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[bookmark: _Toc154458573]1. PURPOSE & SCOPE
1.1	This document describes the requirements in Total Lean Management (TLM) QMS Software for the Inventory 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: _Toc154458574]2. RESPONSIBILITES AND AUTHORITIES
[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.  
2.3	The Management Rep shall ensure the requirements listed in this document adequately meet the business needs for the area of Inventory 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: _Toc154458575]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 inventory records to include inspection test plans, as well as control plans. 
3.3	Also part of the test plan will be to check the process of manually adding and subtracting quantity information as well as setting up assemblies and work order operation templates.
[bookmark: _Hlk150851510]3.4	The following requirements have been established as being necessary for the Inventory 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: _Toc154458576]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: _Toc154458577][bookmark: _Hlk154146761]5. REQUIREMENTS 
[bookmark: _Toc154458578]5.1 New Inventory Records
Test plan 1:  Initiate new inventory records in the main app.
R1.1 - 	The system shall allow for the data entry of basic part information such as number, description, type, and units.
R1.2 - 	The system shall provide custom fields for additional number fields, such as supplier number.
R1.3 - 	The system shall provide a means to control the status of the part between in-design and design complete.
R1.4 - 	The system shall allow fields for a complete description of the part dimensions.
R1.5 - 	The system shall allow fields for a complete description of the part cost and pricing.
R1.6 - 	The system shall allow fields to establish who the approved suppliers are for a given part.
R1.7 – 	The Inventory module shall provide linked records for the following:
· Control Plans
· FMEA
· Risk & Opportunities
· Inspection Templates/Test Plans based on inspection type.
· Work Order Operations
· Purchase Orders
· Documents
· Action Plans
· Meetings
· Pictures
· Attachments
· Deviations
· CAPAs
· Rejected Materials
· Reviewers

R1.8 – 	The Inventory module shall support linking of other parts in order to establish a bill of materials for parts designated as “Make” parts.
R1.9 - 	The Inventory module shall support linking quantity / location records so that the location, quantity, lot/serial number and availability status of parts on hand can be maintained.
R1.10 – The system shall support both Serial and Lot Number tracking for parts in inventory.
R1.11 – The system shall support the location of stored inventory via bar code scanning.


[bookmark: _Toc154458579]5.2 Assembly Components
Test plan 2:  After Adding a new part, with other parts in the system, create a bill of materials and establish the single assembly quantity for each component.
R2.1 -  The system shall provide tools to make easy identification of other parts needed for the assembly bill of materials list.
R2.2 - The system shall provide quantity information and a means to add parts to a new purchase order if needed.

R2.3 -  The costs of components can be automatically added to assembly cost calculations.
R2.4 -  Easy navigation will be provided between components and assemblies.
R2.5 -  The system will support importing inventory data from MS Excel.

[bookmark: _Toc154458580]5.3 Search Screens and Reports
Test plan 3:  Use various search screen filters to locate existing records.
R3.1 -  The main app will provide the ability to search on various part data fields.
R3.2 – The main app will provide the ability to search for all the sub-assemblies / components for a selected assembly.
R3.3 -  The search screen shall provide quick access to the inventory totals for a given part. 
R3.4 -  The Search screen shall provide a filter based on minimum quantity amounts.
R3.5 -  The Search screen shall provide the ability to search for a list of parts based on PO Number
R3.6 -  The Search screen shall provide the ability to export the current parts list to MS Excel
R3.7 -  The system shall provide a reporting area with various inventory related report options, to include the ability to track lot and serial numbers.

[bookmark: _Toc154458581]5.4 Dashboard, Alerts and Links
Test plan 4:  Add reviewers to a part, set minimum quantity below actual Qty, and check user dashboard totals.
R4.1 – The dashboard shall provide the following Inventory dashboard categories:
· Inventory to Approve
· Parts Below Min Qty
· Assemblies to Configure
[bookmark: _Toc141072426][bookmark: _Hlk141069589]


[bookmark: _Toc154458582]6. TEST PROTOCOL RECORDS

	
Test No.
	User Requirements
	[bookmark: _Toc141072427][bookmark: _Toc154458583]6.1 New Inventory Records

	T1
	R1.1 – R1.11
	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 part record in the main app and complete the fields on the main Inventory Items Details screen.
Video link for full test case tutorial: https://vimeo.com/tlmsoftware/inventory-test1?share=copy 
Observed Results after following test case video:

	T1
	
	Input
	Expected Results
	Pass

	
	R1.1
	Open Inventory Search screen, click New button
	A data entry screen opens that allows new part data
	☐

	
	R1.2 – R1.11
	Use the search screen to search on the new part number
	New part number is displayed and links user to the Inventory Item Details for the selected part.
	☐

	
	
	Enter a new part data and test new linked records 
	New linked records can be created, saved, deleted, and open the linked record
	☐

	
	
	Set up an approved supplier
	TLM saves supplier data and open those records in the Contact Manager module.
	☐

	
	
	Set up Components and create a new Purchase Order for one of them.
	TLM creates a new PO and adds the component to the item list for the PO
	☐

	
	
	Increase the qty of available parts for the part added
	TLM creates a qty / locations record and accurately adds the qty to any existing qty values.
	

