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CIOMS news

Just published

Glossary of ICH terms and definitions: Version 7
This glossary combines the definitions from across the current, publicly available
guidelines of the International Council for Harmonisation of Technical Requirements
for Pharmaceuticals for Human Use (ICH). It is periodically updated, and is introduced
on the ICH website here.
e The glossary can be freely downloaded in PDF format here. In addition, it is being
shared with ICH members and observers in a database-compatible format.

Rapid response
Rago L, Sawyer J. Keeping ethical pace with medical research: the 10" revision of the
® Rapid response Declaration of Helsinki. (7 19 November 2024. Rapid response to: Sheather J.
Declaration of Helsinki puts global justice up front. BMJ. 2024 Nov 1;387:q2405.
(& Read more about the revised Declaration of Helsinki on page 5.

Webinar

Real-world data and real-world evidence in regulatory decision making
3 December 2024 (virtual platform) — Repeat planned for 23 January 2025*

Experts from the CIOMS Working Group Xlll introduced the main concepts
of their recently published consensus report on Real-world data and real-
world evidence in regulatory decision making. Such decisions include, for
example, whether or not to make a product available for use (authorisa-
tion), to cover the costs of its use (reimbursement), or to use a product for

a particular patient group (clinical use). & https://cioms.ch/webinars
*Registration for the repeat webinar will open in early January. (Above) The webinar speakers and panellists.
The recording will be made available after the repeat webinar. An additional panellist will join in January.

CIOMS Working Groups

Meetings held (fourth quarter of 2024): Ongoing Working Groups (WG):
Recommended standards for Pharmacoepidemiology & Pharmacoepidemiology for
education and training for public health public heaith (WG XV)
h . " . il & Artificial Intelligence in
9" Meeting, 29—39 October 2024, 4 Megtmg, 21 October 2024 (virtual) Fre e TR INE
Geneva (Switzerland) 5t Meeting, 4-5 December 2024, Geneva

(& Recommended standards of
education and training for
health professionals
participating in medicines
development

(& Severe Cutaneous Adverse
Reactions to Drugs (SCAR)

(& Benefit-Risk Balance
‘ for Medicinal Products
( Working Group webpage (F Working Group webpage (WG Xl

Concept papers and meeting minutes are published on the Working Groups’ webpages.
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https://ich.org/page/cioms-glossary-ich-terms-definitions
https://doi.org/10.56759/eftb6868
https://www.bmj.com/content/387/bmj.q2405/rr-1
https://www.bmj.com/content/387/bmj.q2405/rr-1
https://doi.org/10.56759/kfxh6213
https://cioms.ch/webinars
https://cioms.ch/working_groups/working-group-xv-pharmacoepidemiology-for-public-health/
https://cioms.ch/working_groups/working-group-xv-pharmacoepidemiology-for-public-health/
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/educational-standards/
https://cioms.ch/working_groups/scars-severe-cutaneous-adverse-reactions-of-drugs/
https://cioms.ch/working_groups/scars-severe-cutaneous-adverse-reactions-of-drugs/
https://cioms.ch/working-groups/working-group-xii/
https://cioms.ch/working-groups/working-group-xii/
https://cioms.ch/working_groups/educational-standards/
https://cioms.ch/working_groups/working-group-xv-pharmacoepidemiology-for-public-health/
https://doi.org/10.56759/eftb6868
https://www.bmj.com/content/387/bmj.q2405/rr-1
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CIOMS@ International events

International Society of Pharmacovigilance (ISoP)
23" Annual Meeting, 1-5 October 2024, Montreal (Canada)

“?’1“(." ISoP is a CIOMS member, and the two organizations share
B—— a common goal of advancing pharmacovigilance. The 2024
annual ISoP meeting included a dedicated session with
updates from three CIOMS Working Groups (WG): Benefit-
Risk Balance for Medicinal Products (WG Xll, ongoing),
Real-world data and real-world evidence in regulatory
decision making (WG Xlll, completed) and Artificial

(Above) Speakers at the session on CIOMS intelligence in pharmacovigilance (WG X1V, ongoing).
Guidelines. From left: Taxiarchis Botsis, Niklas Norén ~ The session received very positive feedback.

(both from CIOMS Working Group XIV), Ana Claudia & https://isop2024montreal.org/ (5

lanos (CIOMS Working Group XII) and Manal Younus (& Abstract book: Drug Safety, 2024, 17 Sep.

