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Just published

CIOMS Working Group report on
Introduction to MedDRA Labeling Grouping (MLG)

Introduction to MedDRA

The Medical Dictionary for Regulatory Activities (MedDRA) terminology is useful Labeling Grouping (MLG):
. . .« . . . A standardized h t

for precise coding of adverse events of medicines for data analysis. However, its s i
. . . . . . i d fety label
high granularity can obscure the communication of adverse reactions in product e

labeling for healthcare practitioners and patients. At present, there are no gt s s

agreed-upon conventions that describe which adverse reaction terms may be

appropriate to group together.
The CIOMS consensus document proposes principles and points to consider the aggms

creation and use of groups of MedDRA terms, or “MedDRA Labeling Groupings

(MLGs)”, in medical product prescribing information. It is envisaged that the use

of the recommendations would be voluntary and applied to product labels in a

manner that is consistent with existing regulatory frameworks.

(F Introduction to MedDRA Labeling Grouping (MLG). https://doi.org/10.56759/hmku5307

Geneva 2024

Translations

CIOMS Cumulative glossary CIOMS International
in Korean ethical guidelines in
-z This translation was prepared as part of vk s Polish

an innovative automated pharmaco- byl
vigilance (PV) system launched by the
South Korean company SELTA SQUARE in

This translation was
produced with the kind
support of Jagiellonian

Oraecesne vt ate

esrrmiooms
Orpanescs ek WSS we oSy
= St Crganncn T

2022. It is also made available separately . . University Press. The
as a free PDF download. We thank SELTA - guidelines are now
SQUARE for their support. available in eleven
(& CIOMS Cumulative glossary, with a focus on languages (see page 8).
pharmacovigilance (version 2.1) in Korean J (Z Polish translation of the CIOMS Inter-
(& IBM case study () on SELTA SQUARE’s PV system (7 national ethical guidelines on health-

related research involving humans.

Living document

CIOMS Glossary of ICH terms and definitions (Version 5)

This glossary combines the terms and definitions included in the publicly available
st guidelines of the International Council for Harmonisation of Technical Requirements for
Pharmaceuticals for Human Use (ICH).

QSEM

- The ICH Guidelines are developed by scientific consensus between regulatory and
industry experts, and the final guidelines are implemented in ICH member states. The

e 7 glossary provides a useful resource for both CIOMS and ICH Working Groups, as well as

other stakeholders. G https://doi.org/10.56759/eftb6868
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https://cioms.ch/publications/product/polish-translation-2016-international-ethical-guidelines-for-health-related-research-involving-humans/
https://doi.org/10.56759/hmku5307
https://doi.org/10.56759/hmku5307
https://seltaglobal.com/cioms-glossary/
https://seltaglobal.com/cioms-glossary/
https://www.ibm.com/case-studies/selta-square
https://cioms.ch/publications/product/polish-translation-2016-international-ethical-guidelines-for-health-related-research-involving-humans/
http://www.ich.org/
https://doi.org/10.56759/eftb6868
https://seltaglobal.com/cioms-glossary/
https://doi.org/10.56759/eftb6868
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CIOMS Working Group news G All Working Groups

In-person meeting First quarter of 2024
Artificial intelligence ” o | ™ *n—
in pharmacovigilance s Q A *‘fﬁj ;, —

CIOMS Working Group XIV Liny =
8t Meeting A i ’( e
7-8 March 2024, Geneva (Switzerland) Y W " N

This group is working to provide a framework for the critical appraisal, <A & » U 7 §

implementation and maintenance of artificial intelligence (Al) solutions " e ‘ 4 —

for pharmacovigilance. At a time when data analytic capabilities are JR :
growing exponentially, and Al is being used in various areas of L i "
biomedical research and practice, there is a need for guidance to e - ' L | = ==

ensure that future learning algorithms in pharmacovigilance are robust, b - .

reliable and reproducible. G Working Group webpage (Above) The meeting participants

Related:
WHO guidance on large multimodal models (LMMs)

WHO has released new guidance on the ethics and governance of
large multimodal models (LMMs), a type of fast-growing artificial
intelligence technology with many applications across healthcare.
LMMs can improve healthcare, but they also have risks that must be
fully accounted for. Based on guidance published in 2021, the new
document outlines over 40 recommendations for consideration by
governments, technology companies and healthcare providers.