	Notes for any additional requirements and tests performed.
☐Lot / Serial Tracking:
☐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: _Toc154458584]6.2 Assembly Components

	T2
	R2.1 – R2.5
	Prerequisites:  Completion of T1
Summary:  From a make part add assembly components.  Then create a new PO from one of the components.
Video link for full test case tutorial: https://vimeo.com/tlmsoftware/val-tlm-19tp-test2?share=copy 
Observed Results after following test case video:

	T2
	
	Input
	Expected Results
	Pass

	
	R2.1 – R2.5
	From a make/assembly part, click the component button
	A screen opens that allows the user to add components that are displayed and linked to the parts added.
	☐

	
	
	Click the + PO button, Click Yes, enter the part batch qty and click +PO button again.
	TLM creates a new PO with the selected component on the PO Item List
	☐

	
	
	Close the Component screen and click on the Cost link in the Cost / Pricing section of the Inventory Item Details screen.
	A screen opens that can be used to itemize cost of goods, which when closed, will include the costs of the linked components.
	☐

	
	
	Use the filters on the inventory search screen to create a record set, then click the MS Excel button 
	The Excel output matches the filtered results on the search screen
	☐

	
	
	From the More… options list, select Scan to Find Part in storage
	A screen opens that allows the user to scan or enter a bar coded Qty/Location ID number which will locate the storage location of that bar code label.
	☐

	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: _Toc154458585]6.3 Search Screens and Reports

	T3
	R3.1 – R3.7
	Prerequisites:  Completion of T2
Summary:  Use various search screen filters to locate existing records, 
Video link for full test case tutorial: https://vimeo.com/tlmsoftware/val-tlm-19tp-test3?share=copy 
Observed Results after following test case video:

	T3
	
	Input
	Expected Results
	Pass

	
	R3.1 – R3.7
	Open various part records, then use the search screen on fields with data to locate specific records
	Search screen produces expected results based on data fields observed.
	☐

	
	
	Select an assembly from the assembly drop down list on the 2nd search screen tab
	Search screen displays the list of components (sub-assemblies) for the selected part.
	☐

	
	
	Click the Sub-assemblies link to navigate to the part selected and open the component list.
	The component and the search screen results match.
	☐

	
	
	Click on the furthest button for a part on the Inventory search screen 
	The current count of that part is displayed for various categories of availability or SO or PO amounts.
	☐

	
	
	Select a PO number from the dop down list.
	The search screen displays the parts that were on that Purchase Order.
	☐

	
	
	Select a customer from the Customer (Cust field 167)  drop down list
	The search screen displays the parts that have been linked to the customer on the main Inventory details screen.
	☐

	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: _Toc154458586]6.4 Dashboard, Alerts and Links


	T4
	R4.1 - R4.3
	Prerequisites:  Completion of T3
Summary:  Set up data to test the inventory dashboard categories and compare to dashboard results.
Video link for full test case tutorial: https://vimeo.com/tlmsoftware/val-tlm-19tp-test4?share=copy 
Observed Results after following test case video:

	T4
	
	Input
	Expected Results
	Pass

	
	R4.1 - R4.3
	Inventory to Approve
Add reviewers to an inventory record.
	Reviewers have this category on their dashboard with links to the records they need to sign.
	

	
	
	Sign off on Inventory reviews
	The dashboard quantity in this category is reduced for each signature.
	☐

	
	
	Assemblies to Configure
Assign a make/assembly part to a user with a design status of “In-Design”
	Reviewers have this category on their dashboard with links to the records they need to sign.
	☐

	
	
	Change the status to “Design Complete”
	The dashboard quantity in this category is reduced and this part is no long on the results.
	☐

	
	
	Parts Below Min Qty
Set the min qty above the current qty and check the dashboard of the assigned person (Custom field 142)
	Reviewers have this category on their dashboard with links to the records below min qty
	☐

	
	
	Set the min qty BELOW the current qty and check the dashboard of the assigned person (custom field 142)
	The dashboard quantity in this category is reduced and this part is no long on the results.
	☐

	
	
	

	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)



[bookmark: _Toc154458587]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: _Toc154458588][bookmark: _Hlk153698848]8. TEST REPORT
This section summarizes the results of the executed testing protocol VAL-TLM-19TP for the Inventory features, which tested and verified the various system settings and operational characteristics for assigning and recording Inventory 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 12-22-2023. 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 Inventory records, include attachments, as well as establish links to other TLM modules.

There were no deficiencies found during testing, and all required Inventory features and functions were operating correctly and efficiently to fulfill ISO 13485 requirements for managing Inventory company and supplier records.

[bookmark: _Toc153447093][bookmark: _Toc153697011][bookmark: _Toc153698248][bookmark: _Toc154458589]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 Inventory features and functions were operating correctly and efficiently in order to define, assign, and record Inventory data in a controlled manner to fulfill ISO13485 requirements.   

The system may be released under revision 505123, build 31, Build date 12-22-2023 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	1/10/2024 8:29 AM
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