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Introduction 
The World Medical Association's recent update to the Declaration of Helsinki, adopted at the 75th WMA 
General Assembly in Helsinki in October 2024, represents a significant evolution in the ethical framework 
governing clinical research. This latest revision addresses emerging technological considerations while 
maintaining the declaration's foundational principles of protecting research participants' rights, dignity, 
and welfare. The 2024 update offers important clarifications for pharmaceutical sponsors, clinical research 
organisations (CROs), and biotech innovators navigating the increasingly digital clinical trial landscape. 

Key Technological Considerations in the 2024 Update 
The 2024 Helsinki Declaration acknowledges the transformative impact of digital technologies on the    
clinical research ecosystem. While maintaining its core ethical principles, the declaration now provides 
more explicit guidance on several technology-related aspects: 

Data Privacy and Confidentiality in Digital Environments 

Section 24 of the declaration emphasises that "every precaution must be taken to protect the privacy of 
research participants and the confidentiality of their personal information." In the context of modern    
clinical trials utilising electronic data capture (EDC) systems, wearable devices, and real-world evidence 
(RWE) platforms, this directive has profound implications. Sponsors must implement robust data            
protection measures throughout the drug development lifecycle, including encryption protocols, access 
controls, and data anonymisation procedures that comply with regional regulations like GDPR and HIPAA. 

Informed Consent in the Digital Age 

The 2024 update makes notable refinements to informed consent requirements, acknowledging the shift 
toward electronic informed consent (eConsent) platforms. Section 26 now specifies that consent can be 
"formally documented on paper or electronically," reflecting the industry's adoption of digital consent 
frameworks. This represents a significant advancement for decentralised clinical trials (DCTs) and hybrid 
study designs, where in-person consent processes may be impractical. 

The declaration cautions that "if the consent cannot be expressed on paper or electronically, the                  
non-written consent must be formally witnessed and documented." This provision accommodates various 
digital modalities while maintaining ethical standards for special populations that may have limited        
technological access or literacy. 

 



Secondary Use of Biological Material and Data 

Section 32 addresses an increasingly common scenario in pharmaceutical R&D—the secondary analysis of 
stored data or biospecimens. The declaration now explicitly references the WMA Declaration of Taipei for 
governance frameworks around biobanks and research databases. This alignment is particularly relevant 
for precision medicine initiatives, biomarker discovery programs, and real-world data (RWD) analytics that 
leverage existing datasets. 

The provision states that "secondary research on stored data or biological material may be done only after 
consideration and approval of a research ethics committee" when obtaining new consent is impracticable. 
This creates a pathway for retrospective analyses essential to translational research while maintaining   
ethical oversight. 

 

Alignment with ICH E6(R3) Good Clinical Practice 
The Helsinki Declaration 2024 update complements the International Council for Harmonisation's E6(R3) 
Good Clinical Practice guideline, which was finalised in 2023. Both documents reflect the pharmaceutical 
industry's shift toward more efficient, patient-centric clinical development programs enabled by              
technology. Key areas of convergence include: 

Risk-Based Quality Management 

The Declaration's emphasis on continuously monitoring and assessing risks (Section 17) aligns with ICH E6
(R3)'s risk-based approach to quality management. Both frameworks recognise that technological tools like 
centralised statistical monitoring and predictive analytics can enhance patient safety surveillance while 
optimising resource allocation in clinical trials. 

Protocol Design Considerations 

Section 22 emphasises the need for scientifically sound protocol design that avoids research waste. This 
dovetails with ICH E6(R3)'s focus on quality by design principles and protocol optimisation. Both          
frameworks encourage sponsors to leverage computational modeling, adaptive trial designs, and            
innovative statistical methodologies to enhance clinical development efficiency. 

Transparency and Results Dissemination 

The Declaration's Section 35 mandates registration in public databases—a requirement that harmonises 
with ICH E6(R3)'s emphasis on clinical trial transparency. This shared commitment extends to the            
publication of results (Section 36), where the Declaration specifies that "negative and inconclusive as well 
as positive results must be published or otherwise made publicly available." This aligns with evolving     
regulatory expectations around clinical trial disclosure and patient-level data sharing initiatives. 

