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Purpose: To review the current requirements, level and consistency of
training received by research nurses involved in paediatric clinical trials
across different European countries. What does this training involve and
how frequently is it provided? To identify potential gaps in training and the
purported needs of research nurses currently involved in paediatric trials.
How might these gaps be filled through the development of optimal
research nurse training models? To assess variation in the role and scope
of research nurse activities across European countries and specialties.
What level of responsibility is given in terms of taking consent, prescribing
drugs for CTIMPs, etc.?
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Key Tasks, Timeframes and Outputs

e To design a questionnaire-based study to allow the generation of
information on what research nurse training models currently exist,
what training is currently given and what gaps there may be in
training across different specialties and countries.

¢ An initial draft of the questionnaire will be developed and finalised
by the working group by the end of November, 2015.

e The initial draft will be circulated to Enpr-EMA networks for
comments in December, 2015.

e To assemble a list of research nurse groups/networks and contact
details covering a wide range of European countries and specialties.

e To assess the most effective method of carrying out the
questionnaire-based survey across the groups defined above.

e To obtain and collate the information received, share the data with
the Enpr-EMA networks (May, 2016) and review the potential for
publication.




Areas of focus for questionnaire:

» Area of work (specialties, age range, etc)
* Level of experience

 Training received and frequency
 Additional training requirements?

» Form of training received

« GCP certified training?

* Roles of research nurse (clinical trial-related)
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Summary of data obtained:
» Total of 28 organisations identified for circulation of questionnaire study

e Countries: UK, Ireland, France, Switzerland, Finland, Norway,
Sweden, Denmark, Netherlands, Spain, Germany, Italy

» Specialties: Oncology, haematology, neonatal (majority ‘multiple’)

* Link to questionnaires sent to points of contact for each organisation
between 12-13% April, 2016.

 Translation of questionnaire into French for organisations in France

» Completed guestionnaires received to date: 201
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Paediatric Specialties

1. Across what specialties do you work in paediatrics? (select all that apply)

(201 responses)

Allergy & Immun. .
Cardiology

Child and Adoles. ..
Dermatology
Diabetes
Endocrinology (i...
Gastroenterology
Genetics
Haematology
Infectious Disea. ..
Neurology
Neonatal
Oncology
Psychology
Respiratory
Rheumatology
Other

6 (3%)

49 (24.4%)
25 (12.4%)
17 (8.5%)
29 (14.4%)
51 (25.4%)
39 (19.4%)
49 (24.4%)
35 (17.4%)
50 (24.9%)
45 (22.4%)
60 (29.9%)
56 (27.9%)
49 (24.4%)

62 (30.8%)
42 (20.9%)
61 (30.3%)
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Age of Children

2. What age of children do you work with? (select all that apply) 201 responses)

<1 year 166 (82.6%)
1-3 years 170 (B84.6%)
4-10 years 177 {88.1%)
11-16 years 173 (86.1%)
>16 years 131 (65.2%)
0 20 40 60 80 100 120 140 160
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Research Nurse Experience

3. How long have you worked as a research nurse? (201 responses)

@® <3years
26.4% ® 3-5years

@ 6-10 years
® >10years

4. How many Phase |, I, Il or IV clinical trials have you participated in?

200 responses)
@0
40.5% @15
O 6=10
® =10
18%
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Level of Training Received

5. Do you feel that you have received appropriate training for the role(s) you
carry out in your position?
(201 resporses)

® Yes

® No
For the majority of tasks that | carry
out

1/3 research nurses felt that they would benefit from
additional training. Specific areas of need identified:

« IT training / clinical trial setup / specialist skills for
clinical trials / sample handling / finance / research

governance Eﬁpr




Specifics of Training Received

7. How would you best describe the training that you have received for your
role (select one)?

(197 responses)

@ Non-GCP

@ Generic GCP certified only

@ GCP certified with supervised consent
practice

@ GCP with supervised consent practice
and additicnal training

@ GCP with supervised consent
practice, additicnal training and
paediatric specific GCP compenent

8. If you have received GCP training has this been generic GCP training or
paediatric specific GCP training?

(199 responses)

@ Generic GCP
@ Paediatric specific GCP
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Frequency of Training Received

10. How frequently do you receive training in your current job? (198 responses)

L~

10.6%
18.2%

@ Atleast every 6 months
@ Annually

@ Every 2 years

@ Every 3 years or more
@ Never

@ As needed

11. How frequently do you receive GCP certified training within your role?

(199 responses)

@ Atleast every 6 months
@ Annually

@ Every 2 years

@ Every 3 years or more

@ As stipulated by pharmaceutical
companies or ather authorities

@ Never
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Research Nurse Activities
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14. Which of the following activities do you have experience of actively

participating in?
(115 responses)

Ethics Applications

Development of PIS

Development of
Consent Forms

Trial Amendments

Development of Trial
CRFs

69 (60%)
78 (67.8%)
61 (53%)
51 (44.3%)
49 (42 6%)
0 10 20 30 40 50 60 70

EnprJREMA



Newcastle
University

UK | Malaysia | Singapore

Participation in CTIMPs

» 84% of research nurses completing questionnaire participate in CTIMPs
* 57% of research nurses participate in Phase I/l trials

16. If yes, which of the following roles do you perform? (169 responses)

Processing Samples 156 (92.3%)

Sample Transport 151 (89.3%)

Taking Consent 86 (50.9%)
Prescribing IMPs 8 (4.7%)
Administration of IMPs 126 (74.6%)
Training / Education for 126 (T4.6%)
Patients

40 60 80 100 120 140
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Questionnaire Responses by Country

Number or Respondents
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Immediate and Future Plans:

« Identification of organisations for circulation of questionnaire study in
countries currently under-represented in dataset obtained

» Analysis of data obtained

 Publication of study data in appropriate journal with data summary and link
to publication through EnprEMA website

» Potential impact of findings on future research nurse training
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