
 

          
831458 – Trials@Home 

 
Center of Excellence – Remote Decentralised Clinical 

Trials 
 
 

WP3 – PILOT 
 

D3.6 Midterm recruitment report 
 
 
 

Lead contributor 18 Sanofi - Linda Rutgrink 
2 JCR - Danny van Weelij 
2 JCR - Katarzyna Lipinska 
2 JCR - Yvonne van Rijswick 
1 UMCU - Bart Lagerwaard 

  

Other contributors 2 JCR - Maartje Hoffmann 
14 IDFE - Sabine Dupont 

 

Document History 
 

Version Date Description 
V1.0 28 Aug 2024 First version mid-term recruitment report 

 

 
  



    

IMI2/INT/2016-00954 v.2019 Page 2 of 22 

 

The Trials@Home project has received funding from the Innovative Medicines Initiative 2 Joint 
Undertaking under grant agreement No 831458. This Joint Undertaking receives support from 
the European Union’s Horizon 2020 research and innovation programme and EFPIA. 

 

More information can be found on https://www.imi.europa.eu/ 
 

The research leading to these results was conducted as part of the Trials@Home consortium. 
This paper only reflects the personal view of the stated authors and neither IMI nor the 
European Union, EFPIA, or any Associated Partners are responsible for any use that may be 
made of the information contained herein. 

 

 
 

 

 

https://www.imi.europa.eu/


    

IMI2/INT/2016-00954 v.2019 Page 3 of 22 

 

Introduction 
This report describes the recruitment activities planned and executed, and the resulting 
recruitment numbers for the RADIAL trial. Although initially this report was planned to describe 
the recruitment numbers mid-term of the RADIAL trial, due to ongoing discussion on extension of 
the recruitment period, the consortium decided it would be more informative for this report to 
describe the recruitment activities on the complete recruitment period from10 July 2023 to 
14 May 2024. 

RADIAL was planned to enrol 600 participants in 6 countries, with 150 participants in each site-
based arm (Part A conventional and Part A hybrid) and 300 participants in the remote arm 
(Part B).  

Participating countries are presented in Figure 1. Each participating country had multiple 
conventional sites and 1 remote site. All sites were selected based on pre-determined quality 
criteria, such as recruitment potential, and access to selected patient population. Additionally, the 
conventional sites were also selected based on their geographical location and the remote sites 
were selected based on affinity with remote elements. The location of the remote site in the 
participating country was not a factor in the selection of the site. 

Recruitment was open from 10 July 2023 to 14 May 2024. Although the number of participants 
planned in the protocol had not been reached, the recruitment period had to be closed to leave 
enough time for the consortium to conclude and report on the learnings of the RADIAL trial within 
the Trials@Home project timelines. During the recruitment period of the study, the RADIAL 
working group ‘Recruitment and Retention’ meetings were held minimum weekly to monitor 
recruitment activities.  
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Figure 1 Participating countries 
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Recruitment activities  
The RADIAL protocol described the planned methodologies for Part A and Part B recruitment. A 
full overview of all applied recruitment activities is available in Appendix 1. Examples of 
recruitment materials are available in Appendix 2. 

Part A 
According to the protocol, potential participants for the conventional and hybrid arms (Part A) 
were planned to be recruited locally by methods traditionally used in clinical trials. Examples 
include printed posters and flyers, advertisements in print, on the radio, on television, and 
recruitment via the site’s website or social media pages. Additionally, patients could be recruited 
through outreach by the investigator to patients in their own clinic’s database, to their network of 
general practitioners, to pharmacies, or to other hospital departments. These methods could 
make potential participants aware of the study and refer those interested to the study site. 

Part B 
According to the protocol, potential participants for the remote arm (Part B) were planned to be 
recruited using methods approved in the participating countries. These could include countrywide 
digital advertising on social media (e.g. Facebook, Google, Instagram) and banners on patient 
advocacy and other relevant websites. In addition, outreach to potentially interested persons in a 
database and in the investigator’s network could be used to raise awareness of the study. All 
methods used in Part B would direct potential participants to the pre-screener questionnaire on 
the study website www.radial.eu. 

This online pre-screener questionnaire was used to assess initial interest and eligibility for the 
study. When potential participants met the pre-screener eligibility requirements, they were 
contacted by site personnel for a further eligibility check. Those assessed as being potentially 
eligible, received access to the full study information and informed consent process, available 
through an electronic portal.  

The website that hosted the pre-screener questionnaire was built by an ecommerce company 
specialised in the development and conduct of recruitment campaigns through social media. This 
company developed a messaging framework and personas, which formed the basis for the 
preparation of website texts and materials for online advertising. 

