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Demerged Entity of Arcolab

The GxP Operations

& Technology Company

Consulting.   Operations.   Technology.
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OUR CAPABILITIES - QUALITY & DIGITAL COMPLIANCE

Plan, Build, Run Assure & Protect

Integrated Validation Services

Consulting · Operations · Technology

● One validation practice

○ What we set up, run and hold — across the estate

● Computer Software Assurance (CSA)

○ Migration roadmap, program implementation and automation at 

scale

● Validation as a service

○ The validated state held through upgrades and patches

● Commissioning, qualification & validation

○ Equipment, utilities and facilities — same practice

● Validation management on NoteIQ

○ One record, requirements to qualification

Quality Assurance

One programme, four verticals

● One assurance programme, four verticals

○ Corporate QA

○ IT QA

○ Medical Affairs QA

○ Pharmacovigilance QA

● IT QA and data integrity

○ Regulatory audit prep, ALCOA++, audit-ready evidence

● Anomaly detection & investigation support

○ AnomIQ and InvestigationIQ, working together
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Operations

• Compliance - CSVMP, SOPs

• Validation & Lifecycle

o Enterprise Software

o QC Analytical Instruments

o Production Shopfloor 
Equipment

o Network 

o Middleware

o Infrastructure

o Gap Assessment (Part 11)

o Remediation

• Compliance Audits

Managed
Services

Process 

• CSVMP & SOP

o Development 

o Re-Design 

o Simplification

• Regulatory Audit

o Readiness

o Participation

o Observation Response 

• Digital Platform Mgmt 

• Upskill / Training  

• Vendor Management

Consulting
Services

Strategic Shift

• CSA

o Program Implementation

o Risk approach Re-design

o Procedural Re-definition

o Business Alignment with

training

• Automation

o New Tech – AI / RPA

o Automated Protocol 

Execution

o 180+ GxP RPAs Validated  

Transformation 
Services

NoteIQ (Software Suite)

• Digital Platform for Validation

o VMS

o Lifecycle Digitization

o Paper;less Operation

o Integrations

o AI Controlled Deliverables

Digitization

Process Agility
Maximize Compliance Business Enablement

CSV SERVICES
AND SOLUTIONING   
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CSV SERVICES 
AND SOLUTIONING   

Managed Services Capability Span Specialization

CSV Operations Management 
(On-Site / Off-site)

SMEs 

(For System and Exp Requirement)

Compliance 

(To Effective CSVMP and Procedures)

Maintenance

(IT systems in validated state)

Validation 

New Systems     

Older Systems - Retrospective 

Audit 

(Preparedness and Management)

QMS 

(Discipline)

Training

(CSV, DI Compliance , CSA)

Enterprise Applications (ERP, MES)

Analytical Instruments (QC N/w and Non N/w)

Production Equipment (SCADA, PLC, HMI)

Network Assessment and Qualification 

Engineering Systems (BMS, EMS)

Integrated Systems (Middleware)

DC and DR   (Infrastructure)

Gap Assessment (Part 11) & Remediation

Compliance Audits (Internal Audits)

Enterprise Applications

IT Compliance 

ERES Gap Assessment

Remediation 

Network Qualification 

Data Assessment Validation
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Installation & Configuration

• Verify systems for compliance in Applicable 

Customization, Configurations,. 

o (User Management, Audit Trails, Logs, Usage controls, 

Security Settings)

• Test Changes and Release Preparation. 

COMMISSIONING, QUALIFICATION AND VALIDATION (CQV)

EQUIPMENT & INSTRUMENT QUALIFICATION

System Assessment and Upgradation

• Retrospective Qualification 

• ERES gap assessment

• Corrective action plan

• Remediation - System updates, corrections to 

address assessment gaps.

SYSTEM STATE - NEW SYSTEM STATE – COMMISSIONED
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Everything we deliver under Computer Software Assurance, from the migration roadmap to unmanned execution at scale.

Manual
Paper protocols, wet 

signatures.

Digitised
Same lifecycle, electronic 

approvals.

Risk-based

Test depth scoped by criticality.

Automated

Protocols executed by the system.

