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Products

- BIOVIA Discoverant

- BIOVIA CISPro

- BIOVIA Compose and Capture
- BIOVIA Foundation

- BIOVIA Notebook

- BIOVIA Pipeline Pilot

- BIOVIA Workbook

BIOVIA has developed each function in the products listed
above for use in your regulated environment. Because BIOVIA
documents and tests the core functionality of these products
as part of our comprehensive quality system, only your
product- and process-specific configurations and reports require
validation on-site. BIOVIA performs extensive testing on all of
its products using the same discipline to develop, execute and
document test cases and product testing as required by FDA
guidelines. Refer to the BIOVIA Quality Statement for more
information.

To support your on-site validation, BIOVIA offers a Validation
Kit containing key deliverables that will reduce the effort
required to develop your validation approach. In addition to
BIOVIA’s internal test documentation, the kit includes:

- Validation Collateral Plan

- Feature Requirements Traceability

+ Risk Impact Assessment

- Validation Test Runs (Executed Test Cases)
- Validation Test Cases (Unexecuted)

- Validation Summary Report

The Validation Kit does not include “Installation qualification (1Q)
protocol and execution,” which is available as a Services Offering.

Availability

BIOVIA releases Validation Kits once a year as a general
availability release. Customers with maintenance will have early
access to Risk Impact Assessments with every product release.

Validation Collateral Plan

BIOVIA's Validation Collateral Plan provides a high-level view of
the process of generating the validation kit deliverables, which
are integrated into the BIOVIA QMS processes and tools for
software development and testing.

Requirements Traceability

BIOVIA maintains a comprehensive set of product functional
requirements with complete traceability to test cases. This
provides the ability to help with mapping of the customer’s
User or Business Requirements to the out-of-the-box (0O0TB)
functionality of the BIOVIA product, which in turn maps to the
test cases. The customer can then verify that the functionality
is fully tested.
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BIOVIA Requirements Traceability Report

This repart displays & matrix herarchy of the product funciional requirements (Feature) for the specfied BIOVIA preduct with raceataty 1o test cases. Tne
scope of the functional Is focused on the and does not ty such as Installation, client
and server OS, performance, and client-skde customizatons or client-specific configuration.
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Requirements Forward Traceability

This secton displays a list of all Ie approved funcional requirements with te assecialed test cases. The Release i indicates e release version when the
functional requirement was introduced starting with the 2020 release. Funcional Requirements intioduced prior to the 2020 release wil nol display a release
wversion, The Related Reguirement column ksls the user siories that are associated o the knclional
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Risk Impact Assessment

Wwith the FDA’s new guidance for Computer Software
Assurance, BIOVIA has built a robust Risk Management process
into the software development lifecycle to enable critical
thinking when product changes occur. With every change
and fix, development teams assess for impact and probability,
which calculates to a Risk Level. This Risk Level appears in the
Product Release Document (PRD), a document published with
every product release. The Risk Impact Assessment included in
the Validation Kit goes a step further and assesses each change
against its impact on product functional requirements. Through
the Requirements Traceability, the customer can identify
impacted test cases and provide a recommended test plan for
re-test, as needed, for the product upgrade, supporting the
customer’s change control procedures.

BIOVIA will generate a Risk Impact Assessment for every
product release and will give customers early access to this
document so that it can be useful in the customer’s assessment
and decision to upgrade.
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BIOVIA Impact Assessment

The BIOVIA Impact Assessment Repon provides traceabilty of the changes (Uiser Starfes) in scope for val dation wih the product functionsl requirements
(Features) tor all produet reseases since the last ValK release. The recommended test plan is tn review and execute the validation test cases that are
Aassocated 1 he that are kated column with 8 Risk Level of 5 (Meaium) of above.
Refer o the Validation Collateral Plan for the Risk Level Traceabiy Report for the caresponding BIOVIA
Product.
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Validation Test Runs (Executed Test Cases)

To reduce the Operational Qualification (0Q) efforts at the
customer site significantly, the customer can leverage the
executed validation test runs during product testing. These
validation tests focus on product functional testing of the
user interface. Although non-functional requirements such
as installation, performance, operating system, database and
negative path testing are not included in these validation test
runs, these are well integrated into the BIOVIA QMS process for
software testing of the overall BIOVIA product. The Validation
Test Run reports provide evidence of the executed test steps
and test results.



BIOVIA Validation Test Runs (Executed Test Cases) Report

This report details the last executed run for each test case for the current project.
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Step Description Expected Result Sample Data ActualResult Status

Login to Gompose

1 With user TCD1_Adm

Login to Compose i successtul MA Passd

Description  Author Date Uploaded
Inventory of file attachments during test
run exscution

Validation Test Cases (Unexecuted)

Login to Compose S successtul

File Attachments:

Filaname
Step 10_The recipe 13 editable and accests the changes png
Step 15_The Detads panel displays the informabon png

Step 16_A new Control recipe wilh Contiol recipe is created png

be
available in Microsoft .xIs and .doc formats if customers would

Unexecuted versions of the Validation Test Cases will

like to re-use the test cases for change control efforts related
to product upgrades. Customers can also modify the Validation
Test Cases to support Configuration Qualification (CQ) or
User RAcceptance Test (UAT) efforts to verify customer-
specific configured workflows or business requirements for

their specific use.
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BIOVIA Validation Test Cases (Unexecuted) Report

This report is useful when you want 1o be able to conduct the testing activities offine on paper, or when lesters need paper copies of the test seript
kst of any attached documents
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Test #2816-HIPAA Access History - Compose Recipes
This feature is limited to:

c
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Recipes
©n viewing in Compose, Capture
On creating a report of a recipe
On viewing Review for a recipe

Somuauns © n

1
12 Frerequisites:

13
14  Create a few users in Hub who can access both Compose and Capture:
15

16
17 This test verifies:

elem

18
19  The "Access” auto events feature can be turned on/off in the Application Settings 18
20 format for client use

When the setting ks tumed on “Access” audit events get recorded for specified endpoints (recipes)
21 When the setting is tuned off no additional logging occurs
22 Test Anonymizatoin of Hub user

L
Desc Result Sample Data
T/Log in to Foundation as the AdminisiralorGa | The new selling, "Entity Access Logging: 15 in the "Auditing sec

3

24 |Test Steps:
25 |Step
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Validation Summary Report

The Validation Summary Report provides a summary of the
validation test runs against the product requirements listed in
the Requirements Traceability. The report identifies the product
changes for every product release since the last Validation
Kit, the open known issues in the product and any detected
incidents found during validation test runs.

BIOVIA Validation Summary Report v1.0 Report
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Statement of acceptabilty for ralease

Summary

IIn summary, the BIOVIA Validation Kit reduces the validation
effort for testing product functionality, so that customers can
focus on business-specific requirements and workflows to
ensure that they are appropriate for their intended use.
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