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personnel and training

purpose

To ensure personnel are qualified and competent to perform tasks in accordance with documented procedures. 

Responsibilities

It is the responsibility of the Facility Director (Production Manager) to:

· Maintain current Job Description (JDF) for each staff member

· Establish the minimum qualifications required for each position.

It is the responsibility of the Facility Director and Scientist in Charge to:

· Ensure all staff members understand and comply with the principles of GMP relevant to their duties. 

· Ensure all staff members are provided with the appropriate training.

· Schedule on-going and refresher training, as required.

· Maintain training records for each member of staff.

· Review the competency status of each member of staff annually.

· Ensure performance management appraisals are conducted for each staff member annually.

· Maintain a register of signatures and initials of all members of staff, to be updated annually 

It is the responsibility of all staff members to:

· Participate in training exercises as required.

· Review and acknowledge technical/procedural changes to documented procedures.

· Participate in performance management appraisals and competency reviews.

The Quality Coordinator is responsible for maintaining electronic training records in (Insert name of quality software application).

The Facility Director is responsible for providing comprehensive instructions to personnel at collection and clinical trial sites, as required.
PROCEDURE

1 Induction and Orientation

· All new staff members have an introductory meeting with the Facility Director, which covers:

· Principles of GMP relevant to their duties

· General history, policy and objectives of (Insert manufacturer name) and its manufacturing/production groups

· General information on therapeutic products and their use.

· Importance of patient confidentiality and information security.

· Importance of compliance with regulatory requirements and ethical responsibilities in terms of product quality and patient outcomes.
· The induction process for new staff members is recorded on the Induction Training checklist. It includes an overview of the organisation, occupational health and safety, regulatory requirements, record keeping, GMP training modules, quality management and materials control. 

· New (Insert institute name) staff members attend the (Insert institute staff induction program name) for an introduction to the organisation and information on occupational health and safety. 

2 Occupational Health & Safety

· Supervisors provide new staff members with an introduction to the emergency resources and equipment in their work environment.
· Staff members are required to familiarise themselves with the Safety Manual.

· Staff members are required to complete the (Insert emergency procedures training program name) and participate in an evacuation drill every 12 months.
· Staff members who use liquid nitrogen are required to complete the (Insert liquid nitrogen handling safety program name) and the relevant training module. 
· Staff members are required to complete the (Insert manual handling safety program name) every 2 years.

3 Training Program

· The training program for each staff member is developed in line with the duties required. 

· All personnel performing manufacturing duties are required to complete GMP training.

· The trainee will:

· familiarise themselves with the documented procedure(s)

· observe a trained staff member performing the procedure

· perform the procedure under direct supervision until the trainer is satisfied with their competency.

· Once the trainer is satisfied with the trainee’s competency, that section of the trainee’s training record is authorised by the trainer.

· Once the competency status has been authorised, the staff member may perform the procedures unsupervised and may be included on the on-call roster as required for the procedure. Phone numbers of trained staff will be provided in case there are any problems.

4 Re-training Programs

· If, after the annual review of training (or a long break), the reviewer is not satisfied with the staff member’s ability to perform a procedure, competency status for that procedure will be recorded as expired.

· The staff member will perform the procedure under direct supervision of a trained staff member, until the trainer is satisfied with the staff member’s competency. 

· Upon meeting the required re-training standard, the trainer will update staff member’s training record and the staff member may be re-instated onto the on-call roster as required for the procedure.

training protocols
1. Trainer Selection

· Trainers are selected by the Facility Director or Scientist in Charge.

· Trainers must be able to communicate effectively. 
· Completion of an external training course may be desirable, if shown to be applicable to the task.
· For established procedures, trainers must have maintained competency for the relevant procedure(s) for at least 2 years.

· For newly developed procedures, the trainer is the person(s) primarily responsible for the procedure development and validation.
2. Induction

· All personnel performing manufacturing duties are required to complete the GMP Training Modules.
· In the initial three-months of staff employment a ‘buddy’ training system is utilised to provide the new employee with an experienced staff member trained in the relevant manufacturing procedures.

