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[bookmark: _Toc153957608]1. PURPOSE & SCOPE
1.1	This document describes the requirements in Total Lean Management (TLM) QMS Software for the Corrective Action / Preventive Action (CAPA) module 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: _Toc153957609]2. RESPONSIBILITES AND AUTHORITIES
[bookmark: _Toc153957610][bookmark: _Hlk153699388]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.  
[bookmark: _GoBack]2.3	The Management Rep shall ensure the requirements listed in this document adequately meet the business needs for the area of Corrective Action / Preventive Action management 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.
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 create new CAPA records from both the web app and main app and perform data entry according to the CAPA work flow. 
3.3	Also part of the test plan will be to check the dashboard at various stages of the CAPA as well as test the ability to link other TLM records to the CAPA.
[bookmark: _Hlk150851510]3.4	The following requirements have been established as being necessary for the Corrective Action / Preventive Action (CAPA) module operations at Company Name.  The requirements are listed in approximate order as they appear in the corresponding test protocol to facilitate testing and accountability.
[bookmark: _Toc153957611]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: _Toc153957612]5. REQUIREMENTS 
[bookmark: _Toc153957613]5.1 New CAPA Records and Search Screens
Test plan 1:  Initiate a new CAPA record in both the main app and web app.

R1.1 - 	The system shall create a new CAPA record with automatic numbering based on system settings.
R1.2 - 	The system shall provide the means to distinguish between a corrective or preventive action.
R1.3 - 	The system shall be capable of sending an email to the person assigned to manage the CAPA.
R1.4 - 	The main app will provide the ability to customize text field titles used to describe the CAPA.
R1.5 - 	The main app will support making multiple attachments to the CAPA record.
R1.6 - 	The main app will support making one or more links to parts from the Inventory module of the software to include serial or lot numbers involved.
R1.7 – The CAPA form will have a date field to indicate when the CAPA was discovered.
R1.8 – The main app will provide the means to find existing CAPA records using a variety of filters that can search key CAPA data fields.

[bookmark: _Toc153957614]5.2 Risk and Containment
R2.1 -  A text field shall be provided to describe the containment actions taken.
R2.2 – It should be possible to link the CAPA to a TLM Event record to describe and manage a more complicated containment plan.
R2.3 -  The CAPA form will have a custom field along with a “Yes/No” response to describe the risk evaluated, and whether that risk is present.
R2.4 – A custom field will be provided to describe the risk evaluation.
R2.5 – The main app shall provide the capability to link the CAPA to a Risk & Opportunity record in TLM.
R2.6 – The main app shall provide the ability to link the CAPA to both a customer and supplier record in the Contact Management module of TLM.
R.2.7 – The main app will be capable of navigating to all records linked to the CAPA.

[bookmark: _Toc153957615]5.3 Investigating 
R3.1 -  The main app will provide the ability to assign one or more CAPA investigators with due dates to complete the investigation.
R3.2 – The main app will provide the ability to email investigators.
R3.3 -  The main app will put the assigned CAPA investigation on the dashboard of the investigators.
R3.4 –  The main app will display indicators for supplier responses to distinguish responses for Containment, Root Cause and Action Plans.
R3.5 – The main app will provide the ability to configure and import a set of questions into the investigation notes as a way to standardize/guide investigation techniques.
[bookmark: _Toc153957616]5.4 Root Cause
R4.1 -  The main app will provide a means to link other TLM records to the CAPA record.
R4.2 -  A Notices field will automatically describe the various TLM records linked to this CAPA record if they are not prominently displayed on the CAPA form.
R4.3 -  The main app will provide three customizable trend analysis fields for characterizing CAPA trends.
R4.4 -  A field shall be provided to describe the final root cause determination.
R4.5 -	The main app will provide a means to view all the custom fields that are available for the main customer feedback screen, and their status with respect to being currently visible or not.

[bookmark: _Toc153957617]5.5 CAPA Action Plans
R5.1 – The main app will allow for the assignment of the CAPA Action Plan.
R5.2 -  The main app will allow for the assignment of the CAPA Action Plan due date.
R5.3 -  After all investigators have signed off on the CAPA investigation, the CAPA will appear on the dashboard of the person assigned to the Action Plan as CAPA – Plans Needed.
R5.4 – The main app will provide options to describe the action plan to include:
· Plain text field
· Linked TLM Event Record
· Linked Action Plan Records with Checklist Support
R5.5 – A text field shall be provided to explain the need to extend the due date for the action plan, along with a date field for the new extended due date.
R5.6 – The main app will provide a mean to assign reviewers to approve the action plan
R5.7 -  The main app will provide a final action plan approval field that once signed, moves the status of the CAPA to Action Proposed.
R5.8 -  The main app will provide a cost worksheet to describe action plan costs and savings.
R5.9 -  Action plan signatures will not be allowed unless one of the three action plan descriptions in R5.4 has data describing an action plan.
R5.10 – After reviewers have signed off on the Action Plan, a final Action Plan Approval signature will change the status to Action Approved.
R5.11 – The main app will provide a means and date field to establish the completion of the CAPA Action Plan.
[bookmark: _Toc153957618]
5.6 	CAPA Effectiveness Review, Closing and Printing the CAPA
[bookmark: _Toc141072426][bookmark: _Hlk141069589]R6.1 – The main app will provide a means to establish a plan for effectiveness review of the CAPA action plan.
R6.2 – The main app will provide a means to indicate all CAPA tasks have been completed.
R6.3 – The main app will provide the ability to add final reviewers.
R6.4 – The final CAPA signature will only be allowed if all final review signatures have been obtained.
R6.5- 	The main app will provide the ability to print individual CAPA records.
R6.6 -  The main app will provide the ability to print trending data for CAPA records over selected date ranges.


