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Job Description

	       1.   JOB IDENTIFICATION
	Job Title
	Specialist R&D Data Coordinator

	
	Department(s)/Location
	Tayside Medical Science Centre (TASC)

	
	Number of Job Holders
	1

	2. JOB PURPOSE

To gather and analyse commercial clinical trial activity on an ongoing basis and liaise with Pharmaceutical Companies and Clinical Research Organisations to ensure full cost recovery for NHS Tayside and the University of Dundee. 
To create and analyse complex electronic reports on commercial study performance as required by Scottish Government Health Department, Chief Scientist Office (CSO), NHS Tayside Health Board and the University of Dundee Court carrying out regular audits and data cleansing exercises to ensure data integrity. 
To support the review of TASC IT user specifications drawn up by external bodies, write User Manuals, undertake user specification testing and the creation of data quality plans for TASC systems including the Pharmacovigilance (PV) Patient safety reporting system, the Good Clinical Practice (GCP) Database and the TASC Database, advising on resolution of data quality issues.



	3. ORGANISATIONAL POSITION
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	4. SCOPE AND RANGE
Research within NHS Tayside: NHS Tayside provides area wide health services to a population of 417,000 as well as the population of North East Fife. The main research partners are NHS Tayside and the University of Dundee.  Clinical research is undertaken by both University academic staff and staff of NHS Tayside. Many studies are performed in collaboration, utilising samples or data from NHS Tayside patients treated in hospitals, community services and in primary care.  An increasing number of non-medical staff participate in research, particularly in research related to the delivery of health services. 
Tayside Medical Science Centre: The Tayside Medical Science Centre (TASC) combines the research strengths of the University of Dundee with NHS Tayside Health Board and is part of the national Scottish Academic Health Sciences Collaboration (SAHSC). TASC brings together, within a single organisational framework, the functions of the Clinical Research Centre, the Tayside Clinical Trials Unit, the Tissue Bank and the joint functions of the NHS Research and Development office and the University’s Research & Innovation Services (in relation to clinical research). 
Commercial Research team: This is one of the core functions within TASC, handling 30-40 newly approved commercial research studies potentially worth up to £1.5 million on an annual basis, with the involvement of approximately 200 study participants in NHS Tayside. The postholder works on all these studies, each of which has multiple study participant visits that comprise milestones for financial progress and each will be ongoing for anything up to 5 years in duration. IT based/database progress reports are produced on a regular basis, with reports typically covering around 200 studies, many with multiple arms/workstreams and different routes for patient recruitment and visit plans. The TASC website is a large, complex website launched in 2010 for researchers/research management within Tayside and industry, and also contains TASC policies, SOPs and standard documents.


	5. MAIN DUTIES/RESPONSIBILITIES

Commercial study progress reporting / Cost Recovery 
1. Extract financial information from contractual study agreements with commercial parties, the NIHR industry costing template and highly complex study Protocols to create individual financial monitoring study logs.

2. Plan and schedule invoicing to ensure full recovery of NHS and University clinical costs for approximately 200 complex studies, supporting study management by reviewing studies on an ongoing basis, capturing all study activity and updating the overview finance log to ensure all contracted study costs are documented for recovery purposes

3. Plan and coordinate with clinical research teams and commercial third parties for verification of study participant progress on a study by study basis (visits/milestones), interpreting highly complex clinical protocols as required and utilising sensitive information to inform payment decisions, with no one study being the same, and constantly adjusting and re-adjusting plans for reporting.

4. Regularly review payment schedules for complex commercial studies to ensure that these are consistent with agreed study budgets and highlight areas where activity is not included in the budget and should be added via contract amendment to ensure full cost recovery
5. Update financial study logs to take account of frequent contractual amendments and associated costs to ensure full cost recovery for NHS and University services. Where activity has taken place but has not been costed use own judgement on how best to ensure cost recovery and where necessary negotiate with sponsor on future payment bringing unresolved payment discrepancies to the attention of the Head of Commercial Research Services as required
6. Monitoring and reporting to Head of Commercial Research Services issues relating to sponsor verification of study activity and contractual arrangements following due diligence checks with a view to minimising any potential risk to NHS Tayside 

7. Analyse complex financial queries and discrepancies and provide expert advice to resolve payment queries raised by external commercial sponsors, Clinical Research Organisations, internal study teams and NHS support services, liaising with any external providers as required, and resolve any disputes in a timely manner
8. Respond to enquiries from pharmaceutical and biotechnology companies, and other commercial sponsors regarding study progress providing specialist information and advice on study participant recruitment, participant visit activity and related cost recovery
9. Write a range of working instructions and develop protocols for own areas of work, provide comments on TASC policies applying to job areas, maintenance of awareness of TASC quality systems and propose process changes as necessary impacting across TASC and the wider research community
Data management and TASC IT Platforms 
1. As an expert in your field develop and produce highly complex electronic reports on commercial studies from SReDA (Scottish Research Management Software), required either internally or externally (NHS Tayside Health Board, University of Dundee Court, NHS Research Scotland and Scottish Government Health Department Chief Scientist Office) for tracking purposes, accruals information and performance metrics, scrutinised on a local and national level  
2. Resolve analytical queries and investigate data anomalies arising from reports produced internally and externally by the NRS Central Management Team 

3. Manage and analyse the data required for monthly RAG (Red/Amber/Green) performance management reports highlighting potential performance issues and barriers to achieving contracted targets within time, as well as frequent ad hoc reports on commercial study performance, potential study income, and the supply of commercial study information required for Freedom of Information requests.
4. Responsible for local data management of commercial studies on the national database system (SReDA), which is used for recording all research studies.

