mg orpatmywkng, omv avafabuion twv
de&iomtwv kat omv e&€a&n meg nyeoiag omyv yneLakn
gmoyn. 2to apBpo avto avaivetal np cudnTNON TOV
Selnyom.

Ta Iatpikd TUHHATA TOV QAPUAKEVTIKOV ETALPEI®V YV®OoTd o Medical Af-
fairs avamtoxOnkav exBetikd katd tig teAevtaieg dekaetieg. Eva apykd
0XESA0TNKAV WG LITOOTNPIKTIKA T KAl EAEYKTIKA TUNUaTa, eEeAiyOnkav oty
mopeia wg yepupa Hetall g pApUAKELTIKNG flopunyaviag kat g 1 TPIkng
KOWOTNTAG CLVOEOVTAG TNV ENOTNUOVIKI] EPEVVA HE TNV KAIVIKI TIPAKTIKT).
Inuepa mAgov Sadpapatifovv WTIKO pOAO 0g OAOKANPO TOV KUKAO (wng
Blogappakevtikov mpoidovioy  kal ival vmevbuva ya v xapagn g
LATPIKNG OTPATNYIKNG TNG PAPLAKEVTIKNG Bropnyaviag.

v €8N auvtn) ovveteAeoay TTOAAOL TAPAYOVTES:

+ H enmavAdoTtaon mov £yve 0To XOpo g PloTtexvoAoylag e TNV avakaAvyn
Kat eEEMEN TOAMGV S1APOPETIKMV TEXVOAOYIMV KAl AVATTTUENG KAVOTOUGWV
Beparmel®v €kave ATAPAITNTN TNV TAPOVOIA TOV 1ATPIKOD TUTUATOG O OAO
TO @AoUa AEITOLPYIAG TNG PAPUAKEVTIKNG Blounyaviag. Ot kavotoueg
avtég Bepauteieg Omtwg o1 kuttapikeg / yovidiakeg Bepaseieg aAha kat
TTOMEG AMEG TEXVOAOYIKEG TAATPOPLES TTOL e€eAixOnkay v TeAevtaia
Sexaetia gkavav emPBePAnuUeVn TN OTEAEXWOT] TV ETAPIOV UE KATAAANAQ
KATAPTIOUEVOUC EMAYYEAUATIEG UE UEYAAT ETOTNUOVIKT] OAAA KAl KAIVIKT)
eumepia.

« To avfavouevo KOOTOg VYEIAg AOY® TWV KAIVOTOUMYV, TTPMTOTOPIAKOV KAl
eEATOMIKEVIEVOV BepAITEl®V aKOLT KAl 08 VOOT|LATA OV UEXPL TTPOTIVOG
Sev vnnpyav Bepamevtikeg emoyeg ekave emPBefAnuevn kat v aAhayn
oto meparov amodnuimong eapudkwy pe v eykabidpvon tng afloro-
ynong texvoloyiag vyeiag (Health Technology Assessment - HTA) o€ oho-
£va KAl TTEPLOCOTEPES XWPEC.

o Ot afoloynoeig HTA av€noav pe tn oe1pd ToUg TNV AvAayKn TEKUNPinong
1o KAViIKG dedopéva kabnuepvig KAVIKIG TIPAKTIKNG, T Aeyoueva real-
world data - real world evidence.

« O e€atopikevpéveg kavotopeg Bepareieg kal 1 Xelpa@Emon twv aocbe-
VOV UE TNV CUUUETOYXT] TOUG TAEOV OTNV QITOPACT) TTEPIOOOTEPO QIO TTOTE
AAOTE Snulotpynoe TEPAITEP® AVAYKES Y1 KATAANAN vitootnpién kat
EVNUEP®OT] KAL TV A0OEVHDV.

e H paySaia e€eMEn oy ynelaxn texvoloyia mov emtayvvOnke mepaite-
pw Kal e v mavdnuia av&noe v avaykn Pnelakng emkoveoviag OAmv
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TOV HEPWDV CLUITEPIAAUPAVOLEVOV TV YIATP®V, TV acBevev, Twv Beout-
K@V tapayovtov kat mg founyaviag.

Me v eykabiSpuon g Pnelomoinong, To TOO TNS LYEIOVOULKNG epi-
Bayng e€edicoetan paydaia. O1 mpoodol g TeEXVOAOYIAG A0 (POPNTEC,
ouvvdedepeveg  ovokeveg ewg v Texvntn Nonuoovvn  (Artificial
Intelligence), T POWTOTIKT), TNV EVKOAOTEPT KAl QUECOTEPN TPOCPAOT
ota Sedopéva kabBnuepvig KAIVIKNG TPAKTIKNG 0ONyoUV TNV UVYEIOVOUIKN
meplBadyn va ylvetal 0A0 Kat 7Tlo TPoofAcun KAl ATOTEAETUATIKT).

Ta ovprtepaouata g oL TNONG AVAADOVTAL OTIC TTAPAKAT® 4 EVOTNTEG:

1. [Iog emmpace kar Oa enxnpPedcel 0To HEAAOV N
YPNPLAKT] TEYVOAOYIA TN S1ayeiplon eEmTEPIKOV
evilwa@epouevov (emayyelpatieg vyeiag, aceveig,
OeopkoVg TAPAYOVTEG, ACPAACTIKA TAUELA K. (L. )3

