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GLOBAL GUIDELINES AND FORUMS

World Medical Association (WMA) Declaration Documents

The ‘Declaration of Helsinki’ was originally adopted in 1964 and was most recently amended in October
2013. It is now being revised and this eighth revision will include a wide range of updates to reflect how
the research environment has changed since 2013. This 2024 revision has been available for public
consultation. The workgroup intends to recommend a final updated draft to be considered by the
Council and the General Assembly in Helsinki, Finland in October 2024. Declaration of Helsinki — WMA
— The World Medical Association

The ‘Declaration of Taipei on Ethical Considerations Regarding Health Databases and Biobanks’ was
issued by the WMA in October 2016. It complements the Declaration of Helsinki and includes 12 ethical
principles relating to health databases and biobanks. WMA Declaration of Taipei on Ethical
Considerations regarding Health Databases and Biobanks — WMA — The World Medical Association

International Council for Harmonisation (ICH)

ICH E2D(R1) ‘Post-Approval Safety Data: Definitions and Standards for Management and Reporting of
Individual Case Safety Reports’ is available for public consultation. ICH E2D(R1) Step3 Draft
Guideline 2024 0205.pdf

The ‘Glossary of ICH Terms and Definitions’ has been updated and version 5 was issued on 07 February
2024. Glossary of ICH terms and definitions - CIOMS

World Health Organisation (WHO) — Global Clinical Trial Forum

This Forum took place in November 2023, and delegates with a diverse range of experiences discussed
how to strengthen worldwide clinical research in terms of functionality and sustainability. The outcome
of the discussions identified seven key areas. First WHO Global Clinical Trials Forum

EU GUIDELINES AND Q&A DOCUMENTS

EU Clinical Trial Regulation (CTR) and Clinical Trials Information System (CTIS)
An update to the Q&A document (to version 6.7) was published on 21 December 2023 and includes
frequently asked questions on implementing the CTR. requlation5362014 qa en 0.pdf (europa.eu)

On 31 January 2024, the EMA published a reminder to Sponsors that all clinical trials in the EU must be
transitioned to CTIS by 31 January 2025. Clinical trials' transition to new EU system. The Best Practice
Guide 2023 11 CTCG Best Practice Guide for sponsors.pdf (hma.eu) and Cover Letter Template
2023 11 CTCG Annex cover letter template (live.com) for Sponsors transitioning multi-national
clinical trials to the CTR and CTIS have been updated.

A User Guide for macro, small and medium sized enterprises, published by the European Medicines
Agency (EMA) include sections on CTR and CTIS. The latest version was published in November 2023
user-quide-micro-small-and-medium-sized-enterprises en.pdf (europa.eu)

