
C a r d i o v a s c u l a r

 SUCCESS FACTORS 
& KAYENTIS’ SOLUTION

State of the art technology and  
web platform interoperability

Choose the most suitable device 
to match instrument specificities, 
investigator needs, and the patient 
population

 �The Kayentis tablet was used for site-based ePRO 
data collection. The solution was judged as simple 
to use, very intuitive, and seamless for all users.

 �The tablet’s dual connectivity (3G/WIFI), which allowed 
immediate transmission and synchronisation at any 
time and place, was considered a key advantage.

 �Moreover, powerful tools that allow monitoring of the connectivity status for each tablet in real 
time were beneficial for the detailed monitoring of study sites: immediate actions were taken 
remotely to resolve potential issues in a timely manner.

 �Data review tools on the tablet were indispensable at each visit for study site staff and the investigator  to 
confirm that patient answers for potential adverse events had been reviewed.

Clinform - Strong data management, alerts process, and web portal 
for online reporting AND DATA INTEGRATION

 �The use of our devices combined with the integrated web portal access allowed clinical staff and 
the study team to have immediate access to the study data and scores, and to monitor the study 
easily and in detail.

 �Moreover, Clinform can provide alerts to the site for specific ePRO data for each patient as well as 
for external activity data that are transmitted.

 �Our powerful data management tools allowed full data management of eCOA data as well as a high 
standard quality check and database reconciliation to ensure the high quality of a continuous, large 
volume of actigraphy data collected and transmitted.

Efficiencies for expedited management of study set-up: global 
logistics and helpdesk support & traininG

 �Proactive study management and effective 
collaboration with an actigraphy device company 
for study implementation, the generation of 
training material, and the development of the 
data management specifications played a key 
role in the success of the setup of the study 
on time.

 �Our logistics experience, knowledge of country 
specificities, and global capacity for multi device 
shipments within short timelines were essential.

 �With the implementation of new technologies 
a dedicated 24/7 multilingual Help Desk 
was provided to sites and patients to ensure 
appropriate support for device use and 
questionnaire completion. The implementation 

of Key Performance Indicators (KPIs) with our 
Help Desk level 1 partner ensured a high level 
of site - and patient - satisfaction.

 �In addition, Kayentis provided training at 
the investigator meeting and at regional site 
initiation meetings – initiation training calls 
were provided by the Help Desk support for 
dummy patient training on device and tablets, 
and a tutorial video was implemented to ensure 
appropriate online training of all stakeholders.

 �Overall, these aspects ensured a successful 
collaboration between Kayentis, the Sponsor, 
and the CRO/actigraphy vendors, and resulted 
in faster study implementation and effective 
study management.

C AS  E  S T UD  Y

Global Phase III CV Study  
Heart Failure - Actigraphy

 600 patients, 150 sites, 20 countries, 26 languages 

Objective
 �Solutions for on-site ePRO assessments  
(EQ-5D - SF-12 - PGA - PhyGA - PSQI)  
and continuous actigraphy

Kayentis offers combined eCOA expertise in 
cardiovascular and medical device
ADVANTAGES OF KAYENTIS’ eCOA / ePRO services & 
capabilities to Sponsors / CROs

 �Manage the entire process of eCOA implementation.

 �Determine the best mode of electronic data capture and data integration.

 �Tablets, smartphone devices, ePEN, web solutions, APPS, medical devices.

 �ePRO instrument design & validation through collaboration with experts, 
authors, and translation companies for the implementation, development, and 
validation of ePRO instruments.

 �Project management & training.

 �Technology, equipment supply, logistics and technical support.

 �24/7 multilingual Help Desk.

 �Data management, alerts process, and web portal for online reporting.

 �Metrics and risk-based monitoring.

EXPERIENCE
State of the art technology and connectivity options adapted to global and local requirements; 
high interoperability and data integration capability.

 �10+ years of eCOA experience, innovation, and 
operational expertise in clinical trials.

 �Device and instrument expertise to match 
the specificities of cardiology and its patient 
populations.

 �Strong partnerships and established 
processes with translation companies as  

well as automated tools to manage 
languages in an efficient and timely manner.

 �Familiarity with complex logistic support and 
challenges of specific countries (e.g. Russia, 
China, Japan).

 �Knowledge of local management practices 
and practical eCOA expertise in cardiology. 

Worldwide clinical trials

80% Phase II/III Studies

45+ countries 

50+ languages

3,500+ patients

500+ sites 

eCOA / ePRO / medical 
device solutions  
Used for PROs, activity measurements 
& disease assessments including acute 
heart failure, chronic heart failure, 
diabetes

To learn more, please contact us at kayentis@kayentis.com

CHALLENGES
 �An eCOA partner that could 
deliver an ePRO solution 
combined with proven data 
management and actigraphy 
expertise.

 �On-site ePRO solution and data 
management of actigraphy 
data.

 �Short study set-up timelines 
and interaction with the 
sponsor and different CROs  
for study implementation.




