
 
 

The Freezerworks® Validation Verification Package 
 
This Validation Verification Package is provided to help inform customers of the thorough validation 

process Dataworks uses to ensure only top quality products are released.  This documentation of our 

product validation offers customers a method to assess our dedication to quality product design.  

Commitment to Quality 

Dataworks Development, Inc. has over 20 years of experience devoted to the design and continuous 

improvement of our Software Development LifeCycle, including program testing.   We are committed to 

meeting or exceeding the software development requirements of the FDA, as well as our customers’ 

quality standards.  Every staff member at Dataworks is dedicated to providing our customers with the 

best products in the industry.  This Validation Verification Package will illustrate some of the steps we 

take to providing the highest quality software possible. 

Contents 

 Software Development LifeCycle (SDLC) Summary 

 Program Modules Tested 

 Master Test Plan Summary 

 Samples of Completed Test Script Pages** 

 Certificate of Validation 

** Please note that the Test Scripts, referenced below, were written to satisfy requirements of 

validation by a software development company.  While Dataworks strives to include the most extensive 

variety of test cases and data ranges in the Test Scripts, they are in no way intended to replace the end-

user validation required by the FDA.  They are not a substitution for the laboratories’ responsibility to 

assess their own unique needs (functional requirements) and risk levels.     

Summary 

Only when all rounds of validation test scripts have been completed satisfactorily, all testing procedures 

performed, and all documentation reviewed, will the project manager certify a version of the software 

for public release.  A Certificate of Validation is included at the conclusion of this document.  Please 

contact Dataworks if further information or documentation is needed.   
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Vice President – Dataworks Development, Inc. 

(425) 673-1974 
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The SDLC Process 

The Dataworks Software Development LifeCycle (SDLC) was written in accordance with the FDA’s 

Guidelines for Software Development and other current industry technology standards.  This extensive 

SDLC system governs the creation of our software from start to finish, including: 

Phase 1 Systems Analysis & User Requirements 

Phase 2 Functional Specifications 

Phase 3 Design Specifications & Coding 

Phase 4 User’s Manual 

Phase 5 Test Scripts & Validation 

Phase 6 Production & Release 

 

Systems Analysis & User Requirements 

During the System Analysis phase, specific features of the desired program are identified.  Before a 

planned upgrade, customers are surveyed to identify any unmet needs within the program and rank the 

importance of potential modifications.  Capturing both customer and employee input, Error Reports and 

Modification Requests compiled in Dataworks’ in-house database.  Each item is traced throughout the 

SDLC by a unique identifier.  The System Architect and Project Manager analyze all Error Reports, 

Modification Requests, and survey results to determine the contents of the next release. 

 

Functional Specifications 

Functional Specifications for the program are drafted using information from the Systems Analysis phase 

of the SDLC.  Functional specification documents describe the program’s user interterface, business 

rules, capabilities, limitations, performance requirements, and design constraints.  Development and 

documentation of the functional specifications is an ongoing process.  The development team provides 

proof of concept and screen mockups to the Functional Specification Teams for review and approval 

until the details are finalized.   

 

Design Specifications & Coding 

Design Specifications are a tool for the developer to use in planning and documenting the approach to 

programming.  These will include any tables or forms to be added or modified to the program being 

developed.  All program coding is completed using Dataworks Programming Standards.  During this 

phase, the developer will perform initial testing of their work by running the program to verify 

compliance with the functional specifications.  Source code reviews will be performed at the discretion 

of the System Architect or as requested by developers to ensure the source code is compliant with 

Programming Conventions, Interface Charter, and the programs specification documents.  Working with 

the developers during this phase, the QA Analyst will determine test script cases and outlines to create 

test scripts for the validation staff.   
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User’s Manual 

During program prototype development, creation of the Users Manual is initiated.  The manual must 

include, at minimum, a description of the general program flow, main task descriptions, program 

operations, a troubleshooting guide, and an index.  Content is based on Functional Specifications as well 

as prototype interaction.  Review of the final Users Manual takes place in the last round of program 

validation.    

 

Test Scripts & Validation 

A.   Writing Test Scripts 

Test Scripts are stepwise procedures that specify inputs, execution conditions, and expected results for a 

particular objective. 

Test Cases will make up the Test Scripts to be run by the validators.  The objective of the test cases is to 

determine if the program meets the program specifications and to find errors via high yield test cases.  

(High yield test cases have a good probability of finding errors and reduce the number of test cases 

needed.)   

