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BACKGROUND

All staff involved in clinical research must be appropriately trained to comply with regulatory authorities guidelines, such as Good Clinical Practice and the NHS Research Governance Framework. 

Employers of staff undertaking health and social care research have responsibility for developing and promoting a quality research culture in their organisations and for ensuring that their staff are supported in, and held to account for, the professional conduct of research. This will involve careful attention to training, career planning and development, and the use of clear codes of practice and systems for monitoring compliance (Research Governance Framework, Department of Health, November 2001: para. 3.9.1).
PURPOSE

To outline the process in place to ensure that the Cancer Clinical Research Team are appropriately trained, have the medical, scientific and clinical knowledge to conduct trials competently, and that their training and qualifications are fully documented.

APPLICABLE TO:

All members of the Clinical Research Team working on NCRN trials portfolio.

DEFINITIONS

Clinical Research Team (CRT)

The composition of the CRT is likely to vary across Networks and for individual trials, and, therefore, needs to be defined locally. It may, however, include all staff working in hospital-based cancer clinical research such as Clinical Leads for Research, Principal Investigators, Co-Investigators, Research Network Managers, IT Managers, Research Nurses, Data Managers, Clinical Trial Coordinators, R&D staff, Research Radiographers and Radiologists, Clinical Trials Assistants, Clinical Trials Pharmacists, and other associated staff.

It is recognised that Chief Investigators, Principal Investigators, Co-Investigators, Clinical Leads for Research Networks and Radiologists are involved in the CCRT and need access to appropriate clinical research training. However, whilst appropriate training will be provided, these professional groups will be responsible for their own management of training needs and maintenance of training records and associated documentation.  

Network Training Link (NTL)

The NTL/or designee responsible for coordinating, implementing and evaluating the network training strategy. The Training Link will also be a conduit for dissemination of training initiatives from the NCRN Coordinating Centre. 

Core Training; 

Essential components of training to be met by members of the CRT:

· Regulatory requirements e.g. ICH/GCP, EU Directive, Research Governance. All members of the Clinical Research Team should attend GCP update at least every 2 years.

· Tumour Specific Training e.g. disease process, treatment modalities and pathology.

· Trial Specific Training e.g. understanding Protocols, Case Report Form completion.

RESPONSIBILITIES

Training

The NTL must ensure that appropriate core training is provided to all CRT members, that access is given to further/additional training and that training records are maintained and are available for audit. The training of all individuals is a shared responsibility between themselves and the NCRN training team, the NTL, senior members of the Research Team and the Clinical Director. It must be recognised that each team member will have different training needs according to their qualifications and experiences. 

An assessment of individual need should be performed on appointment to establish a baseline framework of skills and competencies (see associated Guidance Documents). This will serve to identify specialist knowledge that can be shared and gaps in knowledge to be filled. The Training Needs Assessment form must capture a documented review of all items listed in the Network research training documents (see Appendix). Following the initial assessment, training needs will be formally reviewed at the time of appointment and at least annually thereafter OR after a substantial change in role. Where possible this should run in parallel with local appraisal processes.

Induction

All newly appointed members of the Clinical Research Team will be given an individual induction timetable which will include a formal training needs assessment; an introduction to Research Network SOPs; a meeting with the Research Network Manager, NTL or designee and other relevant members of the team, and individual Training Objectives (see Appendix). Support will be identified and recorded as appropriate.

Staff Training Records

NTL/Staff Record Keeper

· Ensure the Staff Records are stored in a secure area at all times.

· Ensure updated Staff Records and related documentation is received and filed for all individuals at least six monthly or earlier if necessary, by specific demand e.g. an expected audit inspection.

· Ensure that a log of any additional visits to provide support is maintained.

· Ensure Staff Records for each individual are reviewed and signed by appropriate Line Managers annually.

· Ensure that final updated copies of training records and related documents are received and signed as appropriate, i.e. when a member of the Clinical Research Team leaves.

· Transfer completed, signed Staff Records from the active to inactive file as appropriate when a member of the Clinical Research Team leaves.

NCRN Clinical Research Team

· Continually update Staff Training Records.

· Ensure personal Framework for Reflection Forms (see Appendix) are completed after relevant course attendances and filed as part of personal training records.

· Send copies of updated training records and related documentation to the Staff Record Keeper at least six monthly.

· When leaving employment within the Clinical Research Team inform the Staff Record Keeper of planned leaving date.

· Send final copies of updated training records and related documentation to the Staff Record Keeper before leaving employment within the Clinical Research Team. Research personnel may retain original copies of training documentation but photocopies of entire records should remain in the Cancer Research Networks training file archive. Such material should be retained until it is no longer required for audit purposes.

