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[bookmark: _Toc223079141]Purpose
This standard operating procedure (SOP) describes the procedure for training staff involved in clinical research, study/trial management, or associated support activities, ensuring all personnel are appropriately qualified by education, training and/or experience for their roles in accordance with applicable regulations and institutional requirements.
[bookmark: _Toc223079142]Scope
This SOP applies to: (1) clinical research sponsored by the University of Birmingham (UoB); (2) clinical research sponsored by another institution, except to the extent that the SOP is inconsistent with any contract between UoB and that institution; and (3) clinical research approved by a UoB research ethics committee (REC) in circumstances where the REC requires that the clinical research conform with the UoB Principles of Good Clinical Practice (GCP) for Clinical Research (UoB-GCP-POL-001). Casual, contingency staff, and work experience placements will receive training tailored to their specific tasks, although the format and timing may vary from that provided to contracted staff.
Where this SOP does not apply, the chief investigator (CI) of a clinical research project may, at their discretion, refer to it as a non-binding source of guidance. This SOP may be used as a guidance document in all other cases.
[bookmark: _Toc223079143]Implementation plan
[bookmark: _Ref153523581]This SOP will be implemented in line with this document’s effective date. For existing staff members, the training record update will be implemented (at the latest) during the next annual performance and development review (PDR). 
[bookmark: _Toc223079144][bookmark: _Ref223079523]Stakeholders
Manager (or delegate): A person within the UoB who takes management responsibilities. For this SOP, the manager is responsible for defining the role that ensures staff are trained. This may be the CI or UoB principal investigator (PI) (lead) for the clinical research project. For clinical research approved by a UoB REC, the role of CI may be referred to as the PI, or the supervisor for postgraduate research students. All delegation of duties will be documented and must be to an appropriately trained individual.
All UoB staff involved in clinical research, including investigator team, clinical coordination and site staff, sponsor and sponsor delegated roles, trial management, data and systems personnel, laboratories and technical staff, pharmacy and quality, regulatory and governance roles. 
[bookmark: _Toc223079145]Background
For the purpose of this SOP the term ‘regulated trial’ will cover Clinical Trials of an Investigational Medicinal Product (CTIMP), Clinical Trials of an Advanced Investigational Medicinal Product (ATIMP) or Clinical Investigations of a Medical Device. 
This SOP details the procedure for staff training that typically starts during an employee’s induction period and is expected to continue thereafter to ensure staff remain up to date with the latest practices and regulatory requirements. It is expected that for each topic the required training will be described in the topic-specific instructions, SOPs and/or quality manual. A robust QMS is founded on the consistent delivery of role-specific training to all staff members. 
This SOP aligns with the overarching policies of the UoB, regulatory expectations and GCP. The UoB Code of Practice for Research (PDF – 459 KB) states that the PI [CI for clinical research] is accountable for ensuring that all staff are appropriately qualified by training and experience to carry out their role in the research. 


[bookmark: _Toc223079146]Roles and responsibilities 
	Roles and responsibilities
	Manager (or delegate)
	Staff member

	Ensure training needs analysis conducted and training plan developed
	X
	

	Ensure staff member undertakes identified training, and assess competency
	X
	

	Ensure job descriptions are signed and dated to confirm roles and responsibilities
	X (if applicable)
	X

	Ensure new users are introduced to the applicable quality management system (QMS) 
	X
	

	Oversee the training of new staff on the QMS
	X
	

	Consider arranging mentorship by an experienced colleague 
	X
	

	Ensure review and adjustment of training needs as applicable when a staff member changes role
	X
	

	Maintain a signed Curriculum Vitae (CV)
	
	X

	Ensure central records of staff members signed CV, job description, and training record, are retained in the departments designated storage area
	X
	

	Undertake training as required for the role
	
	X

	Maintain a training record
	
	X

	Maintain oversight of training records and compliance: including verifying that training records are current and uploaded to the designated place annually.
	X
	






[bookmark: _Toc223079147]Process map
The process map below outlines the keys steps described in the procedure section. 




