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10:00am 
Opening Remarks from HealthXL & Astrazeneca

Chandana 
Fitzgerald
CEO, HealthXL

Matthew Bonam 
VP, Head of 
BioPharmaceuticals 
Astrazeneca, R&D 
Digital Patient Health 
& Innovation

10:30-11:30am 
Keynote Presentations

Giorgio Davico 
Postdoctoral 
research fellow at 
University of 
Bologna, 
Mobilise-D

Jennifer 
Goldsack
Chief Executive 
Officer, DiMe

11:30am 
Tea and coffee break

 
 

Keynote 
Presentation #1: 
Advances in digital 
biomarkers and 
technology-based 
clinical endpoints

Keynote 
Presentation #2: 
Implementation 
of digital health: The 
Mobilise-D journey 
to regulatory 
qualification 



● Benefits and evidence for digital 

endpoint measurement in clinical trials 

● Demonstrating value

● Debunking scepticism and 

requirements for buy-in

12:00pm - 12:40pm 

Case Studies 

At HealthXL’s Global Gathering in Gothenburg, startups, pharma, and investors split 
up into several roundtables, tackling two main themes: 

Group 1 : Value drivers of digital 
biomarkers and endpoints in 

clinical development

12:45pm - 2:00pm 
Lunch

2:00pm - 3:15pm
Roundtable Discussions 

3.30pm - 4:00pm
Roundtable Outputs

4:30pm
Closing Panel

Agenda Continued …

Christine Guo 
CSO, ActiGraph

Caroline 
Jonstrand
Global Study 
Lead, 
AstraZeneca

CRESCENDO Study: 
Utilizing novel study 

design through 
innovative solutions

Group 2 : Validation and 
regulatory advancements of 

digital biomarkers and endpoints

Group 1 Themes :

Group 2 Themes :

● Patient-centricity

● Validation and regulation 

● Strategic planning and funding 

Actigraphy-Derived 
Physical Activity 

Measures Approved as 
Primary Endpoint in 

Pivotal Cardiopulmonary 
Study 



1. Chandana Fitzgerald, CEO, 
HealthXL

2. Jennifer Goldsack, CEO, DiME
3. Tim Ruckh, Digital Health 

Clinical Data Collection Lead, 
AstraZeneca

4. Christine Guo, CSO, Actigraph
5. Attendees during coffee break
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Summary: Output from the 
Roundtable Discussions

Introduction

Digital measures have revolutionised the field of R&D, offering numerous benefits 
and efficiency drivers. By integrating digital tools and technologies, healthcare 
organisations can gather valuable insights, enhance patient experiences, and 
improve healthcare outcomes. This summary explores the advantages of digital 
measures in R&D, the importance of patient-centricity, and the need for clarity and 
collaboration to advance these measures. Additionally, it highlights the 
significance of strategic funding and planning in successfully integrating digital 
measures into R&D. By understanding and harnessing the power of digital tools, 
we can revolutionise the healthcare landscape and pave the way for innovative 
solutions and improved patient care. 

Digital measures have multiple efficiency drivers 

Digital measures have a lot of advantages when it comes to clinical development. 
One of the main reasons is that they can make the R&D process more efficient. By 
using digital biomarkers and endpoints, physicians can gather information about 
aspects of health and well-being that were not possible to measure before. This 
helps them get a better and more continuous understanding of how patients are 
doing. 

Digital measures improve the patient experience by putting patient preferences 
first during the development process. This makes patients more engaged in their 
treatment and more likely to stick to their plans. It also leads to better overall 
outcomes and a healthcare system that focuses on what patients want. 

Digital measures also have the potential to prove their worth by providing evidence 
from the real world and addressing concerns about accuracy, relevance, and 
adoption. By involving patients and providers in the development and use of digital 
measures, trust is built, enhancing the likelihood of future adoption. Providers 
especially like measures that are familiar and easy to use on mobile phones, which 
makes it easier to incorporate digital measures into healthcare. 



To make sure digital measures are successful in R&D, they need to be validated 
and regulated. This requires collaboration between pharmaceutical companies 
and digital health companies to navigate the rules and requirements. By following 
these regulations and validating the technical aspects of digital measures, all key 
stakeholders can have confidence in their reliability and accuracy. 

Overall, using digital measures in clinical trials and drug development has many 
advantages. It improves efficiency, leads to better patient outcomes, and advances 
healthcare. By putting patients first, gathering evidence from the real-world, and 
making sure the data is of high quality and patients are engaged, research and 
development can bring enhanced value and shape the future of healthcare.

Patient centricity includes focusing on digital touchpoints in their treatment journey 

Patient centricity is all about putting patients at the centre of their own healthcare 
journey. It means using digital tools and technology to make their experience 
better. One effective way to enhance the patient experience is by utilising apps or 
devices that assist patients in managing their treatment and tracking their 
progress. These measures can include important indicators of health such as 
quality of life (QoL) and overall well-being as well as additional metrics like 
physical fitness, mental health and social support. By involving patients in the 
development and use of these digital tools, pharma, payers and physicians can 
make sure they meet their specific needs and preferences. This approach helps 
patients feel more engaged in their own care, stick to their treatment plans, and 
ultimately have better health outcomes. 

