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Transform your QMS
into Quality Decision
Making Engine

The Qualityze EQMS Suite

The Qualityze EQMS Suite provides a best in class
quality, compliance, regulatory and process
management system built on the Salesforce.com
technology cloud platform leveraging industry best
practice workflows that are easily configured, scalable
and intuitive for all users.
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Qualityze, Inc.

Corporate Head Quarters

3903 Northdale Blvd, Suite 100E
Tampa - FL 33624, USA

Phone:
+1-877-207-8616
+1-813-501-5015

Email: info@qualityze.com
www.qualityze.com

Research & Development
Center

Qualityze Solutions Pvt Ltd.

No. 27, 1st floor, 80 ft. road,
KHB Colony, 2nd stage,
Basaveshwaranagar,

Bangalore 560079, India

About Qualityze Inc.

Qualityze is a Next Generation quality management solution provider
helping enterprises address their compliance, regulatory, and
quality-related challenges. We enable organizations to align their
processes with quality objectives and strategic metrics. Our objective is to
improve organizations’ maturity and prepare them for competitive
changes with Smarter Quality Solutions.

The Qualityze Enterprise Quality Management Solution helps meet your
quality, compliance, and regulatory requirements by leveraging Industry
best practices with standardized, repeatable processes through
easy-to-configure, predefined workflow templates. Our integrated design
connects all the QMS processes for a complete solution.

Organizations, regardless of their industry focus, can perform quick
real-time analysis of their quality data with integrated analytics and
reporting capabilities. Immediately notify quality teams of upcoming
Reviews, Audits, Training sessions, Follow-up Tasks, Actions, Approvals,
and Change Implementations.

Qualityze, built upon the world’s most secure and reliable platform,
Salesforce.com, which enables your quality teams to manage end-to-end
quality processes from anywhere around the globe.

Transform your business with a quality decision-making engine.
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1. Nonconformance Management
2. CAPA Management

3. Document Management

4. Change Management

5. Training Management

6. Audit Management

7. Supplier Quality Management
8. Complaints Management

9. Calibration Management

10. Maintenance Management

11. Inspection Management

12. Permit Management

13. Material Compliance Management
14. Forms Management

15. Field Safety Action Management
16. Incident Management

17. Deviation Management

18. Risk Management

[9. Batch Records Management
20. 8D Process

21. Qualityze Connect
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Built upon Salesforce.com
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Easy to Use
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e-Signature
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Analytics

Analytics & Dashboards
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Secure Enterprise Cloud
Mobile Enabled

Social Integration
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Deviation
Management

Risk
Management

Batch Record
Management

8D Process

Watermark




Nonconformance
Management

Streamlines your Defect and Deviation
Management Processes

|dentify the Issue

Document/Report the Issue
Evaluate/Review the Issue

Segregate the Nonconforming Material

Dispose of the Nonconforming Material

OO0 0000

Investigate the Nonconforming Material for CAPA

A nonconformance issue arises when a product does not meet the
specifications or requirements as required by your compliance
targets/goals. Such issues need to be identified, documented, and
resolved on an immediate basis, based on compliance and quality
standard targets.

Qualityze Nonconformance Management streamlines your defect and
deviation management processes by providing closed-loop workflows
that document, verify, disposition, and investigate product and process
nonconformances, noncompliance, and deviations.
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You can further review the impact by assessing the risk threshold to
escalate to CAPA or continue the Nonconformance to contain, track,
and dispose nonconforming materials or products.

The investigation step allows you to identify the root causes and
implement your Risk Based, Corrective, Correction, or Preventive action
plans. A product's quality, reliability, and safety depend on its
conformance and compliance with internal and external specifications.




Ec CAPA
Management

Compliance-Driven CAPA Management
Solution to Address Systemic Issues

Initiate a CAPA with Critical Information

Plan the Resolution Activity

Investigate the Risks

Perform Root Cause Analysis and Risk Assessment
Define and Implement the Action Plan

Perform the Verification and Effectiveness Steps

OO0 00O O O

Resolve the Quality Issues

Qualityze CAPA Management enables organizations to develop a
risk-based, compliance-driven process for addressing systemic issues
to prevent a recurrence. It guides the user with a comprehensive
approach to mitigate quality issues while meeting compliance and
fostering a culture of continuous improvements. Initiate the CAPA
process by documenting critical information such as Problem
Statement, Defect, CAPA Source, Product, Process, Criticality, Severity,
Initiating Site, Risk Assessment & Immediate action taken. You can
perform the investigation with one or more investigation tools to
identify potential root causes. Additionally, using risk matrix, risk
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assessment is performed to determine the visibility of the risk and
assist in developing the appropriate action plans. Based on the root
causes identified, you can develop and implement the action plans
such as Risk Based, Correction, Corrective, and Preventive. Use a
holistic approach with risk assessment and root cause analysis to
eliminate inconsistencies from your quality system.