[bookmark: _Toc223079148]Procedure
Staff working in one of the UoB clinical trials units (CTUs) and/or Research FIRST should also refer to local quality control documents (QCDs) (see related documents below).
[bookmark: _Toc223079149]Recruitment of qualified staff
Following the UoB recruitment procedures, the manager (or delegate) will recruit staff members who are appropriately qualified by education and/or experience to perform tasks, or who would be able to perform their tasks following further training.
The staff member will create and file a paper and/or electronic (as per Departmental policy) signed and dated (for guidance see UoB Employee CV template: UoBH-TRN-QCD-001 and/or Guidance on compilation of the Academic CV (required UoB login)), containing proof of relevant education and/or experience, within three months of starting in the new post. 
The staff member will keep on file a signed job description (or equivalent, e.g. an overview of tasks to be undertaken by the individual) within three months of starting in the new post. 
Where the staff member is working on regulated trials, the manager (or delegate) will countersign the staff member’s job description (or equivalent) within three months of them starting in the new post.
[bookmark: _Toc223079150]Initial staff training 
Note 1: Staff members must undertake UoB mandatory training (requires UoB login) and any additional training specified by their College/School/Department. 
At the start of a new staff member’s employment, the manager (or delegate), together with the staff member, will perform a training needs analysis as part of the staff member's induction to the College/School/Department. This will identify the training required to ensure the staff member is appropriately trained to undertake their delegated tasks. Training needs will depend on the staff member’s prior experience. A training plan will be developed, including agreed timelines, to ensure training is undertaken in a timely fashion. The plan may include training on: 
the relevant QMS
departmental work instructions 
GCP 
sample management and the Human Tissue Act, e.g. via the online MRC ‘Research and Human Tissue Legislation’ or HRA ‘Research involving Human Tissue’ training
relevant procedure and/or tasks for the clinical research, e.g. trial database 
applicable regulations and/or standards (see Clinical Research Quality Manual (UoB-CQM-POL-001)).
The manager (or delegate) will consider arranging mentorship by an experienced colleague.
The staff member will undertake the training as set out in the training plan, and within the timelines agreed with the manager (or delegate).
The staff member will maintain an Employee Training Record (see UoBH-TRN-QCD-002) documenting their training, keep relevant training certificates as proof of up-to-date training, and evidence of their competency (where applicable).
Note 2: Evidence of UoB mandatory training will be recorded on the Employee Training Record (see UoBH-TRN-QCD-002), in addition to the records held on the UoB Core Systems, which are not easily accessible for audit purposes. 
Note 3: Where the training is captured at a departmental level, records can be held centrally (if auditable) and therefore do not need to be captured on employee training records.
The manager (or delegate) will maintain oversight of the staff member’s initial training activities to ensure training is undertaken in a timely fashion.
For laboratory staff working on regulated trials, see Laboratory Set-up and Management SOP (UoB-CRL-SOP-001) for further training and competency requirements.
[bookmark: _Toc223079151]Ongoing training of staff 
Following completion of the initial training, the staff member and manager (or delegate) will review any further training needs on an ongoing basis. This should be at least once per year, typically through the UoB PDR scheme. Additional training may also be prompted by: 
changes to applicable regulations and standards
changes to an applicable QMS document
changes to a Departmental work instruction 
changes to the tasks undertaken by the staff member, whereby training on new tasks is required
issues arising from compliance reviews, e.g. from audit or inspection findings.
The staff member will keep on file proof of training (and competency where applicable) as detailed in procedure step 2.4.
[bookmark: _Toc223079152]Staff exiting/changing posts
Before a staff member leaves their post, the manager (or delegate) will ensure that the items listed below are retained for the archiving periods applicable to the clinical research projects the staff member worked on (see also Archiving SOP (UoB-ARC-SOP-001)). These items provide proof that the staff member was appropriately qualified and trained for the tasks they took on before they left their post.
Documented evidence of roles and responsibilities (see procedure 1.3)
A copy of their Employee CV (see UoBH-TRN-QCD-001) signed and dated in the last 12 months
An up-to-date Employee Training Record (see UoBH-TRN-QCD-002)
Note: Where the employee CV and employee training records are captured at the departmental level, these do not need to be retained when changing post. 
Where a staff member is moving to a new post, including where they remain working with the same manager, the procedure steps 2.1 to 2.6 will be followed.
[bookmark: _Toc223079153]List of expected outputs
Documented evidence per staff member that includes: 
documented evidence of roles and responsibilities (see procedure 1.3)
a training plan identifying training need (where appropriate)
a signed and dated Employee CV (for guidance see UoBH-TRN-QCD-001)
a signed and dated Employee Training Record (see UoBH-TRN-QCD-002)
proof of competency (where applicable)