(¥ WHO news release, 18 January 2024 | Link to the 2024 guidance  (€Xt, videos or images, and generate
outputs that are not limited to the

type of input.

(Above) LMMs can mimic human
communication and carry out tasks
they were not explicitly programmed
to do. They can accept inputs such as

EU Artificial Intelligence Act

On 13 March 2024 the European Parliament adopted the world’s first binding law on
artificial intelligence. It limits the use of biometric identification systems, bans social
scoring, defines obligations for high-risk systems—such as uses in healthcare—and
entitles consumers to launch complaints and receive meaningful explanations.
Various steps are still to be completed until the different parts of the law enter into :
force. ‘&_B‘z;sed on an image E)y
(= European Parliament press release, 13 March 2024, Sofia Terzoni from Pixabaycc
Artificial Intelligence Act

Virtual Working Group meetings First quarter of 2024

11 January 2024 12 February 2024 26 February 2024
Artificial intelligence in Education and training for Pharmacoepidemiology for
pharmacovigilance health professionals public health
CIOMS Working Group XIV participating in medicines CIOMS Working Group XV
7™ Meeting development 2" Meeting
7™ Meeting
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https://cioms.ch/working_groups/working-group-xiv-artificial-intelligence-in-pharmacovigilance/
https://www.who.int/publications/i/item/9789240029200
https://www.who.int/news/item/18-01-2024-who-releases-ai-ethics-and-governance-guidance-for-large-multi-modal-models
https://www.who.int/news/item/18-01-2024-who-releases-ai-ethics-and-governance-guidance-for-large-multi-modal-models
https://www.europarl.europa.eu/news/en/press-room/20240308IPR19015/artificial-intelligence-act-meps-adopt-landmark-law
https://www.europarl.europa.eu/doceo/document/TA-9-2024-0138_EN.html
https://pixabay.com/users/sofi5t-6957643/?utm_source=link-attribution&utm_medium=referral&utm_campaign=image&utm_content=4141578
https://pixabay.com/users/sofi5t-6957643/?utm_source=link-attribution&utm_medium=referral&utm_campaign=image&utm_content=4141578
https://pixabay.com/?utm_source=link-attribution&utm_medium=referral&utm_campaign=image&utm_content=4141578
https://cioms.ch/working_groups/working-group-xiv-artificial-intelligence-in-pharmacovigilance/
https://cioms.ch/working_groups/working-group-xiv-artificial-intelligence-in-pharmacovigilance/
https://cioms.ch/working_groups/educational-standards/
https://cioms.ch/working_groups/educational-standards/
https://cioms.ch/working_groups/educational-standards/
https://cioms.ch/working_groups/educational-standards/
https://cioms.ch/working_groups/working-group-xv-pharmacoepidemiology-for-public-health/
https://cioms.ch/working_groups/working-group-xv-pharmacoepidemiology-for-public-health/
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CIOMS@ International events

Focus on: Bioethics

1 7th Global Forum on The theme of this forum was “Ethics of
. .. health research priority setting”. It was
Bioethics in Research inspired by the problem that global

28-29 November 2023, Montreux (Switzerland) resources on health are unfairly distri-
IR 5 e Z ‘ U R buted. Participants broadly discussed

‘ : % M how research priority setting can help
to distribute research funds more
fairly. There was specific attention to
national research priority setting, ways
to involve and prioritize marginalized
v i | voices in research, the governance of
Image from conference website: priority setting in research, and ethical

and practical challenges.

& Conference website

(Above) Participants at the 17" Forum. Rieke van der Graaf, Secretary of the
former CIOMS Working Group on Bioethics, was invited to represent CIOMS.