[bookmark: _Toc153957619]6. TEST PROTOCOL RECORDS

	
Test No.
	User Requirements
	[bookmark: _Toc141072427][bookmark: _Toc153957620]6.1 	New CAPA Records and Search Screens


	T1
	R1.1 – R1.8
	Prerequisites:  TLM has been set up for user access and there are records available to link such as documents, suppliers/customers, parts, etc.
Summary:  Create a new CAPA record in both the main app and web app.
Video link for full test case tutorial: https://vimeo.com/tlmsoftware/val-tlm-03tp-test1?share=copy 
Observed Results after following test case video:

	T1
	
	Input
	Expected Results
	Pass

	
	
	Assign someone in system settings to receive all new CAPAs
	The new CAPA will show up on the dashboard of the person assigned in system settings
	☐

	
	R1.1 – R1.8
	Create a new CAPA record in the main TLM App after indicating the type as “Corrective Action”
	Data entry meets requirements
	☐

	
	
	Create a new CAPA record in the web app. 
	Data entry meets requirements
	☐

	
	
	Link the CAPA record to parts, and a customer
	Part and customer data is available for selection
	☐

	
	
	Close the CAPA record and refresh  the dashboard.
	Dashboard totals for CAPA categories reflects actual data.
	☐

	
	
	
	
	

	Notes for any additional requirements and tests performed.
☐Custom Fields:
☐System Settings:
☐ 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: _Toc153957621]6.2 Risk and Containment

	T2
	R2.1 – R2.7
	Prerequisites:  Completion of T1
Summary:  Continue the CAPA data entry on the 2nd tab
Video link for full test case tutorial: https://vimeo.com/tlmsoftware/val-tlm-03tp-test2?share=copy 
Observed Results after following test case video:

	T2
	
	Input
	Expected Results
	Pass

	
	R2.1 – R2.7
	Link the CAPA to a new TLM Event record
	TLM creates a new Eveny record and links it back to the CAPA.
	☐

	
	
	The system setting date to display Risk information is set before the CAPA discovered on date.
	Risk information fields are displayed, and data entry is possible.
	☐

	
	
	The system setting date to display Risk information is set after the CAPA discovered on date.
	Risk information fields are NOT displayed.
	☐

	
	
	A Customer is selected from the drown list, or added with the Contact Manger search screen
	The CAPA record preserves and support navigation to the linked record.
	☐

	
	
	A Supplier is selected from the drown list, or added with the Contact Manger search screen
	The CAPA record preserves and support navigation to the linked record.
	☐

	
	
	Click the email button next to the selected supplier and change the email to an address you have inbox access.  Send email
	The link in the email allows data entry into the CAPA investigation notes.
	☐

	Notes for any additional requirements and tests performed.
☐Custom Fields:
☐System Settings:
☐ 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: _Toc153957622]6.3 Investigating


	T3
	R3.1 – R3.5
	Prerequisites:  Completion of T2
Summary:  Complete the Investigation tab data entry 
Video link for full test case tutorial: https://vimeo.com/tlmsoftware/val-tlm-03tp-test3?share=copy 
Observed Results after following test case video:

	T3
	
	Input
	Expected Results
	Pass

	
	R3.1 – R3.5
	Move to the Investigation tab and assign investigators
	TLM allows the assignment of one or more CAPA investigators
	☐

	
	
	Refresh the dashboard for the assigned investigators.
	The CAPA dashboard reflects the assigned CAPA investigation for the assigned investigators.
	☐

	
	
	Enter investigation Notes.
	TLM displays investigation notes and provides navigation between different entries
	☐

	
	
	Investigators sign off on the investigation. 
	After all investigators have signed, the CAPA status changes to Investigated.
	☐

	
	
	Open and edit the lists of linked parts, procedures, and risks
	Button counts reflect the linked records, and linked records are displayed accurately from each button.
	☐

	
	
	Click Sign to sign off on the investigation
	Signature screen appears with meaning No 101 displayed and applies the electronic signature to the Investigation.
	☐

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

	Test 3 Completed By (Print Name):

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





	[bookmark: _Hlk150933020]
Test No.
	User Requirements
	[bookmark: _Toc153957623]6.4 Root Cause


	T4
	R4.1, R4.4
	Prerequisites:  Completion of T3
Summary:  Complete the Root Cause Tab data.
Video link for full test case tutorial: https://vimeo.com/tlmsoftware/val-tlm-03tp-test4?share=copy 
Observed Results after following test case video:

	T4
	
	Input
	Expected Results
	Pass

	
	R4.1, R4.4
	Clear the Investigation Signature
	The status returns to Received, and all data fields on the Root Cause Tab are accessible
	

	
	
	Use the Linked TLM Records link to test the needed links between this CAPA and other TLM records.
	All needed links can be made, saved, and navigation to the linked record works.
	☐

	
	
	Set up and select Trend Analysis data for this CAPA.
	TLM lets someone assigned as the Mgt Rep to configure and select Trend Analysis values.
	☐

	
	
	Open the Last Investigation Note made and click the Root Cause Button.
	The Investigation Notes are copied to the Root Cause field on the Root Cause tab.
	☐

	
	
	Sign off on the Investigation.
	Status changes to Investigated, and Root Cause tab fields are locked.  TLM prompts for an Action Plan Due date if none has been entered.
	☐

	
	
	

	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
	[bookmark: _Toc153957624]6.5 CAPA Action Plans


	T5
	R5.1 – R5.11
	Prerequisites:  Completion of T4, and at least one TLM Event entered in the Event module for linking as the CAPA action plan.
Summary:  Complete the Action Plan Tab data.
Video link for full test case tutorial: https://vimeo.com/tlmsoftware/val-tlm-03tp-test5?share=copy 
Observed Results after following test case video:

	T5
	
	Input
	Expected Results
	Pass

	
	R5.1 – R5.11
	Close the CAPA and refresh the dashboard of  the CAPA Manger.
	The test CAPA can be found under CAPAs – Plans Needed.
	☐

	
	
	Click on the Action Plan button and then click on New Action Plan.  Select the Type of Action Plan then click close
	A new Action Plan is created and linked back to the test CAPA.  Text can be entered in the Action Plan text box.
	☐

	
	
	Click the Add button next to the Action Plan Event drop down, then click Yes.
	The TLM Event Search Screen opens with a Plus button that will link the selected Event.
	☐

	
	
	Click the Add button next to the Action Plan Event drop down, then click No.
	TLM creates a new event with 11 CAPA categories to consider as part of the Action Plan.
	☐

	
	
	Add Reviewers and submit for review
	The CAPA can be located on the reviewers dashboard under CAPAs – Plan Review
	☐

	
	
	Sign of on the review and approve the action plan.
	Status changes to Action Approved
	☐

	
	
	Check Action Plan Implemented, enter date, and add action results.
	Status changes to Action Completed
	☐

	
	
	

	Notes for any additional requirements and tests performed.
☐Custom Fields:
☐System Settings:
☐ Dashboard count:
☐ Dashboard navigation:

	Test 5 Completed By (Print Name):

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



	
Test No.
	User Requirements
	[bookmark: _Toc153957625]6.6 CAPA Effectiveness Review, Closing and Printing the CAPA 

	T6
	R6.1, R6.6
	Prerequisites:  Completion of T5
Summary:  Complete the Effectiveness Tab data.
Video link for full test case tutorial: https://vimeo.com/tlmsoftware/val-tlm-03tp-test6?share=copy 
Observed Results after following test case video:

	T6
	
	Input
	Expected Results
	Pass

	
	R6.1, R6.6
	Change the Display List setting to Yes, and click the Review Plans button.  Then click New Action Plan.
	TLM creates a new Action Plan linked to the CAPA as an Effectiveness Review Plan
	☐

	
	
	Enter some text  into the Review Results
	Data entry is allowed
	☐

	
	
	Check Yes that everything is complete.
	TLM Enters the current date as the complete date.
	☐

	
	
	Add Approvers to the list of
	The CAPA appears on the approvers dashboard and the final closing signature is not allowed.
	☐

	
	
	Sign off on the approvals, refresh the CAPA managers dashboard, then sign off on the CAPA
	After signing off the approvals the CAPA shows up as CAPAs – to close  The CAPA mgr. can then sign and close the CAPA. (Status changes to Closed.  Chronology reflects CAPA activity)
	☐

	
	
	

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

	Test 6 Completed By (Print Name):

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



[bookmark: _Toc153957626]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][bookmark: _Toc153698247][bookmark: _Hlk153698848][bookmark: _Toc153957627]8. TEST REPORT
This section summarizes the results of the executed testing protocol VAL-TLM-03TP for the Corrective / Preventive Actions features, which tested and verified the various system settings and operational characteristics for assigning and recording corrective / preventive actions records for Total Lean Management (TLM) QMS Software system in use at Company Name, in order to meet ISO 13485 requirements. 

Testing was initiated on revision 505123, build 31, build date 12-19-2023. 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 corrective / preventive actions record, include attachments, and close the record with review and approval signatures.

There were no deficiencies found during testing, and all required training features and functions were operating correctly and efficiently to fulfill ISO 13485 requirements for managing corrective / preventive actions.   

[bookmark: _Toc153447093][bookmark: _Toc153697011][bookmark: _Toc153698248][bookmark: _Toc153957628]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 corrective / preventive actions 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 TLM QMS database for Company Name. 

If printed, this document is considered uncontrolled after 24 hours from the printed date and time stamp	12/20/2023 9:39 AM
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