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Introduction

Patient and site experiences are the key to understanding why clinical trial patient retention is challenging. Analyzing 
feedback from Medidata’s Patient Insights Program, the Medidata SiteTech Board powered by the SCRS (Society for 
Clinical Research Sites), and the extensive 2023 industry survey conducted by Industry Standard Research (ISR) on behalf 
of Medidata, we can share insights that shape the patient, site, and sponsor experience regarding the financial aspects of 
patient-level engagement.

The Patient Insights Program was the first industry initiative to include patient feedback for patient-facing technology and 
solutions, and the SiteTech Board is a unique, exclusive panel of experienced site representatives that enables the site voice to 
be heard, impacting the way technology solutions and services are designed and implemented. 

Feedback from the Patient Insights Board and Site Tech Board is analyzed and embedded into Medidata’s product design 
and development process–the Patient Centricity by Design’s “built for patients, by patients” framework. This ensures a true 
patient-centric experience.

Compensation in the form of patient reimbursements and stipends is an important part of the patient experience. 
Reimbursements repay expenses incurred by patients who pay for travel and meals associated with the study visit. Stipends 
are predetermined, fixed sums of money paid to patients in recognition of their time, effort, and burden of participating in 
clinical research activities.

From a patient perspective, if they are not reimbursed or paid on time, they may be unable to continue in a study, preventing 
them from receiving life-affecting—or even life-saving—treatment and impacting the study itself. 

Another aspect of the patient experience is the additional non-medical financial cost of participation in certain therapeutic 
areas–inability to work, destitution, etc.–that leaves patients with unexpected burdens that have a devastating impact on 
their lives and their ability to participate in studies. This issue is known as financial toxicity and is often associated with 
cancer patients. The serious and often overlooked issue has been the subject of concern for decades, and we are shining a 
light on this in this paper with a call for sponsors to act (see below).

Research sites are the enabler and interface between patients, systems, and CROs/sponsors. Managing and facilitating the 
patient reimbursements and stipend process are essential, but they also add disproportionate time and resource burdens. 
Exactly how much of a burden depends on the level of financial system and solution support (if any) that sponsors provide 
for them. If sites are asked to carry out processes manually, the result is a slow, unscalable process open to human error. 
Technology solutions provided by sponsors are the potential answer, but not all systems are created equal, and many can add 
further burdens to sites inadvertently rather than reduce them.

From a sponsor perspective, even the most experienced project management team will say, “we don’t know what we don’t 
know” and acknowledge that having a complete understanding of the challenges faced is key to deciding on the best possible 
solution.

Typically, patient reimbursements and stipend implementations often include internal stakeholders from multiple 
departments: outsourcing, global studies, patient experience, country management, site management, finance, operations, 
data management, regulatory, IT, legal, and contract negotiations. 

The expectations, experiences, and needs of patients, sites, and sponsors are linked but different, and understanding 
individual requirements is the key to creating a best-in-class experience for everyone.

https://www.medidata.com/en/clinical-trial-products/patient-centric-clinical-trials/patient-engagement-and-insights/
https://myscrs.org/
https://myscrs.org/
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The Patient Experience

“Putting the patient first in an open and sustained engagement of the patient to respectfully and compassionately 
achieve the best experience and outcome for that person and their family.” - Yeoman et al, 20171

Each patient is unique–their circumstances, medical needs, and preferences shape their clinical trial experience. The 
conundrum is, how can we ensure that each patient has an exceptional clinical trial experience?

Clinical trial stakeholders should proactively seek feedback from patient advocates. The Medidata Patient Insights Board was 
formed to achieve this in conjunction with Site Tech Board feedback, driving patient-centric, empathetic technology product 
design and development through the Patient Centricity by Design framework. The Patient Insights Board is a diverse team 
of patient experts representing multiple therapeutic areas, personal and professional medical experiences, and hands-on 
caregiver knowledge.

The feedback has uncovered common themes, including the need for intuitive design, ease of use, accessible help and 
support, transparency from study staff, data privacy, data security, and empowering patients to make informed decisions 
through transparent communication for improved health literacy and understanding. Being listened to, feeling cared for and 
comforted throughout the study is the foundation of the patient experience. 

Expanding on how patient reimbursements and stipends play a significant and impactful part in the patient experience, one 
example would be that of a patient who, traveling from France to Switzerland for monthly site visits, needs to cover the costs 
of flights, hotel stays, food, cabs, etc. Covering these costs, to begin with, may be impactful for the patient; late reimbursement 
will impact their financial situation even more so and may eventually leave them unable to cover the costs of future travel to 
the site. Because the patient may well have a lot on their mind to begin with, what impact will adding a significant financial 
burden have on their ability or willingness to continue with a study?