A tailored recruitment strategy, based on the sites experiences, preferences and possibilities was 
developed for each part B site. Several Part B sites developed and used their own recruitment 
materials and methods according to their habits and preferences. During the study, when 
recruitment numbers stayed behind, additional recruitment efforts, including recruitment via social 
media was initiated in some countries. Recruitment methods used by the remote sites in the 
different countries are described below. Dates when the recruitment materials were available are 
listed in Appendix 1. 

• In Denmark, the remote site initiated recruitment via emails to 800 patients from the database 
of an associated diabetes clinic. No online social media campaign was rolled out in Denmark 
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based on the site’s past experiences on the effectiveness of such campaigns. In addition, the 
site planned to engage their general practitioners’ network for referrals, but due to the 
approaching recruitment deadline and the long contracting timelines, this activity was 
cancelled. 

• In Germany, the remote site used their Site Management Organisation (SMO) network and 
database to contact potential participants. Furthermore, they contracted a separate 
recruitment company, who recruit patients via their platform. This company advertises in 
social media for participation in clinical trials per condition. Potential participants can choose 
to click and read about a study and are then directed to the site. Additionally, information 
about the study was posted on a clinical trial recruitment website supported by a Google ads 
campaign for this. 

• In Italy, the consortium-selected ecommerce company developed and managed recruitment 
campaign. Initially, the campaign planned to include paid advertising on Facebook and 
Instagram and start in October 2023. However, due to administrative issues (account location 
vs. activity) and cyber security reasons (credit cards not accepted), Facebook and Instagram 
did not allow the paid advertising on the RADIAL account, and this was unsolvable within the 
recruitment period. Alternatively, the prepared materials for Google paid search and Google 
display advertising were used. The study centre also used their internal database to recruit 
potential participants.  

• In Poland, information about the study was posted on an informative website on human 
medicines aimed at the public and its Facebook page. Additionally, information about the 
study was posted on a clinical trial recruitment website supported by a Google ads campaign 
for this. The study centre additionally used their own patient database to identify and recruit 
any potential participants.  

• In Spain, the site used their network of 21 hospitals to recruit potential participants via primary 
referrals. The site was also encouraged to advertise the study on their social networks, 
specifically the site’s Instagram profile, but this was not done.  

• In the United Kingdom (UK), the remote clinical trial site worked with a local UK recruitment 
advertising company and developed an online recruitment campaign to target areas with a 
high population density (Newcastle, Manchester, Birmingham, London). They posted on 
LinkedIn, Instagram, and Facebook. The site also searched their own database and hospital 
diabetes department for potentially eligible patients. In addition, the site collaborated with a 
provider to have them send a mail-out to 2000 patients within the provider’s database.   

Supporting activities by the consortium 
Within the consortium, several additional activities were developed to enhance recruitment in both 
Parts A and B. A full overview of recruitment methods and dates when these were available is 
presented in Appendix 1. Some of the methods are provided in more detail below. 

International Diabetes Federation Europe (IDFE) 
IDF Europe (IDFE) is the European chapter of the International Diabetes Federation. IDFE is a 
Trials@Home consortium partner and was involved in the creation of materials and website.   
IDFE raised awareness of the RADIAL recruitment being open to their members, consisting of . 
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patients, patient advocates, and health care providers in European countries. From the beginning, 
IDFE shared RADIAL updates in their member newsletters. News of the recruitment was provided 
in the IDFE newsletters from October 2023 to March 2024. Two LinkedIn posts (2000 followers) 
were released when recruitment first opened. RADIAL posts were also featured on IDFE’s 
Instagram account (12 and 20 December 2023). Additionally, IDFE partnered with their local 
chapters in applicable countries, to post the study on the local associations’ websites (Poland and 
UK). Also, in all countries where the trial was running, local (individual) patient advocates were 
asked to post about RADIAL in their own social networks. 

Diabetes Professional Care meeting 
In the UK, most people living with diabetes are treated by general practitioners and specialised 
nurses. Therefore, the Sponsor presented RADIAL at the Diabetes Professional Care meeting to 
raise awareness in this group of healthcare professionals.  

Regular contact with sites 
Sites were engaged by regular contact with or live visits by the Sponsor and/or CRO.  

Actions taken to improve recruitment 
When recruitment was found to not meet expectations, several additional initiatives were started. 

Extension of recruitment timelines 
In November 2023, it was decided to prolong recruitment from 6 months to 9 months.  

Additional sites 
In March 2024, 2 additional Part A sites were opened in the UK. 

Posts on social media 
Recruitment via social media was started. Country-specific initiatives are described above and 
in Appendix 1. 

Protocol Amendment 
In December 2023, a deep-dive by the sponsor. Feedback had been received from several sites 
that removal of the exclusion criterion of previous Toujeo® use and use of fast-/short-action 
insulins would significantly increase the eligible population. From a medical perspective, it was 
acceptable to take these 2 criteria out. The amended protocol was approved in March 2024 by 
the regulators, allowing for subsequent recruitment under the amended criteria.  

