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Introduction
In an increasingly globalized world, multinational research projects have become essential for addressing complex global challenges, leveraging expertise across borders to tackle issues that individual countries cannot solve alone. These collaborations address pressing problems ranging from public health and disease prevention to technological innovation and social justice (De Vries and McCusker, 2022). Queen Mary University of London (QMUL) is a leading institution in such initiatives, conducting impactful research in areas such as cancer and neurological disorders, intending to advance global health solutions and drive meaningful societal change.
However, managing multinational research projects comes with unique challenges, particularly when it comes to coordinating procedures and ensuring regulatory compliance across diverse jurisdictions. Standard Operating Procedures (SOPs) are instrumental in meeting these challenges by providing structured guidelines that enhance standardization, regulatory adherence, and quality assurance across international teams (Wolf, 2020). SOPs are designed to standardize project workflows, minimize variability, and foster a consistent approach to complex research tasks. This standardization is especially critical given the varied regulatory frameworks in different countries, which can lead to significant challenges if not properly managed. Without SOPs, research teams may face operational inefficiencies, communication barriers, and quality inconsistencies, potentially jeopardizing the integrity and outcomes of the research (Hearnshaw and Wallis, 2021).
This study will examine how SOPs are implemented within QMUL's multinational research projects, with the goal of providing valuable insights into SOPs' role in fostering collaboration, ensuring quality, and achieving regulatory compliance. The findings may offer a foundation for refining SOPs in similar research contexts, helping international research institutions to effectively address regulatory diversity and cross-cultural collaboration challenges.
Goals and Objectives
The primary goal of this study is to evaluate the effectiveness of SOPs in managing multinational research projects at QMUL, focusing on key aspects such as compliance, quality assurance, and communication.
Objectives:
1. To examine SOPs' role in maintaining regulatory compliance: This objective will explore how SOPs help QMUL navigate compliance across different regulatory frameworks in multinational projects.
2. To evaluate the impact of SOPs on quality assurance: This objective focuses on how SOPs contribute to consistent and reliable research practices across international research teams.
3. To analyse the effectiveness of SOPs in enhancing collaboration: This objective aims to understand how SOPs support task management, communication, and problem-solving in a multinational research environment.
Research Questions
1. What SOPs are currently implemented in QMUL’s multinational research projects?
2. How effective are these SOPs in supporting project success, particularly in compliance, coordination, and quality control?
3. What challenges do QMUL’s multinational research teams face when implementing SOPs, and what solutions can address these challenges?
4. How can SOPs be improved to enhance their effectiveness in multinational projects?
Literature Review
The Role of SOPs in Multinational Research
SOPs are increasingly recognized as essential tools for managing multinational research due to their ability to standardize practices across different jurisdictions. They help organizations streamline procedures to meet both local and international regulatory requirements, mitigating risks associated with legal compliance, ethical standards, and operational consistency (Hearnshaw and Wallis, 2021). SOPs ensure a consistent approach to research activities, which is particularly valuable in fields like public health, where data privacy laws and ethical guidelines vary widely between countries.
Compliance and Risk Management
A primary function of SOPs in multinational projects is to ensure compliance with a range of legal and ethical standards. Compliance is crucial in research, particularly when regulations differ significantly between countries. SOPs provide a unified structure that supports these requirements, minimizing legal risks. According to Hearnshaw and Wallis (2021), SOPs align research practices with regulatory standards, fostering ethical integrity and reducing variability. Wolf (2020) further emphasizes the importance of consistency across sites, as uniform SOP implementation helps avoid legal breaches and maintain project integrity.
In addition to compliance, SOPs play a proactive role in risk management by establishing a structured framework that reduces errors during project execution. This, in turn, enhances the reliability of research outcomes (De Vries and McCusker, 2022). SOPs also help teams anticipate regulatory challenges, communicate effectively, and minimize misunderstandings, which is crucial in multinational collaborations where diverse practices and expectations can create operational challenges.
Quality Assurance in Multinational Projects
SOPs also support quality assurance by promoting consistent data collection and management across different research sites. This uniformity is critical for generating reliable and comparable results in large-scale, international studies. Wolf (2020) argues that SOPs are fundamental to quality control, as they provide a transparent framework that enables systematic monitoring and evaluation of project performance. In multinational contexts, consistent SOPs contribute to data integrity by ensuring that all sites adhere to the same standards, making it easier to compile and interpret data from multiple sources.
