
Feasibility activities management

Interaction with Sponsor/CRO
Contact and coordination with the Clinical Research Unit

Budget e contract management
Direct management/support to billing procedures

Ethic Commitee procedures management
Centre facilities management

Monitoring Visits
Screening/Randomization procedures
Study specific procedures scheduling

Study specific procedures booking

Questionnaires / diaries administration
Central laboratories KIT management

Central laboratories KIT resupply

Central laboratories samples managements
IWRS management

Central laboratories samples shipment
Imaging CD/ patient reports shipment

Data Entry
MDs coordination

Documental material storage
Preparation for inspections / audits

Standard Operation Procedures production
Investigator’s Meetings attendance

Direct management/support to internal training plans

Oncology clinical research management. 
To each his own.
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Background

S20

Material and methods

During the first quarter of 2018, the Gruppo Italiano Data Manager interviewed, through a web survey, 215 CRC.

Respondents were asked to select from a list of activities, identified by a scientific committee composed of 7 CRC experts and

divided by type of study management (as local site, profit or not profit studies, or as Sponsor for academic studies), which they

actually perform.

Results

The presence of the Clinical Research Coordinator (CRC) in most of the Italian cancer research centers is now a fact, as well

as the evidence that this presence is pivotal in terms of speeding up the submission procedures, increase the potential of

accrual and improve the qualitative and ethical standards of the study.

What is less clear, especially due to the lack of professional recognition and the lack of official training courses, is their specific

job description, that often adapt to the specific work demands or local requirements.

Study protocol writing support

Budget direct planning / support to
EudraCT submission

Clinicaltrials.gov study registration
Competent Authority/ Ethical Commitees submission

Satellite centers identification

Satellite Centers dealing
Investigator Site File preparation

Satellite Centers coordination and support

Internal/esternal monitoring activities

Sperimental drugs shipment / traceability
Data Entry supervision

Annual /periodic study report production

Study meeting organization/attendance
Data analysis/support to

Final papers writing / support to

Conclusion

The way for the definition of an official features of the CRC work is still long, as evidenced by the lack of specific activities (also

the one that should be the main one, data entry) carried out by all the interviewees.

The lack of a specific job description, in addition to rowing against obtaining an institutional recognition, can cause a dangerous

overlap of activities and responsibilities with other professional figures, such as research nurses and biologists.
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