The investigation step allows you to identify the root causes and
implement your Risk Based, Corrective, Correction, or Preventive action
plans.



Manages Critical Control Documents
Effectively and Efficiently

Create and Collaborate Critical Documents
Review and Approve Critical Documents
Associate Reference Documents

Setup Training Requirements

Release Critical Documents
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Obsolete and Archive Critical Documents

Qualityze Document Management enables organizations to create,
collaborate, revise, approve, and train employees, providing a robust
framework to meet industry and regulatory requirements. Our
Document Management helps you cost-effectively manage, share
Critical Control Documents like “SOP's, Work Instructions & Forms” and
best practices throughout your entire enterprise. Create Document
using standardized document type templates that contain details like
Title, Description, Owner, Effective Date, Expiration Date, Site,
Department, Product, Process, Supplier, and Security information.
Accelerate the document review and approval process with capabilities
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such as Email Notification and Approvals, real-time Training
requirements, Watermark, Collaboration and Electronic Signatures.You
can further review the documents created for the adequacy of the
information and approval prior to publishing the same. The industry
best practice periodic review can be conducted using the effectiveness
review task, to keep the document in current or revise or expire status
through an approval process.

A product’s quality, reliability, and safety depend on its conformance
and compliance with internal and external specifications.



Standardizes the Change Management
Process to Minimize Change Impact

Initiate and Document Change Request

Review and Approve Change Request
Notify the Change to Impacted Users

Reduce Change Implementation Time
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Ensure Compliance with Regulatory Standards

With the emergence of the new regulations and increasing complexity
of the existing regulations, the effort to minimize the loss of quality
while managing ongoing changes has become more challenging than
ever. Qualityze Change Management provides you a standard process
to record, review, approve, and implement change. You can minimize
the change cycle time and its impact on everyday operations.

Initiate a change by documenting the title, description, scope,
justification, department, priority, and more. Additionally, you can
perform a preliminary Impact assessment of a document, department,
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You can review and
validity before the

Record the impacted functional areas, documents, assign tasks, and
action plans that need to be implemented. Further, you can notify the
impacted people about the change with the built-in capability of
real-time notifications and dashboard. Early notification accelerates the
planning & implementation process.



Training
- Management

Cloud-Based Training Management Solution

to Enhance Your Workforce Competency

© Perform Document-Based or Instructor-Led
Trainings

© Create Relevant Training Requirements Based on
Roles, Departments, and Business Units

© Centralize and Manage All Training Initiatives

O

Effectively Monitor Training Achievements

© Get Complete Visibility into Training Performance

Managing and maintaining employee training records is one of the key
parts of quality programs of any company — big or small. Qualityze
training management is a cloud-based, intuitive and comprehensive
solution designed to manage, execute and maintain training programs
of your organization. It allows you to organize all the training essentials
that your company’s training team requires including certifications,
qualifications, and training records in a central repository, to remain
compliant with internal and external requirements. You can create
specific training requirements by setting up relevant job functions for a
department, business unit, process, location, site and/or individual.
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Qualityze Training Management is seamlessly integrated with
Document Management to further define training requirements of your
critical documents such as SOP's, Work Instructions & Forms. Utilize
refresher training options and define pre-requisites to enhance training
requirement. Qualityze Training Management comes with two types of
training processes, document-based training or instructor led training.
The Document based training can be Read and Sign off or have
employees go through a Read and Sign off with Assessments.
Instructor Led Training can help in Class room trainings, Group
Trainings and others.




