
Virtual Monitoring 
proves to be a viable 
option for replacing 
in-person site 
selection visits. 
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Signant Health’s Virtual Monitoring solution combines HD camera glasses with the 
SmartSignals™ Telemedicine platform to make a novel modality of site monitoring possible.  

OVERVIEW

GOALS: 
• FIND A SAFE ALTERNATIVE TO IN-

PERSON VISITS DURING THE PANDEMIC 

• ASSESS VIRTUAL SITE MONITORING 
AS A TOOL TO STREAMLINE SITE 
ASSESSMENTS IN GENERAL 

• DETERMINE IF VIRTUAL SSVS COULD BE 
PERFORMED WITHOUT COMPROMISING 
THE VISIT QUALITY

The HD camera glasses are worn by site 
staff and streams a point-of-view video 
feed to the CRA to complete monitoring 
activities related to selection, initiation, 
interim monitoring, and closeout visits 
remotely. When travel restrictions and 
local lockdowns made in-person site 
visits logistically impractical during 
COVID-19, Bayer decided to perform 
a Proof-of-Concept (POC) study on 
Virtual Monitoring as a replacement to 
in-person Site Selection Visits (SSVs). 
Bayer tested the solution on a live 
study, and their CRAs successfully 
evaluated prospective sites using 
Virtual Monitoring with the same quality 
as an on-site visit.
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BENEFITS OF PROOF-OF-CONCEPT (POC) STUDIES
POC studies enable teams to see how a novel solution integrates with a company’s 
current workflow. These studies can proactively identify potential challenges and 
offer an opportunity to collect feedback from end users and stakeholders.
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PILOT DESIGN & WORKFLOW
1. Three CRAs and two sites in the US were selected by Bayer to participate. 

2. Signant Health built an on-screen checklist, allowing the CRA to easily capture notes 
in the same screen as the video feed from the site.

3. Prior to each site visit, the site staff received the Virtual Monitoring hardware by 
courier and received a 15-minute training on the camera glasses and telemedicine 
platform usage.

4. A virtual SSV and traditional, on-site SSV were conducted simultaneously by two 
CRAs, allowing an easy comparison:

• A remote CRA used Virtual Monitoring to connect with the site coordinator to see 
the site from the staff’s point of view and complete the visit activities. The remote 
CRA led the interviews, site tour, and visit activities in addition to documenting 
their findings in a monitoring visit report.

• Another CRA traveled to the site to observe facilities and document the visit as 
they normally would, except the visit was led by the remote CRA. The on-site CRA 
was a silent observer and documented their findings in their own monitoring visit 
report.

5. Following the facility tour, the site coordinator disconnected the camera glasses 
to conduct the interview part of the virtual SSV as a video conference within the 
telemedicine platform. 

6. The remote CRA invited additional site staff to the video conference if they were not 
present.

7. The site coordinator used the provided return shipping label to send                                   
the hardware back.

8. The on-site and remote CRA each authored                                                                              
a monitoring visit report for Bayer to conduct                                                                                                                               
a gap analysis.
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EXPECTED BENEFITS 

Overall, I thought the experience was very successful. The 
technology is promising and would be a good alternative to 
traditional site visits, especially in situations where going on site 
is not possible. I would rank it 4 out of 5.

The solution will help realize net FTE savings from the elimination of CRA travel days, factoring in 
the time invested in setting up the Virtual Site Monitoring tool

The solution will enable remote visual examination of key protocol elements, such as visit day 
logistics, equipment, and calibration

The solution will enable reliable facilitation of Site Selection Visit during the COVID-19 pandemic

The solution will increase engagement with site staff via face-to-face communication as 
compared to telephone SSVs
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COMPARING TRADITIONAL & VIRTUAL SSV

*Numbers are based on a large phase 3 trial that requires 4 CRAs to visit 130 sites. 
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BAYER’S SUCCESS FACTORS
Both site and study teams accept the technology and way of working.