H ynoelakn emxovovia amotelel avamoomacto KOUUATL TNG EMKOIVOVIAG
He OAOUG TOVG eCwTEPIKOVG evilaPepOuEevovg. TTAeov eva LeYAAo LEPOC TNG
exmaidevong emayyelpatov vyelag aA\d kot acBevov mpayuatosmoleital
pe vBPIKA PETA 1) KAl HOVO €€ aOoTATEWS He WPNPLakeS TAatpopueg. Ta
tedevtaia xpovia kat pe my savonuia v pée modd peyan e€eén otn xpnon
PNPLKOV HECHV OX1 LOVO YA TNV ETKOIVOVIA AAAA Kat yia TNV agloAdynon
KAl e€QTOUIKELON TNG EMKOVOVIAG KAl TNG EKTAIOEVONC XPTOUOTOIDVTAC
OTATIOTIKA OTOLXEIQ IOV HAG TTAPEYEL 1] WNQPLAKN TeXVoAoyia. Avaivoviag
S51apopovg Tapayovteg OMwS To T0CO00TO TV email stov avoilyovtal, o api-
Ouog TV atopwv Tov akoAovBnoav tovg cuvSEopovg mov mpotabnkav, o
XPOVOG TTAPAKOAOVONONC KAl TTAPALOVTIG O Yn@lakeg TAAT@Opueg fonbovv
0NV AvAAUOT] TV GUUTEPIPOPGOYV KAL TV EEATOUIKEVUEV®V EVOIAPEPOVTWV
KAl avaykov TV eEntepikav eviiagepoucvov. 'ETol ta 1atpikd tunuata feA-
TIWVOUV KAl EEATOMIKEDOUV TTEPAITEP® TNV ETMKOIVOVIA KA TA EKTASEVTIKA
TPOYPALLATA Y1 ETTAYYEALATIEG LYELAG.

2, ITwg aAAafovv o1 avaykeg kat ot srenoldnoeig
aocfevov ko yiatpov oy Pneuaxn Exoyn;

O1 aoBeveig otV Ynelakn emoyn £xovv Tn SuvatoTnTa EVNUEP®ONG HECW®
Tov Sadiktvov oe omolodnmote Bepa vyeiag Touvg amaoyolel. Iapatnpeitan
0 @awouevo aobevelg va £xovv Safacel Siapopa apbpa oxetikd pe Ta
OULITTOUATA 1] TA EPYACTIPIAKA EVPTUATA TTOV £XOVV TPV 1) KAl UETA TNV
£OKEPN OTO YIATPO Tovg. AvTd Ta ApOpa pmopel va gxovv vepPoAEg 1) kat
AavOBaougveg TANPoO@OPIEG 1) AKOUN VA AVAPEPOVTAL KAl 02 S1aPOPETIKEG
mafnoelg aoyeteg e to IPOoPANUa Tov acBevolg. AuTtd €xel WG ATOTEAETA
va Snuovpyeital ayyog Kol JTPOKATAANYN 0Tovg aobeveig OXETIKA Ue TNV
71aBNno” TOVG, TTOL WITOPEL VA ENNPEACEL KAl TNV OXE0T aoBevolg 1atpov. Ao
mv AN ota pEca KOWmVIKNG SIKTLWONG Umopolv va Bpouvy KowvoTnTeg
mov Ba touvg Ponbnoouvv kat Ba touvg vitootnpifouvv. AvtioTorya ot ylatpol
£YOVUV AUeCOTEPN TPOCPAON OTA VEOTEPA EeMOTNUOVIKA Oedouéva xat
Suvatomteg ekmaidevong € 'amooTaoewg, emiong £xovv ToAAA StapopeTika
péoa SIKTLMONG KAl ETKOVOVIAG e AAAOUG ey yeEALATIEG Vel KATL TTOV
BonBaet ToAD 0TO £pYO TOVG.

3. Ilwg e€eAicoetar ) nyecia otnv Pneuakn Eroyn kau
o1 €ivan 01 S£E0TNTEG/IKAVOTITEG TTOV AWTATTOVVTAL;
Ja@EoTaTa elval arapaitnTn yia 0Aovg TAEOV 1| TIPOCAPLOYT] OTA WPHPLAKA

péoa. O «PnE1axog avaheapnTmopog» yia tovg aocbeveig peyaitepng nhikiag
astotelel 118N onuavTikd TPOPANUA QAN EI81KOTEPA V1A TOUG ETTAYYEALATIES
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vyelag eivar pn amodektog. O oLYXPOVOG 1aTPOS TIPETEL VA TTPOCAPUOOTEL
TANPWG OTNV YPNPLAKT ETKOWVOVIA Kal ekmaidevon peow tng omoiag Oa
EVILEPDOVETAL TT10 Apeca kKAl Oa Ptopel va emKovevel oAV 5o ypryopa kat
artoteAeopaTika pe aobevelg, ouvadEAPOVE KAl YEVIKOTEPA LE TO OUOTNUA
vyelag.

4. llog Srac@aii{ovpe TNV AvATTUEN TOV EPYACOUEVEV
ota latpwa Tunpata omyv Pneuakn Exoyr); e moweg
Sefromteg Oa emmkevipwOovue kat towa Oa rav n
pefodoroyia tov Oa e@apuocovue;

O1 epyalddopevol OTa 1ATPIKA TUNUATA TEPAV TNG ETOTNUOVIKNG TOUG
KATAPTIONG ElVAl QITAPAITITO VA €XOVV TTOAD KAAT YV®OOT KAl va xeipidovtat
TA PNPLOKA PHECA YA VA ETKOVOVOUV UE TTOAMATAA S1APOPETIKA KAVAALL
emxowwviag (multichannel) pe 0An v emayyehpatikn kowotnta, eite AUTO
a@opa TV ekmaidevon eite TV KAONUEPVI| AP HE TOVG eEWTEPIKOVG
evllagpepopevove. Emuiéov Oa mpémel va pwitopoliv va avaibouv Kal va
KATAVOOUV TA YNPLAKA HECA MOTE VA EEATOMIKEDOVV TNV EMKOIVOVIA Kol
exmaidevon avaloya e to po@ik Tov eviiapepopevov. Me tn owaotr| Xprion
TWV VEOV pEowV umopel 1 mAnpogopia va efatopkevbel kal va @taoet o
€VPUTEPA KOWVA EVGD) TAUTOYPOVA UTTOPOVLLE LE T XPTOT PNPLOKDV EPYAAEiwV
va GLAAEYOULE TT10 YpIYopa Kal apeca dedouéva kabnueptvig KAIVIKNG mipa-
KTIKNG e ONUAVTIKT] E01KOVOUN 0N TTOPWV.