ﬁ Audit
Management

Manages End-To-End
Audit Process on Cloud

Create an Audit Plan
Schedule the Audit
Prepare for Audit
Execute the Audit
Track Audit Findings
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Perform Follow-Up / Closure

Qualityze Audit Management manages compliance and risk with
end-to-end process management of internal and external audits.
Qualityze Audit Management enables organizations to:

(a) Implement Industry Best-Practice Audit processes

(b) Improve Audit Efficiency and Reduce Cost

(c) Effectively Manage Audit Findings

(d) Enhance Visibility of Audit Results

(e) Drive Continuous Process Improvement

Effective and timely audits improve product quality and safety while
ensuring compliance throughout the supply chain.
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Audit Management’'s configurable workflow streamlines the audit
lifecycle, allowing auditors to create, schedule and perform audits more
quickly than ever before.

Audit management is crucial to ensuring regulatory compliance and
fostering a continuous process improvement. With robust features,
intuitive user interface and capabilities such as digital signature, audit
trail, audit calendar, pre-defined checklists, audit scheduler, offline
capability, and much more, makes Qualityze Audit Management a truly
global solution.




Q Complaints
Management

Streamlines Complaints Process
to Manage Customer Responses

Document Customer Issues

|dentify the Type of Compliant

Perform Risk Assessment

Review Device History Records

Conduct Product Evaluation

Perform Investigation with RCA

Manage Customer Responses

Implement Action Plans

Global Regulatory Reporting and Submissions
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Addressing customer issues and adverse event reporting on time is
very important to all industry. A robust complaint handling system is
essential to any quality management program. Qualityze Complaint
Management provides a closed-loop mechanism to implement
effective, timely resolutions to customer issues and adverse event
management. It complements your established complaint handling
process by enabling you to effectively manage and implement full
complaint life-cycle. It helps you to:

(a) Streamline and standardize the complaint management process for
a quick resolution.
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(b) Increase visibility through the processes to identify and develop
better action plans.

(c) Simplify the regulatory submissions, regardless of demographic
locations.

(d) Retain customer confidence with improved communication.
(e) Achieve compliance through documentation and reporting.

Effective management of customer complaints and regulatory
reporting are an inevitable part of every regulated industry. Hence,
creating a standardized complaints management process can help
turning customer complaints into amazing opportunities to grow.



ﬁ Supplier Quality
Management

Manage the Supplier Qualification
Process with a Supplier Scorecard

© Track and Manage the Qualification Process for
Potential Suppliers and Vendors

© Maintain Complete Records of all the Evaluated
Suppliers

© Effective Communication with Suppliers to Provide
Feedback

© Manage Approved Supplier List (ASL)
© Prepare and Share Supplier Scorecard
© Integrate with Existing ERP System

A quality of a product starts at the supplier selection process as the
suppliers play a vital role in bringing the product to the market.
Qualityze Supplier Quality Management Solution enables organizations
to streamline and standardize their supplier-related processes and
operational challenges. It allows you to track and manage the supplier
qualification process, supplier data, certifications and more.

Initiate supplier qualification process through a supplier change
request by capturing details like Supplier Name, Category, Site,
Addresses, Contacts, Type, Certifications and more. Using the supplier
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onboarding questionnaire, you can verify if all the criteria are met. You
can utilize the Supplier Part-Location Matrix to create and maintain
parts/services the supplier can provide for different locations. You can
perform the supplier audit to assess the supplier capabilities and
proceed with the supplier approval process to get the supplier
onboarded formally. Our Supplier Quality Management Solution can be
seamlessly integrated with our Document, Audit, Nonconformance,
CAPA and Inspection management system to manage all the supplier
related activities with ease and convenience. You can utilize Supplier
portal to communicate with your suppliers regularly.



/‘\ Calibration

Management

Manage Calibration Schedules for Your
Critical Assets Following Compliance

© Ensure Equipment Accuracy

O

Comply with Standard Values

© Control Inconsistencies in Product and Service
Quality

© Maintain Your Assets for Longer Time

© Minimize the Downtime and Wastage

It can be a daunting task for any industry to guarantee a routine
calibration of all inspection, measuring, and test equipment for its
intended purposes and to demonstrate it can produce valid results.

Qualityze Calibration Management Solution allows organizations to
manage their critical assets by streamlining calibration programs while
complying with regulatory requirements. It can be seamlessly
integrated with existing quality management systems to leverage
single- and multi-site calibrations effectively and efficiently.

O @0

&
Initiation Calibrate Closure

S Ousltyre Lightning Moms  Soslowwaras Do e Crssseter A2 Loamen bive amemy v

N Eabwten 3
b CALB-D0107E-2023 Mo e

Initiate the Calibration process by creating the criteria library of
attributes and variables, by capturing Criteria Name, Description,
Measurement Values, Tolerance (-), Tolerance (+)

You can then create asset profile with details like Asset ID, Name, Type,
Status, Location, Physical Location, Owned By, Custodian, Last
Calibration Date, Calibration Performed By, and much more for each
asset.



