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Topics to be discussed 

 

 Clinical trial definition  

 

 The drug development process, clinical trial statistics 

 

 Documents in clinical trials: a brief review 

 

 Challenges in clinical trials - feasibility, site selection and 

patient enrollment 

 

 Recruitment strategies in Primary Care  – findings from 

literature  

 

 

 

 

 

 



Topics to be discussed 

 

 Feasibility of clinical trials in Primary Care – What about 

Greece 

 

 Where to focus and what kind of clinical trials could be 

conducted in PHC 

 

 Behavioral health in PHC 

 

 Cost-effectiveness of behavioral interventions in PHC: findings 

from literature 

 

 Some conclusions 

 

 

 

 



Clinical Trial – what is it? 

 

 Clinical trials, also known as clinical studies, test potential 

treatments in human volunteers to see whether they should be 

approved for wider use in the general population 

 

 

 A treatment could be a drug, medical device, or biologic, such 

as a vaccine, blood product, or gene therapy 

 

 

 This is the way to innovative and life-changing therapies 

Source: The Food and Drug Administration (FDA) 



The drug development process 

Source: Pharmaceutical Product Development (PPD) and ACRO 



Clinical trial statistics 

Source: Global Observatory on Health R&D, WHO, 15 Sep 2019 

The total number 

of clinical trials is 

extremely growing 

Expecting NCDs 

breakthroughs  

next years 

Greece should be 

a powerful player 



Some documents in clinical trials – country and site level 

 

• Study protocol and protocol synopsis, insurance certificate 

 

• ICF (Informed Consent Form) – main, pregnant, genetic 

 

• IB (Investigational Brochure) 

 

• PSP (Protocol Signature Page) 

 

• CV, GCP, ML, CTA, Submissions to SC, Annex I, Annex II 

 

• Medical laboratory tests and many other docs… 

 

 

 



 

 

 

 

Challenges in clinical trials  



Feasibility in clinical trial 

 Feasibility is the evaluation of the possibility of conducting a 

particular clinical trial in a particular geographical region with the 

overall objective of optimum project completion in terms of 

timelines, targets and cost 

 

 Many types of feasibilities, such as in study level and site level 

 

 Feasibility is performed under specific criteria 

 

 

 

 

 

Feasibility Site eligible for 

participation 



Site selection process 

 

 One of the greatest challenges in clinical trial execution 

 

 

 A considerable number of clinical studies experience delays 

 

 

 This contributes to increased duration and costs 

 

 

 Terms, such as eligible for participation, eligible for activation, 

potential for activation etc. 

 

 

 



Factors influencing clinical trial site selection in Europe 

 The Survey of Attitudes towards Trial sites in Europe (SAT-EU 

Study) 

 

 Investigator factors, Hospital/unit factors, Environmental 

factors, Cost factors (as a result costs appear less important) 

 

 

 

Investigator factors Environment-driven 

criteria 

Hospital-driven criteria  

Investigator 

recruitment/retention track 

record 

Size of market/eligible 

patients in a region 

Site personnel experience 

and training 

Investigator experience in 

previous trials 

Speed of MoH/ethics 

committees approval 
Previous experience with 

site 

Investigator interest Disease management 

system/networks 

Facilities/equipment 

required by trial 

Source: Gehring M. et al (2013) 



Patient recruitment in clinical trials 

 
 Many factors contribute to effective, high-quality clinical trials 

 

 One of the most important sections is the enrollment, recruitment 

and retention of patients - identifying and recruiting patients who 

meet protocol criteria is challenging 

 

 The process of enrolling patient volunteers into early phase 

studies 

 

 This process affects the effectiveness of clinical trial 

 



 

Recruitment – how can affect the trial 

Recruitment 

Budget 

Effectiveness 

Quality 

Timeframe 



Recruitment strategies in primary care – patient level 

Using practitioner database 

 

 

 

 

 

 

 

 

242 patients (in 6 months) and 

at a cost of £27.66 per patient 

 

Using a local newspaper 

 

 

 

 

 

 

 

 

66 patients (in 1 month) and 

at a cost of £2.72 per patient 

Source: Ngune I. et al (2012) 