5. Responsible for planning and implementing quality control checks on SReDA database to ensure that all relevant information is entered (data field population) for approximately 200 active, ongoing commercial studies at any given time, carrying out regular data audits and data cleansing exercises to ensure data integrity.
6. Support user specification testing and the creation of data quality plans for   TASC systems including the Pharmacovigilance (PV) Patient safety reporting system, the Good Clinical Practice (GCP) Database recording the education, training and experience of researchers and the TASC Database and produce electronic reporting for TASC mailing list purposes, and advise on resolution of data quality issues as required.
7. Develop User Manuals and train new members of TASC staff to use TASC Databases and Tayside/University of Dundee research management systems communicating  complex information to a range of delegates
8. Support the safe transfer and manipulation of clinical research data from existing TASC data sources.  This will include data cleansing, data mapping and data migration
9. Assess develop and evaluate reporting requirements for TASC platforms including the SReDA Research Management Software, Pharmacovigilance Database, GCP Database and the TASC Database
10. Support TASC managers with the review of IT user specifications for TASC systems supplied by the Health Informatics Centre (HIC) and other external vendors and provide support on the development and implementation of these systems
11. Responsible for the administration and support the development and maintenance of the TASC website linking with the AHSP administrators as required.
12. Initiate and maintain the TASC ‘department’ pages on Staffnet, and enter/update, test and publish text content, images and weblinks
13. Any other duties of a similar nature which may be delegated from the Head of Commercial Research Services or TASC Senior Management. 

Induction Standards & Code of Conduct

Your performance must comply with the national “Mandatory Induction Standards for Healthcare Support Workers 2009” and with the Code of Conduct for Healthcare Support Workers.

	6. COMMUNICATIONS AND RELATIONSHIPS

The postholder will have close working relationships with the Commercial Research team/TASC staff, and will communicate on the subject of study progress with the clinical research community, as well as commercial third parties i.e. pharmaceutical companies. There is a need for communications to be persuasive and persistent with researchers and third parties, while handling complex, sensitive information that will ultimately lead to raising of financial invoices, generating income to NHS Tayside/University of Dundee. In order to do this effectively the postholder will be required to interpret often complex written and oral communications to establish study requirements and activity and will be required to negotiate with third parties in order to validate the study participant progress for the purpose of recovery of clinical costs.
The postholder will provide the consequent reports and information, prioritising issues as appropriate to ensure efficient and effective responses and outputs from the TASC Commercial Research team on behalf of NHS Tayside and the University of Dundee. 
The postholder will demonstrate effective written skills writing system User Guides, Working Instructions and How To documents for users and will have strong verbal skills communicating highly complex information through training sessions, presentations and system demonstrations for TASC staff from a variety of background and with different levels of understanding and will participate in regular TASC meetings, one to one interactions and telephone conversations communicating complex information and presenting TASC to its best advantage to external parties. 
The postholder will be required to cooperate with Tayside Clinical Trials Unit data management staff to ensure integration of systems and that disparate systems do not impact on each other and will build effective relationships with TASC, NHS and University research and IT support staff as well as with external vendors and web hosting companies.


	7. KNOWLEDGE, TRAINING AND EXPERIENCE REQUIRED TO DO THE

JOB
Essential knowledge, training and experience

· Educated to degree level (or working towards) or equivalent

· Able to demonstrate a high level of specialist knowledge about clinical research procedures and processes 

· Experience of information gathering, analysis and reporting, quality and performance management systems and involvement in project delivery

· Experience and knowledge of the NHS and an understanding of medical terminology

· Knowledge and experience of medium to large scale database systems

· Experience in data management, data systems and methodology for robust data analysis
· Experience of Web administration and maintenance

· Effective and confident communication skills required to present and advise users from all skill sets
· Good organisational and time management skills as well as the ability to work as part of a team
· Ability to solve problems creatively and work with a degree of autonomy
· Ability to plan own workload, prioritise and re-prioritise tasks according to changing daily/weekly requirements and work on a number of projects simultaneously, keeping all progressing to agreed timelines

· Good level of literacy and numeracy skills, and advanced computer skills

· Ability to work with full range of current PC products (MS Word, PowerPoint, Excel, Outlook, Access, Publisher, SQL Server Management studio, as well as electronic diaries, Corel PaintShopPro, PhotoX2 software.
Desirable knowledge, training and experience
· Knowledge of NHS systems and policies, including NHS IT, data protection requirements

