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1.0 [bookmark: _GoBack]OBJECTIVE
	To lay down a procedure for “Employee Training Programme”

2.0 SCOPE
This SOP is applicable to Central Laboratory Analytical Services, Building No.2, First Floor, Gagillapur, and Hyderabad.

3.0 RESPONSIBILITY
3.1 All the Department Heads shall ensure that persons working in the respective department shall be trained in all the related areas/procedures.
3.2 The trainer to co-ordinate and maintain the records.
3.3 Head or designee – DQA to ensure the compliance.

4.0 DEFINITIONS
4.1 Training: The action of teaching a person for a particular skill or type of behavior.
4.2 Technical training: A technical training is a teaching which trains or coaches in some field of technology. The task requires a certain set of competencies.
4.3 SOP training: A training/teaching on standard operating procedures which are written instructions intended to document how to perform a routine activity. Many companies rely on standard operating procedures to help ensure consistency and quality in their products.

5.0 PROCEDURE
	Broadly the trainings are divided into following categories.
· Induction training
· GLP training
· Functional training
· Training on specific skills
· Continuing education
· Refreshment training
· Functional training in Requalification
5.1 Induction training: Every employee shall undergo induction training after joining in the organization.
5.1.1 It shall generally covers
· Introduction to personnel in various departments with whom they interact.
· The organizational structure.
· Central lab visit.
· Quality systems/Policy of the Organization.
All the new employees shall undergo induction training on above topics of his/her joining day and shall document the details in “Induction Training Record’ as per the format SMSCL-DQA004-F10-00
5.2 GLP training: It is mandatory that every employee shall undergo GLP training pertaining to his or her area of work with reference to the written procedures. This shall generally include (but not limited to):
· Standard Operating Procedures (System/Operating procedures).
· Records & documentation.
· General training on regulatory requirements in analytical services laboratories.
5.3 Functional training: After the completion of GLP training the employee shall undergo on the job training as per the training schedule before he can start any job related activity. This generally includes but not limited to:
· Training schedule generally contains applicable quality assurance SOPs and various written procedures of his/her home department and relevant procedure of other respective departments.
· Practical training is required wherever applicable (e.g.: Analytical Services    Department and Administration &Maintenance Department, etc.) based on job profile.
·  Employee/trainee shall refer, understand and discuss the various procedures/SOPs   with trainer.
· After completion of training in all the relevant departments, HOD shall fill the training certificate and forward to Head or designee – DQA (SMSCL-DQA004-F04-00).
· Head or designee –DQA shall review and approve the training certificate (SMSCL-DQA004-F04-00) to the new recruits.
· After completion of the functional training the Job description (SMSCL-DQA004-F05-01) prepared by senior person of respective department and authorized by HOD or designee of the respective departments.
5.3.1 Selection of trainers:
· Trainer shall be selected based on his/her qualification, experience, assessment and training. Generally particular department HOD or his designee provides the training to their department trainees. 
· Starting of the year DQA prepare and maintain the List of Trainers (SMSCL-DQA004-F11-00) based on their qualification & experience. 
· Update the trainers list if any modification (Including or removing) happens at the middle of the year or as and when required.
5.4 Training on specific skills: Staff shall be imparted specific advanced training on specific area of operation either internally or externally depending upon the need.
5.5 Continuing education: Continuing education will be imparted periodically to upgrade the job knowledge and skills. The general topics are like SOP training and procedures which are revised time to time.
5.5.1 Training records are maintained and updated in the form of staff training card
            (SMSCL-DQA004-F01-00) and staff training log book (SMSCL-DQA004-F02-00).
5.5.2 DQA personnel or designee shall issue the staff training card to each employee through “Issue Record for Staff training card” (SMSCL-DQA004-F07-00).
5.5.3 Staff Training log book shall capture the details of staff training card such as Card No. and serial No. within the same. The serial No. shall remain continuous for employee.
5.5.4 Also, the type of training shall be included in the staff training log book.
5.5.5 DQA personnel shall obtain the specimen signature of new Employee/Trainee on “Master record for Employee Specimen Signature” (SMSCL-DQA004-F06-00) at the time of joining. This signature record shall have the full signature and initial (short signature) of the employee. Specimen signatures are taken once in a year of all employees and shall be maintained in DQA department.
	Note: In case any employee willing to change full signature or short signature in mid of the year, he/she needs to communicate through inter office communication to DQA department through proper channel.
5.5.6 Unique Employee ID must be allotted to each employee for identification purpose in Central Laboratory Analytical Services. The same unique ID will be used for allotting user Id for the equipment and internal usage purpose. List of employees shall be included in “Allotment of Employee Unique ID for Central Laboratory Analytical Services” (Format No.: SMSCL-DQA004-F08-00).
5.5.7 If any subject matter expert required to work with our laboratory will be considered as   on “employee on contract basis”. It will be the maximum period up to one year and also extendable  up to the period of one year in the following areas but not limited to: 
a) Technical expertise based on the sophisticated equipments  
b) Service support for Equipments
c) Technical consultants as subject matter experts on specific field
d) Quality auditors as consultants to work for technical assistance 
e) Management appointed persons in lab operations in administration and other activities
5.6 Issue and control of Staff Training Log Books
5.6.1 All the training log books and training cards shall be controlled by DQA department.
5.6.2 Trainings conducted will be captured as per the format “Staff Training Log Book” (SMSCL-DQA004-F02-00).
5.6.3 DQA personnel or designee shall allot the number for log book and issue the same to the user department through “Issue Record for Training log books” (SMSCL-DQA004-F03-00).
5.6.4 Staff Training log books issued to user departments shall be numbered. The number shall consist of 16 characters as described below.
5.6.4.1 The first five characters are alphabets denoting company name i.e., SMS Central laboratory as ‘SMSCL’.
5.6.4.2 The 6th character is “-” hyphen.
5.6.4.3 The 7th character ‘T’ denotes the Training Log book.
5.6.4.4 The next three characters denote the department code as per the SOP (SMSCL-DQA001*).
5.6.4.5 The next three characters are numerical, indicating the serial number starting from 001 of the log book issued department wise every year starting from January.
5.6.4.6 The next character is '/' (slash).
5.6.4.7 The last two characters denote the year of issue. For eg. 2022 shall be indicated 22. e.g.: The first log book issued to Analytical Services Department in the year 2022 shall be numbered as SMSCL-TASD001/22.
5.6.5 Once the log book is completed, the user department shall return back the same and take the new book by following the above procedure.
5.7      Refreshment Training:
5.7.1 Refreshment training is a training programme designed for the old or existing employees of an organization, with a purpose to acquaint them with the new skills, methods, and current SOP’s to improve their performance on the job roles.
5.7.2 To conducting the refreshment training increase the employee efficiency, reduce the mistakes & keeping people safe and complaint.
5.7.3 Starting of the year DQA person prepare the “Refreshment training schedule” (SMSCL-DQA004-F09-00) to each department. One copy forward to concern department.
5.7.4 Each department HOD or Designee shall be responsible for the completeness of the training.
5.7.5 If any employee has missed the training, then training on concerned topic shall be conducted on some other suitable date. 
5.8      Training Evaluation:
5.8.1 During the GLP and Functional training after completion of the each SOP reading the trainer explains the procedures briefly to the trainee and for evaluation conduct the examination on each SOP through “Training Questionnaire”/“Knowledge Assessment” format (SMSCL-DQA004-F12-01).
5.8.2 Two sets (Set-I/Set-II) of “Knowledge Assessment” forms shall be prepare for major SOP’s and critical instrument operating sop’s, and one set of “Knowledge Assessment” form shall be prepare for minor SOP’s and non-critical instrument operating sop’s.
5.8.3 “Training Questionnaire”/“Knowledge Assessment” shall comprise of multiple choice questions or true/false and fill in the blanks.
5.8.4 Each “Training Questionnaire” /“Knowledge Assessment” shall be stamped as Master copy.  A photocopy of each “Training Questionnaire” /“Knowledge Assessment” shall be given to respective department trainer after approval for purpose of training.
5.8.5 On revision of SOP, then “Training Questionnaire” /“Knowledge Assessment”   shall be revised to in-line with current SOP.
5.8.6 Filled “Training Questionnaire” /“Knowledge Assessment” form shall be evaluated by trainer or evaluator.
5.8.7 Employee who scores 80% and above are considered as qualified. The trainer shall find out, clarify and explain during the same session whatever issues are not clear to the employee.
5.8.8  If employee scores less than 80%, then re-training shall be conducted. 
5.9      Re-training:
5.9.1 In Retraining employee shall be explained clearly by trainer on the related SOP/SOP’s which are incorrectly answered and shall be evaluated in retraining section by “Training Questionnaire” /“Knowledge Assessment”