Recruitment strategies in primary care – patient level 

Patient incentives    

$2 incentive for joining the 
study, $15 pending survey 
completion or the chance to 
win a $200 prize 

 

 

 

 

 

 

The $15 incentive pending 
survey completion yielded the 
greatest effect 

 

Comparing waiting room patient 
screening and a practice mail-out 

 

 

 

 

 

 

 

 

More patients have been 
involved in study through 
mails   

Source: Ngune I. et al (2012) 



Recruitment strategies in primary care – Practitioner and 

health system level 

 

• Peer recruitment 

 

• Enlisting opinion leaders 

 

• Minimising the research responsibilities of practitioners 

 

• Recruiting practitioners who are interested in the research 

topic 

 

• Professional bodies can support effectively 

 

 
Source: Ngune I. et al (2012) 



Recruitment and retention of patients 

Source: Yifeng Liu, Emma Pencheon, Rachael Maree Hunter, et al. 2018 



Why patients decline clinical trials? 

Source: Cancer Action Network, American Cancer Society 

1. Fear of side 

effects 

 

2. Randomization 

 

3. Concern about 

costs 



 

 

 

 

Is it feasible for primary health care in Greece to 

be involved in clinical research? What about 

behavioral clinical trials? 



Clinical trial approval process in Greece 

Submission to 
hospital 

SC protocol as 
well as other 

docs 

Submission to 
RA 

Submission to 
NEC 

NEC 
approval/rejecti
on/comments 

RA 
approval/rejecti
on/comments 

RA: Regulatory Authority, NEC: National Ethics Committee, SC: Scientific Committee 



What kind of clinical trials could be conducted in PHC? 

 

• Obesity – Greece has high rates of obesity and seems to 

be a growing health concern. Studies on diet, exercise 

are growing globally 

 

• Lifestyle and Physical inactivity – Only 14.1% of young people 

aged 11-17 years old meet the WHO recommended physical 

activity levels for health. This is strange if we consider that 

Physical education is mandatory in primary and secondary 

schools across Greece.  

 

• Tobacco use – Although smoking rates are declining, they’re 

still too high in Greece compared with other countries.  

WHO, GREECE PHYSICAL ACTIVITY FACTSHEET, Eurostat  



What kind of clinical trials could be conducted in PHC? 

 

• Mental health disorders - Many behavioral interventions 

contributed to greater improvement in anxiety, depression, and 

quality of care (Bradford, et al., 2011; Roy-Byrne, et al., 2010; 

Lang, 2003) 

 

• Diabetes – Results from interventions in Primary Care have shown 

treatment adherence for patients with comorbid diabetes (Lamers, 

Jonkers, Bosma, Knottnerus, & Van Eijk, 2011;). Interventions such as 

educational information, diet, exercise, social support 

 

• Pediatrics – Integrating children’s behavioral health 

 



Behavioral health in Primary Care 

 

 

• Primary care is the focal point of patients’ health and wellbeing 

 

 

• Behavioral health integration in Primary Care is clinically 

effective 

 

 

• Are behavioral interventions in Primary Care cost-effective? 

 

 



Cost-effectiveness of behavioral interventions in Primary 

Care: Findings from literature 

Low cost and cost-effective 

intervention that contributes to 

long-term positive outcomes and 

patient satisfaction 

Inclusion criteria  > 40 years or 

older having Type 1 or 2 Diabetes 



Cost-effectiveness of behavioral interventions in Primary 

Care: Findings from literature 

Interventions compared 

1) Group-based peer support 

2) Standardized diabetes care 

Increase in QALYs  (0.09 per 

patient compared with control 
 

 

Cost savings of €637.43 per 

patient in healthcare costs  



Nowadays, organizations strongly recommend primary 

care interventions 

The United States Preventive Services Task Force  



Some conclusions 

• Clinical trials are investments for public health 

 

• Twenty-first century primary care is rapidly evolving. In Greece, 

we have to speed up 

 

• Greece has to retain it’s high quality Family Physicians - Family 

physicians play a key role in healthcare delivery 

 

• They could play a vital role in integrating behavioral studies in 

primary health system in Greece  



Is this the answer to boost clinical research in Primary Care? 



 

 

 
 

 

 

Thank you in advance! 

 

konzis1988@gmail.com    

 