EMA - Revised Guidance on Distribution of Investigator’s Brochures (IBs)
In January 2024, Q&A number 19, Section B ‘GCP Matters’ relating to the timely distribution of IBs, was
updated. Q&A: Good clinical practice (GCP) | European Medicines Agency (europa.eu)
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https://www.wma.net/what-we-do/medical-ethics/declaration-of-helsinki/
https://www.wma.net/what-we-do/medical-ethics/declaration-of-helsinki/
https://www.wma.net/policies-post/wma-declaration-of-taipei-on-ethical-considerations-regarding-health-databases-and-biobanks/
https://www.wma.net/policies-post/wma-declaration-of-taipei-on-ethical-considerations-regarding-health-databases-and-biobanks/
https://database.ich.org/sites/default/files/ICH_E2D%28R1%29_Step3_Draft%20Guideline_2024_0205.pdf
https://database.ich.org/sites/default/files/ICH_E2D%28R1%29_Step3_Draft%20Guideline_2024_0205.pdf
https://cioms.ch/publications/product/glossary-of-ich-terms-and-definitions/#description
https://www.who.int/news/item/29-11-2023-first-who-global-clinical-trials-forum-puts-forward-a-global-vision-for-sustainable-clinical-research-infrastructure
https://health.ec.europa.eu/system/files/2023-12/regulation5362014_qa_en_0.pdf
https://www.ema.europa.eu/en/news/clinical-trials-transition-new-eu-system-one-year-left
https://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/03-Working_Groups/CTCG/2023_11_CTCG_Best_Practice_Guide_for_sponsors.pdf?mptk=04b02fbf634ce05a2c0c69486f71e26e48f654c1d6c9282c9ac5e3b05f76352e1b0824a65d077a19f252bc6512fbbeb2_5a74bf23acbcbf860c83ca02a69a1dd6
https://view.officeapps.live.com/op/view.aspx?src=https%3A%2F%2Fwww.hma.eu%2Ffileadmin%2Fdateien%2FHMA_joint%2F00-_About_HMA%2F03-Working_Groups%2FCTCG%2F2023_11_CTCG_Annex_cover_letter_template_-_CTCG_Best_Practice_Guide_for_sponsors_on_transition_vs3.docx&wdOrigin=BROWSELINK&mptk=8b837cd231a0e78eaee2178c621def4d8858902abf6fc4aafa11fae45f83cfe0a900b62f534e95d9a40f01f590aada6f_2c1ad9a5ef42d49dd48dcd095c8add5f
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/user-guide-micro-small-and-medium-sized-enterprises_en.pdf?mptk=d65b09493f5b1b1758c69f6c2f38ddebadd80c46b0832e0c2a5ec70e2ef6ab117bce929e18c847fc4dac0efffbc592de_c51638008b36698997b9f0f293615d76
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/compliance-research-and-development/good-clinical-practice/qa-good-clinical-practice-gcp

EMA - New Q&As on Centrally Authorised Products Marketed in Northern Ireland

The European Commission (EC) and UK Government reached an agreement for centrally authorised
medicinal products intended to be placed on the market in Northern Ireland (Regulation (EU)
2023/1182). This Regulation entered into force on 21 June 2023 and will apply from 01 January 2025.

The EMA has published a Q&A document to provide practical guidance on the rules both before and
after application of Regulation (EU) 2023/1182. questions-and-answers-stakeholders-implications-
requlation-eu-1182-2023-centrally-authorised-medicinal-products-human-use en.pdf (europa.eu)

EMA - Paediatric Submissions
In January 2024, the EMA published revisions to two of their documents:
e guidance-paediatric-submissions en.pdf (europa.eu)
e policy-determination-conditions-paediatric-investigation-plan-pip-waiver-scope-pip-
waiver en.pdf (europa.eu)

In addition, the Q&As section on the EMA website has been updated. Paediatric investigation plans:
submitting documents | European Medicines Agency (europa.eu)

Artificial Intelligence (Al) Workplan 2023-2028

This workplan, which was published on 18 December 2023 by the EMA and the Heads of Medicines
Agencies (HMAs) details a strategy for maximising the benefits of Al whilst managing the risks. multi-
annual-artificial-intelligence-workplan-2023-2028-hma-ema-joint-big-data-steering-group en.pdf

(euroga.euz

UK GUIDELINES AND INITIATIVES

International Recognition Procedure (IRP)
The IRP is a new procedure for medicines licensing applications and was developed following the UK’s
departure from the EU.

From 01 January 2024, developers of new medicines can submit applications via the Medicines and
Healthcare products Regulatory Agency’s (MHRA’s) IRP. MHRA’s new International Recognition
Procedure (IRP) goes live from 1 January 2024 - GOV.UK (www.gov.uk)

Clinical Trials Best Practice Guide 2024
The National Health Service (NHS) and industry representatives have developed a new guideline ‘Clinical
trials best practice guide 2024’ Clinical trials best practice quide 2024 (abpi.org.uk)

The guide focuses on four parts:
e Establishing a study’s feasibility
e Confirming a site’s capability and capacity
e Escalating blockers to study set up and delivery
e Establishing strategic communication between sites and sponsors

Medical Devices

On 09 January 2024, the MHRA published brief details of new regulations for medical devices in the UK.
Roadmap towards the future requlatory framework for medical devices Jan 24.pdf
(publishing.service.qov.uk)