 



Intersection with Emerging Regulatory Frameworks 
Beyond ICH E6(R3), the Helsinki Declaration 2024 complements several other regulatory developments 
relevant to pharmaceutical R&D: 

EU Clinical Trials Regulation 

The Declaration's enhanced provisions for vulnerable populations (Sections 19-20) align with the EU     
Clinical Trials Regulation's focus on special protection measures. Both frameworks emphasise the need for 
justified inclusion of vulnerable groups to address their specific therapeutic needs while providing            
additional safeguards. 

FDA's Patient-Focused Drug Development 

The Declaration's new emphasis on meaningful engagement with participant communities (Section 6)    
resonates with the FDA's Patient-Focused Drug Development initiative. Both encourage incorporating       
patient perspectives throughout the clinical development process, from protocol design to results               
interpretation. 

NMPA's Guidelines on Real-World Evidence 

China's National Medical Products Administration (NMPA) has published guidelines on using real-world 
evidence in regulatory decision-making, which complement the Declaration's provisions on secondary data 
use. Both frameworks acknowledge the value of real-world data while emphasising the need for               
methodological rigor and ethical oversight. 
 

Implications for Pharmaceutical Stakeholders 
For pharmaceutical companies, CROs, and biotech firms, the Helsinki Declaration 2024 carries several 
practical implications: 

Technology Validation Requirements 

Sponsors must establish validation frameworks for digital health technologies used in clinical research. This 
includes demonstrating the reliability, accuracy, and clinical meaningfulness of digital endpoints derived 
from wearables, mobile applications, and remote monitoring devices. 

Community Engagement Strategies 

The Declaration's emphasis on engaging research communities will drive investment in patient advisory 
boards, community liaison programs, and participatory research methodologies. These approaches can 
enhance protocol design, improve recruitment strategies, and facilitate results dissemination. 

 

 



Environmental Sustainability Considerations 

Section 11's new focus on environmental sustainability introduces an unprecedented dimension to ethical 
research conduct. Sponsors should evaluate carbon footprints of clinical trials, implement green laboratory 
practices, and consider environmental impact when designing global study logistics. 

 

Future Directions and Challenges 
As pharmaceutical research continues to evolve, several challenges and opportunities emerge at the      
intersection of technology and research ethics: 

Artificial Intelligence and Algorithm Transparency 

While not explicitly addressed in the 2024 update, the use of AI algorithms in patient selection, data    
analysis, and decision support raises questions about transparency and potential bias. Future iterations 
may need to address algorithmic explainability and validation. 

Digital Divide and Equity Considerations 

The shift toward technology-enabled research raises concerns about inadvertently excluding populations 
with limited digital access or literacy. Sponsors must develop mitigation strategies to ensure that          
technological innovations enhance rather than hinder research inclusivity. 

Multi-Omics and Genetic Data Governance 

As multi-omics approaches become standard in drug discovery and development, governance frameworks 
for genetic data privacy, incidental findings, and future research use will require continued refinement. 
 

Conclusion 
The Helsinki Declaration 2024 represents a thoughtful evolution of research ethics principles for the digital 
age. By acknowledging technological advancements while reinforcing core ethical precepts, it provides a 
robust framework for pharmaceutical researchers navigating complex clinical development challenges. 
When implemented alongside complementary regulatory frameworks like ICH E6(R3), it enables innovative 
research methodologies while safeguarding participant welfare. 

For pharmaceutical industry stakeholders, success will depend on proactively integrating these ethical   
considerations into research governance frameworks, technology validation strategies, and patient         
engagement initiatives. By doing so, they can realise the efficiency benefits of technological innovation 
while maintaining the highest standards of research ethics.

This article provides a general analysis of the recent regulatory amendments. Organisations should consult 
with their compliance teams and legal advisors for specific implementation guidance. 

 