· The induction process for new staff members is recorded on the Induction Training form. Both the trainer and trainee initial the checklist on the successful completion of each task. 
· Further training is conducted according to the relevant training form, as indicated on the table in the Training Timetable section (in Training Guidelines), along with estimated training timeframe.  
3. Facility Training

· All manufacturing staff must achieve and maintain competency to work in the facility cleanrooms and support laboratory. 
· Training includes aseptic gowning and processing techniques, facility cleaning and maintenance, operation of support laboratory equipment, receipt and storage of product and dispatch of samples for infectious disease screening.

· Training is recorded on the Facility Training checklist. Both trainer and trainee initial the Facility Training checklist on satisfactory completion of each task.

4. Manufacturing Training

· Staff members must have successfully completed the appropriate aseptic training assessment (e.g. transfer/filtration/dispensing of liquids) as described in Aseptic Technique Assessment. Results are recorded on the Aseptic Technique Worksheet.

· Training for general manufacturing procedures is recorded on the Manufacturing Training form. 
· Further specialised training is recorded on the relevant training form, e.g. Haemopoietic Training, and MSC Training forms.
· The trainer ensures the trainee reads and understands the relevant procedures for the process.

· The trainee observes while the trainer performs the relevant process.

· Once the trainee has achieved sufficient familiarity with the process, the trainee performs the process under the supervision of the trainer.

· When the trainee has successfully completed the procedure to the satisfaction of the trainer, the trainer initials the procedure on the relevant training form. Details (Product Number and dates) for the last procedure observed and the last procedure performed under supervision are recorded on the form. Evidence of processing (the manufacturing worksheet) is retained in the manufacturing records for the product.

· The trainee signs the statement that training for the procedure has been completed and understood.

· At the end of the training period the Scientist in Charge reviews the training forms and records the competencies that have been achieved. 

· The Facility Director and Quality Manager (or Quality Coordinator) review the completed forms and authorise the competencies.

· The Quality Coordinator updates the (Insert quality management system name) electronic record. 

· At the end of the training period the Scientist in Charge reviews the trainee’s recorded competencies to identify further training requirements. 

· Staff members are not permitted to perform any procedure without supervision until all applicable training has been completed and competency authorised.

5. Competency Review

· Competency through prior knowledge is assessed by the Facility Director or Scientist in Charge and recorded in the staff member’s record.

· Competency assessment criteria and frequency required to maintain competency are stated in the table in the Maintaining Competency section (in Training Guidelines).

· Staff performance is periodically assessed by the Scientist in Charge 

· Staff members are responsible for maintaining skills in appropriate areas by communicating to Scientist in Charge if the frequency with which they perform a process is not meeting the requirements. 

· Manufacturing staff must comply with the following to maintain aseptic competency:

a. Annual aseptic gowning assessment.

b. No evidence of contamination introduced during processing for products or reagents manufactured in the previous 12 months. 

c. Annual sterility testing of one product, usually serum eyedrops.
d. Annual observation of aseptic work practice by the Scientist in Charge.

e. Completion of GMP Training Module 1 and Module 2 every 2 years.

· Staff members performing the CFU-GM assay must satisfactorily complete comparison assessments annually.

· Staff members may be required to repeat aseptic training, if indicated by process monitoring. 

· Competency verification is also required in the following situations;

a. After a break of more than 3 months from routine duties, a competency review is required.

b. Where an employee is taking a prolonged break, a competency review of the deputising employee is required if s/he has not performed the relevant tasks within the previous 3 months.

c. Where a non-conformance or internal audit identifies a non-compliance issue. 
· The Competency Record for each manufacturing staff member is to be completed annually and reviewed by the Scientist in Charge or Facility Director. 

· Competency records in (Insert quality management system name) are updated by the Quality Coordinator following each review.