At the beginning of February, the MHRA announced two new UK Approved Bodies to certify medical
devices. MHRA announces two new UK Approved Bodies to certify medical devices - GOV.UK

(www.gov.uk)
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https://www.ema.europa.eu/system/files/documents/other/questions-and-answers-stakeholders-implications-regulation-eu-1182-2023-centrally-authorised-medicinal-products-human-use_en.pdf
https://www.ema.europa.eu/system/files/documents/other/questions-and-answers-stakeholders-implications-regulation-eu-1182-2023-centrally-authorised-medicinal-products-human-use_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guidance-paediatric-submissions_en.pdf?mptk=f37230cf95a058c3f1c58dc0a8043d07c0800e0be2275f1b6fd084e73ba08ad01ccb9b347f733f8629a5105985c1c909_0e122264284013488460a9aef43bff7c
https://www.ema.europa.eu/en/documents/other/policy-determination-conditions-paediatric-investigation-plan-pip-waiver-scope-pip-waiver_en.pdf?mptk=a91222e30f79be1e7cbd814c68c78b20e37486189ae34b56be40d474a38bd1fc553383248031b91b44f077a688f439cd_039b553921216204aa18c103c8f0d86e
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https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/paediatric-medicines-research-and-development/paediatric-investigation-plans/paediatric-investigation-plans-submitting-documents?mptk=527ca78f3d8142fda127f953605e61b0c3f9041a26b51889f09e651b04c0039f5505909a33ff193e7a50a64604edb0ae_5fb0c5ca57992c9f36c07eb3869f3067
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/paediatric-medicines-research-and-development/paediatric-investigation-plans/paediatric-investigation-plans-submitting-documents?mptk=527ca78f3d8142fda127f953605e61b0c3f9041a26b51889f09e651b04c0039f5505909a33ff193e7a50a64604edb0ae_5fb0c5ca57992c9f36c07eb3869f3067
https://www.ema.europa.eu/en/documents/work-programme/multi-annual-artificial-intelligence-workplan-2023-2028-hma-ema-joint-big-data-steering-group_en.pdf
https://www.ema.europa.eu/en/documents/work-programme/multi-annual-artificial-intelligence-workplan-2023-2028-hma-ema-joint-big-data-steering-group_en.pdf
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https://www.gov.uk/government/news/mhras-new-international-recognition-procedure-irp-goes-live-from-1-january-2024
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TRANSPARENCY

EMA Updates Q&As CTIS Transparency Rules

On 31 January 2024, the EMA published an updated version of the Q&A document on the protection of
commercial confidential information and personal data while using CTIS (current version 1.4). ACT
EU_Q&A on protection of Commercially Confidential Information and Personal Data

CTIS does not allow information about UK trials conducted as part of a multinational trial. The Health
Research Authority (HRA) has provided clarification of other public registries to be used to register the
UK part of multinational trials. HRA Now - clarification of HRA policy on registration of CTIMPs taking
place in the UK and EU (govdelivery.com)

UK Transparency and Information Sharing

The MHRA has developed a process to share operational information with health system partners across
the UK. The updated guidance was published 02 January 2024: Operational Information Sharing
Guidance - GOV.UK (www.gov.uk)

Transparency is one of the key priorities set out in the HRA 2022-25 Strategy. HRA Strateqy 2022-
25.pdf

US Database of Worldwide Clinical Trials - ClinicalTrials.gov

The Clinical Trials Transformation Initiative (CTTI) has investigated factors and barriers to registration
and summary results reporting. Their findings and suggestions for improvements have been published
in a recent report: CTTI_SuggestedPractices ClinicalTrials-gov_FINAL.pdf (ctti-clinicaltrials.org)

In addition, the Commissioner of the FDA has described the importance of ClinicalTrials.gov in clinical
trial transparency and FDA oversight. The Importance of Clinical Trial Transparency and FDA Oversight |
FDA.

