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[bookmark: _Toc391908726][bookmark: _Toc21356143]Protocol Pre approval
The responsible person signing the Pre-Approval page (page no: 1) had reviewed and approved the     Qualification Test protocol for Newtronic ICDAS 2.1 Software. Signing of this protocol indicates that the contents of the documents had been reviewed, all test procedures are accurate and the acceptance criteria are applicable for the intended purpose of this study. 
[bookmark: _Toc391908727][bookmark: _Toc21356144]Brief Description
The ICDAS 2.1 software that is supplied to _______________________________ for monitoring of Newtronic make stability chambers is software used for Online Monitoring of stability Equipments, Data and Alarm Logging, Email Generation and transmission (Optional), SMS generation and Transmission (Optional) for the Newtronic Equipment. The software is a browser based application and is 21 CFR ready software with all features available.
[bookmark: _Toc391908729][bookmark: _Toc21356145]Test procedures
The installation of Software shall be verified by reviewing the installed systems and physical parameters, using the test data sheets provided in the protocol. The test data sheets will be used to document the installation and qualification of the software.
[bookmark: _Toc391908730][bookmark: _Toc21356146]Test rules
The forms are intended for entering test notations pertaining to individual tests and any deviations that may occur.
All test result must be completed manually during the test execution, as well as for the remarks areas.
If the test is not applicable please write NA (Not applicable). All corrections must be dated and done by hand with sign. The original information has to be crossed out by a single line. The corrected information must be clearly visible.
Each completed tests has to be signed and dated. Deviations from the specification that occur must be registered in the deviation protocol and recorded in the appendix.
The test is concluded if all acceptance criteria are fulfilled and the notations / deviations registered in the deviation protocol are remedied or accepted.
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Sr. No.
	Technical data Version
	Test result met
(Yes/No)
	Results and Comments

	[bookmark: _Toc21356149]sOFTWARE tEST CASES

	1) 
	Is computer hardware system and utilities available as per the  pre requisition submitted ?
		
	

	2) 
	Is the above computer system and the Equipment connected via Ethernet for communication between the software and the chamber?
		
	

	3) 
	Is Application Software ICDAS 2.1 installed properly?
1. ICDAS 2.1 Web Setup
2. ICDAS 2.1 Local Service
3. ICDAS 2.1 server Service
		
	

	4) 
	Are required below stated documents available?
1. Operation Manual
2. Paper Licence
		
	

	5) 
	Does software not allows login if invalid user id and/or password is entered?
		
	

	6) 
	Is user gets logged in using valid id and password?
		
	

	7) 
	Does home screen opens after login the software and displays the summary details of all connected chambers?
		
	

	8) 
	Is user able to change his password?
		
	

	9) 
	Is admin authorised user able to view and edit company information details?
		
	

	10) 
	Is authorised user able to view ,add and edit comm group details?
		
	

	11) 
	Is authorised user able to view, add  and edit department details?
		
	

	12) 
	Is authorised user able to view, add, and edit User group details?
		
	

	13) 
	Is authorised user able to view, add, and edit Admin User details?
		
	

	14) 
	Is authorised user able to view, and edit Application Setup details?
		
	

	15) 
	Is authorised user able to view, and take data backup from software?
		
	

	16) 
	Is authorised user able to view system diagnosis details?
		
	

	17) 
	Is authorised user able to view and can take if applicable Data Archive details?
		
	

	18) 
	Is authorised user able to view, add and edit Application User details?
		
	

	19) 
	Is authorised user able to view, add and edit Equipment details in Equipment Config ?
		
	

	20) 
	Is authorised user able to view and edit Equipment details in Equipment Settings?
		
	

	21) 
	Is authorised user able to view and sync Equipment RTC in Synchronize RTC?
		
	

	22) 
	Is authorised user able to view and edit Equipment Status in Equipment Status?
		
	

	23) 
	Is authorised user able to view and edit Alarms list for sending via mail (if applicable) in Email/SMS alert?
		
	

	24) 
	Is authorised user able to view and sync Biometric RTC if applicable?
		
	

	25) 
	Is authorised user able to view and set Timers reset ?
		
	

	26) 
	Is authorised user able to view Real time status, IO status in Real time option ?
		
	

	27) 
	Is authorised user able to review data ?
		
	

	28) 
	Is authorised user able to approve the reviewed data ?
		
	

	29) 
	Is authorised user able to view, print data and graph in View Datalog ?
		
	

	30) 
	Is authorised user able to view data and  print data and graph of reviewed data in View Reviewed Datalog ?
		
	

	31) 
	Is authorised user able to view data and  print data and graph of approved data in View Approved Datalog ?
		
	

	32) 
	Is authorised user able to view and print MKT and moving average ?
		
	

	33) 
	Is authorised user able to view and print unacknowledged alarms?
		
	

	34) 
	Is authorised user able to view and print audit trail of acknowledged alarms?
		
	

	35) 
	Does software captures for any parameter changes in equipment audit trail and authorised user able to view and print equipment audit trail details?
		
	

	36) 
	Does software captures for any user activity in user audit trail and authorised user able to view and print user audit trail details?
		
	

	37) 
	Does software captures email sent activity in Email audit trail and authorised user able to view and print email audit trail details?
		
	

	38) 
	Does software captures email sent activity in SMS audit trail and authorised user able to view and print SMS audit trail details?
		
	

	39) 
	Does software captures reviewed/approved datalog  activity in  audit trail and authorised user able to view and print reviewed/approved audit trail details?
		
	

	40) 
	Does software has option of archive analysis to view data migration data if happened? 
		
	








[bookmark: _Toc391908740][bookmark: _Toc21356150][bookmark: _Toc316656764][bookmark: _Toc317121855][bookmark: _Toc317249969][bookmark: _Toc317843292]Deviation Report

Report Number: ………………………………………………….

Deviations to the acceptance criteria that occurred during testing need to be stated in the deviation report. One deviation report must be created for each deviation and the report number to be indicated accordingly. 

The deviation report can be copied as required.
	
Description of problem
	
…………………………………………………………………
……………………………………………………………………
……………………………………………………………………
……………………………………………………………………

	Measures for trouble shooting
	
…………………………………………………………………
……………………………………………………………………
……………………………………………………………………
……………………………………………………………………

	Remarks
	
…………………………………………………………………
……………………………………………………………………
……………………………………………………………………
……………………………………………………………………

	

Executed By


Verified/ accepted by 
	

Name:………………………Date: . . . . . . . . . . . . . . . . Signature: . . . . .. . . . . . . . . . . . . . . 



Name:………………………Date: . . . . . . . . . . . . . . . . Signature: . . . . .. . . . . . . . . . . . . . 
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