TUUTEPACUATIKA, TA ATPIKA TUUATA OT|HEPA EYOVV
oTPATNYIKT KAl nfyetikr) 0¢on otnv @apupakofrounyavia
BonBmwvrag v va TPOCAPUOOTEL OTIC AAAAYEG OTA
ovoTuata g vyeiag kal g Proteyvoroyiag kar aglo-
TOLOVTAG TI¢ Suvatotnteg g Pr@rakrng eEeaing Oa my
odnyrnoovv oto pEAlov.




AcAtio TUnou 20°° AieBvoug Zuvebdpiou
Pappakeutikng Iatpikng - ICPM 2022

ZUVEPYATIKN CUMPHETOXN OAWV TWV €TAipWV PE 100TIPN CUHBOAN TwWV acBevav otnv
€peuva Kal avantuén véwv ¢appakwv zntnoav ol en1othpoveg tou 200U A1ebvoulg
Zuvedpiou Pappakeutiking Iatpikng - ICPM 2022

OAOKAHPQOHKE otnv Afrjva to 20° Ate-
Ovég Suvebplo  Dappakevtikng  Iatpikng
- 20th International Conference of Pharma-
ceutical Medicine (20th ICPM 2022), &va
Kopupaio O1iebvég  emotuovikd  ouvedplo
Blolatpikic, @QAPUAKEVTIKNG €peuvag  Kal
teyvoloyiag mov éAafe pepog omv Abnva
oto Kévtpo IToMtiopuov TSpuua Etavpog
Nidpyog amo 19 €wg 21 OktwPpiov. To 20°
ICPM ouvSiopyavwoav nn EMnvikn Etaipeia
®appakevtikng Iatpikng EA.E.®.1. xau n Ate-
Bvng Zvvopoomovoia Papuakevtikng Iatpl-
kng kat ®apuakevtukwv latpov | Interna-
tional Federation of Pharmaceutical Medicine
and Pharmaceutical Physicians IFAPP.

To ouvvebplo mpayudtwoe pe peydAn emi-
Tuxia, To O0TOX0 Tov, va avadeifel Ta ekfeTikd emw@eN) emTelypaTa TG
Blotatpikngpevvag katr avamtudng mponyuEvay 1aTpikov Bepasmeiov Kat
TEXVOAOYI®V.

21NV VAOITOIN 0T TOL OTOXOL AUTOV, CLVERAAAY 104 STAKEKPIUEVOL ETTIOTILO-
veg, akadnuaikoiing fabuidag epeuvnTeg KAl EUTTEIPOYVMOUOVES KUPOUG pLO-

HOTIKQV APY®V, ONUAVTIKOV POPEMV TNG flOPAPLAKEVTIKNE KOWVOTNTAG ATTO
mv EMaSa kat tov Siebvn xwpo, wg opAntég kat tpoedpot, eva 500nke 1
SuvatoTNTA 0g VEOUg EPELVITEG KAl BlOEMOTIUOVEG VA TTAPOVOIACOLY TNV
oe eEEMEN epevvnTIKn SpACTNPIOTNTA, [E ONUAVTIKEG AVAKOIVWOELS, OYETIKA
LE TA OUYYPOVA YEVWUIKA EPYAAELQ, VEOTEPA (PAPUAKOAOYIKA LIOVTEAQ KAl
1aTPO-TEXVOAOYIKEG GLOKEVES. To Tuvedplo mov mpaypatomoOnke vVBPOKA,
mapakolovOnoav evepyd 207 efeibikevpevol emotnuoveg tov Siebvoug
okoovoTnuatog épevvag E&A gite e puoikn) mapovoia eite peow Stadiktvov.

I[Mapovoldomnkav o1 TAEoV oUYYpoveg epeuviTikEG peBodoloyieg, véol
oxedlaopol kKAvik®v Sokumv omwg kal Bepamevtikeg kavotopieg mov Ba
BeATiwoovv v KAVIKN TTpa&n pEo® TwV SeS0UEVMV TIPAYUATIKOD KOGLOV
(Real World Data-Real World Evidence | RWD-RWE), evo
ovptepleA|@Onoav StaAé€elg kal ewonynoelg oe evila@EpovIa emKaAlpa
Oepata Ponbikng oto mhaiowo g Emotung tov AsgSouévev (Data
Science) kal g Alaxkvpépvnong g 'Epevvag (Research Governance). To
AOVOI0 KAl JIVKVO  JIPOYPAUUa  Tov  Xuvedpiov  www.icpm2022.gr
nepledafe Sradefelg, oTpoyyvAd TpameQia, S1aldyoug, Kal epyaoTtnpia, pe
£UPAOT) O€ EMOTNUOVIKEG avTutapadéoelg katl OEpata aryung.

H @uowr| mapovoia kat 1 evepyog CUULETOXT] TWV TEPLOCOTEPWV GLVESP®V
amd 27 XOpeg KAl 5 NREPOVE, OANA Kau 1 peydAn  Sadiktvakn
mapakolovOnon, tpo@odotnoe Eva  mOAVOLAMEKTIKO  SidAoyo  oTnv
OLVSIAUOPPWOT] VEWV TACEWV.

