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1.0. Purpose
To describe the process of ensuring NSTS staff receive appropriate training to comply with the requirements and guidance of regulatory authorities. 
2.0. Objective 

It aims to continuously improve the knowledge and performance of staff and the needs of individual staff to enhance their formal qualifications and operational skills.
3.0. Responsibilities
3.1. The Laboratory Administrator or NSTS Logistics Manager:

· Verifies if training procedures are being implemented 

· Ensures resources are allocated for the required training within budgetary constraints

· Is responsible for the evaluation, training and improvement of the technical and quality related skills of employees by:
· establishing a training schedule and rotation for all new employees
· ensuring that all personnel receive training and demonstrate competence
· verifying that training is accomplished. 

· Is responsible for ensuring that completed training sessions are documented in the training database.
3.2. The NSTS Manager:

· Maintains sufficient knowledge of work procedures and methods to allow realistic assessment of employee competencies

· Implements training in laboratory practices as well as quality control and quality assurance procedures

· Maintains employee training files 

· Ensures proper supervision of trainees until training is completed

· Reviews training received and ensures training files are complete

· Submits documentation for completed training 

· Monitors employee competence to identify any need for retraining or continuous education

· Identifies training needs resulting from new or revised procedures

· Interprets and complies with work standards, regulations, policies, and procedures.  

4.0. Operating mode

4.1. Methodology

This training procedure is used to ensure that training has taken place with each employee for procedures and methods that the employee performs. 
1. The procedure applies to: 
· On-the-job training 
· In-house training 
· Orientation for new employees. 
2. The training procedure is applicable to: 
· New employees
· Introduction of new procedures and methods
· Retraining of employees.

3. The training is verified and documented. 

4.2.        Training process
1. Before starting any work related duties, the employee should be familiar with all work related documents. These documents include: 
· Work procedures 
· Work instructions 
· Applicable manuals 
· Regulations.
2. Training requirements are outlined and documented on the basis of the position description in which duties and responsibilities are stated for each work position (refer to employee contract under job description).
3.  Employees may request training related to their job.
4. For training of new staff, every new trainee should:
· Read the Quality Manual, laboratory procedures, work instructions, and other applicable documents (Refer to the Orientation Checklist) 

· Observe demonstrations of the procedures done by a trainer; 

· Perform the procedures under observation of the trainer; 

· Successfully complete the procedure(s), as verified by the trainer.
5. Upon completion of any training session, the employee must:
· Complete attendance sign-in sheet (Annex 1, to be developed) for in-house training; 

· Give his/her supervisor the training certificates if appropriate (e.g. from manufacturers’ training courses and computer classes) 

· Submit to his/her supervisor technical papers and handouts of presentations attended. 
5.0. Related documents
· Attendance log Sheet
· Employee Job Contract
· Orientation Checklist
6.0. References 

· FDA. Staff Manual Guide 3120.1,
· Personnel – Staff Development and Training. Silver Spring, U.S. Food and Drug Administration, 1972 (http://www.fda.gov/AboutFDA/ReportsManualsForms/StaffManualGuides/ucm201320.htm, accessed 3 September 2013.
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