While patient centricity of the measures is key, it is also important to make sure 
that digital data collection tools are reliable and effective. Pharmaceutical 
companies and digital health companies need to work together to make sure 
these tools meet regulatory standards and have strong evidence to support their 
use. 
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By following these rules, validating the technical aspects of the tools, and using 
the right language to describe their function and usage, we can have confidence 
that they work well and provide useful information. 

Additionally, payer organisations play a crucial role in patient-centred care. They 
can support the integration of digital tools by collaborating with pharma and 
providing coverage for these technologies. Payers typically evaluate the value and 
cost effectiveness of digital measures and work with providers to ensure that they 
align with the payment model. They may also require evidence of the effectiveness 
of these measures before fully embracing them. By including payers in the 
conversation, the integration of digital tools can be better facilitated and patients 
can receive the necessary financial support to benefit from these technologies. 

In summary, patient centricity means focusing on digital tools that can help 
patients in their healthcare journey. It means involving patients in the development 
and use of these tools, making sure they meet the necessary standards, and 
planning and funding them strategically. By putting patients first and using digital 
resources wisely, patient care and outcomes can be improved with the help of 
digital tools. 

Clarity and collaboration is required to advance digital measures in R&D

To make progress in using digital tools for R&D, it’s important to have clear 
communication and work together. When it comes to using tools that can collect 
digital biomarkers and digital endpoints in clinical trials, R&D leaders need to 
understand the benefits to advance innovation, improve trial efficiency, and 
enhance patient outcomes in clinical-trials. 

We need to show proof that digital tools are valuable in R&D by providing evidence 
of their benefits. 
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To ensure that a diverse group of people is included, it is important to focus on 
recruiting and enrolling patients from various backgrounds. It also means using 
advanced technology and data analysis to speed up the process and make it safer. 
By looking at things from the patient’s perspective, gathering evidence from real 
life situations, and following rules and regulations, R&D leaders can show that 
digital tools are valuable and helpful. 

To get more people to believe in and use digital tools in R&D, we need to address 
concerns about accuracy, relevance, and how often they’re used in clinical settings. 
This means talking to patients, providers and payers to understand what they find 
helpful. It also means making sure the tools are easy to use and fit into people’s 
daily lives. Including payers in conversations and collaborations can build trust and 
make it easier for digital tools to be used. We also need to think about specific 
markets and make sure the tools are practical and make sense in those locally. 

Validation and regulation are important parts of using digital tools in R&D. We need 
to make sure the tools meet certain standards and have evidence to support their 
use. Collaboration between pharmaceutical companies and digital health 
companies is important for navigating regulations, leveraging the particular, yet 
complementary, expertise of each stakeholder in the process. 

By being strategic in how we communicate the value and working together, we can 
make progress in using digital tools in R&D. This approach allows for new ideas 
and solutions, leading to better healthcare outcomes and a system that focuses on 
patients. 



Strategic funding and planning 

Strategic funding is required to integrate digital measures in R&D. Participants 
identified the following three important points to consider when it comes to 
strategic funding for digital measures in R&D:

Firstly, it is essential to allocate resources strategically. Identifying specific 
therapeutic areas or disease areas where digital measures can have a significant 
impact is key. By focusing efforts and resources in these areas, the benefits and 
effectiveness of digital measures can be maximised. This targeted approach 
allows for a more efficient use of resources, ensuring that they are directed 
towards areas where they can make the most impact. 

Secondly, securing adequate funding is vital for the development and validation of 
digital biomarkers. Traditional funding sources, such as grants and research 
budgets, can be utilised. However, it is also important to explore non-traditional 
funding options. Partnerships with other organisations, both within and outside the 
healthcare industry, can provide additional financial support and resources. 
Collaborative funding initiatives can help share the costs and risks associated with 
developing and implementing digital measures, making it more feasible for 
healthcare to invest in these technologies. 

Lastly, strategic planning is necessary to ensure the effective utilisation of funds. 
Allocating sufficient time for onboarding and collaboration with vendors is 
important. This allows for a smooth implementation process and maximises the 
value derived from the investment. Additionally, continuously monitoring and 
evaluating the progress and impact of the digital measures is crucial. This enables 
healthcare organisations to make informed decisions about resource allocation 
and funding adjustments as needed, ensuring that the funds are being used 
optimally. 
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Closing Remarks

By engaging in thoughtful strategic planning and securing appropriate funding, 
healthcare leaders can create a solid foundation for successfully integrating digital 
measures into R&D. This approach enables the development of innovative 
solutions, advancements in patient care, and improved health outcomes. With 
strategic funding, healthcare organisations can effectively allocate resources, 
secure necessary financial support, and implement digital measures in a way that 
delivers the most value and impact. 

Digital measures in R&D have numerous efficiency drivers and advantages. They 
can improve the R&D process by providing new ways to gather information about 
patients' health and well-being by integrating advanced analytics algorithms, 
which can analyse data in real-time to identify patterns and trends. Digital 
measures have the potential to enhance the patient experience by addressing 
specific needs and preferences, resulting in better engagement and outcomes. 
Additionally, they provide real-world evidence and build trust, leading to increased 
adoption. However, to ensure success, digital measures need to be validated, 
regulated, and integrated into patient-centric care. Clear communication, 
collaboration, and strategic funding are essential for advancing digital measures in 
R&D. By following these principles, we can shape the future of healthcare and 
improve patient care and outcomes. 
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