The procedure for creating test cases is summarized below: 

 Know the specifications 

 Know the expected results (exact output from specific inputs) 

 Use test cases for valid and invalid input 

 Watch for side effects; with every change, the probability of errors increases; for every fix 

after a successful test, start over with first test case 

 Document test cases to avoid repeating the same tests 

 Documented test cases include expected results 

 Complete test set must be validated when any new set is added 

1. Test Cases developed parallel to the software from program requirements and specifications 

(black box testing). 

2. Test Cases developed from program code review for each module (white box testing). 

3. Test Cases for testing modules and for integrated testing of the modules (testing the interface 

between the modules). 

4. Test Cases for Systems Testing 

5. The Test Script will be reviewed and approved by the Development Team leader and the Project 

Manager prior to its use for In-House Formal Validation. 

B.  In-House Formal Validation 

Validation of the software must be performed by one or more validators depending on the scope of the 

program or module.  At least one person performing validation must not have participated in the 

programming of the project being tested.  Performance of the program is documented at each step of 

the Test Script.  Any errors found during validation are entered in Dataworks’ in-house database, 

corrected by the development team, and tested again in the next round of validation.  Upon completion 

of a Test Script, the Project Manager reviews, signs, and dates all documentation and then scans and 

saves the completed Test Script so it may be accessed later if necessary.  Separate Test Scripts are 

created and run in the same manner to test the installation of the program. 
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C.  Beta Testing 

Beta testing is performed on user systems using a customer’s own datafile after at least one round of 

formal in-house validation has been completed.  Modification requests and errors reported by Beta 

users are fully documented in Dataworks’ in-house database. 

 

Production & Release 

“General” releases consist of major upgrades, maintenance updates, or hot fixes.  Each release follows 

the SDLC procedure.  Major upgrades are released every 12-18 months; maintenance updates every 3-4 

months; and hot fixes follow an expedited schedule.  Customers are informed of upgrades and updates 

via e-mail and website notifications.  “Limited” releases are sometimes made available to customers 

who have been affected by very specific error fixes within the release.  The Quality Assurance 

Department will oversee the release process.  The Customer Support Department will distribute 

upgrades to existing customers.  Following a release, all errors reported and modifications requested are 

logged and tracked as the SDLC begins again.   
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Freezerworks Modules Validated in Test 

Scripts 
 

 

 

The following is an overview of modules covered in the Freezerworks Validation Test Scripts.  Some 

program menu options are tested under multiple modules, and some modules contain validation of 

multiple menu options.  The Freezerworks Master Test Plan dictates that these scripts be run in multiple 

rounds, validating performance in the Base, Ascent, and Summit editions of Freezerworks.  The Master 

Test Plan also includes performance, cross-platform, upgrade and installation testing. 
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Installation 
Windows Standalone 
Windows Server 
Mac Standalone 
Mac Server 
Windows and/or Mac 
Client 
Web Server 

Aliquots 
Add, Modify, Delete 
Aliquots 
Field Level Security 
Transactions 
Sub-Aliquoting 
Lineage 
Shipping 
Move Aliquots 
Check Out & In 

System Administration 
Users Groups 
Permissions 
Owner Security 
User Defined Fields 
Configure Entry Forms 
Configure List Views 
User Defined Reports 
Audit Trail 
PHI Security 

Scanner 
Alternate keyboard input 
 

Patients 
Add, Modify, Delete 
Patients 
Link from Samples Entry 
PHI Security 

Soap Module 
Save and Retrieve 
Field Level Security 
PHI Security 

Initialization 
Login 
System Properties 
Multi-User 
System Configuration 
and Setup 
Menu Access 

Batch Update 
Configure Batch Entry 
Forms 
Enter and Update:  

Samples, Aliquots, 
New Positions, 
Transactions 

 

Web Services Module 
Searches 
Audit Trail 
Web Logs 
PHI Security 
 

Search 
Simple Search 
Advanced Search 
Scheduling Searches 
Search by Scanned Field 
Search by Location 
Search by ASCII File 
Field Security 

Freezers 
Configuration 
Add, Modify, Delete 
Security 
Explore Freezers (by 
“Alias”, by “Tree”, by 
“Visual”) 
QC Check Freezer 

Testing Module 
Configure Tests 
Chain of Custody 
Enter Results 
Test Reports 
Security 
Batch Testing 
Import Tests and 
Results Data 

