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PROBLEMS 

Some of the EDC challenges that needed to be 
overcome included: 

 – Tracking alternative methods of conducting visits

 – Enabling workflow to accommodate alternative visits

CA S E  ST U DY

Adaptable EDC Enables Trial 
Continuity during COVID-19 

SITUATION
The COVID-19 pandemic changed the conduct of clinical trials. Patients could not get to clinics for scheduled visits, 

so accommodations had to be made for home visits, telephone calls, and virtual visits via video. EDC study design 

needed to adapt to these new methods of clinical trial participation to continue capturing important trial data so trial 

sponsors and CROs could keep their studies on track.
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RESULT
The flexibility of Calyx’s EDC system allowed the sponsor to adapt to a hybrid decentralized trial model, giving 
them traceability of how data points were collected to support the validity of the data.

Contact hello@calyx.ai to learn how Calyx’s 
EDC Design Tool gives you the flexibility to 
design and run trials more efficiently.

SOLUTION:
For one study, the CRO used Calyx’s EDC Design Tool to create a COVID Impact page which captured the 
details of how COVID impacted study participation. Questions were created to capture the occasions where 
a scheduled visit or treatment was missed or delayed due to a COVID related issue. If the visit was conducted 
as scheduled, a data point was created to capture whether it occurred via telephone, video, or a health 
practitioner’s visit to the patient’s home.

Depending on the method in which the visit took place, specific CRFs were triggered for data entry. For 
example, if the visit was conducted in the clinic, the Vital Signs and Physical Exam forms would publish, but 
not in the case of a telephone visit. If the visit was conducted via telephone, the telephone contact form would 
publish. Implementing these conditional forms simplified processes for site personnel, sparing them from 
having to identify forms that were not applicable and having to take the extra step of marking those CRFs not 
collected in the system.

To assist with workflow, queries were configured based on how the visit was conducted. For example, if the 
visit was conducted via telephone, a query was issued to remind the site to complete the Adverse Event and 
Concomitant Medication forms. These reminders prevented missing or incomplete data and forms.

These changes to the Calyx EDC configuration demonstrate the system’s flexibility in adapting to to the needs 
of clinical trials in the COVID era. 
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Reliably solving the complex.
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