This event was one of a series of regional and topical WMA Conference on the Revision of the
expert meetings organized by the World Medical Declaration of Helsinki
Association (WMA) to inform the ongoing revision of

its Declaration of Helsinki (DOH), this time with a 18-19 January 2024, Vatican City

focus on research in resource-poor settings. A public
consultation took place in early 2024; a second round
of comments will be sought at a later stage.

The 2016 CIOMS International ethical guidelines on
health-related research involving humans and the 2021

guidelines on Clinical research in resource-limited (Above)
settings were mentioned by several speakers, as they Sprumont, Ames Dhai, and Raffaella Ravinetto, all of
include useful recommendations for the implementa- whom have contributed to past CIOMS Working Groups
tion of the DOH in low-resource settings. on ethical topics.  Images from 1% Day a.m.and p.m. recordings
& Conference website Also available: 2" Day a.m. recording
Public lecture on applying the Hans van Delden, past CIOMS President and

CIOMS research ethics principles Chair of the former CIOMS Working Group on

20 February 2024, Johannesburg (South Africa) Bioethics, was the guest of honour at this event.
7 uary ! ) u \ - um ' Also present, Dominique Sprumont, Chair of the

= N CIOMS Working Group that produced the 2023
International guidelines on good governance
practice for research institutions.

The lecture and subsequent panel discussion
explored how to apply the principles of the 2016
CIOMS/WHO international ethical guidelines.
The event attracted about 150 participants in
person and almost 200 online.

(& Academy of Science of South Africa (ASSAf)
event webpage | Recording

(Above) Professor van Delden, during his lecture at the
University of the Witwatersrand. (Images: ASSAf Facebook page)
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https://cioms.ch/working_groups/bioethics/
https://www.gfbr.global/past-meetings/17th-forum-montreux-switzerland-28-29-november-2023/
https://www.wma.net/what-we-do/medical-ethics/declaration-of-helsinki/public-consultation-on-a-draft-revised-version-of-the-declaration-of-helsinki/
https://www.wma.net/what-we-do/medical-ethics/declaration-of-helsinki/public-consultation-on-a-draft-revised-version-of-the-declaration-of-helsinki/
https://www.wma.net/what-we-do/medical-ethics/declaration-of-helsinki/public-consultation-on-a-draft-revised-version-of-the-declaration-of-helsinki/
https://doi.org/10.56759/rgxl7405
https://doi.org/10.56759/rgxl7405
https://doi.org/10.56759/cyqe7288
https://doi.org/10.56759/cyqe7288
https://web.cvent.com/event/9bb25372-2420-4161-9b58-c05c4e15eca4/summary
https://www.youtube.com/watch?v=zozYL0SiDnM
https://www.youtube.com/watch?v=EF_QrPGAf_w
https://www.youtube.com/watch?v=m9JE1G6_1Ik
https://www.facebook.com/photo?fbid=772511208236557&set=pcb.772511244903220
https://doi.org/10.56759/hslk3269
https://doi.org/10.56759/hslk3269
https://www.assaf.org.za/2024/01/16/explore-the-frontiers-of-safeguarding-research-participants-with-the-application-of-research-ethics-principles-from-the-latest-cioms-guidelines/
https://www.youtube.com/watch?v=a34p4dg_HBc
https://www.gfbr.global/past-meetings/17th-forum-montreux-switzerland-28-29-november-2023/
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CIOMS@ International events (continued)

DIA Global Pharmacovigilance Session 7 of this conference focused on the draft CIOMS Working
and Risk Management Strategies ~ Group Xl report on benefit-risk assessment. The participants
Conference discussed how to put into place a structured benefit-risk
5-7 February 2024, Baltimore, U.S. assessment framework all along a drug’s lifecycle, taking into
) account patient-centric endpoints when designing clinical trials.
(& - Conference website
- Draft CIOMS report (published for consultation in June 2023)
- News feature, Regulatory Focus™, 7 February 2024.

