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There has been a shift away from the nurse being a simple data collector, to being an integrated member
of the clinical trial team, and in many cases, the co-ordinator of the trial process. Experienced clinical trial
nurses will have a thorough understanding of the methodological, ethical and practical issues and the research
process In essence, the nurses’ role involves co-ordinating the trial and managing patient care. To manage
care effectively, the nurse acts as an educator informer and advecate, as well as direct caregiver. The clinical
trial nurse may also be responsible for organizing and maintaining the team’s main functions. In addiﬁon, he
or she may co-ordinate communication networks, the trial process — protocol development, set-up, conduct
throughout the trial and reporting — and contribute to decision-making strategies.

The clinical trial nurse has a key role in informing participants and their families about what they can
expect. Informed consent is the process by which the participant learns about the trial to help him or her -
decide whether to take part. The’ nurse ensures the patient is supported and provided with adequate
information to make an informed choice. The participant will need to know the trial’s aim, the treatments
being compared, the number of times he or she will be required to attend a clinic, and the possible benefits
and risks. A patient leaflet that includes all thls information should be provided.

The main roles of the nurse as direct car egiver include: patient support, data collection, blood collection,
treatment administration, protocol adherence monitoring, adverse event monitoring and reporting.

The main roles of the nurse as co-ordinator of the trial process include:

1. Being an essential point of contact for trial paﬂ'icipants

2. Organising the research ethics. committee and research and development submissions, as well as all
associated correspondence,

3. Negotiating research funding. -

4. Writing of protocols, informed consent forms, patient information leaflets and other documentation.
5. Attending UK, European and international investigator meetings.

6. Identifying and screening patients.

7. Inputting data (paper and electronic).

8. Sponsoring company liaison.

9. Multidisciplinary team liaison,

10.Dissemination and publication of research findings.

11. Formation of, and adherence to, standard operating procedurcs

12. Adherence and promotion of GCP..
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