The output of a Virtual SSV would be equal to or better than the output of an 
on-site and telephone SSV.

The burden for Site and study team would be equal to or less than the burden 
of an on-site SSV. This includes all the logistical preparation as well as travel 
burden for CRAs.

Trust in virtual way of working would be equal to or higher than current way of 
working (on-site SSV and telephone SSV).
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LOGISTICS & TESTING TIME
Weekly meetings were held during the pilot setup to align on logistics 
and solution design. By having the right subject matter experts and 
decision-makers present, the startup time from kick-off to first site 
visit was reduced to 3 weeks. 

ENSURING ADHERENCE TO 
APPLICABLE REGULATIONS
Meetings were held with the legal and data privacy departments at 
Bayer to ensure compliance with applicable regulations.

WORKING WITH STAFF UNFAMILIAR 
WITH THE TECHNOLOGY
Sites attended hands-on training sessions on best practices when 
using the virtual platform and the camera glasses. CRAs also 
received training to learn how to effectively use the scheduling, site 
management, and virtual monitoring visit functionalities. 

POSSIBLE TECHNICAL DIFFICULTIES 
In addition to the training, both sites and CRAs had access to live 
support before, during, and after the visits.

Expected Challenges 
& Solutions

1
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Prior the study's start, Bayer's 
team outlined the key criteria 
to a successful POC. 
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Bayer concluded that the Virtual Site Monitoring solution can support Virtual Site Selection 
Visits of similar quality to on-site visits with a few iterations (see improvement plans below).

Two of the three CRAs reported that using Virtual Site Monitoring for SSVs made little to 
no impact on their overall workload, and had positive feedback on the quality of the video 
streamed by the Virtual Site Monitoring glasses.

The Site staff rated the use of Signant Health’s monitoring solution highly, saying it was 
a positive experience and they looked forward to using the technology more. CRAs also 
commented that site study staff were more engaged and hopeful to use the technology 
again. 

The Virtual Site Monitoring team was highly rated by everyone involved with the POC. 
Devices arrived well packaged, on time, clearly marked, charged and ready for use. 
Everything worked as expected.
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RESULTS

IMPROVEMENT PLANS

The camera glasses are not ideal for users who wear 
prescription glasses. To resolve this, a new camera design that 
attaches to prescription eyeglasses was released shortly after 
the POC.

One CRA was concerned the virtual technology would make 
it difficult to gauge the difficulty of travel to the site for study 
participants. Using services such as Google or Apple Maps, 
training and tools could be developed to virtually assess 
the public transport connections, travel time, and parking 
availability.

Two of the CRAs were concerned about the video clarity 
not sufficiently capturing the details on the equipment’s 
certification/inspection stickers. These stickers can at 
times be difficult to read even with the naked eye. Signant 
Health recommends using the platform’s snapshot function 
for reviewing fine print text as it offers a higher resolution 
in close-up situations than the video feed. For privacy 
reasons, Bayer decided to disable screenshots, which 
caused difficulties for this POC in reviewing fine print.
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The site seemed pleased to be a part of testing the technology. They were 
engaged and hopeful that this technology could be used in future visits.

One CRA experienced vertigo due to 
the head movement of the site staff 
wearing the glasses. Eyeglasses offer 
limited space for electronics, but should 
technology advancements allow the 
camera to shrink, stabilization could be 
added.

One CRA reported the amount of pre-
work required (site approval, training, 
technology checks, etc.) was more than 
expected, and if used in the future, 
CRAs should plan appropriately for these 
steps. For future use, infographics, 
premade forms, and recorded training 
sessions may streamline the training 
and preparation required from CRAs. 
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For more information, please visit www.signanthealth.com 
or email hello@signanthealth.com

As the evidence generation company, Signant Health 
equips clinical researchers with innovative technology 

solutions and clinical expertise to optimize the drug 
development process while improving the accuracy and 

reliability of endpoint data.  

ABOUT SIGNANT HEALTH


