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introduction
Many forensic laboratories face 
challenges when trying to validate 
and implement powerful new 
technologies in an efficient manner. 
Time and resource constraints in 
addition to broadly defined guidelines, 
lack of experimental standardization for 
validation, and minimal data analysis and 
data management tools make it difficult 
to accomplish these critical tasks quickly. 

The VALID™ Software significantly 
minimizes the time to validate and 
implement new 5-dye technology while 
meeting quality assurance guidelines. It 
contains tools designed to streamline 
all stages of the validation process 
including planning, execution, data 
analysis and reporting. This allows 
laboratories the ability to more efficiently 
complete their validation studies and 
proceed to the development of standard 

operating procedures and interpretation 
guidelines, saving valuable time and 
conserving resources that can be 
devoted to other activities.

Beyond validation, a number of 
activities require resources to complete 
on a recurring basis. VALID™ Software 
tools can be used for additional quality 
assurance and quality control (QA/QC) 
activities such as performance checks, 
material modification testing, reagent 
QC, training, and qualifying tests.

Simplifies Planning and 
experimental design
Research and planning can often take 
a significant amount of time before an 
effective validation experimental design 
can be developed. To help with this, 
VALID™ Software provides access 
to validation recommendations and 
guidelines by providing on-line help. 
In addition, Applied Biosystems 

VALID™ Software v1.0
 Validation Workflow. Automated.™

• Simplifies experimental design

• Exports instrument set-up 
files and imports results from 
Applied Biosystems software 
and instrumentation

• Automates data analysis and 
reduces time to interpret results

• Creates validation reports

• Stores results in central location

• Manages quality assurance 
and control activities including 
performance checks, material 
modifications, training, and 
qualifying testing



As you proceed through the workflow 
and generate STR profiles, the data is 
then presented in filterable, easy-to-
interpret tables and graphs. In addition, 
all tables and graphs are exportable for 
further data analysis or to incorporate 
into presentations. Each study contains 
specific data analysis tools to evaluate 
kit and instrument performance (Figure 
2). The data analysis tools automatically 
compare sample, control and allelic 
ladder data to reference profiles to 
assess and summarize data for genotype 
concordance, allele drop-out, potential 
artifacts, sizing precision, accuracy, peak 
height, heterozygote peak height ratio, 
and mixture ratio. The automated data 
analysis tools not only speed up the data 
review process but also assists forensic 
laboratories in establishing standard 
operating procedures and 
interpretation guidelines. 

Validation and Verification Atlas CD 
is shipped with the VALID™ Software 
and provides additional product 
documentation, bibliographies 
and validation information.

Validation project design using the 
VALID™ Software is facilitated by a single 
click addition or removal of studies to 
generate a customized validation project 
study objective, workflow diagrams 
(Figure 1) and the related SWGDAM 
guidelines are provided in the software 
to help define which studies to perform 
and samples to select. There are five 
studies included in the software: 

• Precision 
• Sensitivity
• Accuracy
• Reproducibility
• Mixture Studies

Once the experimental parameters are 
defined, VALID™ Software automatically 
generates worksheets and instrument-
ation set-up files. They contain a record 
of reagent and instrument, calibration 
information procedures, as well as 
sample and reagent calculations, and 
sample tube/plate map layouts for 
every laboratory procedure.

rapid data Analysis
Critical to efficient data review is the 
automated study specific data analysis 
tools for quantification and STR analysis. 
To streamline quantification data review 
and sample selection, VALID™ Software 
flags SDS results outside the ranges 
established in the software. For example, 
a standard curve slope below the -2.9 to 
-3.3 range, samples with too high or low 
concentrations, or samples where the 
IPC is reduced compared to your 
quantification standards will be 
flagged. Each flag is hyperlinked 
within the software to a description 
of the significance of the flag and 
recommended actions. 

Figure 1. Example of workflow diagram of a Mixture Study. 

To help identify the target DNA 
input amount, acceptable input 
range, and preliminary analysis 
settings the following data 
analysis tools are available in the 
Sensitivity Study

• Peak height graphs displaying 
peak height data by input amount 
and dye label

• Tables comparing sample file data 
to reference data highlighting any 
non conordant or missing alleles

• Missing alleles graph displaying 
percent allele dropout by input 
amounts 

• Heterozygote peak height 
ratios graph and tables displaying 
and summarizing data by input 
amount, dye, marker and allele 
information



Figure 2. Example of Accuracy Study plot using the Identifiler® kit.

genotyped, the data analysis and 
reporting tools enable analysts to rapidly 
assess instrument and kit performance 
when adjustments or additions have 
been made to existing validated 
procedures or instrumentation.