PROCESS STEPS

	Initial training needs assessment of new staff member 


↓

Plan appropriate induction and training programme for staff member

Agree and set training objectives

Document the process

Within 2 months of starting employment

↓

Ongoing training needs (within first year)

Revisit (as necessary) individual training needs 

Agree and reset training objectives if appropriate

Document the process

↓

All training received (and related documentation) recorded in staff training file for the 1st year 

↓

Ongoing training needs

Annual review of training received, training objectives - in line with local appraisal process

Identify new training needs if appropriate

Agree and set new training objectives if appropriate

Document the process  

↓

All staff training records reviewed annually and training report forwarded in Annual Network Progress Reports to NCRN Coordinating Centre
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APPENDICES

NCRN Framework for Reflection

NCRN Training Needs Assessment Form

NCRN Training Objectives Form

ASSOCIATED GUIDANCE DOCUMENTS

NCRN Induction Programme

NCRN Professional Development Portfolio (PDP) Index of Contents

NCRN Support Visit Report

NCRN FRAMEWORK FOR REFLECTION

CONFIDENTIAL

Name: ___________________________________________
Date: _____________________

Title of Course: ____________________________________
Date of Course:_____________

Please complete this questionnaire WITHIN ONE WEEK of attending the NCRN course detailed on the front. Your completed questionnaire is confidential and should be added to your training portfolio. The aim is to use this information as part of your next appraisal.

What have I learnt from this event that maintains or develops my professional knowledge and competence?

What do I know or can I do now that I could not do before attending this event?

What can I apply immediately to my practice/day to day work?

Is there anything I did not understand or need to explore further, or read more about in order to clarify my learning?

What else do I need to do or know to extend my professional development in this area?

What other professional development needs have I identified?

(This may be as a result of reviewing a work situation or incident in the light of the learning gained)

How might I achieve the above needs?

Short-term Goals:

Medium-term Goals:

Long-term Goals:

Please add this completed questionnaire to your Professional Development Portfolio

THANK YOU FOR YOUR TIME

NCRN TRAINING NEEDS ASSESSMENT FORM
Name: ______________________
Name of Assessor: _______________________________

Job Title: ____________________
Job Title: _______________________________________

Cancer Research Network:
   
Date Completed: _________________________________

____________________________ 
Review Date: ____________________________________

	Core Knowledge and Skills Required by the Cancer Clinical Research Team 


	Sign if complete or refer to training objectives form 

	Understanding Cancer
	

	The Patient Pathway from diagnosis to discharge:

1. The disease process; aetiology, pathology & epidemiology.

2. Diagnostic imaging

      (MRI, CT, X-ray, U/S, PET/MUGA scanning, ECHO, Radionuclide Imaging)

3. Disease staging (TNM, FIGO, Dukes etc)

4. Tumour response assessment (RECIIST, WHO criteria) 

5. Cancer treatments and their associated toxicities: 

· Surgery

· Cyto-toxic Chemotherapy 

· Radiotherapy

· Endocrine Therapies

· Novel Therapies

      6.   Symptom management

      7.   The role of cancer support services on a local and national level


	

	Understanding Cancer Policy and Politics
	

	An understanding of the impact and implications of national cancer initiatives upon the delivery of cancer care locally including:
1. The NHS Cancer Plan

2. Working knowledge of Cancer Clinical Trial Organisations/Networks: 

· NCRI/NTRAC/NCRN & related networks e.g. Wales

· MRC

· EORTC
· Charitable funded organisations e.g. Cancer Research-UK

· UKCRC & UKCRN

2. National Institute for Clinical Excellence (NICE)

3. The NHS and its relationship to The Pharmaceutical Industry (identifying major players/novel agents)


	

	The Principles & History of ICH Guidelines for Good Clinical Practice  

(Patient Protection in Clinical Trials)
	

	1. The Process of Informed Consent (inc. children and vulnerable patients)

2. The roles and responsibilities of:

· Sponsor

· Investigator

· The Ethics Committee MREC/LREC
3. Essential documents for the conduct of a clinical trial (Investigator Site File)

4. Safety Issues:

· Good Manufacturing Practice (GMP)

· Pharmacovigilance

· Treatment toxicities

· Definition, monitoring & reporting of adverse events, serious adverse events and SUSARs
5. Audit (*see quality assurance)

6. Indemnity & Insurance


	

	Understanding Clinical Research
	

	1. Clinical development of a new medicinal product (Pre-clinical, Phase I-IV, PMS studies)

2. Trial design (parallel group, cross over etc.)

3. Clinical research methodology and terminology (randomisation, blinding, use of placebo etc.)

4. The Life Cycle of a Clinical Trial: The role & function of the Pre-study, Initiation /Potential Site, Monitoring and Closedown /Termination Visits