4 Maintenance

Management

]

Ensure Safe Functioning of the

Equipment for Hassle-Free Production

o

Ensure Good Health of Equipment to Avoid Failures

O

Comply with Standard Requirements

Reduce the Production Costs and Maintenance
Costs

O

© Maintain the Life of Productive Assets
© Make Optimum and Efficient Use of Assets

© Improve safety for the employees

Qualityze Maintenance Management Solution allows organizations to
create and manage the maintenance programs to ensure safe
functioning of the equipment and hassle-free production. You can
integrate Qualityze with existing quality management systems to
streamline the maintenance activities more efficiently.

Initiate the maintenance process by creating the criteria library of
attributes and variables, by capturing Criteria Name, Measurement
Values, Tolerance (-), Tolerance (+) to measure the degree of exactness
of every asset.
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Further, you can create the spare part library to keep an account of all
the spare parts that keep the equipment and devices functioning as
designed. You can create the spare part details like Spare Part Name,
Part, Quantity on Hand, Threshold Quantity, and the status. Every time
the spare part quantity reaches the below Threshold Quantity, the
owner will be notified.

Enhance the performance of your assets, including equipment and
spare parts, while decreasing the downtime and overall maintenance
costs.



Inspection
Management

Streamline Inspection Related Processes
to Avoid Nonconforming Materials

V)

Create the Inspection Sampling Plan
and Purchase Order

Perform Inspections and Adhoc Tasks
Verify Samples' Variables and Attributes

Create NC for the Non-conforming Materials

OO0 0O

Evaluate the Material Reinspection Needs

Inspection is critical to deliver high-quality product, ensuring every
material used is conforming to internal and external specifications. It
helps measure specifications, sample size, attributes, variables to
identify the defective materials and prevent them from entering into
production.

Qualityze Inspection Management enables end-to-end process
management of incoming, pre-shipment, and production inspections
while managing compliance risks. It enables you to reduce the supplier
risks with timely inspections.
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You can standardize the sampling plan and purchase order using the
pre-loaded internationally recognized ANSI/ASQC Z1.4 (ISO 2859-1)
statistical sampling standard. The configurable fields and forms enable
you to capture all the details about the materials you will be inspecting.
It seamlessly integrated with existing IT Eco-system to complement the
supply chain process.

Moreover, Qualityze Inspection Management provides you detailed
insights on inspection data so you can make informed decisions and
take a leap with improvement opportunities.



Permit
Management

Track, Monitor, and Manage Permit
& Licenses Renewals Efficiently

Create and Print the Records for Permits, Licensing &
Certificates for Individual and Facilities

The Permits & Licenses
and Applications for Future References
Cost, And Other Details

Notify Users of The Licenses and Permit Due for
Renewals

O o 0 © ©O

© Integrate with Enterprise Systems

Excel spreadsheets or file cabinets can make keeping track of permits
and licenses difficult, especially when juggling all the other tasks
involved in a busy workday. Qualityze's Permit Management solution
simplifies the process. You can control all your permits and licenses'
renewals in one place, along with business documentation. Our
solution will help you simplify compliance efforts while streamlining the
entire permit renewal and reporting process.With Qualityze Permit
Management software, business permits are kept active and valid by
conforming to industry-specific standards. Furthermore, it allows
approvals across multiple levels and sites.Moreover, you can track all
vital information concerning permits and licenses on a centralized

Track and Manage the Review, Approval, And Renewal of
Track and Manage Permit Related Supporting Documents

Perform Timely Audits to Track Permit & License Status,
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database and a secure platform, including information such as issuing
authority, code, status, and more. Qualityze Forms Management is a
fully featured solution to help enterprises efficiently create, manage,
and track critical forms. It ensures that quality information is being
captured and stored consistently. In addition, our next-generation
solution can be configured as per evolving business and compliance
needs.

Through Qualityze, you can gather valuable insights to make crucial
business decisions without worrying about data security.



{=M Material Compliance
ol Management

Monitor, Manage, and Eliminate

Compliance Risks Effectively

© Organize all supply-chain components in a centralized

database.

© Stay up to date on changes in regulatory requirements.