Training Guidelines

Training Timeframe

Training is recorded on the relevant form. Timeframes indicated for completion of training are desirable, but may be subject to workload. Not all tasks may be applicable for all personnel. (Insert training forms, tasks included, and timeframes in table below; examples provided)
	Training Form
	Tasks Included 
	Timeframe

	Induction Training FORM87 
	Orientation, safety, GMP, quality management
	1 month

	Facility Training FORM88
	Aseptic technique, facility cleaning & maintenance, NAT dispatch
	3 months

	Manufacturing Training FORM118
	labelling, distribution & transport, reagent preparation
	3 months

	Haemopoietic Training FORM121
	Haemopoietic evaluation, manipulation, cryopreservation & thaw
	6 months

	MSC Training FORM134
	MSC culture preparation, expansion, cryopreservation, testing
	6 months


Maintaining Competency 
Process to be performed at least once within the time specified to maintain competency. If that is not possible, an appropriate process simulation should be performed. (Insert processes, assessment frequencies, and assessment criteria in table below; examples provided)
	Process
	Frequency
	Assessment Criteria

	Aseptic Technique Assessment DOC116
	Annual
	Aseptic Gowning Assessment. Product sterility test
Observation of aseptic work practice. 

	GMP Training Modules DOC 125 & 126
	1 / 2 years
	Training modules completed

	Cleaning & Maintenance DOC3
	1 / 3 months
	Performance acceptable. Environmental monitoring.

	Facility Transfer DOC56
	1 / 3 months
	Performance acceptable

	Dry shipper maintenance (DOC65)
	1 / 2 years
	Performance acceptable

	Label printing (Labelling DOC64)
	1 / 3 months
	Performance acceptable

	Receipt of Product DOC30
	1 / 3 months
	Performance acceptable

	Cryogenic tank maintenance (DOC43)
	1 / 6 months
	Performance acceptable

	Reagent Preparation DOC21
	1 / year
	Sterility test negative

	(Insert process)
	(Insert frequency)
	(Insert assessment criteria)

	(Insert process)
	(Insert frequency)
	(Insert assessment criteria)

	(Insert process)
	(Insert frequency)
	(Insert assessment criteria)


The Quality Coordinator is responsible for the training and competency assessment of internal auditors. Auditors must conduct at least one audit every 2 years. Refer to Quality Management DOC50.

training Records

· Hard copy training records (Competency Records, training and assessment forms, microbial test results) are maintained for each staff member by the Scientist in Charge. A summary of each staff member’s training and competency is recorded on a Personnel Summary form, for easy reference.

· Competencies recorded electronically in (Insert quality management system name) by the Quality Coordinator. 

· Changes to procedures and forms are brought to the attention of all personnel at the Laboratory Staff Meetings and recorded in the meeting Minutes.  

1. Where technical/procedural changes have been made, the document is to be reviewed and the corresponding Document Review Record signed by each staff member.  

2. Where additional training is required, training is undertaken and competency recorded prior to the staff member conducting the procedure unsupervised. 

external Personnel

The Facility Director is responsible for ensuring that collection work practices meet product manufacturing requirements.

The Facility Director is responsible for ensuring that personnel at clinical trial sites are provided with adequate instructions and, where necessary, will provide training.

Performance Management

In accordance with (Insert names of organisational/departmental standards or policies), performance appraisals are conducted for all staff members at least annually by the staff member’s supervisor. The appraisal includes:

· A review of the staff member’s JDF
· Review of work activity in the past year

· Review of the staff member’s Competency Record.  

· Identification and recording achievements and continuing professional development activities

· Consideration of goals for the next year

· Identification of future training requirements

Performance Management records are retained in the staff member’s file in (Insert manufacturer name). 

The date of the appraisal is recorded in (Insert quality management system name). 
Continuing Professional Development

(Insert manufacturer name) actively encourages staff members to undertake continuing professional development activities and, wherever possible, provides appropriate support. 

Publications, conference attendance and presentations, participation in workshops and other professional development activities are recorded in the staff member’s personnel file and (Insert quality management system name).

signature registers

(Insert manufacturer name) staff members’ signatures are recorded on the (Insert manufacturer name) Signature Register and updated annually. 
The registers are filed in the Quality Manual. 

document

Aseptic Technique Assessment DOC116
GMP Training Module 1 DOC125

GMP Training Module 2 DOC126

forms

Aseptic Technique Worksheet FORM26

Competency Record FORM86 

(Insert manufacturer name) Signature Register FORM107

Document Review Record FORM78

Facility Training FORM88

Haemopoietic Training FORM121

Induction Training FORM87

Manufacturing Training FORM118

MSC External Training Record FORM129

MSC Training FORM134

NAT Training Assessment FORM90
Personnel Summary FORM152
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