VALID™ Software also provides training 
assistance to new lab personnel and 
manages qualifying tests for new 
technologies. The step-by-step workflow 
walks analysts-in-training through each 
procedure involved in the forensic DNA 
laboratory beginning with quantification. 
Extensive online help and the Validation 
and Verification CD provide information 
on manufacture’s protocols, validation 
guidelines and instructions on defining 
standard operating procedures and 
interpretations guidelines. The software 
can also help to preserve each analyst’s 
training data. All VALID™ Software 
generated work-sheets, tables, plots 
and reports can be used to supplement 
the DNA analyst’s training notebook.

Validation Workflows Supported by 
the VAlid™ Software 
This version of VALID™ Software 
provides integrated workflow tools and 
experimental plans that reduce the time 
and resources required to validate and 
implement the following Applied 
Biosystems 5-dye AmpFlSTR® Kits 

• AmpFlSTR® Identifiler® PCR 
Amplification Kit

• AmpFlSTR® MiniFiler™ PCR 
Amplification Kit

• AmpFlSTR® Yfiler® Amplification Kit

Automated report Generation
VALID™ Software creates reports that 
follow the format typically found in 
scientific literature. Each report is 
customizable and allows for the inclusion 
and exclusion of individual studies and 
experiments, worksheets, and user 
comments. The cover page, introduction, 
results, conclusions, and appendices 
sections are also editable to meet the 
needs of forensic laboratories. 

Simplifies Project Management
The step-by-step workflow in VALID™ 
Software allows easy tracking of the 
DNA analyst’s progress as they proceed 
through a project. Checkboxes denote 
when each step of the project is 
completed allowing for a rapid 
assessment of the validation status. 

VALID™ data and reports are stored 
electronically in one central location to 
easily access all laboratory validation 
data. This also allows users to quickly 
access required information during 
laboratory audits, accreditation, court 
room proceedings, presentations and 
training exercises.

Quality Assurance and 
control Activities
Performance Checks, reagent QC, 
and material modification testing 
performance checks, are significantly 
simplified using VALID™ Software. To 
execute these QA/QC activities, DNA 
analysts can use VALID™ Software to 
create the experimental plan, work-
sheets, and importable instrument 
set-up files. Once the samples are 
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Notice to Purchaser: License Disclaimer

Purchase of this software product alone does not imply any license under any process, instrument or other apparatus, system, composition, reagent or kit rights under patent 
claims owned or otherwise controlled by Applera Corporation, either expressly or by estoppel. User acknowledges that the software is only a tool to assist the user in validating 
the products, protocols, workflows, personnel, and facilities that are used to perform forensic dna testing and user agrees that they are responsible to ensure that such products, 
protocols, workflows, personnel, and facilities are adequate to meet the validation requirements, all legal requirements, and requirements of any governmental body or other 
organizations, including, but not limited to the guidelines issued by the scientific working group on DNA analysis methods (SWGDAM) to perform forensic DNA testing.
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Real-Time PCR ABI Prism® 7000 Sequence Detection System with SDS Software Version 1.0 and 1.2.3 

 Applied Biosystems 7500 Real-Time PCR System with SDS Software Version 1.2.3 

 Other quantitiation methods

Quantitation Kits Quantifiler® Human DNA Quantification Kit 

 Quantifiler® Y Human Male DNA Quantification Kit

Themal Cyclers GeneAmp® PCR System 9700 thermal cycler (Silver or Gold configuration) 

 GeneAmp® PCR System 9600 thermal cycler

Genetic Analyzers ABI Prism® 310 Genetic Analyzer (Windows® OS version only), with Data Collection software versions 3.0 or 3.1 

 ABI Prism® 3100 Genetic Analyzer with Data Collection software versions 1.1 or 2.0 

 ABI Prism® 3100-Avant™ Genetic Analyzer with Data Collection software versions 1.0 or 2.0 

 Applied Biosystems 3130 Genetic Analyzer with Data Collection software version 3.0 

 Applied Biosystems 3130xl Genetic Analyzer with Data Collection software version 3.0

Software GeneMapper® ID Software version 3.2 or 3.2.1 

 GeneScan® Software version 3.7.1/Genotyper® Software version 3.7

coMPAtiBle inStruMentS And SoFtWAre  
Validation workflows for the instruments and software listed below are not included in VALID™ Software version 1.0

MiniMuM SySteM reQuireMentS

component Minimum requirements recommended for optimal Performance

Computer Intel® Pentium® III processor, 540 MHz

512 MB RAM

2 GB Hard Drive

Intel® Pentium® 4 processor faster than 1 GHz 

1 GB RAM

10 GB EIDE hard drive

Monitor 1280 pixels x 1024 pixels minimum resolution 1280 x 1024 pixels or higher resolution

Operating System Microsoft Windows® 2000 Professional Operating System, 

Service Pack 4 or greater

Windows® XP Professional Service Pack 2

orderinG inForMAtion 

description P/n

VALID™ Software v1.0  4382356 

VALID™ Software v1.0 Advanced Training  TRN00065 