Main changes to the in- and exclusion criteria:  

Allow the inclusion of patients that were already using Toujeo®. Allow patients in the study that 
are on a basal-bolus regimen.  

It was also carefully considered whether the exclusion criterion for HbA1C should change from 
‘below 7.0%’ to below ‘6.5%’. This criterion was found to be an important reason for screen failures. 
However, it was considered contradictory to medical guidelines in some of the countries to alter 
this exclusion criterion: the guidelines do not indicate a change in treatment in such cases.  
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Recruitment results 
The first site was activated on 10 July 2023 and the first participant enrolled on 22 August 2023. 
The recruitment period, i.e. participants starting the screening period, ended on the 
14 May 2024.The last participant was enrolled, i.e. being included in the trial upon eligibility, on 
10 June 2024. 

For Part A, a total of 174 participants were screened. This resulted in 100 participants in Part A 
For part B, 133 interested individuals were pre-screened, of which 15 participants were screened. 
This resulted in 8 participants enrolled in part B. A major reason for exclusion was the HbA1C 
criterion.  

The weekly recruitment rates for Part A and Part B are presented in Figure 2 and Figure 3, 
respectively.  

 

Figure 2 Part A recruitment rate per week 
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Figure 3 Part B recruitment rate per week 

Actual enrolment per country is presented in Table 1. Planned and actual enrolment per site is 
presented in Table 2. 

Table 1 Actual recruitment per country 

Country Enrolled in Part A Enrolled in Part B 
Denmark 5 0 
Germany 11 4 
Italy 14 0 
Poland 23 2 
Spain 27 0 
UK 20 2 

 

Table 2 Planned and actual enrolment per site 

Country Planned Actual 
Denmark 76 5 
Site 20803 6 3 
Site 20807 5 2 
Site 20899 (remote) 65 0 
Germany  62 15 
Site 27612 15 8 
Site 27616 15 3 
Site 27699 (remote) 32 4 
Italy  74 14 
Site 38001 6 5 
Site 38002 12 9 
Site 38005 7 0 
Site 38012 4 0 
Site 38099 (remote) 45 0 
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Country Planned Actual 
Poland 105 25 
Site 61609 10 0 
Site 61611 10 0 
Site 61613 10 2 
Site 61614 10 12 
Site 61615 10 1 
Site 61616 10 1 
Site 61617 10 7 
Site 61699 (remote) 35 2 
Spain  184 27 
Site 72401 20 4 
Site 72405 30 2 
Site 72407 40 0 
Site 72409 12 5 
Site 72410 4 4 
Site 72412 4 2 
Site 72414 8 4 
Site 72415 4 6 
Site 72417 12 0 
Site 72499 (remote) 50 0 
UK 106 22 
Site 82603 5 2 
Site 82604 5 3 
Site 82605 5 3 
Site 82606 5 5 
Site 82610 7 0 
Site 82611 7 2 
Site 82613 5 4 
Site 82614 7 1 
Site 82699 (remote) 60 2 



    

IMI2/INT/2016-00954 v.2019 Page 11 of 22 

 

Evaluation 
It was planned to enrol approximately 300 participants in Part A and approximately 
300 participants in Part B. However, despite several mitigation measures, at the end of the 
recruitment period, the recruitment numbers were lower than expected: a total of 100 participants 
were enrolled in Part A and 8 participants in Part B. As recruitment is one of the primary study 
endpoints, the recruitment numbers will be further evaluated, and results will be described in a 
future recruitment report.  
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Appendices 

Appendix 1 
List of recruitment activities  

Details recruitment activity Applicable 
for Part*  Applicable for Country* 

Start date End date Category  Description Part A Part B UK DE PL IT ES DK 

10Apr24 11Apr24 Site 
Engagement 

Sponsor booster 
visits x       x 

15Nov23 21May24 Database 
Outreach 

Hospital database 
search x       x 

15Nov23 21May24 Clinic visit 
recruitment 

Discuss study during 
regular patient visit x       x 

6Nov23 15Apr24 Database 
Outreach 

130 mail-outs to 
database per week  x      x 

15Nov23 15Apr24 Database 
Outreach 

150 letters to 
database per week  x      x 

24Oct23 24Oct23 Site 
Engagement  

Annual meeting 
Trials@Home   x      x 

23Nov23 23Feb24 
Online 
Recruitment 
Activity 

DE recruitment 
company campaign  x  x     

23Feb24 23Feb24 Site 
Engagement  Sponsor Visit  x  x     

Early 
Apr24 30Apr24 

Online 
Recruitment 
Activity 

Clinical trial 
recruitment website 
presence 

 x  x     

4Apr24 4Apr24 
Site 
Engagement 
Call 

Re-training  x     x   

20Feb24 30Apr24 
Online 
Recruitment 
Activity 

Google adds 
campaign Italy  x    x   

29Nov23 27Mar24 
Online 
Recruitment 
Activity 

10 social media posts 
Facebook (organic 
posts) 