When manual processes or less capable systems are used, late payments are not uncommon in clinical trials–there are cases 
where reimbursements or payments have taken months or more to process. 

Financial management, stress, and motivation are all inextricably linked and are known to impact patient recruitment and 
retention in studies.

Summarizing specific Medidata Patient Design Studios feedback to understand the specific areas that impact patients from 
non-Medidata solutions and processes, the following concerns stand out: a lack of choice in disbursement options, delayed 
payments, a lack of payment process transparency, unexpected bank or card fees, bad user experiences in apps and with 
help desks, privacy and security concerns, a need for simpler patient registration, a lack of local language and timezone 
support, and overall communication concerns.

For US studies, stipends are more common than reimbursements, so patients should be informed that these payments are 
treated as income by the IRS. Not only are there current tax implications; stipends have the potential to disqualify patients 
from other government benefits like Medicaid, Supplemental Nutrition Assistance Program (SNAP), etc. Above the US$600 
threshold, patients are required to pay taxes and will also need to be provided with a 1099-MISC from the payor. 

The Harley Jacobsen Clinical Trial Participant Income Exemption Act is a proposed bill that seeks to remove this tax liability–
which affects an estimated 110 million Americans enrolled in social welfare programs–enabling them to participate in clinical 
trials without potentially losing benefits.

https://kelly.house.gov/sites/evo-subsites/kelly.house.gov/files/evo-media-document/kellpa_033_xml.pdf
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The Site Experience

As the key interface between patients, technology, CROs, and sponsors, research sites are responsible for study setups, 
treatments, recruitment, retention, device setup, distribution and training, finance management, data entry and management, 
data storage, compliance, and more, but their connection with patients goes beyond all of this. Their part in the patient journey 
is significant, directly impacting the patients’ overall experience, supporting them, building trust, keeping them informed, and 
motivating them.

Sponsors provide sites with a wide range of technologies and services that empower them to carry out studies, usually 
designed to automate processes, improve efficiencies, and reduce burdens. The irony is that if several disparate systems 
are provided, site burdens increase significantly in other areas, due to: the use of multiple user interfaces, increased logins, 
duplication in data entry, gaps in data between disparate systems, the lack of local time-zone and language support, 
duplication or insufficiency in training, integration issues, and inconsistent quality of helpdesk support, to name a few. On 
average, if a site is provided with five systems for a single study, this would equate to fifty different logins per day, taking 
research staff away from patients and important tasks. Typically, with multiple studies a site will need to access over twenty 
systems a day. 

Viviënne van de Walle, co-founder of the independent clinical research site PT&R and a member of the leadership council for 
the SCRS, calls this “an escape room experience.” The site experience with disparate systems is not a happy one.

In addition to the universal challenges listed above for manual processes and disparate systems, additional patient 
reimbursements and stipend processes sites have stated they would welcome alternatives, solutions, or support for, include: 
cross-checking expenses against sponsors’ expense policies, scanning and uploading receipts, manual entry of journals, 
tracking and reconciling payments, checking detailed payment reports, reducing the additional impact on site finance 
management, handling patient questions and problems related to unpaid reimbursements, manual approvals processes, and 
managing additional follow-ups due to late payments.

SiteTech Board feedback pointed to the fact that many of these processes and actions have a domino effect on the sites, 
CROs, and sponsors, that can be triggered by just a single unpaid $5 receipt. The burden is disproportionate and significant.

Sites are supportive of any technology designed to help them, but they must be pragmatic. If technology or a process causes 
problems, they are proactive in raising concerns and seeking ways to find better solutions. With that in mind, they have asked 
for more visibility, clarity, and transparency in the payment and invoicing process to enable them to be a proactive part of the 
change.

The wider financial challenges and burdens that sites face have been heavily publicized, so it is important that patient 
reimbursements and stipend challenges remain at the fore alongside those discussions. It is a critical element which directly 
impacts everyone.

The Sponsors’ Experience

For sponsors, a holistic perspective is necessary when deciding on the best strategies, solutions, and infrastructure to ensure 
study success. Analysis from the ISR survey provided a comprehensive view of sponsors’ expectations and needs from patient 
reimbursements and stipend systems, budgeting, forecasting, and services. Additionally, with patient and site centricity in 
mind, how can sponsors provide support without overwhelming them with technology, whilst not providing an underwhelming, 
demotivating experience?