(CIOMS Executive Committee). (not open-access)

WHO Expert Committee on Specifications for Pharmaceutical Preparations
58™ meeting, 7-11 October 2024, Geneva (Switzerland)

CIOMS Secretary-General Lembit Rago participated as a H.‘w.

temporary advisor in the meeting of this WHO Committee, .

which oversees the maintenance of The International

Pharmacopoeia and provides guidance for use by WHO and

regulatory authorities in WHO Member States to ensure that

medicines meet unified standards of quality, safety and

efficacy. It also recommends regulatory guidelines of

importance to multisource medicines used globally. | g . =~ : —
(¥ WHO Expert Committee webpage (J (Above) The meeting participants at WHO Headquarters.

(& WHO. Guidelines: Norms and standards for pharmaceuticals

International Conference of Drug Regulatory Authorities ICDRA) 2024
14-18 October 2024, New Delhi (India)

'"“:;‘atb"al Conference of Di  The 19" ICDRA was hosted by the Central Drugs Standard Control

gulatory Authorltle . . . H

A Y = Organization (CDSCO) of India. CIOMS Secretary-General Lembit
:E T V' YWY'] . Régo chaired the workshop titled “Clinical trials: from WHA

- Recommendations to Action”, and also briefly introduced the

recent revision of the Declaration of Helsinki (see page 5) and the

CIOMS 2016 ethical guidelines. The new WHO Guidance for best

practices for clinical trials incorporates elements from several

CIOMS Working Group reports.

(Above, from left) The workshop speakers and
panellists: Heran Gerba (Ethiopian Food and
Drug Authority), Vasee Moorthy (WHO),
Lembit Rago (CIOMS), Samvel Azatyan (WHO),
Olga Rassokhina (Paul-Ehrlich-Institut,
Germany) and Peter Twomey (EMA;
Regulatory Chair of the ICH E6(R3) Expert
Working Group on Good Clinical Practice).

(F ICDRA 2024: Programme (J

(Below) The CIOMS Secretary-General also participated in the
WHO Pharmacovigilance Partners’ Meeting, which was
held on the margins of ICDRA 2024 to discuss a

Global Smart Pharmacovigilance Strategy.

Images courtesy of conference organizers
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https://cioms.ch/working-groups/working-group-xii/
https://cioms.ch/working-groups/working-group-xii/
https://doi.org/10.56759/kfxh6213
https://doi.org/10.56759/kfxh6213
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://isop2024montreal.org/
https://doi.org/10.1007/s40264-024-01477-7
https://www.who.int/teams/health-product-policy-and-standards/standards-and-specifications/norms-and-standards-for-pharmaceuticals/international-pharmacopoeia
https://www.who.int/teams/health-product-policy-and-standards/standards-and-specifications/norms-and-standards-for-pharmaceuticals/international-pharmacopoeia
https://www.who.int/teams/health-product-policy-and-standards/standards-and-specifications/norms-and-standards-for-pharmaceuticals/expert-committee-on-specifications-for-pharmaceutical-preparations
https://www.who.int/teams/health-product-and-policy-standards/standards-and-specifications/norms-and-standards-for-pharmaceuticals/guidelines
https://www.icdra2024.in/ICDRA/ConferenceAgenda
https://www.who.int/teams/regulation-prequalification/regulation-and-safety/regulatory-convergence-networks/icdra
https://www.who.int/publications/i/item/9789240097711
https://www.who.int/publications/i/item/9789240097711
https://indico.un.org/event/1012743/
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CIOMS @ International events (continued)

ICH Assembly meeting
5-6 November 2024, Montreal (Canada)
The International Council for Harmonisation

of Technical Requirements for Pharmaceuti-
cals for Human Use (ICH) continues to
expand. Three new observer organisations
were welcomed at the Assembly meeting,
bringing ICH to a total of 23 members and
38 observers. The Assembly was updated on
progress on ICH guideline development,
implementation, and other topics. The next
ICH Assembly meeting is planned on 13 and
14 May 2025 in Madrid, Spain.

(& ICH Press release, 13 November 2024 (J

(Above)
observer and was represented by its Secretary-General, Lembit
Rago. CIOMS has been collaborating with ICH on specific topics

new file-sharing agreement for the CIOMS glossary of ICH terms
definitions (see page 2) was approved at the Montreal meeting.