(Above) CIOMS Working Group XIl members
Hong Yang and Richard Forshee from the
U.S. FDA introduced the draft CIOMS report.

Now out:

EUPV 2023 speaker abstracts

(& The 7™ European Pharmacovigilance Congress: plionstodiscuiss
speaker abstracts. Ther Adv Drug Saf. 2024; 15: il ol
20420986231225509. By
https://doi.org/10.1177/20420986231225509 o theof

(Right) CIOMS Secretary-General Lembit Rago
chaired the opening session on ‘Evolving
Pharmacovigilance Strategies’.

17 May 2024 2024 Drug Induced Liver Injury (DILI) Conference
Washington DC Organized by 1Q DILI, an affiliate of the International Consortium for Innovation and
(United States) Quality in Pharmaceutical Development, focused on defining best practices to detect,

monitor, manage and prevent (DILI). IQ-DILI experts include several members of the
former CIOMS DILI Working Group.

24-28 August 2024 ISPE Annual Meeting
Berlin (Germany) Annual meeting of the International Society of Pharmacoepidemiology
( www.pharmacoepi.org/meetings/annual-conference/ispe-2024
Call for abstracts

1- 50ctober 2024  1SoP Annual Meeting
Montreal (Canada) Annual meeting of the International Society of Pharmacovigilance
(F https://isoponline.org/annual-meetings/isop-2024/
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https://doi.org/10.1177/20420986231225509
https://surveys.faegredrinkercollaborate.com/s3/2024-Drug-Induced-Liver-Injury-Conference
https://www.linkedin.com/redir/redirect?url=http%3A%2F%2Fwww%2Eiqdili%2Eorg&urlhash=wT4M&trk=about_website
https://www.pharmacoepi.org/meetings/annual-conference/ispe-2024/
https://www.pharmacoepi.org/meetings/annual-conference/ispe-2024/
https://www.abstractscorecard.com/cfp/submit/loginSSO.asp?EventKey=JXMJQDBM
https://isop2024montreal.org/
https://isoponline.org/annual-meetings/isop-2024/
https://www.diaglobal.org/en/conference-listing/meetings/2024/02/global-pharmacovigilance-and-risk-management-strategies-conference/agenda/06/session-7-insights-on-benefit-risk-assessment?ref=Session7InsightsonBenefitRiskAssessment
https://cioms.ch/wp-content/uploads/2019/10/CIOMS-WG-XII_For-Comment_12June2023-1.pdf
https://www.raps.org/news-and-articles/news-articles/2024/2/regulators,-industry-tout-new-approach-for-benefit
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News roundup

Based on an image by Nicolas from Pixabay

EMA European Medicines Agency

— Find more news in the EMA newsletters.

Big data steering group (BDSG)
2023 report

The BDSG advises the EMA on “big data”-related
initiatives such as the DARWIN EU® coordination
centre, the EU framework for data quality and
representativeness, discovery and use of real-world
data, and many more. Read their 2023 report and
recommendations here:

(& Big Data Steering Group (BDSG): 2023 report.

Human medicines highlights
2023 report

The EMA has published its annual overview of
information on authorization of new medicines and
safety-related measures. In 2023 the Agency
recommended 77 new products, including two
vaccines against respiratory syncytial virus (RSV)
and the first medicine using the CRISPR/Cas9 gene-
editing technology. EMA also adopted two positive
opinions for medicines for use outside the EU.

(& EMA. Human medicines highlights 2023.

Evaluating anticancer products
Revised guideline

The EMA guideline on evaluation of anticancer
products has evolved over the years to include new
focus areas. The newly adopted 6™ revision
addresses biomarker-guided medicinal product
development and recent designs in oncology
studies.
& Guideline on the clinical evaluation of anticancer
medicinal products. 18 November 2023.