A firm foundation for any systems implementation is important, especially in clinical trials. Close alignment with strategic, 
philosophical (patient and site centric), technical, operational, and functional requirements is essential.

https://www.ptr.nu/en/
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The ISR survey showed that 86% of survey respondents were likely or highly likely to be more interested in an end-to-
end clinical trial financial management technology solution that offers budget planning, forecasting, approval, contract 
negotiation and processing tools, site/investigator and patient payment tools, and expense tracking/reconciliation.

With this in mind, a platform of unified solutions specifically designed with these attributes has significant advantages over 
the implementation of multiple disparate systems. 

For high-level guidance, key functional and operational areas to consider when developing a patient payment system are listed 
in alphabetical order here. Some seem obvious, such as compliance, but not all independent systems have the essentials in 
place, so they are listed here to ensure they are not missed:

Approvals Workflows - A widely recognised issue that has led to delayed payments has been the use of manual approvals 
processes–as many as twenty-one touchpoints have been reported between the patient, site, CRO, and sponsor. Automated, 
user-friendly technology, advanced workflows, and rule-based approvals with manual interventions for any exceptions would 
overcome this while increasing adoption and compliance.

Finance Management, Budgeting, and Forecasting - Patient reimbursement and payment management, budgeting and 
forecasting is complex, even more so with global studies, higher visit schedule studies, and therapeutic areas where 
patients have special travel needs. The intricacies of multiple local banking models, currencies, preferred payment methods, 
differences in local travel and associated costs, bank charges, and other cost variables interweave further complexity into 
calculations.

Rather than guesswork or employing resources to carry out micro-analysis of every variable, using advanced systems with 
access to global data from previous and current clinical trials is the answer.

The ISR survey also reported that the ability to centralize and easily access end of study contracts and invoices was of high 
importance for 87% of respondents.

Compliance - FDA guideline adherence, HIPAA compliance for PII and Protected Health Information (PHI), IRS compliance, 
data privacy, data security, and regulatory compliance should all be standard, but it is always wise to check with each vendor, 
just in case.

Data Interoperability and Systems Integration - The ISR survey showed that systems integration and data interoperability are 
two of the most complex and difficult to achieve deliverables when implementing independent patient reimbursements and 
stipend systems with disparate eClinical systems. The deployment of disparate systems is an acute problem, often leading to 
delays, gaps in data, duplication of data, inconsistent user experiences, and varied support and helpdesk quality.

An advanced unified platform would address these issues, even more so if an end-to-end clinical trial financial management 
infrastructure is implemented. 

Global support - Patients and sites need local time zone and language support. Without it, the negative impact on the 
study as a result of bad patient and site experiences can be significant. If a technical issue prevents a site visit from being 
completed and support isn’t available while the patient is on-site, that visit cannot be completed. 

In the ISR survey, 64% of respondents felt that a technology solution with multilingual materials and technical support would 
enable the improvement of diversity and inclusion in clinical trials.

Global, localized support is not just a nice to have, it’s a critically important requirement.

Recruitment - Site feedback in the 2023 SCRS Site Landscape Survey showed that whilst they are happy with their progress 
in meeting diversity, equality, and inclusion goals, they would welcome additional support from sponsors when recruiting 
within diverse and rare patient communities. Sponsors and CROs have also stated that the ability of a site to recruit within 
diverse populations is a contributing factor to site selection. 

https://myscrs.org/learning-campus/white-papers/
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Reimbursement and payment options - Not everyone will want to share bank details for bank transfers; many prefer PayPal 
or Venmo, and others prefer e-Debit. Some patients will love reloadable cards while others will hate them. In some countries, 
banking processes and costs are a barrier to providing bank transfers for patient reimbursements. Sponsor responses in the 
ISR report indicated that addressing this issue is high on the list of their needs.

It is extremely important to work with a partner who has experience and expertise, and who excels in delivering patient and 
site experiences through human-centric design.

Financial Toxicity and a Call to Action

The financial burden of non-medical costs and the consequences of trial participation in oncology studies can devastate 
patients’ lives and their ability to continue participating in trials.

The ‘financial toxicity’ that they endure has been brought to the attention of oncology sponsors since the 1980s and has been 
addressed in papers ever since.2 This has produced shockingly little effect.

Seven major themes in financial toxicity were highlighted in the Mayo Clinic paper, The Faces of Financial Toxicity (2023), 
believed to be the first survey of its kind. The paper serves to highlight the current issues and impact on patients’ lives: the 
burden of travel, a willingness to pursue treatment despite the financial risk, fear of destitution, financial toxicity equaling 
physical toxicity, changes in food spending, reluctance to confide in the study investigator about financial toxicity, and 
difficulty navigating financial aid.3

One study respondent said, “I would say my physical symptoms are probably only about a ten percent and my financial strain 
is a lot worse than that.”