5.10 Re-qualification of analyst:
5.10.1 Periodic re-qualification of the analyst shall be performed at least once in three years based on the current job responsibility. Re-qualification shall be completed within ±30 days from three years.
5.10.2 In case if analyst does not meet the acceptance criteria during re-qualification, head or designee shall evaluate the performance of testing, analysis and then investigate the same.
5.10.3 If root cause is not related analyst than (i.e: Equipment) the same solutions /fresh solutions shall be re-injected after rectification of equipment malfunction.
5.10.4 If the root causes related to analyst investigate the results and analyst shall be explained his/her mistakes and trained accordingly and perform the re-qualification.

6.0 DOCUMENTATION
6.1 Formats:
6.1.1 Specimen format of “Staff training card” –SMSCL-DQA004-F01-00.
6.1.2 Specimen format of “Staff Training log book” -SMSCL-DQA004-F02-00.
6.1.3 Specimen format of “Issue record for Training Log books”-SMSCL-DQA004-F03-00.
6.1.4 Specimen format of “Training Certificate” -SMSCL-DQA004-F04-00.
6.1.5 Specimen format of “Job Description”- SMSCL-DQA004-F05-01.
6.1.6 Specimen format of “Master record for Employee Specimen signature”-SMSCL-DQA004-F06-00.
6.1.7 Specimen format of “Issue record for Staff Training Card”-SMSCL-DQA004-F07-00.
6.1.8 Specimen Format of “Allotment of Employee Unique ID for Central Laboratory Analytical Services” – SMSCL-DQA004-F08-00.
6.1.9 Specimen Format of “SOP Refreshment training schedule” -SMSCL-DQA004-F09-00
6.1.10 Specimen Format of “Induction Training Card” -SMSCL-DQA004-F10-00
6.1.11 Specimen Format of “List of Trainers” -SMSCL-DQA004-F11-00
6.1.12 Specimen Format of “Training Questionnaire/ Knowledge Assessment ” -SMSCL-DQA004-F12-01
6.1.13 Change history format SMSCL-DQA001-F03*.
	*Current version to be followed.
6.2 Reference Annexure:
NA

7.0 REFERENCES

21 CFR Part 211, Subpart B: Organization and personnel < 211.25>

8.0 ABBREVIATION / APPENDIX
	SOP		: Standard Operating Procedure
	DQA		: Development Quality Assurance
	No.		: Number
	NA		: Not Applicable
GLP		: Good Laboratory Practices
E.g.		: Example
Etc.		: Etcetera
HOD		: Head of the Department
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