Challenges in SOP Implementation
While SOPs standardize processes, their implementation across diverse regulatory environments presents significant challenges, especially in adapting to various legal standards. Specific obstacles include differences in data privacy requirements, informed consent protocols, and ethical review processes, which are particularly pronounced in healthcare research. For instance, data protection regulations such as GDPR in the EU may require substantial adjustments in data handling practices compared to non-EU countries, posing additional burdens for multinational teams (Hearnshaw and Wallis, 2021).
Moreover, Wolf (2020) notes that adapting SOPs to meet varying legal and ethical standards can be resource-intensive and may lead to inconsistencies across research sites. Cultural and institutional differences further complicate adherence to SOPs, as local norms, resources, and institutional practices can significantly impact SOP application. Balancing the need for standardization with the flexibility to accommodate these diverse factors is essential to ensure project integrity across borders.
Methodology
This study uses a qualitative research approach with a case study methodology, enabling in-depth analysis of SOP applications, challenges, and stakeholder perspectives within QMUL’s multinational research projects. According to Yin (2018), case studies are particularly useful for examining complex processes and structures in organizational settings. This methodology will focus on understanding how SOPs are applied, the challenges faced by different stakeholder groups, and the impact of SOPs on compliance, quality assurance, and collaboration.
Research Design
The case study approach provides detailed insights into specific SOP applications and stakeholder experiences. This design allows for a comprehensive investigation of SOP effectiveness in QMUL's international research projects, identifying both strengths and areas for improvement in SOP implementation.
Data Collection Methods
Data will be collected through three primary methods to address the research questions: semi-structured interviews, document analysis, and observational data.
1. Semi-Structured Interviews
Participants: The interviews will involve project managers, researchers, and administrative staff at QMUL who are engaged in multinational collaborations. These groups are selected to represent various perspectives on SOP challenges and effectiveness.
Content: Interview questions will cover participants’ experiences with SOPs, focusing on compliance, quality assurance, and collaboration. Participants will also discuss challenges in SOP adherence and adaptations made for diverse regulatory environments.
Structure: Semi-structured interviews allow for in-depth exploration of topics while maintaining consistency across participants, providing nuanced insights into SOP applications (Creswell, 2017).
Suggested Stakeholders:
Project Managers and Coordinators: Project managers within the Joint Research Management Office (JRMO) and senior project coordinators in research centers like the Wolfson Institute can provide insights into daily SOP applications and challenges.
Researchers and Principal Investigators (PIs): PIs and faculty members in the Faculty of Medicine and Dentistry, or the School of Biological and Chemical Sciences, often engaged in cross-border research, can offer perspectives on SOPs' impact on data collection and protocol adherence.
Administrative and Compliance Staff: Research ethics facilitators and compliance officers within the JRMO or QMERC can discuss SOPs' role in maintaining ethical standards across countries. Staff in research support roles can provide insights into documentation and regulatory adaptation challenges.
IT and Data Management Staff (Optional): Data managers or IT staff involved in data management and GDPR compliance can provide perspectives on data security SOPs in international projects.
Document Analysis
The Research Governance and Ethics Policy at QMUL outlines procedures on research integrity, compliance, and approval processes, connecting to SOPs concerning ethical practices, stakeholder engagement, and cross-border project management.
Relevant SOP documentation, compliance reports, and project records will be reviewed to understand how SOPs are formalized and applied in multinational research. This analysis will provide contextual data to complement interview findings, highlighting potential gaps between formal SOPs and actual practices (Bowen, 2009).
Observational Data
Observational data will be gathered by attending project meetings where SOPs are discussed or implemented. These observations will provide real-time insights into SOP applications, revealing any discrepancies between SOP guidelines and practical implementation, and highlighting efforts to address compliance challenges.
Data Analysis
Thematic analysis will be used to identify patterns and themes across the data sources. This approach allows for coding and categorization of data, identifying key themes related to SOP use, compliance, quality assurance, and collaboration challenges (Braun and Clarke, 2006).