American Statistical Association (ASA) Safety Working Group
Quarterly scientific webinar, 6 November 2024 (virtual event)
CIOMS MLG EWG Publicatons This webinar was held to discuss new recommendations on

through labelling. One of the conclusions was that the CIOMS

be considered when finalizing groupings of adverse reaction

(Above) Scott Proestel and Radhika Rao presented the consensus recommendations from
the CIOMS Working Group report on MedDRA Labeling Grouping (MLG), which proposes a
standardized approach to grouping adverse reactions in product safety labels.

WHO Technical Advisory Group on WHO-Listed Authorities
(TAG-WLA)
18 November 2024, Geneva (Switzerland)

This group provides technical advice on designating and publicly listing regulatory
authorities as operating at a globally recognized advanced level of performance,
replacing the procurement-oriented concept of “stringent regulatory authorities”.
The CIOMS Secretary-General, Lembit Rdgo is a TAG-WLA member and
participated in the meeting.
& More information on the WHO Listed Authorities (WLA) framework b

N

\

Image by Crystal710 from Pixabay

European Pharmacovigilance Congress 2024
18-19 November 2024, online; 22 November 2024, Milan (Italy)

q LI TUl This annual conference is a major event for professionals and
PHARMACOVIGILANCE . . . 3 . . .
eyl decision makers in the field of pharmacovigilance. Session 10 on

18-1 er | Virtual

and chaired by the CIOMS Secretary-General, Lembit Rdgo. He

Participants at the ICH Assembly meeting. CIOMS is an ICH

’ L 'q_' L
\

since the early 2000s. To support ICH terminology harmonization, a

and

grouping MedDRA preferred terms to support signal detection
and evaluation, as well as description of a product’s safety profile

recommendations on MedDRA Labeling Groupings (MLG) should

terms in the proposed labelling at the product submission stage.

>

real-world data and real-world evidence was held in a virtual format

introduced the recently published CIOMS Working Group XllII report

session 10 -reaL worlooamanaetwors | ON Real-world data and real-world evidence in regulatory decision

EVIDENCE

Vi

(& Congress webpage (7 guidance it provides on this topic.

making, which is appreciated for the pragmatic, globally applicable
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http://www.ich.org/
https://ich.org/pressrelease/press-release-ich-assembly-meeting-montreal-canada-november-2024
https://admin.ich.org/sites/default/files/2024-12/ICH49_Montreal_Assembly_Minutes_Meeting_Final_2024_1210.pdf#%5B%7B%22num%22%3A35%2C%22gen%22%3A0%7D%2C%7B%22name%22%3A%22XYZ%22%7D%2C69%2C307%2C0%5D
https://doi.org/10.56759/hmku5307
https://www.who.int/initiatives/who-listed-authority-reg-authorities
https://pixabay.com/users/crystal710-3108616/?utm_source=link-attribution&utm_medium=referral&utm_campaign=image&utm_content=1597531
https://pixabay.com/?utm_source=link-attribution&utm_medium=referral&utm_campaign=image&utm_content=1597531
https://www.pharmaeducationcenter.it/en/conferences/european-pharmacovigilance-congress/
https://doi.org/10.56759/kfxh6213
https://doi.org/10.56759/kfxh6213
https://www.youtube.com/watch?v=epUfAa88ydo
https://www.linkedin.com/posts/lenita-lindstr%C3%B6m-394266279_had-the-pleasure-once-again-to-chair-the-activity-7260693643831783425-4zNo
https://www.youtube.com/watch?v=epUfAa88ydo
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CIOMS @ International events (continued)

WHO Paediatric Regulatory Network (PRN)
18-19 November 2024, Istanbul (Tirkiye)

The PRN is a global network that supports the availability of quality-
assured medical products for children. CIOMS provided an update on
two recent developments that are particularly relevant to the regulation
of paediatric products: the World Medical Association’s revised
Declaration of Helsinki (see more below), which includes provisions for
protecting children in research, and the new CIOMS guidelines on Real-
world data and real-world evidence in regulatory decision making.

