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Regulatory and clinical affairs
capabilities

With highly experienced 350+ regulatory affairs specialists and 1200+ trained resources, established
relationship with notified bodies, experience in supporting remediation of QMS dor medical
devices customers, and expert physicians within the clinical team, our Regulatory and Clinical CoEs bring

in right domain expertise to provide simple and efficient approach to ensure regulatory compliance and
quality.




HCL REGULATORY CENTRE OF EXCELLENCE

Values delivered

Doctors, PhDs,
Post Graduates, Subject
Graduates from Matter

Lifesciences Experts
and Engineering
streams

Pool of
200+ core experienced
members and managers with
1200+ trained diverse Industry
resourced background

250+ team Expert Technical
writers

members
capable to run
30+ projects any Huge pool of
single time job-ready work

force trained on
different product
lines

8 of 10 Top Medical Device firms and

4 of 5 Top IVD Device Firms

Interacting with 40+ Sites, working in 4 Geos,
Multilingual like English, German, French,
Japanese

7,000+ Tech Files supported for assessment
and remediation

20+ QMS Assessment - Effectiveness
Analysis and Remediation of procedures and
templates

Process Maturity:
CMMI Level 5| 150:13485 | BS 7799 |
1ISO:27001

Successful support in implementation of
process and product quality standards (e.g.
ISO 13485, 1ISO 4971, ISO 60601x, ISO 10993,
IEC 61010x, 61326x IEC 62304, IEC 62366X%
and UDI)




At every step of your regulatory affairs journey

Design for Compliance Design for Compliance

e Maintain Dossier/

Technical Files
e Track Standards &

ANS]

Jo\

e Detailed gap Regulations

assessment e Change Impact
* Regulatory :;(;:acl)i::dalgﬁato (T\) GS Assessment
requirement standards Nt ® Post-Market

Incidence/event
reporting.

identification.

o Labelling design e Co-ordinate with

® Product-wise . NRTL/Accredited . .
regulatory and content review. test lab for Safety, * Complaint handling
feasibility e Remediation Regulatory * CAPA tracking and
assessment. support Compliance Tech File update

Performance Post
Evaluation Lo

assessment and Flle arerd
remediation preparation s

Regulatory
Scope
Assessment

Regulatory

Work State of

the Art

Regulatory
Reviews

Planning

® Risk-based classification

® Predicate device/
Reference identification

® Review of applicable
Standards & Regulations

e Source File analysis and
gap assessment.

® Review of clinical
validation and safety
testing requirements

e Pathway (Route) of
Regulatory submission

® QC check mechanism

e Risk Management
Files.

e CER and PER.
e DHF content.

e Promotional
materials.

® Design Records.

e Batch Release and
QC records.

® Dossier/Technical
file preparation
according to
accepted TOC.

® CE- Marking
ownership.

e Support during
onsite audit by
the regulatory
agencies or
Notified Body

C € FA



MQMS, our principle and approach

* ISO 13485 Medical Devices-QMS-
Regulatory Requirement

e 21 CFR Part 820 US FDA Quality
System Regulations (QSR)

* 21 CFR Part 11 Electronic Records;
Electronic Signature

* ISO 14971 Risk Management for

Processes Medical Devices

* |SO/IEC 62304 Medical Device -
SDLC Process

e |[EC 62366 MD - Application of

Templates Usability Engineering
& Forms

e AAMI TIR45 Guidance on the use of
AGILE practices in the development
of medical device software

ETVX (Entry-Task -Verification-Exit) Model

IEC 62304, 21 CFR Part 820

e USFDA Guidance Documents

Deployment Tools Deployment Mechanism * GAMP 5 (Good Automated
Manufacturing Practice, by ISPE)
e Intranet based ® Induction Training . .
system Calendar Based ® GDP Good Documentation Practice
e Calendar Base
® Process database Trainings * |SO 9001 QMS - General
* Risk / Reusable « MQMS Training Requirement
components e ISO 13485, ISO e MHLW Ministerial Ordinance
e Best Practices 14971 IEC‘623O 4 No0.169: Ordinance on Standards for
., & QSI,-'\’ Wareness Manufacturing Control and Quality
* Learning’s Trainings Control of Medical Devices and In

Vitro Diagnostic Reagents
® Role based Training -
PQA, CC e CMMI Capability Maturity Model

integration (Ver 1.3) Level 5
® Process update

Training ® ISO/IEC 27001 Information Security
Management System (ISMS)




CASE STUDY:
Clinical/Medical Affairs COE

* 600+ CERs for Medical Devices; 600+ PMS Reports and PSURs
+ >180 Clinical trials for Pharma; 30+ Physicians; 50+ PhDs

+ 250+ Clinical trials supported for Data Management
Global Presence —400+ Resources USA, EU, Canada, India o L
+ 15 projectsin ADaMs and TLF Validation.

M.B.B.S., BDS, BHMS ¢ (Clinical * Biomedical
PhD Pharma/Lifesciences ~ Microbiology Engineering

Masters in Biochemistry * Mastersin * Masterin
Clinical Biotechnology
Research

Masters in Pharmacology

Qualifications

s

Trauma, « Gastroenterology * Ophthalmology Literature Experience and KOLs

Orthopedics * Cardiology * Plastic Surgery + Extensive network of clinicians(KOLs) in India & USA
Joint Surgery * Gynecology + Spinal Surgery * Dedicated team for Literature review & analysis
Robotic Surgery . yascularsurgery *+ Thoracic Surgery + Tools: Embase, PubMed, OVID, ENDNOTE
Pulmonology * Neurosurgery « ENT

Dermatology « Pain Management * Urology Thef:::tic

* Nephrology



CASE STUDY:
Medical Device Clinical Evaluation -
Offerings

Clinical EvaluationReport PostMarket Surveillance : :
Greation, Maintenance PMS Plan, PMS Report, Periodic Eéi ';n?g']eﬁt Analysis
EU, China, Australia Safety Update Report (PSUR)

Literature PostMarket Clinical Claims Validation

Follow-up (PMCF)
PMCF Strategy, PMCF Plan& Report

Clinical & Technical through

Search, Review & Analysis Literature

SScP ComplaintAnalysis
Summary of Safety & Clinical Literature, Medical Records, Legal
Performance complaints

Key Opinion Leader(KOL)
Reviews

Case Studies Snippets




www.hcltech.com

FOR MORE INFORMATION, PLEASE CONTACT

ERS.info@hcl.com

Hello there! | am an Ideapreneur. I believe that sustainable business outcomes are driven by relationships nurtured
through values like trust, transparency and flexibility. I respect the contract, but believe in going beyond through
collaboration, applied innovation and new generation partnership models that put your interest above everything
else. Right now 176,000 Ideapreneurs are in a Relationship Beyond the Contract™ with 500 customers in 50 countries.

How can | help you?
FACCL

BI-103217312770170-ENOOIN