Ov e€eliferig xau to péMov g Prolatpikng, frotexvoroyikng Epevvag,
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BepAITELTIKIG KAl 1ATPOTEXVOAOYIKNG WIPLAKNE KAIVOTOUIAC IOV AVAITTUY-
Onkav ouvdnmONKAV pEe EKTPOOOIOVE TWV EVMOEMV A0Bevv — KUPLOLG
ETALPOVG 0TIV ACOEVOKEVTPIKT QITOOTOAT TNG EMOTNLUNG KAl EpELVAC.

Ta opeAn asmo ) Sopydvworn tov ovvedpiov otnv EAAGSa eivan toMarAqd,
onwg onAwoe 1 IIpoedpog tov Xvvedpiov Bapfapa Mmapovtoov: H
Stopyavwon tov ICPM 2022 avébeie tig eaupetikég emEO0ELS TOV EAANVIKOV
ETMOTNUOVIKOV SUVAUIKOD 0TI QAPUAKEVTIKI) IATPIKT) EPEVVA KAL TIPOTYAYE
véeg ovvepyaoieg e 1o Siebvég otkoovatnua épevvag kat avantvéng (R&D)
o010 7ebio TN¢ PfACIKNG — UETAPPACTTIKTIG - KAIVIKTG EPEVVAC.

To 20° 61eveg ouveSplo ICPM 2022 g EA.E.®.1. & IFAPP Snuovpynoe
KAlUA oUVavVTIANYNG EMOTNUOVOV Kal E1I01KOV QIt0 TOV aKadNUaikd Ywpo,
Tovg pLOUIOTIKOUG @opeig, TA epevvnTIKA 18pLUATA KAl &vioyvoe T
OLAAOYIKT] OKEWPN YUP® QIO TIG TIPOKATOELS KA TIG EMTAKTIKEG AVOELS Y1aL TNV
EMTUYNUEVT e@aployT) Tov véou EvpwmaikotKavoviopob yia tig KAvikeg
MeAéteg (EU-CTR) otnv EMASa kan tov S1ebvn xmpo.

O1 x¥pieg ophieg Tov SieBvoug ouvedpiov amd tov Kab. Ayiéa Tpafavn
pe Bépa ) petd-Covid mepiodo avamtuéng tov @apudkov (The Post-Co-
vid Era of Drug Development) kdAvype Tig vEeg TEXVOAOYIEG YA AVAITTUEN
QTOTEAEOUATIKOV QAVTIIK®V KAl TTOALSUVAU®V eUfoAlmv evavil dAMwV 1V
ngpav tov SARS-CoV-2 kat Oegpamevtikov mRNA epfoMwv og un Aoiuamon
voonuata kat anto tov Kaf. Nektapio Tafepvapakn, pe Bepa v avamtudn
KAWVOTOU®V YEVETIKOV epyaieinv otn Proiatpikn épevva (“Development of
Novel Genetic Tools in Biomedical Research”) v aApat®dn mpoodo tng
£pevvag ot oUYXPOVI| €TT0XN UE TNV Taxela Evialn Twv VEWV YEVETIKMV
TEXVOAOYI®V & SUVITIKGV EPAPLOYDY TOUG AMA KAl TIC 111 TEPOTITEG TG
OLVETIG Slayelplong TwV epYaAEiwV TPOTOIOINoNg Tov yovidiwuatog (gene-
editing).

IToAMol Siakekpluévol mavemotnuakol, €dikol emotnuoveg, [Blondikwv
EMTPOTIOV KAl EKITPOOOTWV TNG PloQapuakevTiKng & 1aTPOTEXVOAOYIKNG
Brounyaviag kal evoewv acBevov amd 0Ao Tov kOoUo tapebecav vynAov
evO1PEPOVTOC OLAieg 0€ BEpaTa atyung.

Evéewctuea:

v ovvedpia «Zvuuetoxn twv acbevov kat tov kotvov oty E&A
papuaxkwv: Ag epapuooovue ta vreoynuéva | Patient and Public Involve-
ment (PPI) in Medicines R&D : Let us walk the Talk» o KaBnyntrg Chris-
toph Meier and to Iavemotnuo g Zuvpixng kat o Jan Geissler
eknpoowmog twv acbevov Padvocates amd v Teppavia toOvicav tnv
ONUAVTIKOTNTA TV AUTo-avapepouevoy ekfaoewv acbevov (patient
reported outcomes) kalr Twv mpoTmiunoewv Twv aocbevov (Patient
Preferences) ot ouvvSlIAUOPP®OT TWV EPEVVNTIKGOV OTOXWV TWV VIO
AVATTTUEN EAPUAK®Y AAAA KAl OTNV KAWVIKT] EQAPLOYT TOUC.

310 OTPOYYLAO TpamteQl «Tpéyovoa katdotaon Kat {NTNUATA AVAPOPIKA ULUE
mv Epevva faoet Sebouévwv otig HITA | Current situation and issues with
the Data driven Research in US» ) Dr Laura Biven, asto to EBviko Ivotitotto
Yyelag twv HITA, avagépbnke otnv avamrtvocopevn Emotiun twv
AeSopévav otn Siemmotnuovikn g Staotaon yia mm Stao@AaMon g 100TnTag
KOl OUUTIEPIANITTIKO TN TAC TV 8E00UEVOV ACOEVOV LIE TNV EQAPUOYT] TEXVITIG
VOTHOGUVNG, e OTOXO TNV €CA0MAAIOT TNG AKEPAOTNTAC, AlOMOTIAS Kal
NOwKNg TV epeLvHV.