(& More about the WHO PRN (4

(Above) CIOMS Secretary-General
Lembit Rago, during his presentation

Third Boao International Conference on Real-world Studies of Medical Products
22-24 November 2024; Boao, Hainan Province (China)

The CIOMS Working Group XIII report on Real-world data and real-

EX 84U W world evidence in regulatory decision making was the topic of a
Keynote Speech

keynote address at the third annual Boao International Conference.
Launched in June 2019, the Boao Lecheng pilot project serves to

test and develop the approach used by China’s National Medical

Products Administration (NMPA) for considering real-world data in

—d : .4 regulatory decision-making on medical products.
(Above) Lembit Rago (CIOMS) gave a keynote speech by remote participation.
(& Seealso: Li P, Wang S, Chen Y. Use of Real-World Evidence for Drug Regulatory Decisions in China: Current
Status and Future Directions. Ther Innov Regul Sci. 2023 Nov;57(6):1167-1179.

WMA World Medical Association

Revised Declaration of Helsinki

Adopted at the 75" WMA General Assembly,
19 October 2024, Helsinki (Finland)

The World Medical Association (WMA) has adopted a new
Revision of its Declaration of Helsinki (DoH), the global
reference for medical research involving human partici-
pants. CIOMS Executive Committee members Johannes
JM van Delden, Dominique Sprumont and Samia Hurst
actively contributed to the revision process, and .
Dominique Sprumont represented CIOMS in this historic el =

. Image from WMA's post on the “X” platform, 25 October202
meeting.

. The 2024 revision of the Declaration of Helsinki (DoH) is the
The amended DoH responds to new challenges in - ) )
. e product of a long consultative process, in which CIOMS was
research ethics. It calls for a fair distribution of the sl oA el e e
benefits, risks and burdens of research; respect for and principles embedded in CIOMS guidance.(1-3)
meaningful engagement of research participants and their
communities; addressing the health needs of those in situations of vulnerability by including them in research with
due protection; scientific integrity; and a scientifically sound and rigorous design and execution of research.
(F WMA Press release, 21 October 2024 | WMA. Declaration of Helsinki
(¥ JAMA, Online First, 19 October 2024 (includes the revised DoH, a number of related articles, and a podcast).
(¥ Related CIOMS guidance: (1) International ethical guidelines for health research involving humans. 2016.
(2) Clinical research in resource-limited settings. 2021.
(3) International guidelines on good governance practice for research institutions. 2023.
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https://www.wma.net/policies-post/wma-declaration-of-helsinki/
https://www.wma.net/policies-post/wma-declaration-of-helsinki/
https://doi.org/10.56759/kfxh6213
https://doi.org/10.56759/kfxh6213
https://www.who.int/initiatives/gap-f/who-paediatric-regulatory-network
https://doi.org/10.56759/kfxh6213
https://doi.org/10.56759/kfxh6213
https://doi.org/10.1007/s43441-023-00555-9
https://doi.org/10.1007/s43441-023-00555-9
https://x.com/medwma/status/1849784227060936853
https://www.wma.net/news-post/revised-declaration-of-helsinki-adopted-by-the-global-medical-community-strengthening-ethical-standards-in-clinical-research-involving-humans/
https://www.wma.net/policies-post/wma-declaration-of-helsinki/
http://read.alerts.jamanetwork.com/csb/Public/show/axac-2v4xw2--189du3-l1jz4c09
https://edhub.ama-assn.org/jn-learning/audio-player/18921099?utm_source=silverchair&utm_medium=email&utm_campaign=article_alert-jama&utm_content=olf&utm_term=101924&adv=
https://doi.org/10.56759/rgxl7405
https://doi.org/10.56759/cyqe7288
https://doi.org/10.56759/hslk3269
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Regulatory guidance
EMA

European Medicines Agency
Reflection paper on the use of artificial
intelligence in the product lifecycle
The EMA has finalized its reflection paper on using
artificial intelligence and machine learning at all
steps of a medicine’s lifecycle. The draft document
was released for comments in July 2023 (see the
CIOMS September 2023 newsletter). More than
1300 comments were received and addressed.
(& EMA. The use of Artificial Intelligence (Al) in the
medicinal product lifecycle (webpage). (]
Reflection paper, 9 September 2024 (7

Reflection paper on single-arm clinical trials
This reflection paper focuses on single-arm trials
(SATs) submitted as pivotal evidence for
establishing the efficacy of medicinal products.
Many of the considerations also apply to the
assessment of safety, and many translate to other
SATs, e.g. those used for decision making in early
product development.

