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Why Informing Patients on Study Results Matters
• Respects participants’ contributions

• Builds trust and transparency

• Meets ethical and regulatory standards

• Improves public understanding of research

• Strengthen relationship to advocacy groups

• Supports patient-centered care

• Support future research 



Transparency Challenges1-8

• 20–50% of trials remain 
unpublished within 2–5 years

• 1/3 show discrepancies in primary 
outcomes between registry and 
publication

• Results often delayed or 
incomplete

• Patients infrequently receive 
updates directly
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2. PLoS Med 2022; 19: e1003980
3. Facets 2023; 8: 1–10
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7. JAMA New Open 2019; 2: e197242
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Different Forms of Reporting

• Plain Language Summary (PLS / LS)
• Posting results on trial registries
• Peer-reviewed publications
• Direct communication to patients
• Accessible online platforms

Posting clinical trial results registries does 
not preclude to publish in peer-reviewed 
publications and to provide a PLS/LS1.

1. Ann Intern Med. 2023 Mar;176(3):eL220490. doi: 10.7326/L22-0490)



US Regulations & Policies

• Results must be posted on 
ClinicalTrials.gov

• No requirement for plain language 
summaries

• FDA encourages transparent 
communication

• Good Clinical Practice 
emphasizes participant respect



EU Clinical Trials Regulation  - EU CTIS1

• Lay summaries required for all trials

• Lay summaries for the protocol synopsis 
and the trial's final and, if applicable, 
interim results.

• Protocol synopsis and final results within 
12 months after study end

• Summaries must be available in local 
languages of participating member states

• Focus: accessible, clear, patient-centered 
information

1. Regulation (EU) No 536/2014) https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:32014R0536

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:32014R0536
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:32014R0536


Example of Lay Summary from EU CTIS



WHO 2025 Guidance

• Results reported in registries within 12 
months

• Eight minimum items required, including 
PLS

• Summaries should be clear, concise, free 
of jargon

• Explain purpose, methods, findings, 
implications



Pharmaceutical Industry Associations: Principles

• PhRMA & EFPIA support public access 
clinical study results

• Companies to work with regulators to adopt 
mechanisms for providing summaries 
available to research participants

• Initiatives like trialsummaries.com improve 
access

• Enhances health literacy and engagement

1. Principles for Responsible Clinical Trial Data Sharing | PhRMA, July 25, 2023

PhRMA - Pharmaceutical Research and Manufacturers of America
EFPIA – European Federation of Pharmaceutical Industries and Associations 

https://phrma.org/resources/phrma-principles-for-clinical-trial-data-sharing
https://phrma.org/resources/phrma-principles-for-clinical-trial-data-sharing


Example: GSK



Trial Summaries
www.trialsummaries.com

• Sponsor-agnostic, publicly accessible 
site

• Designed to host plain language 
summaries from multiple 
pharmaceutical companies

• Aims to improve health literacy and 
patient engagement by making clinical 
trial results easier to understand

• Summaries are available in multiple 
languages while maintaining patient 
confidentiality



Summary
• Result-sharing should be standard as a part of study conduct

• Early, planning, patient involvement, and clear, culturally sensitive 
communication strategies are essential

• Use simple, non-technical language -Offer multiple formats (print, digital, 
in-person)

• Respect patient autonomy and privacy (opt-in / opt-out options)

• Many countries outside the US require plain-language summary of study 
results

• Accessible, timely, transparent communication builds trust
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