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Streamline Quality

Who We Are? @

Gy P

Compliance

. v Dot Compliance Suite is a cloud Quality and

— Compliance management solution for highly
I\gﬂs m regulated industries compliant with FDA 21 CFR

Part 11 and Annex 11.

Developed on Force.com platform — the world’s

AppExchange Program

PARTNER

salesforce §

leading cloud solution for maximum performance

and security.

‘; v The application contains industry’s best practices

processes catalog as a starting point for easier

Best Practice

and cost effective deployment
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Paper Structured
Based Electronic
Systems Records

Multi Sources
Large sets of unstructured
Data

Need to transform data into
insight and decision support
Dynamic Processes

« Paper Documents * Automated Workflows
and forms » Electronic signatures
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Paper Based System Challe

)

More compliance requirements

" Increased complexity

" A LOT of Paper Work!
" Focus is on administration instead of

Based quality
Systems

" Quality is perceived as a burden

Paper Documents " No Traceability, No Insights

and forms



.l . . Compliance Suite
Traditional Solutions Chall S st

Structured
Electronic
Records
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High Capital Long Validation Keep up with Huge

Investment Deployment Regulatory Organizational
Cycles Changes Workload



Connected to 10T, Devices and
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unstructured data sources

Connected to devices and unstructured data sources

< Solution for the Gompliance Ecosystem
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Compliance is Transforming



. ... Compliance Suite
Connecting Supply and Distribu Streamiing Gualty -
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Sohttion tor 1‘13 comdiiansy

Quality Management Silos of Suppliers, Contracted Manufacturing (CMO),
Internal Production and Distribution Chain are transforming into a connected
quality system
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Dot Compliance Basic Mod

™~
Document Read &
Revision Understand
Control Training
™~

Training Plan Certlflcatlon

Periodic
Review

Adherence
reports

Training
Assignment

N
\ Impact Action It \ Effectlveness
: Assessment ction ftem : Check
Deviation / \ Effectlveness
CAPA Deviation Investlgatlon CAPA VETEE e

Customer Safety
Complaint Tracking

Risk Risk Mng.
Management Plan

Adverse
Event

el A
Risk \ _ :
Evaluation Risk Control

Vigilance
Reporting

Processes Catalog
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Additional Modules

@ : Audit Plan i IrR(ar;lr}ta I i Eztﬁg?tal Observation )
\\
FDA/CE Regulatory
e Registration Variations Renewals Correspondence >
& L‘ ;;;
L
x. BOM
B »
Batch .
. Samples Testing
R
Equipment \ Maintenance \ Calibration \ Malfunctlon
Management

Supplier \ Suppller Supplier Score Supplier
Quality Evaluation Audit Cards Portal
Clinical Trial

Management 2 eTMF Study Plan c
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Solution Benefits

Best Practices

v Over a 100 Pre-

configured processes

to meet industry
needs and
compliance
requirement:

User

Experience

Easy to use
Customizable
Multilingual
Consistent user
experience
globally

ANENENEN

<N

Agile and cost
effective
customization
Full APl and

. . M1

integration %
F

support ‘r

Mobile/Tablet access.
IOS and Android
support.

Consistent reliable
performance

globally N\

Reliable

NN

High Availability
Disaster Recovery
ISO 27001 Security
certification
Scalable

Eco-System

Support

v

Secured portal
access to suppliers
and external labs
allowing them to view
and update relevant

data
A

ANANEN
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No capital investment
3 upgrades per year
No addition=! I'T

costs
50

Built-in flexible
reporting.
KPI's and
Scorecards
Easy Data export
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Deployment Methodology
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® DOT Compliance Suite is designed for Agile Phase Implementation approach: Start with
few core processes and as your organization grows and mature deploy additional
required processes.



What do our Customers thi

Yaron Ziv
Director QA

Shulamit Ben
Shimon,
Director QA
Mitsubishi Pharma

“Great software. After | tried
it, | did not want nothing else
for my company! Interactive.

Easy to use.... Simplified my
work and allowed me to
concentrate on quality...”

“... By using this system, |
have confidence with the

documentation and control
other quality related
processes...”

Sasha Nezlin
VP Quality
Intec Pharma

Guy Sadhe,
CIO
Insightec

Compliance Suite
Streamline Guality

Excellent e-QMS suite,
combining ease of
implementation with ease of

“...Great QMS complaint
solution for Medical device

firms. ... this is probably the
best investment out there”
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Some of our customers
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For more information, demo and quote please
contact CRQA — Dot Compliance’s India Partner:

M: +91 98100 68241
Email : bd@crga.in
WWww.crga.in



mailto:bd@crqa.in
http://www.crqa.in/