GOOD MANUFACTURING PRACTICE (GMP)

EU

The EMA Q&A document — “EU GMP Guide Annexes ... Annex 1, Question 2” has been updated:
Guidance on good manufacturing practice and good distribution practice: Questions and answers |
European Medicines Agency (europa.eu)

The EMA and Food and Drug Administration (FDA) have generated a joint Q&A document on ‘Quality
and GMP Aspects of PRIME/Breakthrough Therapy Applications’ FDA-EMA-joint-QA.pdf

UK
The MHRA has extended the validity period for GMP and Good Distribution Practice (GDP) certificates.
GMP & GDP Certificates: Validity Period Extended - MHRA Inspectorate (blog.gov.uk)

POST PANDEMIC

Lessons Learnt for Inspection Activities

On 24 January 2024, the EMA published a document ‘Guidance on remote GCP inspections during public
health threats, political conflict, natural disasters, or other major disruptions’ (document is dated 30
November 2023). gquidance-remote-gcp-inspections-during-public-health-threats-political-conflicts-
natural-disasters-or-other-major-disruptions en.pdf (europa.eu)

On 26 January 2024, the FDA issued a draft guidance ‘Conducting Remote Regulatory Assessments
[RRAs] — Questions and Answers’ FDA-Remote Requlatory Assessments- Revised Draft Guidance-

Jan2024.pdf
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https://accelerating-clinical-trials.europa.eu/system/files/2023-11/ACT%20EU_Q%26A%20on%20protection%20of%20Commercially%20Confidential%20Information%20and%20Personal%20Data%20while%20using%20CTIS_v1.3.pdf
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https://api.ourmailserver7.com/c/ecc633ddf834d05af3f271e2ba4c6164_d08ef712262432b074f5e067c1c25b70?sid=8369cb7a8f65952b6aa10b3b3248fece_e3a6d6662aeb943f89c2eb11e2506f29&aid=UN4U
https://content.govdelivery.com/accounts/UKNHSHRA/bulletins/3871436?mptk=a83c16d581caf8635943c16b6aa59d792a84b7ff2ed03b66665501ccfdfcdb83c4789818116ee5e5e831e36e09741783_083930efe2495d9d75d2ef2895b21cb7
https://content.govdelivery.com/accounts/UKNHSHRA/bulletins/3871436?mptk=a83c16d581caf8635943c16b6aa59d792a84b7ff2ed03b66665501ccfdfcdb83c4789818116ee5e5e831e36e09741783_083930efe2495d9d75d2ef2895b21cb7
https://www.gov.uk/government/publications/operational-information-sharing/operational-information-sharing-guidance
https://www.gov.uk/government/publications/operational-information-sharing/operational-information-sharing-guidance
https://s3.eu-west-2.amazonaws.com/www.hra.nhs.uk/media/documents/HRA_Strategy_2022-25.pdf
https://s3.eu-west-2.amazonaws.com/www.hra.nhs.uk/media/documents/HRA_Strategy_2022-25.pdf
https://ctti-clinicaltrials.org/wp-content/uploads/2024/01/CTTI_SuggestedPractices_ClinicalTrials-gov_FINAL.pdf?mptk=bfecd8b6b26fb5c5cdb0bc70c9468178e8976927fb4111cd06f4b62c3966f67cd103eb4eb60bedc4125a664eab4bbdac_a80a94af218d8979a85b37c97ecdd105
https://www.fda.gov/news-events/fda-voices/importance-clinical-trial-transparency-and-fda-oversight
https://www.fda.gov/news-events/fda-voices/importance-clinical-trial-transparency-and-fda-oversight
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/compliance-research-and-development/good-manufacturing-practice/guidance-good-manufacturing-practice-and-good-distribution-practice-questions-and-answers#ema-inpage-item-7092
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/compliance-research-and-development/good-manufacturing-practice/guidance-good-manufacturing-practice-and-good-distribution-practice-questions-and-answers#ema-inpage-item-7092
https://www.fda.gov/media/174736/download?attachment&mptk=e6843a8861b4130d0b88134bf67b952f0cd6db545cb20d7acb869b516e552d7f32b6790781948939d2d99a23811a5c02_99ad2cb5967f9f4221c4688561345ab3
https://mhrainspectorate.blog.gov.uk/2023/12/11/gmp-gdp-certificates-validity-period-extended/
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guidance-remote-gcp-inspections-during-public-health-threats-political-conflicts-natural-disasters-or-other-major-disruptions_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guidance-remote-gcp-inspections-during-public-health-threats-political-conflicts-natural-disasters-or-other-major-disruptions_en.pdf
https://www.fda.gov/media/160173/download
https://www.fda.gov/media/160173/download