 x    x   

23Feb24 30Apr24 
Online 
Recruitment 
Activity 

10 social media posts 
Instagram (organic 
posts) 

 x    x   

21Feb24 22Feb24 Site 
Engagement  Sponsor visits x x   x    

Early 
Apr24 30Apr24 

Online 
Recruitment 
Activity 

Banners  on 
informative patient 
website on medicines 

 x   x    

Early 
Apr24 30Apr24 

Online 
Recruitment 
Activity 

Post on Facebook on 
informative patient 
website on medicines 

 x   x    
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Details recruitment activity Applicable 
for Part*  Applicable for Country* 

Start date End date Category  Description Part A Part B UK DE PL IT ES DK 

Early 
Apr24 30Apr24 

Online 
Recruitment 
Activity 

Google ads campaign   x   x    

7Dec23 21May24 
Online 
Recruitment 
Activity 

Social media 
advertising x  x      

7Dec23 21May24 Network 
referrals Network referrals x  x      

18Sep23 18Sep23 Database 
outreach UK database mail-out  x x      

25Sep23 30Oct24 
Online 
Recruitment 
Activity 

UK social media 
campaign  x x      

13Nov23 13Nov23 
Site 
Engagement 
Call 

Recruitment update  x x      

27Nov23 27Nov23 
Site 
Engagement 
Call 

Recruitment update  x x      

1Feb24 21May24 Internal 
Activity 

Live support sessions 
available helpdesk x  x x x x x x 

18Dec23 20Dec23 Internal 
Activity 

Brainstorm 
recruitment 
enhancement 

x x x x x x x x 

20Feb24 21May24 Internal 
Activity 

Protocol amendment 
UK approved x x x      

5Mar24 21May24 Internal 
Activity 

Protocol amendment 
EU approved x x  x x x x x 

15Nov23 15Nov23 Conference 
Presence 

Presentation 
Diabetes Professional 
Care 

x x x      

23Dec23 23Dec23 
Diabetes 
(patient) 
Networks 

IDFE posts LinkedIn 
message  x        

15Dec23 15Dec23 
Diabetes 
(patient) 
Networks 

IDFE posts LinkedIn 
message  x        

7Feb24 7Feb24 
Site 
Engagement 
Call 

Webinar for 
Investigators x x x x x x x x 

19Feb24 19Feb24 Conference 
Presence Presentation EUCROF x x x x x x x x 

21Mar24 21Mar24 
Site 
Engagement 
Call 

Workshop eCRF x x x x x x x x 

15Mar24 15Mar24 
Site 
Engagement 
Call 

Walk-in site session x x x x x x x x 
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Details recruitment activity Applicable 
for Part*  Applicable for Country* 

Start date End date Category  Description Part A Part B UK DE PL IT ES DK 

18Apr24 18Apr24 
Site 
Engagement 
Call 

Walk-in site session x x x x x x x x 

11Dec23 21May24 SMO 
Agreement 

Additional 
recruitment funds 
SMO Poland 

x    x    

10Oct23 May2024 Site 
Engagement Newsletters 1-6 x x x x x x x x 

1Jun23 May2024 Site 
Engagement 

Regular CRO-SMO 
calls x x x x x  x  

Oct2024 May2024 
Online 
Recruitment 
Activity 

Standing RADIAL 
consortium 
recruitment meeting 

x x x x x x x x 

Jan24 End of 
study 

Patient 
Engagement 

DfP sample pick-up 
Germany x x  x     

Feb24 Feb24 SMO 
agreement 

2 additional sites 
setup UK x  x      

Sep22 End of 
study 

Site 
Engagement 

NIHR CRN portfolio 
inclusion UK x x x      

20Dec23 5Mar24 Internal 
Activity Protocol amendment x x x x x x x x 

Nov23 30Apr24 
Diabetes 
(patient) 
Networks 

Awareness in own 
social network x x  x   x  

9Feb24 30Apr24 
Online 
Recruitment 
Activity 

Google ads campaign   x    x   

 
* “X” marks applicability of recruitment activity for Part and for country. For example, ‘UK social media 
campaign’ is a recruitment activity applicable for part B site in the UK.  Multiple answers possible, i.e. some 
activities are applicable to both parts and multiple countries. 
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Appendix 2 

Examples of recruitment materials 

Landing page remote participants (www.radial.eu ) 

http://www.radial.eu/
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Paid social Adds 
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Organic social adds, Facebook and Instagram 
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RADIAL recruitment flyer 
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News articles on Diabetes Association websites 

 

 

 

 

 

 