O

regulatory requirements.

© Establish effective communication with suppliers to
manage compliance risks.

© Integrate with enterprise-level quality systems.

Organizations constantly look forward to developing compliance
strategies to comply with regulations such as REACH (Registration,
Evaluation, Authorization, and Restriction of Chemicals), RoHS
(Restrictions on Hazardous Substances), and conflict minerals. They
have realized that adhering to regulations and standards with the best
practices and processes can help the management of both risk and
supply chains. Additionally, integrating compliance and due diligence
efforts leads to a better understanding of supply chain risks and helps
to build robust strategies for responsible sourcing.Qualityze Material
Compliance Management enables enterprises to leverage the

Examine your materials for compliance with different
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diligence activities. The Qualityze Material Management solution helps
enterprises align their supply-chain processes with mandatory
regulatory standards like 2011/65/EU RoHS Recast and US Conflict
Minerals, so they can use safer materials in their products without
worrying. In addition, our next-generation solutions simplify compliance
procedures and demonstrate your commitment to quality. Qualityze
Material Compliance Management helps eliminate all of your
compliance management challenges, including tracking approved
smelters or vendors, reporting declarations for conflict minerals, and
making critical business decisions.



@ Field Safety & Recall
Management

Simplify Post-Market Surveillance
and Regulatory Reporting

Platform
Management
Product

Improve Communication to Ensure Faster Complaint
Resolution

o © © O ©O

Integrate with Enterprise-Level Quality Systems

An enterprise must prioritize post-market surveillance as much as it does the
improvement of internal processes to mitigate risks and achieve excellence.
Post-market management is also critical for ensuring consumer safety. Some
issues can even be fatal. Thus, you should have an efficient system to
streamline post-market surveillance activities and regulatory reporting. The
right solution provides you with all the flexibility, visibility, and traceability you
need to manage product safety effectively.Qualityze Field Safety Action
Management solution streamlines the post-market surveillance, regulatory
reporting, and recall management. It is possible to gather all the necessary
FSA details on a centralized platform that is accessible from anywhere.
Furthermore, the solution includes a signature validation feature, so users
know who is responsible for handling recalls. With its searchable and secure

Manage and Track All FSA Details from A Centralized
Assess Health Hazards to Identify the Need for Recall

Verify and Investigate the Impacted Lot/Batch of The

Maintain FSA Records and Simplify Regulatory Reporting
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records database, the software ensures a reliable flow of information, and its
advanced capabilities enhance operational efficiency. Additionally,
enterprises can analyze failure trends and make intelligent business decisions
by leveraging integration capabilities.The Qualityze Field Safety Action
Management solution helps businesses manage recalls, failures, and
incidents using best-practice workflow. It makes sure that quality information
is captured and maintained consistently. The next-generation solution can
also be configured and tailored to fit growing business and compliance needs.
Using Qualityze advanced integration capabilities, you can manage product
recalls more efficiently and effectively than ever. Get your free demo
scheduled to see the software in action.



Forms
Management

Create, Manage, and
Track Forms Efficiently

Manage different types of forms in a centralized
database.

Capture, share, and track forms more efficiently.

Configure forms for different business and regulatory
requirements.

Improve information sharing across the organization.

tasks.
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flow of information.

Companies require a feature-rich solution that will allow them to
securely create and capture all levels of data on custom forms and
records online - from the point of submission to the end of
management. With the dynamic forms and records generator, you'll
have choices like dropdowns, checkboxes, date controls, and the ability
to add rows. In addition, you can map the forms and records to existing
systems to improve input efficiency and business visibility.Qualityze
Form management solution streamlines and helps ensure input
accuracy and compliance with predefined business rules and validation
requirements, including managing records, such as electronic medical

Minimize administrative costs and efforts for repetitive

Integrate with enterprise quality systems for controlled
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records, device history records, permits, audits, and complaints. Its
searchable and secure records database keeps information readily
accessible, while its advanced capabilities ensure operational
excellence. In addition, it enables enterprises to leverage the integration
capabilities for improved control of data and insights.

Qualityze Forms Management is a fully featured solution to help
enterprises efficiently create, manage, and track critical forms. It
ensures that quality information is being captured and stored
consistently. In addition, our next-generation solution can be configured
as per evolving business and compliance needs.
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Management

Gain Production Excellence with Efficient
Batch Record Management

Create and manage EBR forms to collect batch
production data.