Eaipetikn) anmmynon kat onuacia €iye o dithoyog yia v avabempnorn g
Awaknpuéng tov EAcivk, BepehioSoug apyng yia ) foiapikn épevva mov
Aertovpyel wg kwdikag Seovtoloyiag g yla Ny Ipootacia twv Sikawudtmy
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TV ATOUWYV TTOV CLUUETEXOVV OTNV KAVIKT] €pguva pe Vv elonynor tov Jack
Resneck, ITpoédpov, Auepikavikng Iatpikng Evoong & tov oxoAMaouo amo
tov Dr Otmar Kloiber, T'evik6 Tpappatea g Ilaykoouag Iatpikng
'Evoong, yia v ouvurepiinyn tov mpoopatwv eeAifewv petd tnv
televtaia avavemoT Tov To 2013.

H Ap BapBapa Mmtapoltoov cuvoploe Ta GUUMEPACLATA LITOYpappifovTag
mv ovuPoin tov 20 ICPM 2022 otnv avaykn ywa ovowwdEotepn
aoBevokevipikn — Kawvotopia,  seplocotepn  Slapdavela,  10xvpOTEPN
TEKUNPIOOT] YA TAEOV  OTOXEVOVOEG, OOMPAUAEOTEPES KAl QAITOOOTIKEG
OepamevTikeg ADOEIG HEOW OUVEPYATIKNG OUUUETOXNG TWV ETAP®V KAl
100TIUNG GLUPBOATIG TV A0BEVAOY OTNV €pEVVA KAl AVAITTUED.

YT1¢ epyaoieg Tov ouveSplov CLUUETEIYAVY O1 eMKEPAANG O1EBVAOV KavovioTi-
KQV opyaviopov omwg o Evpwmaikog Opyaviopog ®@appaxwv (EMA), 1
PuBiotikny Apyry @apudkwv kar IIpoidviwv Yyelovopukng IepiBaiyng
(MHRAUK), 10 Evpwmaiko Aiktvo Afioroynong Texvoloywwv Yyeiag (EU-
net HTA), to EOvikd Ivotitovto Yyeiag twv HITA (NIH, USA), ekmtpoomItol
O1ebvav  emMOTNUOVIKGOV  OpyavioU®V Omtwg To  ZupPoviio  Atebvov
Opyaviopwv Iatpikov Emomuov (CIOMS), WHO-UNESCO, o Zuvdeopog
Awastiotevong Ipoypappatov AcBevov yia ta AvBpomva Akaopata
(AAHRPP), ka1 evpomdik®v @opéwv  Oonmwg 1 Opoomovdia
PHARMATRAIN, n Evpomaikn  Opoomovdia ™mg 'Evaong
®appakofrounyaviag (EFPIA), o Evpwmaikog Opyaviopog IaSiatpikng
Metagppaotikng 'Epevvag (EPTRI), n IxoAnn ®apuakevtikng Iatpikng
(FPM) a6 to Hvopévo BaoiAeto.

To ovvedplo Sielnybn vmtd v aryida tov Ymoupyeiov Avamtuéng kat
Enevoewv kabog kat Twv epeuvnTikoV 16pupudtov kal gopewv: Tépuua
Teyvoroylag kat "Epevvag (ITE / FORTH), EOviko Keévtpo 'Epsvvag ko Te-
xvoAoyikng Avamttvuéng (EKETA/CERTH), Iatpiko ZUAoyo ABnvav, Iatpikn
Etaipeia ABnvav, EMnviko Ivotitovto Iaotép, EUCROF & HACRO.

To ouvvebplo yaipétnoav n Avaminpomtpla Ymovpyog Yyeiag Ap Miva I'kd-
vka, o IIpvtavng tov EKITA Kaf. AB. MeAétiog AnuomovAog kat o Dr Lem-
bit Régo, T'evikdg Tpappateag tov Tvpfoviiov AeBvov Opyavioumv Ia-
pikev Emomuov (CIOMS) kar o Dr Steffen Thirstrup, Apyiatpog Ttov
Evpwmaikoy Opyaviopod ®apudkwv (EMA), kaBog Kat TOmKol (popeig g
papuaxkoflounyaviag, ov voypauuioav v a&ia tov ocvvedpiov oxeTIKA
LE TNV €PEVVA, AVATTTUEN KAl TIG KAIVIKEG SOKIUEG Yia TNV KAADTEPT vyeia
Twv oAty otnv EAAaSa, Evpmrn kat tov koopo.

Me v AnEn tov 20°° Tuvedpiov Eekivnoe 1 Onteia mg Ap BapPapag Ma-
povutoov, wg ITpoedpov g AeBvolg Zvvopoomnoviiag ®appakevtikng Ia-
Tpkng Ko Pappakevtik®v Iatpov (IFAPP).
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Future Revision of the Declaration of
Helsinki: Dialogue with WMA in Athens*

Chieko Kurihara

IFAPP Ethics Working Group;
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Kanagawa Dental University
Japan

Francis P. Crawley

IFAPP Ethics Working Group;
Executive Director, Good Clini-
cal Practice Alliance - Europe
(GCPA) & Strategic Initiative
for Developing Capacity in
Ethical Review (SIDCER), Leu-
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l-pn’wmwv'm What lies ahead in Pharmaceutical Medicine
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ONE highlight of the ICPM 2022 in Athens, Greece™, came on the last day
in the session “IFAPP Workshop on the future revision of the Declaration of
Helsinki: Dialogue with the WMA”. The key speaker was Dr. Jack Resneck,
Jr., President of the American Medical Association (AMA), who also serves
as the workgroup chair for the next revision of the Declaration of Helsinki
(DoH)®. The lead commentator was Dr. Otmar Kloiber, Secretary General of
the World Medical Association (WMA). Other panelists were Professor Domi-
nique Sprumont, University of Neuchatel, Switzerland, invited because of his
extensive involvement in the discussions on the WMA'’s Declaration of Taipei
(DoT) for Health Databases and Biobanks adopted in 2016® as well as in the
previous revision of the DoH in 2013, and Francis P. Crawley, a member of
the IFAPP Ethics Working Group (EWG). They were also speakers at other
sessions of the ICPM that addressed good governance practice of research
institutions (Sprumont) as well as data-driven research and the clinical trial
crisis in Ukraine (Crawley). The session was organised and chaired by Chieko
Kurihara (engaged also in the above sessions with Sprumont and Crawley), a
member of the IFAPP EWG. Because the WMA workgroup on the next revi-
sion of the DoH was established in April 2022 and the revision process has yet
to get fully underway, the session was designed as an open discussion without
prepared presentations, with the exception of Kurihara whose task was to in-
troduce the session and set the context how IFAPP has been engaged in this
issue. In 2018, IFAPP officially submitted a proposal to the WMA for areas
to be considered in a future revision of the DoH by way of a Memorandum of
Understanding (MoU) between IFAPP and the WMA.