(& EMA. Reflection paper on establishing efficacy
based on single-arm trials submitted as pivotal
evidence in a marketing authorisation application.
9 September 2024 (7]

Using clinical trial data in medicines evaluation
An interim report on a proof-of-concept pilot has
found that submission of actual clinical study data
in electronic structured format (rather than as
summaries or PDF listings) can speed up the
evaluation process. The pilot was launched in July
2022 and will be extended until further notice
based on these findings.
G EMA. Use of clinical study data in medicine
evaluation (webpage) (J
Interim report, 18 October 2024 ]

U.S. Food and Drug Administration

Best practices for safety surveillance

This FDA best-practice document sets forth risk-
based principles for ongoing postmarketing safety
surveillance. It adopts a multidisciplinary, lifecycle
approach, giving pragmatic advice on how to

identify and evaluate safety signals, and how to

mitigate any identified risks. The document is

useful reading for anyone wishing to understand

more about safety surveillance of medicines.

(& FDA. Best Practices for FDA Staff in the
Postmarketing Safety Surveillance of Human Drug
and Biological Products. January 2024. (4

Diversity in clinical studies

This updated draft guidance relates to the format

and content of Diversity Action Plans to increase

enrollment of participants from historically under-

represented populations in clinical studies, in order

to generate stronger and more generalizable

evidence for the intended use population.

(& FDA. Diversity Action Plans to Improve Enrollment
of Participants from Underrepresented Populations
in Clinical Studies. June 2024.

Questions and Answers on use of electronic

systems in clinical investigations

This Guidance for Industry provides the FDA’s

recommendations on what is needed for electronic

systems, electronic records and electronic

signatures to be considered trustworthy, reliable,

and generally equivalent to paper records.

(& FDA. Electronic Systems, Electronic Records, and
Electronic Signatures in Clinical Investigations.
Questions and Answers. October 2024. (]

Emergency response strategies

ICMRA International Coalition of Medicines Regulatory Authorities

Facilitating platform clinical trials

Platform trials, which evaluate multiple inter—

ventions within a shared framework, could provide

actionable results in emergencies. A recent ICMRA

paper discusses opportunities and challenges.

(& Facilitating Platform Clinical Trials During Global
Public Health Emergencies. 19 November 2024. (]

Preserving the effectiveness of antimicrobials
In this statement, ICMRA members reiterate that
tackling antimicrobial resistance is a top priority,
and commit to playing their part in doing so.
& Global regulators commit to playing their part in
tackling antimicrobial resistance as a priority.
21 November 2024. (7
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https://cioms.ch/wp-content/uploads/2023/09/CIOMS_Newsletter43_September2023.pdf#%5B%7B%22num%22%3A29%2C%22gen%22%3A0%7D%2C%7B%22name%22%3A%22XYZ%22%7D%2C309%2C721%2C0%5D
https://www.ema.europa.eu/en/use-artificial-intelligence-ai-medicinal-product-lifecycle
https://www.ema.europa.eu/en/documents/scientific-guideline/reflection-paper-use-artificial-intelligence-ai-medicinal-product-lifecycle_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/reflection-paper-establishing-efficacy-based-single-arm-trials-submitted-pivotal-evidence-marketing-authorisation-application_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/reflection-paper-establishing-efficacy-based-single-arm-trials-submitted-pivotal-evidence-marketing-authorisation-application_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/reflection-paper-establishing-efficacy-based-single-arm-trials-submitted-pivotal-evidence-marketing-authorisation-application_en.pdf
https://www.ema.europa.eu/en/about-us/how-we-work/big-data/use-clinical-study-data-medicine-evaluation#interim-report-on-using-clinical-study-data-in-medicine-evaluation-70675
https://www.ema.europa.eu/en/documents/report/proof-concept-pilot-using-data-clinical-studies-medicines-evaluation-interim-report_en.pdf
https://www.fda.gov/media/130216/download
https://www.fda.gov/media/130216/download
https://www.fda.gov/media/130216/download
https://www.fda.gov/media/179593/download
https://www.fda.gov/media/179593/download
https://www.fda.gov/media/179593/download
https://www.fda.gov/media/166215/download
https://www.fda.gov/media/166215/download
https://www.fda.gov/media/166215/download
https://icmra.info/drupal/news/reflection_paper_platform_clinical_trials
https://icmra.info/drupal/news/reflection_paper_platform_clinical_trials
https://icmra.info/drupal/strategicinitatives/amr/icmra_statement_21nov2024
https://icmra.info/drupal/strategicinitatives/amr/icmra_statement_21nov2024
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CIOMS cited