Track progress of the production processes.
Ensure equipment effectiveness.

Ensure compliance with training requirements.
Verify validation and reconciliation records.
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Integrate with Enterprise Quality Systems.

Qualityze Electronic Batch Record Management Software - your
one-stop solution for streamlining batch record management
processes and ensuring compliance with regulatory standards. Our
innovative solution empowers you to manage electronic batch records
in a secure and efficient manner, eliminating the need for paper-based
documentation and minimizing the risk of errors or inconsistencies.
With Qualityze, you can seamlessly integrate data from multiple
sources and track changes throughout the entire lifecycle of a batch
record.Designed to meet the specific needs of the life sciences
industry, Qualityze Electronic Batch Record Management Software

"\\\ Qualityze

offers a range of features and benefits that set it apart from the
competition, including Efficient Data Entry, Real-Time Collaboration,
Automated Workflows, Audit Trail Tracking, and Integrations.With
Qualityze Electronic Batch Record Management Software, you can
streamline your batch record management process, reduce errors and
inconsistencies, and ensure regulatory compliance. Contact us today to
learn more about our solution and how it can benefit your organization.



Incident
Management

Track, Manage, and Report Safety
Incidents on the Cloud

Database
Manage Different Types of Incidents and Their Causes
Track the Impacted People and Sites

Co00O0 ©

Manage Incident Reporting for Business and Regulatory
Requirements

Perform Detailed Investigation for the Reported
Incident(s)

(VY

Integrate with Enterprise Quality Systems

Incidents are inevitable. But how they are managed can make a world
of difference for businesses. Relying on legacy systems will only cost
unnecessary overhead expenses. Implementing proper controls,
mitigating your company's liabilities, resolving workplace incidents on
time, and maintaining ISO and OHSAS compliance will help you
prevent many workplace incidents. As a result, you will gain the trust
of your employees.

Customer experience is only one aspect of brand building; positive and
safe work environments are equally important. However, businesses
nowadays need powerful incident management software that can help

Report and Document All the Incidents on a Centralized
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them manage incidents and their respective details in one place.
Qualityze Incident Management is a fully validated system to safely
manage all your incident records. It helps establish best-practices
workflows to streamline incident management, reporting, and investi-
gation activities.

In addition, our next-generation solution is made configurable to pace
up with growing business needs efficiently.

Through Qualityze, you can efficiently and effectively manage inci-
dents and near-miss events.



8D
Management

"\\\ Qualityze

Collaborate, Connect, and Conquer Inefficiencies
with Proactive Problem Solving

Streamline Approvals with Easy Routing of Any Discipline
Task

|dentify Root Causes and Potential Solutions Using
Powerful Investigation Tools

Evaluate The Effectiveness of Implemented Disciplines
for Improvement

Establish Preventive Actions to Avoid Recurring Issues

and Optimize Operations e e
Ensure Authorized Access with Role-based Control for S

Discipline Tasks -

Close The Project and Recognize Team Members for
Their Efforts

© Integrate With Enterprise-level Quality Systems
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Qualityze 8D Management offers a cloud-based solution that stream- root cause(s) are not addressed, and reopen any discipline to address

lines your investigation workflow from start to finish. With flexible issues that may arise.

role-based access control, you can ensure that only authorized person- Connect and collaborate with Qualityze 8D Management for critical

nel can access discipline tasks. Attach supporting evidence at every processes, including investigations, root cause analysis, containment

stage of the 8D process to ensure a Comp|ete record of the prob_ actions, corrective actions, and preventive actions to prevent the

lem-solving process. recurrence of quality issues. Track each investigation through to
closure with our simple user interface, and use the cloud-based solu-

Our solution uses investigative tools like 5Whys, SHows, 5Ws, and tion to generate comparison reports to identify lessons learned.