IFAPP suggested in 2018 that there are
s three key areas for consideration in the
) revision of the DoH®: The discussion
during the workshop gradually focused
on several areas and issues: Clarifying
the relationship between the DoH and
DoT would be of value. The DoH was
originally designed as ethical principles
for medical research addressed primar-
ily to physicians, but the recent research
landscape has started to focus on data-
driven research, such as the use of real-
world data, the employment of artificial
intelligence (AI) into data analysis and

FORTH MiNODQpVIEW

Chair : Chieko Kurihara, BSocSc., IFAPP EWG; Specially-appointed Professor, Kanagawa Dental University, Japan deCiSiOIlS, as well as analy5is of preVi-

Speaker: Jack Resneck Jr, M.D,, President of the American Medical Association (AMA)
Commentator: Otmar Kloiber, M.D., Ph.D., Secretary General of the World Medical Asscciation (WMA)

ously acquired data instead of inclusion

Panelists: Dominique Sprumont, Professer, Dr iur, University of Neuchatel, Chairman of the Research Ethics ofa COl’ltI’Ol arm in comparative studies.

Committee of the Canton of Vaud, Switzerland

Francis P. Crawley, MA., IFAPP EWG; Executive Director, Good Clinical Practice Alliance — Europe (GCPA) &
Strategic Initiative for Developing Capacity in Ethical Review [SIDCER), Belgium

Informed consent issues The placebo
debate With an increased use of data
technologies in health-related research,
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the role of informed consent is expanding. In particular, the use of “broad
consent” for data and biological materials is becoming more popular, yet also
more controversial. DoT would play an important role to solve this issue, pro-
posing the idea of “valid” consent to multiple uses of data or biological ma-
terials. The idea of “dynamic consent” (iterations of reconsenting as research
progresses) should be also explored. These topics of consent are intimately
tied to questions of the institutional governance of health-related databases
or biobanks, managing incidental findings, data and biological material own-
ership, and material transfer agreements (MTAs), assuring the protection of
privacy rights, while avoiding discrimination and stigmatisation. There was
an extensive discussion about the ethics of placebo-controlled studies when
there is a proven intervention. The 1996 and 2000 versions® of the DoH ap-
pears to permit placebo-controlled studies only when there is no proven in-
tervention. The 2002 note of clarification permitted them only for scientifi-
cally compelling reasons. In the 2008 and 2013 versions a risk threshold was
set with no “additional risks of serious or irreversible harm”. The workshop
also considered the importance and role the DoH plays in the international
research community in the context of an organisation’s practices and gov-
ernmental regulations. One example was the United States’ removal of the
reference to the DoH for the studies conducted abroad in the Code of Fed-
eral Regulations”, largely motivated by the US FDA’s views on DoH’s para-
graph on placebos in the 2000 revision. Later revisions in 2008 and 2013
were inconsistent with ICH E10®, with which the US FDA agreed. On the
other hand, some Latin American countries incorporated the 2000 version
into their legal instruments, and then later disagreed with the revisions in
2008 and 2013©. Kurihara suggested that this may be because it was neces-
sary to protect their nations’ populations from placebo studies that could not
be conducted in wealthier regions. This issue arose again with clinical trials
on COVID-19 vaccines®™. The WMA'’s position is that such exploitation does
not happen when all the provisions of the DoH are adhered to. The attitude
of global companies has been changing through the international debate on
the DoH and as a result of the COVID-19 pandemic. It may be meaningful
to consider that the issue is not about the employment or not of placebos in
clinical trials, but whether the clinical trials achieved and maintained scien-
tific or clinical equipoise. More discussion on this issue appears to be needed
to improve the practice of soundscientific and ethical studies involving place-
bos. It should be also noted that the CIOMS 2016 version™ adopted the dif-
ferent wording of the risk threshold (“minor increase above minimal risk”). It
was also discussed that Crawley established with Ukrainian and international
colleagues the Ukrainian Clinical Research Support Initiative (UCRSI)®® and
that IFAPP and other organisations (e.g., the Drug Information Association)
have been addressing the issue of clinical trials in war settings through vari-
ous conferences, fora, and publications. IFAPP published two scientific pa-
pers on this issue®4, The WMA position is that medical ethics in peace time
and war time are identical®®, but recognise that especially the strict demand
for medical neutrality poses a challenge. This may be related to how the DoH
should deal with the provisions on research in vulnerable populations. It has
not been clarified whether this provision of the DoH should be revised; how-
ever, research in war and/or natural disaster settings should certainly be dis-
cussed. All the discussants agreed the DoH is highly valued and should seek to
retain this value in the next revision as a global standard for research ethics.
This important high-level position of the DoH should be maintained in the
form it currently is in, and should not be revised to become a detailed regula-
tory instrument. The DoH should remain a living document®®, to be revisited
following the progress of science and medicine. Its value also lies in WMA'’s



