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Introduction
■ The COVID-19 pandemic 

had immediate 
implications for all global 
clinical trial operations.

■ ND0612 is a continuous, 
subcutaneous levodopa/
carbidopa delivery 
system in development 
for patients with PD 
experiencing motor 
fl uctuations. 

■ In this vulnerable 
population, clinical trials 
investigating drug-device 
combinations typically 
involve several hours of 
in-person training and 
extensive support. 

■ Here we describe the 
hurdles of developing a 
drug-device combination 
for people with PD during 
the COVID 19 pandemic.

Conclusions
■ Successful continuation 

of the two trials was 
dependent on maintaining 
close relationships and 
innovatively supporting 
the study sites. 

■ Telemedicine for training 
purposes was welcomed 
by the patients, but many 
preferred the in-person 
visits for continuity of care. CRO: Clinical Research Organization, CTE: Clinical Trial Educator, PPE: Personal Protective Equipment  

Protocol Sites activation Investigator and 
site training

Patient 
recruitment

Patient trainingOngoing site 
support

Patient support 
and assessment

Data reporting Status update: 
• BeyoND long-term extension 

study (NCT02726386) on target 
and continuing out to 60+ months

• BouNDless study (NCT04006210) 
on target 

HURDLE: Trainers cannot travel to sites for training purposes. 
Some sites would not allow CRO and CTEs to enter the building 

HURDLE: Patients cannot come to sites to pick up 
medication or for assessment

MITIGATION: 
Implement virtual training and 
webinars developed and executed
• Use sites' preferred meeting platforms

MITIGATION: 
• Reduced frequency of required 

on-site visits
• Patients were more comfortable 

with virtual visits
• PPE provided

MITIGATION: 
Virtual patient hub developed
• Some training at sites

MITIGATION: 
• Study drug supplies were sent directly to patients home
• Outcomes were assessed virtually, including the 

introduction of wearable sensors

MITIGATION: 
Modified traditional verification methods
• Local approaches were necessary to adapt to 

each country specification

MITIGATION: 
Webinars and small virtual roundtables 
held with investigator teams and 
coordinators to keep them updated and to 
answer any questions

HURDLE: Lack of staff and 
prioritization of COVID trials

MITIGATION: 
Introduced internal operational site 
‘champions’ to closely monitor & 
support sites, to help alleviate the 
administrative burden on sites

HURDLE: Patients cannot travel to 
sites due to risk of COVID exposure

MITIGATION: 
Shift 69% site visits to virtual visits 
• Due to the need for physical 

‘in-person’ examinations and 
screenings, several clinical visits had 
to remain at clinical sites/centers

HURDLE: Concerns about COVID 
exposures at in-person visits

HURDLE: Trainers cannot travel to 
patient's homes

HURDLE: Limited engagement with clinical 
site teams

HURDLE: European GDPR requirements prevented 
traditional source data verification

a

b