Artificial Intelligence Act

The adoption of this landmark law makes
Europe a leader in the field of regulating

artificial intelligence. & More on page 3

Centre for Innovation in Regulatory Science

Medicines development
CIRS workshop

At this workshop, regulators, HTA agencies and
industry discussed new ways of working together in
a rapidly changing global landscape. Recommenda-
tions were made on how to adapt to new technolo-
gies and ways of generating evidence, particularly
regarding advanced therapy products, digital health
technologies and real-world data, and how to
promote alignment and harmonisation.

(& CIRS announcement, 17 January 2024.

Regulatory reliance
CIRS briefing

Regulatory reliance is recognized as a strategic
necessity to speed up assessment of medicines
worldwide. This briefing reviews the use and
impact of risk-based review routes in ASEAN,
Saudia Arabia and Australia, and proposes practical
steps for agencies to consider when implementing
reliance mechanisms in their frameworks.

(& CIRS R&D Briefing 91. 21 February 2024.

Rare disease products
CIRS workshop

At this multi-stakeholder event it was suggested,
among other things, that to align stakeholder needs
around access to rare disease products, a “working
with patients” code of conduct could be created,
building on existing guidance such as the CIOMS
Working Group XI report on Patient involvement.
(& CIRS Workshop synopsis
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https://www.ema.europa.eu/en/news-events/publications/newsletters
https://www.ema.europa.eu/en/about-us/how-we-work/big-data#ema-inpage-item-13066
https://www.ema.europa.eu/en/documents/report/big-data-steering-group-bdsg-2023-report_en.pdf
https://www.ema.europa.eu/en/news/human-medicines-highlights-2023
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-clinical-evaluation-anticancer-medicinal-products-revision-6_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-clinical-evaluation-anticancer-medicinal-products-revision-6_en.pdf
https://www.cirsci.org/publications/2023-workshop-report-new-ways-of-working-for-medicines-development/
https://www.cirsci.org/publications/cirs-rd-briefing-91-approaches-to-implementing-regulatory-reliance-considerations-for-agencies/
https://doi.org/10.56759/iiew8982
https://cirsci.org/wp-content/uploads/dlm_uploads/2024/02/CIRS_Rare-Disease-Workshop-Synopsis_13Feb2024_final.pdf
https://pixabay.com/users/nickbar-1177651/?utm_source=link-attribution&utm_medium=referral&utm_campaign=image&utm_content=1495990
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CIOMS Secretariat news The CIOMS student award is now

entering its seventh year.
Read more here.

CIOMS student award

The 2023 CIOMS award of USS 1500 for the best scientific article
published by a medical student in the areas of pharmacovigilance or
research ethics goes to Clara Portwood from the University of
Oxford, United Kingdom.

Clara is the first author of a systematic review and meta-analysis
assessing adverse perinatal outcomes in pregnant women living
with HIV.[1] Her paper touches upon an ongoing and serious public
health issue. It underscores the importance of long term
monitoring of antiretroviral therapy, including old drugs, and of
conducting further research to understand and minimize adverse
perinatal outcomes.

The findings of this large study contribute to the very limited
research data on the safety of interventions in pregnant women
living with HIV. Clara’s paper is referenced in the U.S. clinical
guidelines on treating HIV during pregnancy and preventing

M, ‘. 0 X N ‘ :
Clara Portwood is a final year undergraduate
student undertaking a Bachelor of Medicine
and Bachelor of Surgery (BMBCh). She holds a
first-class BA in Medical Sciences from the
University of Oxford. Her research interests

perinatal transmission. include adverse drug reactions, patient safety
[1] Portwood C, Murray C, Sexton H, et al. Adverse perinatal and cardiovascular medicine. Clara aims to
outcomes associated with HAART and monotherapy. AIDS. pursue internal medicine training with a view

2022;36(10):1409-1427. doi:10.1097/QAD.0000000000003248  to becoming a cardiologist.