FUTURE REVISION OF THE DECLARATION OF HELSINKI: DIALOGUE WITH WMA IN ATHENS

fundamental medical ethics as set forth consistent with the Declaration of
Geneva®” and the International Code of Medical Ethics®®. At the same time,
medical research is not limited to work carried out exclusively by physicians.
Thus, as a document on research ethics for physicians and promulgated by
physicians, it remains important that the drafting of the DoH is enriched by
experts in other fields of medicine, science, and ethics, as well as patients and
the public. In this way, the DoH also achieves and maintains its broad appeal
beyond physicians. The WMA will hold a regional meeting in Tel Aviv from
9 to 11 December 2022, and then in Brazil in February 2023 to consider pos-
sible revisions. Their goal is for adoption of a new revision in 2024. IFAPP
is looking forward to opportunities of listening to the voices of our National
Member Associations and to those of patients and the public, who are the
most affected stakeholders, as we continue to seek improvement and refine-
ment of theinternational research ethics framework.
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Npoypdppata vnootnpi§ng aocbevav (MYA):
H epnelpia Twv napoxwv otnv EAAAGda

pada Epyaociag NYA EA.E.9.1.:

NikOAaog Tookavdg
wdvvng NétpoPag
avaong Ztpaltoupng
favdoiog Xavintng
Fpnydpng PounénouAlog
BapBdapa Mnapoutoou

YkeTKO

TvAoyn) dedopevmv yopw artd v vAomoinon Ipoypaupdtov YmoothpiEng

AoBevov (ITYA) otnv EMada, mpokeipévou va:

e KATAYPAPEL 1) TAPOVOA KATAOTAOT ONWS AMEKOVIZETAL Ao Tovg ITapo-
xovug ITYA,

« SiepevvnBei 1 BeATiotomoinon g vVTOoTNPIENG TTPOg Tovg aobeveig kat To
nep1BAAAOV TOUg 0TV emiTeven TV BEPATELTIKOV TOVG OTOXWV.

MeBodoroyia

IMoTikn €pevva HEC® AVOVLLOL epwTnuatoioyiov g EAE.®.1. tpog Toug
ITapoyovg mov Sievepyovv ITYA kat' avaBeon anmo toug KAK 1) tpitovg. To
EPWTNUATOAOY10 NG epevvag SielnyOn nAektpovikd:

o auroteAeital atd 23 epwtroelg (7 eMAOYNG KAl 16 AVOIKTOV EPWTIHTEMV),

e 0TNV £peuva ouppeteiyav o1 3 amod tovg 5 ITapdyovg IIYA mov édafav to
£PWTNUATOAOY10.

AnoteAéopata 'Epevvag Epotnuatoioyiov
EA.E.®.I.

TCpapnua 1. IToca Ipoypapuata YmoompiEng Aobevov, Exete vmod
v evblvn Sayeipiong 0to Siaomua 2021 - 2022; (ZVvoro: 128)

m Mdpoxocl mNdpoxoc2 m MNapoyog3

I'pagnua 2 Noonuata tov agopolv ota ITYA mov vootnpilete oto
Stdotnua 2021 - 2022.
3,3% : "

m Zakyapwdng AwaBhtng
® Peupatosldrc ApBpitida
» NoMarhn Zxkhfipuvon

Nooog Napkwoov
m Avendpkeia AvEnTikig Opuovng
® Wwplaon
m Fndvia Ndoog
m OyKoAOYLKO
m AlOTOAOYIKO
m AMo
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Tpapnua 3. Ap1Opog PapuakeVTIK®V ETALPEIDY TTOV CUVEPYAOTIKATE
010 S1oTnua 2021 - 2022 ya ITYA (Zdvoro: 47)

1]

y

m Mapoxoc1l mMapoxoc2 mMapoxog3

T'papnua 4. ITapakarovpe va avagépete apBuo IIpoypauudtomv sov
mepthapfavovv Tniepawvikd Kevipo Ymoompi€ng kal YrevBupotikég
Y peoieg (Zvvoio: 125)

m Mapoyxogl mMapoxog2 m Mapoxog3

T'papnua 5. ITapakaholpe va avagpépete aplBuo Ipoypauudtmy mov
miepapfavovy NoonAevtikn Yoot pi&n kat oikov (Zvvoro: 78)

m MNapoxogl mMdpoxog2 mIdapoxog3

Tpapnua 6. ITapakaiobue va avagepete apiBuo IIpoypappdtwv
IMapadoong @apuaxov kat' oikov (ZBvoro: 69)

m Mdpoxocl mNdpoxoc2 m MNdapoyog3
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ITpapnua 7. IMapakaiovpe va ava@epete apOud Ipoypappdtwv
Pneuakng Exmadevtikng 11 ZvpPovievtikne  YmootmpiEng péow
S1adikToov, epappoymv, KA. (ZvvoAo: 45)

m [Mapoxogl mapoxog2 mdapoyog3

TCpapnua 8. Katmyopieg ITYA

Wnoblakng Ekmatbeutiknig n _ 3525%

ZupBouleutikig Yroothpéng péow...

Napadoong apudkou kat oikov _ 53.9%
NoonAevtikd Yrootiplén kat’ oikov _ s05%

TnAedpwvikd Kévtpo Yrootripting Kat

YevBULLOTIKEG YTtnpEaieg I -~

I'pa@nua 9. Idoeg embewpnoeig (audits) Sextnrate anod Gapuakev-
TIKT) €TAIPELX TO TTPONYOVUEVO £T0G; (ZVVOAO: 16)

m [lapoxogl m[lapoxog2 m [lapoxog3

Tpapnua 10. I16co evepyd ovupetexete oto oxediaoud Ipoypap-
patwv Yoot pi€ng AcBevav;

m KaB6Aou m Alyo m Apketd = MoA0
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TCpapnua 11. Svvepyaoia mapoyxwv pe Qopeig yia o oxediaouo IIYA