Scientific journals

Fretheim A, Elstrgm P, Julin CH, et al. Why were so few randomized trials of public health and social measures
conducted during the COVID-19 pandemic? The Norwegian experience. Trials. 2024 Oct 12;25(1):673.
doi: 10.1186/s13063-024-08547-2

Jobson E, Garcia M, Sharek D, et al. Embedding patient engagement in the R&D process of a life sciences company
through co-creation with a patient expert R&D board: a case study. Res Involv Engagem. 2024 Nov 6;10(1):116.
doi: 10.1186/s40900-024-00631-w

Nix HP, Weijer C, Taljaard M. Are pragmatism and ethical protections in clinical trials a zero-sum game? Clin Trials. 2024
Oct 15:17407745241284798. doi: 10.1177/17407745241284798

Schonweitz FB, Ruess AK, McLennan S, et al. Where is the exit? The ethical importance of exit plans in clinical trials with
neural implants. Brain Stimul. 2024 Sep-Oct;17(5):1145-1154. doi: 10.1016/j.brs.2024.09.010

Stagi L, Bocchi |, Bernardini D, et al. The evolution of the Pharmacovigilance department in the pharmaceutical
industry: results of an Italian national survey. Ther Adv Drug Saf. 2024 Nov 4;15:20420986241293296.
doi: 10.1177/20420986241293296

Whelan AM. Dobbs and the Destabilization of Clinical Trials. Vanderbilt Law Review. 2024: 77; 1381-1467.
(Abstract; Download)

JAMA, 19 October 2024 (online first, to coincide with publication of the revised Declaration of Helsinki)
Bloom L. Revisiting the Declaration of Helsinki-A Patient-Centered Perspective. JAMA. 2024 Oct 19.
doi: 10.1001/jama.2024.22077.

Reis AA, Upshur R, Moodley K. Future-Proofing Research Ethics-Key Revisions of the Declaration of Helsinki 2024.
JAMA. 2024 Oct 19. doi: 10.1001/jama.2024.22254

Resneck JS Jr. Revisions to the Declaration of Helsinki on Its 60th Anniversary: A Modernized Set of Ethical Principles to
Promote and Ensure Respect for Participants in a Rapidly Innovating Medical Research Ecosystem. JAMA. 2024 Oct
19. doi: 10.1001/jama.2024.21902

Saenz C, Carracedo S. The Revision of the Declaration of Helsinki Viewed From the Americas-Paving the Way to Better
Research. JAMA. 2024 Oct 19. doi: 10.1001/jama.2024.22270

Consensus Study Report

National Academies of Sciences, Engineering, and Medicine (NASEM). 2024. Advancing Clinical Research with Pregnant
and Lactating Populations: Overcoming Real and Perceived Liability Risks. Washington, DC: The National Academies
Press. doi: 10.17226/27595

Dashboard
Duke-Margolis Institute for Health Policy. International Harmonization of Real World Evidence Standards Dashboard.

CIOMS Secretariat news

CIOMS Executive Committee
22 October 2024 (virtual meeting)

The CIOMS Executive Committee members discussed
the role of CIOMS in recent developments, including
the work with WHO to promote best practices for
clinical trials (see page 3) and the revision of the
WNMA'’s Declaration of Helsinki (see page 5). They also
reviewed the procedures for the upcoming elections of
the CIOMS President, Vice President and Board
members at the CIOMS 2025 General Assembly.
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https://doi.org/10.1186/s13063-024-08547-2
https://doi.org/10.1186/s40900-024-00631-w
https://doi.org/10.1177/17407745241284798
https://doi.org/10.1016/j.brs.2024.09.010
https://doi.org/10.1177/20420986241293296
https://scholarship.law.vanderbilt.edu/vlr/vol77/iss5/1/
https://scholarship.law.vanderbilt.edu/cgi/viewcontent.cgi?article=5162&context=vlr
https://doi.org/10.1001/jama.2024.22077
https://doi.org/10.1001/jama.2024.22254
https://doi.org/10.1001/jama.2024.21902
https://doi.org/10.1001/jama.2024.22270
https://doi.org/10.17226/27595
https://healthpolicy.duke.edu/projects/international-harmonization-real-world-evidence-standards-dashboard
https://cioms.ch/governance/
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Find us on the web 1 October — 15 December 2024
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COUNCIL FOR INTERNATIONAL 171

