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[bookmark: _Toc153696995]1. PURPOSE & SCOPE
1.1	This document describes the requirements in Total Lean Management (TLM) QMS Software for the Training features at Company Name and provides validation procedures for converting an existing on-site TLM deployment to the hosted version of TLM to include the TLM Web Application.
[bookmark: _Toc153696996]2. RESPONSIBILITES AND AUTHORITIES
2.1	The assigned Management Rep has overall responsibility for this document.  Any changes to the functions and features shall require this document to be evaluated, and if necessary, updated and the system to be revalidated. 
2.2	Quality Assurance shall ensure all users are trained prior to use of the system.  
2.3	The Management Rep shall ensure the requirements listed in this document adequately meet the business needs for the area of Training described in section 5, Requirements.
2.4	The Management Rep is also responsible for coordinating any changes to either user requirements, or planned updates to TLM, so that updated revisions of this document and corresponding test protocols can be obtained and executed as needed.
[bookmark: _Toc153696997]3. TEST PLANNING
3.1	This test assumes that there are employees, job descriptions, and other document related data set up in the system such as document checklists, work centers, etc.  
3.2	The test plan is to set up the automatic assignment of users for training to specific documents using links to both job descriptions and department assignments as the links between users and the documents they need to train on.   Documents requiring training will also have training quizzes created. 
3.3	Also part of the test plan will be to set up non-document training with links to released documents that require training to test web app features that require users to open documents before taking non-document training quizzes.
[bookmark: _Hlk150851510]3.4	The following requirements have been established as being necessary for managing  training records at Company Name.  The requirements are listed in approximate order as they appear in the corresponding test protocol to facilitate testing and accountability.
[bookmark: _Toc153696998]4. TERMS AND DEFINITIONS
4.1	System – Refers to either/both the Main App and the Web App.
4.2	Dashboard – This is the list of assigned tasks in both applications with links to navigate to where the task is completed.
4.3	See terms and definitions in TLM for all other terms and definitions.
[bookmark: _Toc153696999]5. REQUIREMENTS 
[bookmark: _Toc153697000]5.1 Automatic Training Assignments by Job Description or Department
Test plan 1:  Release at least two documents that require training, set up job descriptions that are linked to this document for training, as well as departments responsible for knowing and creating a training record for these documents.

R1.1 - 	The system shall allow the assignment of documents to job descriptions.
R1.2 - 	The system shall allow the assignment of documents to Departments.

R1.3 - 	The system shall allow the assignment of employees to both job descriptions and departments.
R1.4 - 	When an employee is assigned to either a job description, or department, and the documents assigned to either, a training record is created from these relationships. The system will automatically assign that employee to the document training record without creating duplicates.
R1.5 - 	A new job description or department assignment will add the employee to the document training records who have never created a training record for assigned documents, even if the current version does not require training.
R1.6 - 	When document training assignments are made, those assignments will always be to the latest released version of the document, even if that particular revision does not require training although previous version(s) did require training.
R1.7 – A system setting will be provided that turns on or off the automatic assignment of document training records by job description or department assignments.

[bookmark: _Toc153697001]5.2 Completing Assigned Document Training
R2.1 - The system shall indicate the number of documents on the TLM Dashboard for each user that requires a training record.
R2.2 -  The dashboard will open a list of documents requiring training, with a mean to both open and view the released document, as well as apply a signature.
R2.3 -  Both the main app and web app will require that the user opens the document before applying their electronic signature that they have read and understood the training.
R2.4 -  The meaning of the training signature shall be customizable by the Management Rep.
R2.5 -  Once the document training signature has been applied, the dashboard will reflect the new count of training requirements.
R2.6 -  A means to both view and print the document training records shall be provided.

[bookmark: _Toc153697002]5.3 Document Quizzes
R3.1 -  The Document Owner, the person assigned to edit  the draft, the Mgt Rep, or someone with Manage Training permission will be able to create/edit quizzes for documents.
R3.2 – Quizzes will support a variety of question types, to include:
· True / False
· Multiple Choice
· All that Apply
· Fill in the blank
· Homework

R3.3 -  Quizzes  will be self-scoring unless there are Fill in the blank or Homework questions which require the assigned trainer to grade.
R3.4 – Import tools will be provided to import questions and answer options from previously entered quizzes.
R3.5 – The system will support having students take the quiz in either the main app or web app.
R3.6 -	Email notifications shall be sent when quizzes are ready, and when students complete or fail their quizzes.