Coding and Theme Development: Initial coding will categorize data into themes such as compliance, quality assurance, and collaboration. Additional sub-codes will capture unique challenges and adaptations linked to regulatory differences across countries. Comparing themes across stakeholder groups will help assess variations in SOP effectiveness perceptions among project managers, researchers, and administrative staff.
Triangulation: To enhance reliability, data from interviews, document analysis, and observations will be triangulated, allowing cross-verification of findings. This approach provides a comprehensive perspective on SOP effectiveness in QMUL’s multinational research projects (Yin, 2018).
Ethical Considerations
This study will adhere to QMUL’s strict ethical guidelines, obtaining approval from the Queen Mary Ethics of Research Committee (QMERC). Participants will be fully informed of the study’s purpose, potential risks, and benefits, and informed consent will be obtained from all participants before data collection. To ensure privacy, pseudonyms will be used, and all identifiable information will be managed securely in compliance with QMUL’s data protection policies and the General Data Protection Regulation (GDPR). This ensures that data is handled responsibly, and that participants' anonymity is preserved in reporting.
Ethical Review Process

The QMERC oversees ethics applications for projects involving human participants, tissue samples, or personal data, with a strong focus on risk-adapted procedures. Under SOP-15, QMERC categorizes applications based on risk level:
· Low Risk: These projects are reviewed by QMERC facilitators without a formal review panel.
· Review Panel: Projects with moderate to high risk undergo a formal committee assessment.
· Dual Review: For projects with specific risks (e.g., novel medical interventions), an additional review by the Joint Research Management Office (JRMO) may be required, ensuring compliance with both institutional and external regulatory standards.
Compliance Scope and Data Protection

QMUL’s ethical compliance protocols, specified in SOP-15, apply to both domestic and international studies, ensuring that QMUL’s standards are met regardless of the research location. Data protection protocols are aligned with GDPR, ensuring that all identifiable data is anonymized and securely stored, thus meeting both QMUL’s policies and legal data management standards across jurisdictions.
Amendments and Reporting

QMERC’s SOP-15 outlines clear procedures for amendments, allowing up to three major and three minor amendments per project. This flexibility supports adaptation to project changes, ensuring that evolving research needs can be met without compromising ethical standards. Additionally, projects may be required to submit annual progress reports, especially for longer studies, to ensure ongoing compliance and address any emerging ethical considerations.
Timeframe
The research project will follow this timeline:
· November 4-10: Finalize research design, obtain ethical approval, and prepare interview guides.
· November 11-December 5: Conduct interviews and complete document analysis.
· December 6-15: Gather observational data from project meetings.
· December 16-January 15: Analyse data and identify key themes.
· January 16-February 10: Write and revise the dissertation.
· February 11-15: Proofread, format, and submit the final dissertation.
Conclusion
This study will evaluate the effectiveness of SOPs in managing multinational research projects at QMUL, focusing on key areas such as compliance, quality assurance, and collaboration efficiency. By analysing the experiences and perspectives of diverse stakeholder groups—including project managers, researchers, and administrative staff—this research aims to uncover best practices for SOP implementation and identify specific areas for improvement in multinational research settings.
The findings will contribute valuable insights into the practical challenges and solutions associated with SOP adherence across diverse regulatory and cultural contexts, underscoring the adaptability required for real-world applications. This research takes an innovative, stakeholder-cantered approach, allowing for a nuanced understanding of SOPs' impact on various aspects of project management and compliance. By exploring how SOPs can be adapted to meet distinct regulatory and cultural requirements, the study will help institutions like QMUL refine their SOPs to support more effective multinational collaborations.
Beyond QMUL, the implications of this research extend to any academic institution or organization engaged in cross-border research. This study offers a model for other institutions navigating international project management by providing evidence-based recommendations for SOP design and implementation. It demonstrates how standardized, yet flexible SOP frameworks can enhance operational efficiency, improve quality control, and ensure high standards are consistently met across diverse locations.
In summary, this study aims to advance the development of adaptable, standardized approaches to SOPs that make multinational research collaborations more consistent, reliable, and scalable. By enhancing SOP frameworks, institutions can better navigate regulatory complexities, optimize research quality, and foster seamless, efficient international collaboration. This work supports the growth of global research networks that are equipped to tackle pressing issues through effective, well-coordinated efforts across borders.
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