Migration & Roadmap

Getting to CSA

● Current-state assessment

○ System inventory & risk classification

● Approach agreed with quality

○ Before anything is rewritten

● SOPs & templates rewritten

○ Team trained on the new approach

● First wave proved

○ Before adoption across the estate

Program Implementation

Running CSA

● Test effort by criticality

○ Concentrated on safety & integrity

● Documentation & release cycles

○ Reduced, not just relabelled

● Inspection-ready evidence

○ Stronger than the CSV baseline

● New systems

○ Enter at the right depth, first time

Automation

CSA at scale

● Unmanned protocol execution

○ Where testing needs no operator

● 200+

○ Robotic process automations validated

● 10,000+

○ CSA documents produced

COMPUTER SOFTWARE ASSURANCE (CSA)
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Q U A L I T Y  A S S U R A N C E

ONE ASSURANCE PROGRAMME, FOUR VERTICALS
Run as one operating programme across regulatory-exposed functions, audit-ready, with the record to prove it.

CORPORATE QA

● ISO 27001 & 27701 attainment

○ Delivered as a service

● Training management

○ Design to content

● Vendor management

● SOP analysis and 

harmonization

● Root cause analysis and CAPA 

support

IT QA

● Regulatory audit preparation

○ Readiness, gap closure by risk, 

inspection support

● Data integrity assurance

○ ALCOA++, audit trail, access, backup & 

restore verified

● IT QA as a service

○ Digital maturity assessment

○ Compliance assessment

○ Ongoing assurance work

MEDICAL AFFAIRS QA

• Vendor management

• Compliance report 

validation

• Clinical trial data 

validation

PHARMACOVIGILANCE
QA

• Vendor management

• Vendor audits

• Compliance report 

validation

Zero
Critical inspection findings on record: FDA, TGA, EU and UK

160+
Audits fronted, regulatory and customer



www.pivotpath.com 9

GOLD SEEM National Energy Management Awards

DRIVING MANUFACTURING
OPERATIONAL EXCELLENCE

We train, coach, implement and sustain lean systems on the shop 

floor, keeping plants audit-ready at all times. Our SMEs work to 

Kobayashi's 20 Keys® framework across quality, cost and lead time, 

building improvement that holds after we leave.

1,800+
Employees trained on lean 

implementation

650+
5S Zones led by 900+ trained champions

₹19.2 cr
Cost avoidance from 2,900+ shop-floor 

ideas

30 MW
Renewable portfolio, ₹10+ cr saved 

annually

LEAN FOUNDATION 
PROGRAMS

5S, GEMBA, Ideation and Daily Huddle 

run as one connected system  with an 

in-house GEMBA app and idea capture 

in regional languages.

20 KEYS® IMPROVEMENT 
MODEL

Twenty operations focus areas 

spanning quality, cost and lead time, 

benchmarked site by site through a 

PPORF plant maturity assessment.

ENERGY & SUSTAINABILITY

Renewable transition managed end to 

end Group Captive, BOOT, CAPEX and 

OPEX open access against ESG and net-

zero commitments.

AUDIT & INSPECTION 
READINESS

Plants held at all-time readiness for 

USFDA, TGA, WHO and customer 

audits, with analytical dashboards 

giving leadership live visibility.

H O W  W E  E N G A G E

01
INITIATION

Preliminary assessment and site visit · 20 days
02

PHASE 1

Stabilize lean foundation: 5S & Visual Factory · 

6–9 months

03
PHASE 2

World-class lean platform via special projects · 

12–15 months
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Pivot Path Private Limited 
Demerged Entity of Arcolab

info@pivotpath.com

19/2, SKR Towers, 15th  Cross Road, Dollars Layout,
JP Nagar 4th Phase Bangalore – 560078, India 

© 2026 Pivot Path
All Rights Reserved.

This presentation is intended solely for the use of the individual or entity to whom it is addressed. If you are not the intended recipient, please notify the sender immediately and delete the presentation from 
your system. Any unauthorized use, disclosure, copying, or distribution of this presentation is strictly prohibited. The information contained in this presentation is for informational purposes only and is 
provided "as is" without any warranties, express or implied. Pivot Path makes no representations as to the accuracy or completeness of the information in this presentation or any consequences resulting from 
the use of such information.

This presentation may contain confidential and privileged information. Unauthorized disclosure or use of such information is strictly prohibited. Pivot Path reserves the right to make changes to this 
presentation at any time without notice. The views and opinions expressed in this presentation are those of the author(s) and do not necessarily reflect the official policy or position of Pivot Path. Pivot Path 
accepts no liability for any damage caused by any virus transmitted by this presentation. It is the responsibility of the recipient to ensure that the presentation is virus-free before opening. By viewing or using 
this presentation, you agree to be bound by the terms and conditions of this disclaimer.
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