Nursing Research Careers: Pharmaceutical Industry Pathway


	
	Trainee Clinical Research Associate
	Clinical Research Associate
	Senior CRA
	Project Manager/ Clinical Research Officer

	Typical Role
	Perform monitoring visits with mentor to acquire the skills necessary to ensure complete accurate data is retrieved from study sites. Completion of Independent ethics committees applications to gain insight into study protocol and design.

Archiving of trial master file data.
	Conducting monitoring visits and ensuring data standards are met.  Working to predefined standard operating procedures (SOPs) and guidelines.

Organising all needs of study site staff in order to conduct a clinical trial acceptable standard.

Collate status data.
	CRA with the additional responsibility of leading teams.

Protocol generation and study specific documentation.

Communication and dissemination of information especially within field team structure.


	Responsible for strategic planning of the clinical trial process.  Production of protocols and project tracking data

Resourcing of the clinical trial programme.

Financial management of clinical trials. 

	
	
	
	
	

	Experience
	First experience in clinical research but with a scientific or nursing background. Works under close supervision of a mentor.
	Experience of running concurrent research studies with minimal supervision to the standards required by good clinical practice.  Ability to give advice on the organisation and management of the clinical research trial in progress.
	Development of research protocols and study documentation.
	 Negotiating contracts with interested parties; supervision of research teams. 

	
	
	
	
	

	Knowledge
	Knowledge of Good Clinical Practice and the pharmaceutical industry.
	Knowledge of SOPs, guidelines and regulatory requirements.

Knowledge of research design and methods.

Knowledge of specific therapeutic areas
	Comprehensive knowledge to enable the costing clinical trials appropriately; understanding of the complexity of ethical issues for research staff involved clinical research.
	Knowledge of national, ICH GCP and local requirements for the management of global clinical trials; mechanisms for licensing of products.

	
	
	
	
	

	Training
	General courses external or in house.  On the job training with an appointed mentor/supervisor
	Certificate in professional Development preferred.  Training within therapeutic area.
	Skills, management training.


	

	
	
	
	
	

	Skills
	Numerate; computer skills; ability to adhere to pre-determine protocols; ability to liaise with research staff and representatives at all levels.  Ability to check and obtain corrections for clinical trial data recorded at site.
	Good monitoring skills, organisational skills, IT skills and interpersonal skills.
	Ability to develop, assess and direct research protocols; manage resources including finances, equipment and staff members.  
	Ability to lead, motivate and develop research teams; ability to build research capacity and infrastructure; ability to negotiate with professional colleagues 

	
	
	
	
	

	Desirable Qualifications
	First or higher degree or nursing background.
	RGN; First or higher degree with 6-12 months experience Certificate/Diploma in Clinical Research
	Diploma in Clinical Research
	MSc in Clinical Research