[bookmark: _Toc153697003][bookmark: _Hlk151547706]5.4 Non-Document Training
R4.1 -  The system shall provide the ability to define training requirements.
R4.2 -  The system shall allow the assignment of training requirements to employees.
R4.3 -  The system will list for each supervisor the trainees that require training base on R4.1 and R4.2 on the TLM Dashboard.
R4.4 -  The system will provide for the creation of training records based on the requirements in R4.1, with fields to define the training, link released documents to the training, as well as define a training roster for the training event.
R4.5 -	A means to populate the training roster shall be provided that includes both adding and removing students individually, as well as automatically adding all students who require the training as defined in R4.2.
R4.6 – The web app will provide access to the following training resources set up in the main app:
· The main training link.
· Attachments.
· Linked Documents from the Document Management module.

R4.7 – The system will allow students to sign off that they have completed the training to include a customizable training signature meaning.
R4.8 – The system will provide access to training materials defined in R4.6 for future reference.
R4.9 – The Training module shall have a search screen with filters to isolated and locate specific training records based on a variety of criteria to include whether the training has a quiz set up or not.
R4.10 – The system shall provide a final signature to close training records as well as signatures for each student and trainer for individual training records.

R4.11 -  The system will allow quizzes to be set up for non-document training requirements. 
R4.12 -  Training quizzes will have the same features as quizzes set up for individual documents, see 5.3, Document Quizzes
5.5 Managing Training by Work Center
R5.1 -  The system will allow linking employees to multiple work centers.
R5.2 -  The system will allow linking training requirement to multiple work centers.
R5.3 -  The system will allow linking training records to multiple work centers.
R5.4 -  When creating a new training record from a training requirement, the system will also import the linked work centers.
R5.5 -  A system setting shall be provided that enables TLM to automatically assign training requirements based on work center assignments.
R5.6 -  When this system setting has been enabled, automatic training requirements are updated whenever any work center relationship is changed.
R5.7 -  If the system setting has NOT been enabled, TLM will provide manual options to add training and training requirements based on work center assignments.
R5.8 -  The Training Requirements search screen will be capable of filtering on assigned work centers.
R5.9 -  The Training Record search screen will be capable of filtering on assigned work centers.















[bookmark: _Toc141072426][bookmark: _Toc153697004][bookmark: _Hlk141069589]6. TEST PROTOCOL RECORDS

	
Test No.
	User Requirements
	[bookmark: _Toc141072427][bookmark: _Toc153697005]6.1 	Automatic Training Assignments by Job Description or Department


	T1
	R1.1 – R1.7
	Prerequisites:  TLM has been set up for user access and the system setting to automatically assign training has been turned on.  A new user call “New Employee” has been set up with an assigned job description of “New Job Description.”  No training assignments have been made to either.
Summary:  Link employees to a  job description and department, and link documents to Job Descriptions and Departments
Video link for full test case tutorial: https://vimeo.com/tlmsoftware/val-tlm-08tp-test-1-2?share=copy 
Observed Results after following test case video:

	T1
	
	Input
	Expected Results
	Pass

	
	R1.1 – R1.7
	Link employees to a  job description from the Employee Information screen
	Employee is assigned a primary job description
	☐

	
	
	Link employees to a department from the Employee Information screen 
	Employee can be linked to at least one department
	☐

	
	
	Indicate a release document requires training that has been linked to a job description
	Employees linked to that job description are automatically added to the document training list.
	☐

	
	
	Indicate a release document requires training that has been linked to a department
	Employees linked to that department are automatically added to the document training list.
	☐

	
	
	
	
	

	Notes for any additional requirements and tests performed.
☐ Login:
☐ Dashboard count:
☐ Dashboard Navigation:


	Test 1 Completed By (Print Name):