5. Trial patient pathways, from assessment of eligibility to follow-up

6. The Investigational Product (IP) / The Investigator Brochure (IB) 

7. Protocol/CRF design 

8. The patient information sheet and informed consent form

9. Patient Recruitment: recruitment strategies, barriers to accrual, site motivation

10. Quality of life assessment

11. Health economic assessment

12. Data collection & input into Case Report Forms inc. source documents, data verification, remote data capture & coding i.e. AEs 

13. Analysis & dissemination of clinical trial results. Critical reading


	

	Understanding Research Regulatory Bodies & Frameworks
	

	Content, scope and authority of:

1. Declaration of Helsinki

2. DoH Research Governance Framework

3. EU Directive and GCP Directive/GAFREC

4. European Code of Practice OJEC 2001/Nuremburg Code

5. UKCC Code of Conduct and Scope of Practice (1996) as appropriate

6. Medical and Healthcare Products Regulatory Agency (MHRA) 

7. Food and Drug Administration (FDA)


	

	Understanding Local Network Administration
	

	1. Local organisation of cancer services; i.e. Cancer Centre/Units, Trusts & Strategic Health Authorities. Definition of responsibilities

2. Identify the roles & responsibilities of the Multi Disciplinary Team (MDT) in cancer trials

3. The LREC (MREC) committee, application and approval process

4. Local procedure for obtaining patients’ medical records/patient data

5. The process of organising and retrieving results of investigations e.g. MRI/CT scans, x-rays & blood tests etc.

6. Collecting clinical trial samples/specimens. The use of local vs. national labs

7. The EU directive on data privacy Oct. 98, Data Protection Act/Patient Confidentiality

8. Archiving clinical research data (according to GCP)

	

	Understanding Quality Assurance
	

	1. GCP Directive (see above)

2. Audit/Regulatory Inspection

3. Standard Operating Procedures (SOPs)

4. Data monitoring /Source document verification (SDV)

5. Identification and management of fraudulent research practices.


	

	IT Skills (as applicable)
	

	1. Microsoft Office: Word, Access, Excel & Power Point

2. Email: Outlook, Pegasus or similar.

3. Internet Access, access to NCRN Clinical Trials Database: www.ncrn.org.uk

4. Electronic CRF data entry (where applicable)


	

	Communication Skills (Verbal & Non Verbal)
	

	Informing, involving and supporting patients including:

1. To be able to explain a clinical trial and standard therapy/ies to a potentially eligible patient

2. To be able to identify lines of communication for the multi-disciplinary team

3. Counselling skills; inc. delivering bad news, loss & bereavement etc.

4. Managing conflict, inc. skills to deal with angry/aggressive patient/s.

5. Knowledge of local and national cancer organisations/networks/key workers who can provide information and support e.g. cancer nurse specialists, local consumer groups, phone lines and web sites.

6. Health education and promotion.

7. Training junior and support staff


	

	Personal Development Skills (as applicable)
	

	1. Assertiveness Skills

2. Presentation Skills

3. Leadership Skills

4. Stress Management & Self Support Techniques

5. Consultation & Negotiation Skills

8. Report & Letter Writing.

6. Time Management Skills

7. Other:


	

	General Comments
	

	
	


Signature of Assessor:   
_____________________________

Date:
_____________________

Signature of Employee:   
_____________________________

Date:
_____________________

cc: Clinical Research Team Member, Line Manager, Network Training Link (Staff Record Keeper if different)

NCRN TRAINING OBJECTIVES FORM

Name: ______________________
Name of Assessor: _______________________________

Job Title: ____________________
Job Title: _______________________________________

Cancer Research Network:
   
Date Completed: _________________________________

____________________________ 
Review Date: ____________________________________
Setting Training Objectives

Please document your key training objectives for the forthcoming year; training objectives should be formulated following negotiation between yourself and The Network Training Link (or appropriate designee). Training objectives should be Specific, Measurable, Achievable, Realistic and Timed (SMART) and reflect your own unique training requirements. 

	Training Objective
	Means of Achievement

(Milestones/Measurements)
	Date of Achievement

	( To demonstrate a knowledge of ovarian cancer and its current treatment in relation to the SCOTROC clinical trial.


	* attend the NCRN Introduction to Cancer Course Sept. 2005.

* review of patients’ medical notes & discussion with Investigator.

* self directed study e.g. protocol reading, ref. books and journals

* visit to Trials Unit Oct. 2005.
	Dec. 2005 (or Q4)

	(

	
	

	(

	
	

	(

	
	

	(

	
	

	(

	
	


Signature of Assessor:___________________________
Date:_____________________

Signature of Employee:__________________________
Date:_____________________

cc: Clinical Research Team Member, Line Manager, Network Training Link (Staff Record Keeper if different)
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