ORGANIZATIONS OF MEDICAL SCIENCES
countries
The Council for International Organizations of Medical Sciences (CIOMS) is an international, non
governmental, non-profit organization established jointly by WHO and UNESCO in, 1949. CIOMS
represents a substantial proportion of the biomedical scientific community through its member
organizations, which include many of the biomedical disciplines, national academies of sciences
and medical research councils. CIOMS mission is to advance public health through guidance on
health research and policy including ethics, medical product development and safety. CIOMSis |
official relations with WHO and is an associate partner of UNESCO.
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Top ten downloaded CIOMS publications 1 October- 15 December 2024
2024  Glossary of ICH terms and definitions (Versions 6 and 7) 0000000000000 1294
2024  Real-world data and real-world evidence in regulatory decision making a 000 341
2024  CIOMS Cumulative glossary, with a focus on pharmacovigilance (Annivers. Edition) @@@ 287
2016 International ethical guidelines for health-related research involving humans b o0 215
2024  Introduction to MedDRA Labeling Grouping (MLG) 00 160
2005 Management of safety information from clinical trials ¢ @ 122
2023  International guidelines on good governance practice for research institutions @ 110
2010  Practical Aspects of Signal Detection in Pharmacovigilance d ® 9
2020  Drug-induced liver injury (DILI) ® 88
2022  Patient involvement in the development, regulation and safe use of medicines e ® 85

a Also available in Chinese
b Also available in: Arabic, Chinese, French, Japanese, Korean, Polish, Portuguese, Russian, Spanish, Ukrainian
€ Also available in Chinese
d Also available in Chinese

e Also available in Japanese 0 . .
P & Discover all CIOMS publications

CIOMS Secretariat Council for International Organizations of Medical Sciences (CIOMS)

Secretary-General Associate partner of UNESCO
Dr Lembit Rago In official relations with WHO

Administrative Officer
Ms Sue Le Roux

CIOMS is an international
non-profit association under Swiss law.
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Case postale 2100, wishes you every
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https://cioms.ch/publications/
https://doi.org/10.56759/eftb6868
https://doi.org/10.56759/kfxh6213
https://doi.org/10.56759/ocef1297
https://doi.org/10.56759/rgxl7405
https://doi.org/10.56759/hmku5307
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://doi.org/10.56759/hslk3269
https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://doi.org/10.56759/ojsg8296
https://doi.org/10.56759/iiew8982
https://cioms.ch/publications/product/chinese-translation-real-world-data-evidence-in-regulatory-decision-making/
https://cioms.ch/publications/product/arabic-translation-international-ethical-guidelines-for-health-related-research-involving-humans
https://cioms.ch/publications/product/chinese-translation-2016-international-ethical-guidelines-for-health-related-research-involving-humans
https://cioms.ch/publications/product/lignes-directrices-internationales-dethique-pour-la-recherche-en-matiere-de-sante-impliquant-des-participants-humains
https://cioms.ch/publications/product/japanese-translation-2016-international-ethical-guidelines-for-health-related-research-involving-humans
https://cioms.ch/publications/product/korean-translation-cioms-2016-international-ethical-guidelines-for-health-related-research-involving-humans
https://cioms.ch/publications/product/polish-translation-2016-international-ethical-guidelines-for-health-related-research-involving-humans/
https://cioms.ch/publications/product/diretrizes-eticas-internacionais-para-pesquisas-relacionadas-saude-envolvendo-seres-humanos
https://cioms.ch/publications/product/russian-translation-2016-international-ethical-guidelines-health-related-research-involving-humans
https://cioms.ch/publications/product/pautas-eticas-internacionales-para-la-investigacion-relacionada-con-la-salud-con-seres-humanos
https://cioms.ch/publications/product/міжнародні-етичні-рекомендації-щодо
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/
http://cont.o.oo7.jp/51sup39/51sup39contents_e.html
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