100,0% 100,0%

66,7% 66,7%

I 33,3% 33,3%

ot e & o o e
< , %10\' \{._O\'Qo 0?‘0% . q,;(d-
o * o® ﬁ,‘@a‘o\l @f«“&.
QO \f (s}
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TCpapnua 12. Xt (Aot tov oXed1acpon elaTe EMKOVOVIA LE TO ZOA-
Aoyo AoBevmv 1) ekmtpoo@Itov acbevav yia Ty vod diayeipion mtadnon;

m Now = Oy

IF'papnua 13. Iloca Ipoypaupata YmootnpiEng AcBevav €xete vAo-
mooet ota mhaiota Hapepfatikng KAvikng Aokiung to 2022; (ZvoAo:
16)

m Mapoxog1l mMdpoxog2 mMNdpoxos3

Tpapnua 14. ITooa Ipoypaupata YmootpiEng Acbevav €xete vAo-
momoel ota mAaiowe Mn ITapepfatikng Khwvikng Aokiung to 2022;
(Zvvoiro: 1)

m NMapoxogl mMdpoxog2 mMdpoxog3
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Tpapnua 15. AvaraBate IIpoypdaupata YmootnpiEng AcBevav mov
SievepynOnkav amd ZvAAdyovg AcBevav;

® Nat =0y

Tpapnua 16. IToca IMpoypaupata YrootmpiEng Aobevmv Sievepyn-
Onxav amd ZvAAdyovg AcBevav;

0

mNapoxoc1l mMNdapoxog2 mMapoxog3

I'pagnua 17. IToca Ipoypaupata YmootnpiEng acBevov, amoivta
OUVUQAOUEVA UE TIG AVAYKEG TTOV TPOEKUPAV KATA TNV 7epiodo tng
mavénuiag To 2021, VAOTIONOATE;

¢

m Mapoxogl mMdpoxog2 m Mdapoxog3

Tpapnua 18. I1ooeg véeg vmn peoieg oxed1a0aTE KAl LAOTIOU0ATE KATA
v 7mepiodo g mavonuiag o 2021;

m [apoxogl mIapoxog2 mMdapoyog3
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NMPOrPAMMATA YNOZTHPIZHZ AZOENQN (NMYA): H EMNEIPIA TQN NAPOXQN ZTHN EAAAAA

I'papnua 19. H mepiodog g mavdnuiag to 2021, T1 AVTIKTUO €ixe
oV Aettovpyia g etaipeiag;

M OecTukdO ™ Oubétepo W ApvnTiko

IC'papnua 20. Ennpedotnke n eKovovia 0ag e TOUG eYYEYPApE-
voug aoBevelg v mepiodo g mavonuiag;

0

® Nauw m Oyt

Kvpua ovpepaocpata

Ta ITYA Sie€ayovian o€ meploootepa amtd 10 VOOT|LATA.

Yoot pi€n kat eknaidevon oe @apuaka pe e1dikeég odnyieg xpnong.
ExmaiSevorn), vtootnpi&n kat CUUUETOYT TWV CUYYEVOV TOV AoBevolg 1) Tov
owkelov mep1diovTog.

Ta ITYA e€ao@dMoay tnv tpocfaocn twv acBevav ota pdpuaka ei8ikotepa
£V HEoW TTavOnuiag.

Alumiot@veTtal 0Tt o1 IPooPepoOpeveg vnpeoieg ota ITYA ovykAivouv pe
TIC AVAYKES TV A0OEVQV.
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IFAPP President’s Message

The end of the 20th International Congress on Pharmaceutical Medicine (ICPM
2022) which took place from 19 to 21 October 2022 in Athens, Greece, marked
the beginning of my presidential term at the International Federation of Phar-
maceutical Physicians and Pharmaceutical Medicine.

As incoming President, I am honoured to take this role and I wish to elaborate
with the Executive Board on our vision and mission to increase global impact,
by pursuing excellence in Pharmaceutical Medicine with regard to education
and promoting ethics and optimal outcomes for our members for the next years
ahead.

I would also like to extend my sincere thanks to my predecessor, Dr Marco Ro-
mano, for his great commitment and continuing support as Past President.

Moreover, I would like to express my gratitude to Professor Kyoko Imamura for
her encouragement to become an active IFAPP member during her presidency at
IFAPP, and I thank her for her excellent work and dedication during her tenure.

I wish to declare my huge appreciation to our Working Group Leaders for driving
the “emerging science opportunities and challenges” of Pharmaceutical Medi-
cine in their respective domains.

The first ever hybrid ICPM 2022 in Athens was a massive undertaking that in-
jected more dynamics into our IFAPP community despite mitigating circum-
stances of the continuing pandemic, escalating geopolitical tensions and a wors-
ening energy crisis. Nevertheless, we persisted and celebrated the remarkable
contributions of the chairs, speakers and participants from 27 countries and 5
continents that infused us with inspiration and renewed energy.

Going forward IFAPP has a crucial role in advancing future Pharmaceutical Me-
dicine education, and supporting National Members Associations (NMAs) as
well as Individual Affiliates (IAs) in the uncertainties of exponential scientific
biomedical and technological evolution in our discipline.

During my term I will prioritise:

« to increase our collaboration with our members and offer tangible benefits to
our NMAs/IAs addressing their needs,

« collaborative advocacy with our external stakeholders on emerging trends,

« awarding young, mid-career and senior professionals in Pharmaceutical Med-
icine,

« developing a next generation of IFAPP leaders.

It is my pleasure to lead IFAPP for the next 24 months and I wish to invite all

of you to become involved in our activities, working groups and to provide sug-

gestions about how we can improve our effectiveness, quality and value in our
learning environment.

I'look forward to working with you all along the course of the two years ahead.

Varvara (Barbara) Baroutsou
MD, PhD, GFMD, EMAUD
IFAPP President
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