ASSURANCE ACROSS ASIA- PACIFIC

ADAMAS Consulting combines global quality assurance expertise with deep regional knowledge across
Asia-Pacific. Through our network of local auditors and subject matter experts, we deliver independent
GxP auditing, inspection readiness, and quality consulting services throughout the region.

With an established presence in the region since 2013,
including our wholly owned office in Mumbai, India,
ADAMAS APAC combines global quality standards with
local regulatory expertise to help organizations navigate
increasingly complex regulatory environments with
confidence.

Our regional presence is complemented by a network of
experienced local auditors and subject matter experts,
enabling us to deliver consistent, high-quality services
tailored to the unique regulatory and operational
requirements of each market.

EXTENSIVE AUDIT COVERAGE ACROSS KEY
ASIA-PACIFIC MARKETS
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CAPABILITIES

Ea

Good Clinical
Practice

I Investigator Site Audits
I Sponsor & CRO Audits
| T™F Audits

| Vendor Audits

| Inspection Readiness

&

Good Pharmacovigilance
Practice

I PV System Audits

| PSMF Reviews

I Vendor Oversight Audits

| Signal Management Audits

| cAPA Management

Good Manufacturing
Practice

I Drug Product Audits
| API Audits
| Medical Device Audits

| Laboratory Audits

Cs O,
Good Laboratory Computer Systems
Compliance Compliance

reviews

GLP & GCLP audits
CAP, CLIA & COLA assessments
Study, facility, data & report audits

Mock inspections & inspection
readiness

Gap analysis & training

Archive audits & document

audits

CSV & validation audits

21 CFR Part 11 compliance

Vendor & third-party system

I
I
| audits
I
I

IT security assessments
Al & machine learning expertise

Decentralized trial technology
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DEDICATED APAC AUDITOR NETWORK \ N D

| Regional Coverage

Australia

® GCP expertise
® Australia & New Zealand coverage

China

e GCP e GMP e GLP/GCLP

e GVP e Mandarin and English auditors
Japan India
® GCP ® GCP ® GVP ® GMP
® GVP

® (CSC ® GLP/GCLP ® Regional hub supporting APAC

® Native Japanese expertise
® English, Hindi, Marathai, Gujrati language support

South Korea Singapore Thailand
e GCP ® GCPexpertise ® GCP expertise
® GMP ® English, Mandarin ® Thailanguage support

® Korean language support ® Native Language support

I Languages supported

e JP M CN . KR = IN = TH 5 GB

Local language capability. Local regulatory knowledge.

Global ADAMAS quality standards.
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FEATURED EXPERT

Hiromichi Takahashi

Senior Consultant | Former PMDA GCP Inspector

® Former PMDA Inspector
® 5years of inspection experience

® 100+ GCP inspections
conducted
Areas of Expertise:

® Japanese GCP
® |CHEB(R2/R3)

® TMF Audits
WHY ADAMAS?
@ 4,2.00+ K] 100+
Audits conducted Countries audited
globally

QA professionals oversight

‘ Q« 100+ U'R Independent QA

D‘[g Peer-reviewed El Risk-based audit
deliverables methodologies

30+ years in clinical
development

Extensive sponsor, CRO and site .

audit expertise

Inspection Readiness
Mock Inspections

Sponsor & CRO Audits

Global clients

| @ 750+

Deep expertise

‘ @ across all GxP

disciplines

ADAMAS combines proven global quality systems with regional APAC
expertise to help organizations meet regulatory expectations, strengthen
oversight, and reduce compliance risk.

CONTACT ADAMAS CONSULTING

.

EMEA Headquarters ADAMAS Consulting Pvt \

Camberley, United Kingdom Dextrus — Peninsula Corporate

Park Lower Parel #E 03, 6th Floor,
Peninsula Tower
G.K. Marg Mumbai - 400013
APAC India
Mumbai, India

Americas
Andover, MA | San Diego, CA

ADAMAS
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B info@adamasconsulting.com

o

@ www.adamasconsulting.com



http://www.adamasconsulting.com/

