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In this session…

u We will explore the critical aspects of site identification 
and selection for medical device clinical studies. 

u We will cover the criteria for site selection, and strategies 
& tools and technologies that will enhance compliance

u We will look at the importance of site engagement to 
boost participation and completion rates.
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Criteria for Site Selection1

Infrastructure Patient 
Population

Regulatory 
Environment

Investigator 
Experience



Infrastructure

Facilities (evaluate clinical spaces, laboratory capabilities, 
and equipment availability)

Technology ( EDC Systems, Data Storage Technology, Secure 
Communication Platforms)

Specialized medical services (access to radiology, pharmacy, 
and other medical services)



Example 
Evaluation 
of Facilities



Patient 
Population

Demographics
Analyze the 
patient 
demographics to 
ensure they 
match the study 
requirements

Disease 
Prevalence

Consider the 
prevalence of the 
condition under 
study in the site's 
catchment area.

Recruitment 
Potential

Assess the site's 
history of patient 
recruitment and 
retention in 
previous studies.



Regulatory Environment

Local 
Regulations

Ensure the site complies 
with local, national, and 
international regulations

IRB/IEC

Check the efficiency and 
reliability of the site’s 
Institutional Review Board 
(IRB) or Independent 
Ethics Committee (IEC).

Experience

Evaluate the site's 
experience with 
regulatory submissions and 
adherence to guidelines.



Investigator Experience

Expertise in Protocol 
Implementation

Effective Problem-Solving 
and Risk Management

Enhanced Patient 
Recruitment and Retention



Training and Education2

Training and Education:

Provide comprehensive 
training for all study 

personnel on protocols and 
data collection tools

Offer continuous education 
and refresher courses to 
maintain high standards.

Engagement and 
Communication:

Foster open 
communication channels 
between study teams and 

site personnel.
Engage site staff by 

involving them in decision-
making processes and 

providing regular 
feedback.

Problem-Solving Assistance

Provide access to experts 
and dedicated study 

monitors to support site 
staffs for troubleshooting 

and resolving compliance 
issues



Tools and Technologies 3

Real-Time Monitoring and 
Electronic Data Capture 

(EDC) Systems

Risk-Based Monitoring 
(RBM)

Communication Platforms



Site Engagement4

Regular 
Communication

Recognition and 
Incentives

Site Visits and 
Audits



Regular Communication

Status Updates
Provide regular updates on study 

progress, changes, and expectations

Feedback Process
Establish mechanisms for site feedback 

to address concerns and improve 
processes



Example 
Status 
Update



Recognition and Incentives

Acknowledgment
Recognize and reward high-performing 
sites to boost morale and engagement

Incentive Programs
Implement incentive programs to 

encourage compliance and high-quality 
data collection.



Recognition vs. Incentives

• Certificates of Excellence:
• Awarded to sites that demonstrate consistent 

high performance and adherence to study 
protocols.

• Example: A site that maintains 100% data 
accuracy for six consecutive months receives a 
certificate during the annual investigator 
meeting.

• Public Recognition:
• Highlighting high-performing sites in study 

newsletters or during meetings.
• Example: A site with the highest patient 

recruitment rate is publicly acknowledged and 
praised in the monthly newsletter.

• Plaques:
• Physical awards presented to sites as a token of 

appreciation.
• Example: A plaque awarded to a site for 

exceptional compliance and data quality 
throughout the study.

Recognition

• Performance Bonuses:
• Financial rewards for meeting specific 

performance criteria.
• Example: A site that achieves 100% data entry 

accuracy and timely submissions for three 
consecutive months receives a $1,000 bonus.

• Milestone Payments:
• Financial incentives for reaching specific 

milestones in the study.
• Example: Sites receive $500 for every 20 

patients successfully recruited and retained in 
the study.

• Professional Development Opportunities:
• Sponsorship for conferences, workshops, or 

advanced training courses.
• Example: Sites with consistent high 

performance are provided with sponsorships to 
attend international medical conferences, 
enhancing their professional growth and 
network.

Incentive Programs



Site Visits 
and Audits

•Conduct regular site visits to 
monitor compliance and 
provide support

Frequent Visits

•Perform audits to ensure 
adherence to protocols and 
regulatory requirements.

Audits



Site Visits vs. Audits
ASPECT SITE VISITS AUDITS

Purpose Ongoing support, protocol adherence, 
patient safety, communication

Compliance verification, data integrity, 
participant protection

Frequency Regular intervals (monthly, quarterly) Less frequent, scheduled or unscheduled

Scope
Review study documents, verify 
informed consent, monitor recruitment, 
provide training

Comprehensive review of all study activities 
and documentation

Nature Collaborative, supportive Formal, rigorous, compliance-focused

Conducted by Study monitors, CRAs Internal audit teams, external regulatory 
bodies

Outcome Enhanced site performance, issue 
resolution

Formal audit reports with findings and 
corrective actions



Roadmap to high-quality data and 
successful study outcomes

Define Criteria for Site 
Selection 

Develop Site 
Selection Report

Analyze Infrastrucure, 
Patient Population, 

Regulatory

Implement Strategies 
to Enhance 
Compliance

Implement Tools to 
Ensure Data Integrity 

and Quality (EDC 
and RBM)

Engage Sites and 
Maintain 

Communication

Implement 
Recognition and 

Incentives
Analyze Performance

Perform Site Visits and 
Audits Analyze Outcome Successful Study 
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