CIOMS cited

Alexe A, Garg A, Kovacs B, et al. Regulations Governing Medicines for Maternal and Neonatal Health: A Landscape
Assessment. Ther Innov Regul Sci. Published online December 17, 2023. doi:10.1007/s43441-023-00593-3

Becker R, Chokoshvili D, Thorogood A, et al. Purpose definition as a crucial step for determining the legal basis under
the GDPR: implications for scientific research. J Law Biosci. 2024;11(1):1sae001. Published 2024 Feb 1.
doi:10.1093/jlb/Isae001

Cooper D, Platt RW, van Hunsel F, et al. The International Working Group on New Developments in Pharmacovigilance:
Advancing Methods and Communication in Pharmacovigilance. Clin Ther. Published online January 16, 2024.
doi:10.1016/j.clinthera.2023.12.008

Ehni HJ, Wiesing U. The Declaration of Helsinki in bioethics literature since the last revision in 2013. Bioethics. Published
online February 17, 2024. doi:10.1111/bioe.13270

Mao Y, Ma S, Liu C, et al. Chinese guideline for the diagnosis and treatment of drug-induced liver injury: an update.
Hepatol Int. Published online February 24, 2024. doi:10.1007/s12072-023-10633-7

Pan-American Health Organization (PAHO). Tool for the accreditation of research ethics committees. Washington, D.C.:
PAHO; 2024. Available at: https://iris.paho.org/handle/10665.2/58904

Prince, S., Then, SN. & O’Grady, KA. Determining the state of guidance on pediatric biobanking for researchers, HRECS,
and families: Regulatory mapping of international guidance. Eur J Pediatr (2024). doi:10.1007/s00431-024-05469-8

van Rijssel TI, van Thiel GIMW, Gardarsdottir H, et al. Which Benefits Can Justify Risks in Research? Am J Bioeth.
Published online January 5, 2024. doi:10.1080/15265161.2023.2296404

Wilkinson A, Thabethe S, Salzwedel J, Slack C. The "3 Ps" of EmPowerment, Partnership and Protection - Stakeholder
Perceptions of Beneficial Outcomes of Engagement in HIV Prevention Trials. ] Empir Res Hum Res Ethics. Published
online December 17, 2023. doi:10.1177/15562646231221259
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Find us on the web https://cioms.ch

1/1-26/3/2024

26 516 Ongoing CIOMS Working Groups (WG)

Meeting minutes are published on the groups’ webpages.

228

visitors from

> Pharmacoepidemiology for public health (WG XV)
184 > Artificial Intelligence in Pharmacovigilance (WG XIV)
@ [> Educational standards for health professionals participating in medicines development
countries [> Severe Cutaneous Adverse Reactions to Drugs (SCARs)
[> Real-World Data and Real-World Evidence in Regulatory Decision Making (WG Xill)
P\ 18 846 [> Benefit-Risk Balance for Medicinal Products (WG XII)
Q ) [> MedDRA Labelling Grouping — completed
subscribers
Top ten CIOMS publications 1/1-26/3/2024 — Downloads

Living document: Glossary of ICH terms and definitions (Versions 4 and 5) _ 1502
2024  New: Introduction to MedDRA Labelling Grouping (MLG) I 929

2023 CIOMS Cumulative glossary, with a focus on pharmacovigilance (Version 2.1) - 418
2023 International guidelines on good governance practice for research institutions . 278
2016 International ethical guidelines for health-related research involving humans * . 206
2005 Management of Safety Information from Clinical Trials *** I 177
2016 Development and Rational use of Standardized MedDRA Queries (SMQs), 2™ Edition I 167
2020 Drug-Induced Liver Injury (DILI) I 125
2010 Practical Aspects of Signal Detection in Pharmacovigilance I 122
2022 Patient involvement in the development, regulation and safe use of medicines (WG XI) *** I 120

* Also available in: Arabic, Chinese, French, Japanese, Korean, Polish (new), Portuguese, Russian, Spanish, Ukrainian

**  Also available in Chinese
*** Final print version now available in Japanese & Discover all CIOMS publications
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