	Signature:    (Signature on file in TLM)                   Date: (See TLM Release Date)


[bookmark: _Toc141072436]
	
Test No.
	User Requirements
	[bookmark: _Toc153697006]6.2 Completing Assigned Document Training


	T2
	R2.1 – R2.6
	Prerequisites:  Completion of T1
Summary:  Log into both apps as a user with document training assigned and complete the document training record.
Video link for full test case tutorial: https://vimeo.com/tlmsoftware/val-tlm-08tp-test-1-2?share=copy 
Observed Results after following test case video:

	T2
	
	Input
	Expected Results
	Pass

	
	R2.1 – R2.6
	Follow the dashboard link for the category Training Due
	The list of documents that requires training appears
	☐

	
	
	Attempt to sign off on the document before opening it. 
	A warning message indicates you have to open and read the document first
	☐

	
	
	Open the document, then attempt to sign off on the training record
	Both apps allow the user to sign off that the document has been read and understood
	☐

	
	
	
	
	

	
	
	
	
	

	Notes for any additional requirements and tests performed.
☐ Document Access and Display:
☐ Dashboard count:
☐ Dashboard Navigation:


	Test 2 Completed By (Print Name):

	Signature:    (Signature on file in TLM)                   Date: (See TLM Release Date)






	
Test No.
	User Requirements
	[bookmark: _Toc153697007]6.3 Document Quizzes


	T3
	R3.1 – R3.6
	Prerequisites:  Completion of T2
Summary:  Set up two different quizzes for two released documents for two different users. One quiz should have questions that need grading, and the other should not.  Then take the quiz in both applications for both users.
Video link for full test case tutorial: https://vimeo.com/tlmsoftware/val-tlm-08tp-test3?share=copy 
Observed Results after following test case video:

	T3
	
	Input
	Expected Results
	Pass

	
	R3.1 – R3.6
	Create a multiple question quiz
	Questions and responses can be entered, and the correct response marked.
	☐

	
	
	Indicate the quiz is ready to take
	Users can be emailed when the quiz is ready to take
	☐

	
	
	Users take the quiz and submit both passing and failing scores.
	Users can complete the quiz if documents have been opened, and are either notified whether they passed or informed that their quiz needs to be graded when the quiz is submitted.
	☐

	
	
	Trainer opens TLM 
	The trainers dashboard reflects quizzes to score.
	☐

	
	
	Trainer scores quizzes
	Trainer is able to select students, indicated passing status, and sign off on the quiz training record.
	☐

	Notes for any additional requirements and tests performed.
☐ Dashboard count:
☐ Dashboard Navigation:
☐ Quiz access permissions:



	Test 3 Completed By (Print Name):

	Signature:    (Signature on file in TLM)                   Date: (See TLM Release Date)





	[bookmark: _Hlk150933020]
Test No.
	User Requirements
	[bookmark: _Toc153697008]6.4 Non-Document Training


	T4
	R4.1, R4.12
	Prerequisites:  Completion of T3
Summary:  Set up a training requirement with a quiz, assign two employees with the same supervisor who need this training.  Open TLM as the assigned supervisor and schedule a new training for this requirement.  Then open TLM as one of the employees, take the quiz and sign off on the training record.
Video link for full test case tutorial: https://vimeo.com/tlmsoftware/val-tlm-08tp-test4?share=copy 
Observed Results after following test case video:

	T4
	
	Input
	Expected Results
	Pass

	
	R4.1, R4.12
	Enter training requirement details to include linked documents, and a quiz
	Data can be entered and saved
	☐

	
	
	Assign employees to this requirement and log in as employee supervisor
	Dashboard reflects Training to Assign for those employees
	☐

	
	
	Create a new training by selecting the training requirement
	A new training is created that has the details imported from the training requirement.
	☐

	
	
	Select All who needs this training on the Participants tab
	The employees identified above are added to the training roster
	☐

	
	
	Set the training status to Active 
	Students on the roster are notified that there is a training quiz to take
	☐

	
	
	Log in as a student and complete the quiz.
	Quiz performs the same as required in Test 3
	☐