56% of patients stated that out-of-pocket costs had become so high “that they had plans to, or had already undertaken, 
measures including selling their home and moving in with family members, selling vehicles or household goods, or completely 
depleting their savings.”

In other papers, researchers stated that it was possible to “identify patients who may be at higher risk, including younger 
patients, minoritized racial groups, and patients in lower socioeconomic strata. Financial toxicity can cause patients to 
skip doses or not fill prescriptions altogether. Financial toxicity has a direct impact upon patients’ quality of life, puts them 
at risk for bankruptcy, and may even increase mortality”,4 and “financial toxicity is disproportionally higher in patients with 
lower income and those who travel farther, and unexpected medical costs were more common among non-White or Hispanic 
patients. OOP costs can be substantial and are often unexpected for patients.”5

The position cannot continue, it must be addressed, and we call out to sponsors to act now.

Patient Reimbursements and Payments - More than 
Expense Management

Understanding patient reimbursements and stipend systems is not only about software, transactions, workflows, and data 
management systems. It is about people–patients, caregivers, and our valued site partners. Adopting a truly patient and site-
centric approach is the secret to delivering the exceptional experiences needed to create an optimal environment for study 
success. 
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For patients, feedback from patient advocates and the Patient Insights Program flows into our Patient Centricity by Design 
framework, introducing patient-insight-driven actionable elements in product development. 

Patient feedback has shown that a range of reimbursement and payment options is preferred. Medidata’s patient-first principle 
means that we are committed to providing a wide range of payment options to cater to the individual preferences, circumstances, 
and needs of patients while making the back-end process as seamless and simple as possible for all other stakeholders.

The result is a rich, personalized patient reimbursement and stipend experience that addresses the issues that have been 
raised above. For patients, we’ve built on the familiar MyMedidata app, delivering an intuitive, user-friendly, and simple financial 
management experience that lowers burdens for them and provides visibility, security, and peace of mind.

For sites, we’ve worked extensively with the SCRS for many years and partnered with them to create the SiteTech Board, giving 
sites a voice to provide input and feedback regarding their needs and challenges, impacting the way Medidata’s technology 
solutions and services are designed and implemented.

As the industry leader, Medidata has supported 33,000+ clinical trials, 10 million+ patients, 2,300+ customers, and had 
involvement in 65% of 2023 FDA novel drug approvals and 60% since 2015 (excluding vaccines and biologics). As a result, research 
sites are very familiar with the Medidata Platform, our intuitive, integrated, unified platform with a single log-in, and a consistent 
site experience that is supported by local time zone and multi-language support. 

As a majority of sites and patients are already using our systems, calling them ‘home’ for their clinical trials, patient 
reimbursements and stipends are just a natural extension of that experience.

For sponsors and CROs, we address many challenges faced across the clinical trial ecosystem with our best-in-class platform and 
services. Addressing the specific issues highlighted in this paper, patient and site centricity has been embedded into our systems 
for years, and we continue to innovate, evolve, and adapt as the face of the industry changes, moving towards more complex trials 
in an ever-changing world.

In addressing the key points above, advanced and intelligent approvals workflows, compliance, and global support are standard 
within the foundations across our platform.

For data interoperability and systems integration, Medidata’s unified platform, which underpins all of our products and solutions, 
has long been recognized for its excellence in these critical areas. 

As has been evidenced by expert feedback from patient advocates, sites, and sponsors, patient reimbursement and payment 
challenges are far from straightforward. They can be exacerbated when disparate systems are implemented. 

We can address and simplify these challenges while delivering the best possible experiences for all key stakeholders. Our CTFM 
team would be happy to have a conversation with you to see how we can help you with any aspect of your patient payment strategy. 

Financial toxicity is crippling to oncology patients and is an issue that has persisted for almost forty years. It must be addressed, 
and we have the technology to ease the financial processes and mechanisms for sponsors–it is up to sponsors to take financial 
responsibility for the patients who participate and play a critical part in their studies.

Contact us, we can help you.

Medidata, a Dassault Systèmes company, is leading the digital transformation of life sciences.  
Discover more at www.medidata.com and follow us @medidata. Contact us at info@medidata.com  |   +1 866 515 6044

Copyright 2024 Medidata Solutions, Inc., a Dassault Systèmes company

https://www.medidata.com/en/clinical-trial-products/patient-centric-clinical-trials/mymedidata/
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