[bookmark: _Ref207703387][bookmark: _Toc223079154]Related documents
[bookmark: _Toc223079155]Associated QMS documents
[bookmark: _Hlk153535536]UoBH-TRN-QCD-001 Employee CV
UoBH-TRN-QCD-002 Employee Training Record
UoBH-TRN-QCD-003 Training Attendance Log
[bookmark: _Toc223079156]Additional QMS documents
UoB-ARC-SOP-001 Archiving
UoB-CQM-POL-001 Clinical Research Quality Manual
UoB-CRL-SOP-001 Laboratory Set-up & Management
UoB-GCP-POL-001 UoB Principles of GCP for Clinical Research
Access to the full UoB QMS for clinical research is available via the CRCT website.
[bookmark: _Toc223079157]CRCTU-related documents
CRCTU-TRN-QCD-001 Instructions on new staff, internal staff moves, and staff exit
CRCTU-TRN-QCD-002 Mandatory training 
CRCTU-TRN-QCD-003 Induction Checklist
CRCTU-TRN-QCD-004 Exit Checklist
[bookmark: _Toc223079158]CRCTU-related links
QMS supporting tools: S:\General\QMS Supporting Documents, Examples and Templates\TRN (Training)
CRCTU Q-pulse guidance for all staff members: S:\General\CRCTU QMS Training\Q-Pulse
CRCTU Q-pulse Manual (for use by Q-pulse Administrator): S:\QA\QA\Q-Pulse\Manual and user instructions
[bookmark: _Toc223079159]BCTU-related documents
BCTU-QCD58 Training Matrix
BCTU-QCD55 Training Folder Contents 
BCTU-WI7 How to Navigate Training Site on SharePoint
BCTU-QCD76 BCTU Staff Exit Checklist
[bookmark: _Toc223079160]Research FIRST-related documents
Research FIRST WP001 Version Control Version Control Table 
Research FIRST Project Dashboards in REDCap User Guide 
[bookmark: _Toc223079161]References & frameworks
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[bookmark: _Toc223079162]Abbreviations
	ATIMP
	Clinical Trials of an Advanced Investigational Medicinal Product

	BCTU
	Birmingham Clinical Trials Unit

	CI
	Chief Investigator

	CRCT
	Clinical Research Compliance Team

	CRCTU
	Cancer Research UK Clinical Trials Unit

	CTIMP
	Clinical Trials of an Investigational Medicinal Product

	CTOC
	Clinical Trials Oversight Committee

	GCP
	Good Clinical Practice 

	HRA
	Health Research Authority

	HTOC
	Human Tissue Oversight Committee

	MRC
	Medical Research Council

	PDR
	Performance and development review

	PI
	Principal Investigator

	QCD
	Quality control document

	QMS
	Quality management system

	REC
	Research ethics committee

	REGI
	Research Ethics, Governance & Integrity Team

	SOP
	Standard operating procedures

	UoB
	University of Birmingham


See also Glossary of Terms for a full list of abbreviations and definitions. 
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