EMA - Publication of Data
On 26 January 2024, the EMA confirmed it has resumed clinical data publication for all medicines, not
just medicines relating to Covid-19 treatments. Clinical data publication | European Medicines Agency

(E’UfOQ(J.EUZ

FDA - Return to Face-to-Face (FTF) Meetings

The FDA has provided an update on In-Person FTF Formal meetings. A FTF meeting between the FDA
and industry is defined as either in-person meeting and virtual (camera on) meetings. Update on In-
Person Face-to-Face Formal Meetings with FDA | FDA

FDA GUIDANCE DOCUMENTS

Final FDA Guidance Documents:

December 2023: Real-World Data: Assessing Registries to support Regulatory Decision-Making
for Drug and Biological Product Development 54619456fnl 12-19-23.pdf (fda.qgov)

December 2023: Rare Diseases: Considerations for the Development of Drugs and Biological
Products 30212783fnl _Rare Disease.pdf (fda.gov)

December 2023: Data Standards for Drug and Biological Product Submissions Containing Real-
World Data 55614023-data-standards-for-drug-and-Biological-product-submissions.pdf

(fda.gov)

December 2023: Digital Health Technologies for Remote Data Acquisition in Clinical
Investigations 55626970fnl.pdf (fda.gov)

January 2024: Human Gene Therapy Products Incorporating Human Genome Editing Human-
Gene-Therapy-Incorporating-Human-Genome-Editing UPDATED Jan-2024.pdf (fda.gov)

Draft FDA Guidance Documents:

January 2024: Collection of Race and Ethnicity Data in Clinical Trials and Clinical Studies for FDA-
Regulated Medical Products 45585115dftrv1.pdf (fda.gov)

Thank you for taking the time to read this Industry Update from S-cubed

Prepared by:
Christina Hdgglund, QA Manager, S-cubed Ltd
Email: christina.hagglund@s-cubed.co.uk
Website: www.s-cubed-global.com
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https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/clinical-data-publication
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https://www.fda.gov/media/154449/download
https://www.fda.gov/media/119757/download
https://www.fda.gov/media/153341/download?mptk=a29fef56aef87f9288bd1ee1ed1f985441b62a4fc246d046905c949b6dcdd3e61aa25e0d823abb1605dcde7953915142_bc1b5044d8197a5034e3e537525f89db
https://www.fda.gov/media/153341/download?mptk=a29fef56aef87f9288bd1ee1ed1f985441b62a4fc246d046905c949b6dcdd3e61aa25e0d823abb1605dcde7953915142_bc1b5044d8197a5034e3e537525f89db
https://www.fda.gov/media/155022/download?mptk=f22b5fa7ce7e3b5decc47330107120fee8fa3b99b0acd31edc57c920648986f4a9ce5a1ee0611aa200baf8bd9d87ec83_5b4124bfb8fa057cce3d2f9990d3ba79
https://www.fda.gov/media/156894/download?mptk=5d7f820ff639111816c31c39c8581c9c44e5ecffa011e0e23af3c5e65f20cb6bd9a9b7947421006eb38e8852ca755898_08316c92db41aec72983b2a0d1d91c77
https://www.fda.gov/media/156894/download?mptk=5d7f820ff639111816c31c39c8581c9c44e5ecffa011e0e23af3c5e65f20cb6bd9a9b7947421006eb38e8852ca755898_08316c92db41aec72983b2a0d1d91c77
https://www.fda.gov/media/175746/download?mptk=8461e50803bb6005a8395df1ba10169c88daf4fb574831dc77cf1f49872116fb5c9e4eb1ce4f12f4339eb1f6375e8381_d560d4510dd9a419689358dfc46dea29
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