Samples 
Add, Modify, Delete 
Samples 
Field Level Security 
Calculated Fields 
Duplicates Checking 

Printing 
Configure and Print 
Reports 
Configure and Print Labels 
Label Specifications 
Location Reports 
Count Reports 
Adjust Printer Settings 

Billing Module 
Invoicing 
Testing and Billing 
Receive Payments 
Customers 

Import Data 
 

Export Data Add, View Transactions 

Upgrading Previous Versions 
 

Web Links Users Manual 
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Freezerworks 2015, version 8.0, Master Test Plan Summary 
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Sample Pages of Validation and Test Script 

Documentation 
 

 

 

 

 

The following samples give a comprehensive overview of the kinds of documents required by our 

validation process.  A complete set of printed documentation is available for inspection at Dataworks.  

Please contact Dataworks’ QA department if you would like to review all printed documentation for 

Freezerworks 2015 Validation. 

 

Sample 1: The Test Script Outline 

Sample 2: Completed Test Script with No Problems 

Sample 3: Program Error Reported During Testing 

Sample 4: Test Script Error Discovered During Testing 

Sample 5: Confirmation Chart for Configurable Fields 

Sample 6: Testing Label Printing 

Sample 7: Confirmation Chart for Performance Requirements 
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Sample 1: The Test Script Outline 

As required by the SDLC, a Test Script Outline must be created by the programmers to be used by the 

Validators in Unit Testing and in drafting the formal Test Scripts.  This particular change to the software affects 

Multi-User functionality.  The Test Script Outline lists all items to be checked that are linked to that change. 
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Sample 2: Completed Test Script with No Problems 

The following is the first page of an eighteen page Test Script chapter testing setup.  The Validator has 

performed and verified each step and no errors were found as indicated by the Project Manager with “Pass” 

written in the upper right hand corner.  The Project Manager has reviewed the page, as noted on the page 

footer.  All printed copies are scanned then stored with the Project Manager. 
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Sample 3: Program Error Reported During Testing 

The following is a single page of a Test Script from chapter 12 Delete Samples.  The Validator has performed 

each step, but noted two steps in which the program did not function according to the script.  The Validator 

reports the error by making an entry in the Dataworks internal EMP database, which the Project Manager 

reviews (indicated by “Entered in DB” in the footer).  The database assigns the unique tracking number 

“34752” to the issue and the Validator makes a note of it on the script.  The Project Manager follows the 

detailed SDLC progress of the reported error through the database’s “Error Report” and “Disposition & 

Release” tabs until it passes validation. 
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(Sample 3 continued)  
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Sample 4: Test Script Error Discovered During Testing 

The following is a single page of a Test Script chapter within chapter 02.1 User Data for the Ascent Edition of 

Freezeroworks 2015.  The Validator noticed that the checkbox should be titled “Active User” instead of 

“Account Disabled”, as required by the specifications and displayed in the software.  After consulting with a 

supervisor, a mistake in the Test Script is determined.  The Project manager confirms, and corrects the Test 

Script as noted by the initials next to “Doc Corrected:” 
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(Sample 4 continued) 

The Test Script is corrected at step 16.  The MS Word function “track changes” is used any time a Test Script is 

modified.  Below is the resulting corrected document, ready for the next round of validation.  
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Sample 5: Confirmation Chart for Configurable Fields 

Due to the configurable nature of Freezerworks, the Test Scripts often contain charts of User Defined Fields 

for use when confirming the same item for a multitude of fields.  The chart displayed below illustrates one set 

of data used in this round of validation.  Each field name in the chart represents a User Defined Field set up to 

test a unique combination of limits and boundaries for each field type.  
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Sample 6: Testing Label Printing 

Printing labels and other reports is an important feature of Freezerworks.  Below is an example of verifying the 

Barcode Label feature.  If there is an error found when printing a label the validator will enter it in the internal 

database and write the tracking number on the test script. 
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(Sample 6 continued) 

Labels are attached to the submitted Test Script. 
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Sample 7: Confirmation Chart for Performance Requirements 

The following chart is an example of one of many pages of “moves” tested with the Move Aliquots option.  

Due to the configurable nature of Freezerworks, a multitude of freezers must be configured to test all of the 

various ranges, limits, and boundaries.  The sample below shows that not only was each move performed 

successfully, but was also checked afterwards for accuracy in the Explore Freezers and Audit Trail options.  
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(Sample 7 Continued) 
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