3x5Whys to identify the root cause of any problem. You can map

multiple root causes to potential solutions, provide justification if any Choose Qualityze 8D Management today to proactively resolve issues

and avoid inefficiencies and challenges.
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Risk
Management

Proactively Manage Risks to
Maximize Organizational Efficiency

@\\ Qualityze

© Create, Manage, and Track Risk Profiles
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© Define Risk Evaluation Criteria

i
© Conduct Preliminary Impact Assessment of Risks El' EII' o o | :
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© Identify and Plan the Risk Treatment(s) S .
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© Perform Risk Treatment Effectiveness Review rorem ety . : =

© Integrate with Enterprise Quality Systems

Businesses must adopt the Qualityze risk management system that may be challenging. A cloud-based risk management solution like
brings all risk information together, analyzes it, and formats it in a way Qualityze can minimize its impact and accelerate an adequate
that's user-friendly and understandable for business managers. This is response from the organization.

important because the risk landscape is constantly evolving. Moreo-

ver, the system makes data collection easier, create reports more In short, Qualityze Risk Management can transform how businesses
quickly, and prevent managers from having to chase them for updates. manage their risk-related functions.

Risk management involves learning from experiences and improving -
this year's lessons can be applied to future risk management and
strengthen resilience. However, predicting the next big disruptive event



Qualityze
Connect
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Ensure Quality in Every Connection
with Qualityze Connect Effortless Integration

© Seamlessly integrates Quality Management Systems

third-party systems like CRM, ERP, and MES. ‘
© Facilitates real-time data exchange between QMS module

external applications.
© Enables effortless initiation of Non-Conformances (NCs) from

MES directly within Qualityze.
© Provides instant updates on NC numbers and statuses for Quality

holds on Work Orders, Batches, and Lot Numbers.
© Streamlines workflows by verifying job requirements through

Qualityze Connect, minimizing errors and optimizing resource

allocation.
© Ensures consistent compliance by maintaining synchronization

between QMS and regulatory systems.
"Qualityze Connect" is an integration platform in the "Qualityze EQMS (Enterprise Resource Planning), MES (Manufacturing Execution
suite." This suite likely stands for "Enterprise Quality Management System), LIMS (Laboratory Information Management System), and
System." Qualityze Connect aims to enable seamless communication more. . . . _
and data exchange between the modules within the Qualityze EQMS Therefore, Qualityze Connect is a bridge that enables the Qualityze
suite and external third-party systems. EQMS suite to effectively communicate with other software applica-
The integration platform facilitates the process of integrating and tions the organization uses. This integration and synchronization of
synchronizing data. It allows the Qualityze EQMS suite modules to data can enhance efficiency, accuracy, and the overall flow of informa-
interact with and exchange data with various external systems. These tion between different parts of the business ecosystem.’
external systems can include different types of software used by a Choose Qualityze Connect today to avoid the inefficiencies and chal-
company, such as CRM (Customer Relationship Management), ERP lenges of disconnected systems!
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Our Vision

Our vision of helping our customers create a “Culture of Quality” is not
unique but the way we have built our solution from the ground up to make
the application easy to use, intuitive and inclusive is unique. Meaning, by
having everyone in the organization participating in quality, not just
because they are required too; but because it's easy, fun and has a logical
flow to record information. “Something difficult and time-consuming was
made easy to document and report at the very least.” Manufacturers or
Providers focused on promoting a “Culture of Quality” will improve their
product quality, quality analysis, and responsiveness to their customers.

There has been a quantum leap in technology in the last 10 years and
having applications that look like and act like a database will no longer be
acceptable by users. It is more about how your user interface compares
and drives like Facebook, LinkedIn, or Twitter. With a Salesforce lighting
enabled user interface, Qualityze EQMS brings together a new application
environment that embraces these industry trends and looks forward to
integrating Al and 10T to its core product offering.

We have a huge opportunity to elevate quality to a strategic discipline with
the hands-on involvement of C-Suite executives.

If you are going to stay competitive, customer-centric, market-driven,
product-focused before and after the sale oriented, then quality will be one
of your major priorities.

We empower you to optimize quality!
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Innovation-Driven Technology Platform

Innovative businesses are focused on customer-centric approaches to
doing business in this competitive environment. Qualityze, built on the
Salesforce platform is a game changer for quality systems going forward.

With its Next Generation Enterprise Quality Management Solution (EQMS),
Qualityze prepares our customers for competitive changes on the horizon
while enabling them to solve traditional quality issues without being
concerned about technology. Salesforce.com offers a secured
development platform that leverages a comprehensive portfolio of
services, such as automation of sales force tasks, customer service,
marketing, analytics, application development, collaborative productivity
tools, loT and professional cloud services. Harnessing Salesforce.com
technology strengths like Analytics, Chatter, loT, Community Portals, Al
along with our next generation user interface, keeps our customers
competitive and able to achieve greater success through quality while we
stay focused on staying current with the regulatory, compliance and
certification process changes; it's a great combination.