	8.  SYSTEMS AND EQUIPMENT
These include:

· TASC computers and associated hardware/software/systems  
· Personal computer (VDU)/(colour) printer/scanner

· Photocopier, Fax, telephone
· Telecommunications and video conferencing

· Presentation equipment and materials
· Audio equipment

· MS Office applications/miscellaneous IT applications

· Filing systems

· E-mail/Internet/Intranet

The postholder will also develop a good understanding of the following database systems:

· SReDA Super User, TASC, EDGE, CPMS, CRF Manager, Open Clinica; and other relevant local databases including the PVG ,GCP and TASC Databases
· Administrator for the TASC website and TASC Database for the purpose of supporting data quality and reporting

· TURAS / eKSF system for appraisal, personal development plan and objectives.
Responsibility for Records Management
All records created in the course of the business of NHS Tayside are corporate records and are public records under the terms of the Public Records (Scotland) Act 2011. This includes email messages and other electronic records. It is your responsibility to ensure that you keep appropriate records of your work in NHS Tayside and manage those records in keeping with the NHS Tayside Records Management Policy and with any guidance produced by NHS Tayside specific to your employment.


	9. PHYSICAL DEMANDS OF THE JOB

Physical effort
· Extensive use of IT equipment, i.e. computer and associated systems and software packages which includes the requirement for speed, accuracy and

advanced keyboard skills.

· Occasional periods of travel dependent upon location of meetings, conferences,

etc.

· Occasional transportation and setting up of IT equipment, information/display
· Compliance with manual handling regulations, lifting heavy files and/or boxes on a daily basis

· Compliance with Health and Safety and NHS Tayside policies.
Mental effort

· Considerable degree of concentration required to produce and analyse highly

complex information.

· Frequent interruptions to workload are subject to a degree of unpredictability.

· Adjusting to and effectively engaging with diverse personalities and professional

· roles.

· Requires frequent prolonged levels of concentration.

· Balance priorities and manage the complexities/diversity of the job and

competing demands, with set timescales.

· Working with a culture of continuous change.

· Developing innovative solutions to problems as they arise.
· Maintenance of precise and accurate Commercial study reporting for the Scottish Government Health Department
· Constant adjustment of reports and re-prioritisation of work depending on Team lead requirements.

Emotional effort

· Handling of confidential and sensitive information
· Emotional impact of persuading busy clinical teams to provide information, and dealing with insistent commercial third parties
· Ability to manage time pressures during busy periods, with often unpredictable work patterns and interruptions.
Working conditions

· Long periods sitting continuously, with prolonged concentration on regular occasions

· This post is office-based, with the regular need to visit other parts of the extensive Ninewells Hospital site, such as physicians and clinical staff in labs and ward offices, and the occasional requirement to travel to other NHS/University sites.

	10. DECISIONS AND JUDGEMENTS
The postholder will

· Use experience and judgement to agree with local research teams and external sponsors on contracted performance activity and related costs for clinical trials delivered in NHS Tayside, interpreting and analysing information appropriately to inform these decisions
· Interpret complex requirements gathered from users to help decide the

optimum overall approach to roll-out the transition to the new software modules.

· Provide specialist advice and make recommendations on the best use of available technology and resources

· Consider the different roles of the systems users and make suggestions on

the best approach to meet the needs of these users and identifying related training requirements 
· Be confident in performing blocks of work, using own initiative to complete the activity.
· Be aware of the needs of colleagues in addition to own workload, acting independently and using a significant degree of initiative, deciding when it is necessary to refer to management
· Prioritise own workload which is generated from external sponsors, local research teams and system project leads 
· Handle numerous projects all at different stages, managing the demands of numerous project leads to ensure that costs are recovered in a timely manner and project timelines are met within realistic timeframes
· Be able to evaluate an issue whether from the team or an individual communication, technical or IT based, and either find a solution or bring forward options for resolution.


	11. MOST CHALLENGING/DIFFICULT PARTS OF THE JOB

· Understanding, interpreting and communicating to others the detail of complex clinical protocols and Clinical Trial Agreements to ensure full cost recovery of activity carried out in NHS Tayside and the University of Dundee 
· Producing a diverse range of IT based reports of an appropriate quality and in a timely manner from a minimum of information.

· Supporting system users to optimise their performance through implementing

methods of working using lessons learned to encourage others to participate.

· Capture, implement and disseminate best practice.

· The maintenance and support of a complex set of systems, which must work

· together and reduce duplication 

· The post-holder will be required to work and communicate with people who have

varying levels of IT skills, ranging from professionals to novice users.

· Manage own time and demands of others in order to complete projects to deadlines 
· To be able to multi-task, plan and prioritise work of differing nature despite interruptions, and deliver consistently on regular baseline activities.
· Successful communication with internal and external parties, and effectively dealing with multiple stakeholders for web pages, study and IT reporting activities.

	12. JOB DESCRIPTION AGREEMENT
A separate job description will need to be signed off by each postholder to whom the job description applies.

	Job Holder’s Signature:


	Date:

	Head of Department’s Signature:


	Date:
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