	
	
	Trainer grades quizzes if needed and signs off on individual training records as well as the training event.
	Search screen shows the training as complete when filtered for closed records
	☐

	Notes for any additional requirements and tests performed.
☐ Button counts:
☐ Dashboard Categories:
☐ Email notifications:

	Test 4 Completed By (Print Name):

	Signature:    (Signature on file in TLM)                   Date: (See TLM Release Date)

	
Test No.
	User Requirements
	6.5 Managing Training by Work Center


	T5
	R5.1 – R5.9
	Prerequisites:  Completion of T4
Summary:  Set up work center links between employees and training requirements.  Turn on the system setting to automatically assign training by work center.  Then check employee training requirements, as well as related work centers when a new training record is created from a training requirement.
Video link for full test case tutorial: https://vimeo.com/tlmsoftware/val-tlm-08tp-test5?share=copy 
Observed Results after following test case video:

	T5
	
	Input
	Expected Results
	Pass

	
	R5.1 – R5.9
	Set up work center links between employees and work centers as well as training requirements and work centers
	Data can be entered and saved.
	☐

	
	
	Turn on the system setting to automatically assign training by work center.
	Training requirements are automatically assigned to employees
	☐

	
	
	Delete employees on the training roster, then add them manually by work center
	Employees are automatically added to the training roster.
	☐

	
	
	Add and subtract work centers from Training Requirements as well as training records
	Data can be entered and saved.
	☐

	
	
	
	
	☐

	
	
	
	
	☐

	
	
	
	
	☐

	Notes for any additional requirements and tests performed.
☐ Button counts:
☐ Dashboard Categories:
☐ Email notifications:

	Test 5 Completed By (Print Name):

	Signature:    (Signature on file in TLM)                   Date: (See TLM Release Date)



[bookmark: _Toc153697009]7. RESULTS REVIEW SUMMARY
Identify any issues encountered during the installation and verification process and describe the resolution that was implemented to fix the issue. 
If no issues were encountered, the reviewer can simply state that the protocol has passed without error. 
	Test/Step
	Tester Comments
	Reviewer Comments
	Resolution

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


	

	The OQ/PQ Qualification for these tests are:

	☐ Accepted without remarks

	☐ Accepted with remarks (see the review summary)

	☐ Not accepted. The software is subject to modifications and reinstalled/updated.

	Verifier Name:
	
	Title:
	

	Verifier Signature:
	

	Date:
	



[bookmark: _Toc153447092][bookmark: _Toc153697010]8. TEST REPORT
This section summarizes the results of the executed testing protocol VAL-TLM-08TP for the training features, which tested and verified the various system settings and operational characteristics for assigning and recording training activities for Total Lean Management (TLM) QMS Software system in use at Company Name, in order to meet ISO13485 training requirements. 

Testing was initiated on revision 505123, build 31, build date 12-17-2023. Testing was performed during the dates of ___________ and _____________. 

After verifying the requirements adequately addressed company needs, they were approved and released in TLM.  The test protocol was then used in conjunction with the testing videos to test each requirement using a copy of company data for validation.  

The test protocol videos verified the ability of a user with the correct permissions to be able to create training requirements, whether for individual documents, or for All Purpose / Non-Document Training, then assign such training and capture the records of training completion.

Additionally, the functions for training quizzes was also tested for both document and all purpose training records. 

There were no deficiencies found during testing, and all required training features and functions were operating correctly and efficiently to fulfill ISO13485 requirements for managing training.   

[bookmark: _Toc153447093][bookmark: _Toc153697011]9. Conclusions 
After review of the testing protocol and resulting completed and verified deficiencies, it was determined that the Total Lean Management (TLM) QMS Software system was configured correctly, and all required training features and functions were operating correctly and efficiently in order to define, assign, and record training in a controlled manner to fulfill ISO13485 requirements.   

The system may be released under revision 505123, build 31, Build date 12-17-2023 for general use on the operations database for Company Name after completion of the above-mentioned report.


If printed, this document is considered uncontrolled after 24 hours from the printed date and time stamp	1/22/2024 6:24 AM
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