We avoided outdated technology models that are more expensive to
develop, maintain and deploy. These old technologies encourage
customizations that are expensive to maintain and not needed when a
highly configurable alternative is available and that is aligned with global
regulatory, compliance and certification bodies.

Qualityze on Salesforce Platform brings the same trust and speed at the
core of all our products in building and deploying application in the cloud
for our customers, faster than any on-premise application platform, hybrid
platforms or any other cloud platforms.



8 Professional Services

Empowering you to optimize quality

() Proven Qualityze “
/ Implementation Methodology
;% Integration Services with
= / 3rd Party Systems
V="~ Remote Configuration
&)
’
% Project Management
= Validation Services
="
% Upgrade Support

- .
= Data Migration

@.

Our professional service team
will partner with your team to
plan, develop and leverage the
Qualityze Implementation Meth-
odology (QIM) to help you get the
Qualityze EQMS Suite up and
running on time, within budget,
and defined scope.

Qualityze Implementation Meth-
odology includes:

(a) Discovery Phase

(b) Initiation Phase

(c) Planning & Analysis Phase
(d) Design & Configuration Phase
(e) Test\Validate Phase

(f) Implementation & Support
Phase
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At Qualityze, we firmly believe -

“Quality is remembered long after the price is
forgotten.” Therefore, we strive to deliver
quality, excellence, and compliance through
our next-generation quality management

solutions.



Validation Services

Managing the validation is often the most intense part of achieving
compliance. But Qualityze has a proven validation methodology to help
you overcome validation challenges. Our experienced team can help you
with end-to-end documentation of the validation process, including
authoring, executing, and reviewing the Installation Qualification (IQ),
Operational Qualification (0Q), and Performance Qualification (PQ)
software validation scripts. The objective of our validation service is to
keep our customers' audit-ready and confident and compliant.

The Qualityze Validation Package offers a complete set of pre-configured
validation ready templates :

© Cloud System Validation Plan

© Functional Requirements Specification (FRS)
© Validation Test Scripts

© Requirements to Test Traceability Matrix (RTM)
© Software Validation Summary Report Template

Within your specified timeline, our validation experts can assist you to
validate every release with compliance-ready documentation before
production use of Qualityze EQMS Suite. It enables your team to focus on
the quality processes and delivering high-quality products to the
customer.
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When it comes to 1Q/0Q/PQ software
validation for Qualityze, you can count on us
for a simplified validation process with every
release, based on your business-specific
requirements.




ﬂ Technology Services

Qualityze has redefined innovation, collaboration, and efficiency with
cloud-based smarter quality solutions. We help businesses like you to
establish a competent quality management system through our integrated
solutions. Built on Salesforce.com, Qualityze quality management
solutions can be easily scaled as your business grows. Our robust cloud
technology platform provides you a centralized repository to store,
manage, and retrieve business-critical information while complying with
applicable regulatory standards.

Qualityze helps eliminate the hassles of maintaining the hardware and
software infrastructure at your company. Enterprises of all sizes can
adopt the Qualityze Next-Generation Quality Management Solutions for
simplicity, scalability, and reliability. Moreover, our solutions come with
the latest features without constant upgrade costs.

Qualityze, on the Salesforce Platform, brings the trust and speed to the
core of our products in building and deploying applications in the cloud for
our customers, faster than any on-premise application platform or any
other cloud platforms.




i) \Why Salesforce?

Salesforce is the world's leading scalable, secure enterprise cloud
platform. By choosing Qualityze on the Saleforce.com platform,
companies can benefit from an innovative, flexible, scalable, reliable,
secured and proven framework. Here are some of the reasons that
customers pick the Salesforce platform.

Security you can count on: All customer data is protected with physical
security, data encryption, user authentication, application security, and
more.

Easy to set up: Import your existing data or upload an .XLS/CSV file, and
before you know it, you're ready to go.

Click to Configure: It's that easy! If you can click a mouse, you can change
workflows, add fields, and create processes. The result? Higher
productivity and automation like you've never had before.

No Software Hassles: What if you don’t need to invest in installation or
software upgrades? With Qualityze, updates are automatic, so you always
have the latest version. And better yet, all your configurations stay intact
through every upgrade.

Seamless Integration: The cloud platform allows you to seamlessly
integrate Qualityze quality solutions with existing business applications
for improved performance and operational excellence.
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