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Al IN CLINICAL DATA
MANAGEMENT
(CDM) TRAINING PROGRAM

With Industry-Oriented LIVE Projects &
100% Placement Assistance
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ABOUT THE
PROGRAM

The Al in Clinical Data Management (CDM) Training
Program is a comprehensive, industry-aligned initiative
designed to prepare professionals for the rapidly evolving
clinical research ecosystem. The program integrates core
Clinical Data Management principles with Artificial
Intelligence (Al), Machine Learning (ML), Natural Language
Processing (NLP), and automation techniques that are
increasingly adopted across pharmaceutical companies,
CROs, biotech firms, and healthcare analytics organizations.

Modern clinical trials generate large volumes of complex,
multi-source data. To manage this efficiently while
maintaining regulatory compliance and patient safety,
organizations are transitioning toward Al-enabled CDM
workflows. This program equips learners with the
knowledge, tools, and long-term project exposure required
to operate confidently in such environments.

Highlights:

/ Learn CDM from scratch

/ Apply Al to real clinical datasets

+/ Work on 3-month, 6-month or 12-month long-term projects
v/ Get 100% Placement Assistance

/ Virtual sessions, Attend at the comfort of your home

1800-1200-1818, 080-5099-7000 www.Biotecnika.org
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PROGRAM
OBJECTIVES

The primary objective of this program is to develop industry-ready Clinical Data
Management professionals capable of applying Al-driven approaches to improve
data quality, efficiency, compliance, and decision-making across the clinical trial

lifecycle.

By the end of the program, participants will be able to:

Understand Apply Al for
end-to-end data cleaning,
Clinical Data validation, and
Management standardization
workflows
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Automate query Work with global
management standards such
and medical as CDISC, SDTM,

coding processes and MedDRA

1800-1200-1818, 080-5099-7000
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Support Risk=
Based Monitoring
(RBM) and patient

safety activities

B

Contribute
effectively to Al-
enabled clinical

trial teams

www.Biotecnika.org
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ELIGIBILITY
CRITERIA

This program is suitable for both freshers and working professionals with backgrounds
in life sciences and healthcare. No prior coding or Al experience is required.

Eligible participants include:

BSc / MSc / PhD graduates in Life Sciences, Biotechnology,
Microbiology, Biochemistry

Pharmacy graduates (BPharm / MPharm / PharmD)

Clinical Research, Clinical Data Management, Pharmacovigilance
professionals

Professionals from Regulatory Affairs and Clinical Operations

Fresh graduates aspiring to enter the clinical research industry

&
&
&
&
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1800-1200-1818, 080-5099-7000
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WHY TAKE UP THIS

COURSE?

Clinical Data Management is a
mandatory function in every clinical trial.
However, the role has evolved
significantly due to automation, Al
adoption, and increasing regulatory
expectations for data quality and faster
trial timelines.

Most professionals face one of two
challenges:  either they  possess
traditional CDM knowledge without Al
exposure, or they learn Al without
clinical context. This program bridges
that gap by offering integrated,
application-oriented learning, aligned
with real industry requirements.

Key benefits of this
course:

Relevance in an Al-driven clinical
research environment

Transition from manual,
repetitive roles to high-value

positions

Improved employability and
long-term career stability

Exposure to real-world
workflows, tools, and projects
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WHY LEARN Al IN
CLINICAL DATA ) gy
MANAGEMENT? ‘

Clinical trials today generate data from EDC systems, laboratories, imaging
platforms, wearables, and real-world evidence sources. Managing this data manually
is time-consuming, error-prone, and costly.

Al enables automation and intelligence across CDM activities, leading to improved
efficiency, better compliance, and enhanced patient safety.

Al is used in CDM for:

01

Automated data
cleaning and
validation

Intelligent query
generation and
resolution
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Risk-Based
Monitoring
(RBM)

Fraud and
anomaly
detection

Medical coding
automation using
MedDRA and

WHO-DD

% IIQT |

Patient safety
signal detection

Learning Al within the CDM context allows professionals to move beyond execution-
focused roles and contribute to analytical and decision-support functions.
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PROGRAM
STRUCTURE

01 INDUCTION SESSION

Orientation to the program structure, learning
roadmap, tools overview, and career pathways.

0 BASIC ASSESSMENT

An assessment to understand learner background
and align training depth and pace

www.Biotecnika.org
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MODULE I;
Introduction to CDM

Overview of Clinical Data Management: Definition, Scope, and Importance

Clinical Trial Overview: Phases, Types, Process

Clinical Trial Study Designs & Regulatory Guidelines

Introduction to Clinical Data: Types, Sources, and Formats

Understanding the Protocol Design

1800-1200-1818, 080-5099-7000 www.Biotecnika.org
R



-becniéﬁa

Documentations in CDM (CRF, SOP, DMP, CSR)

Revision & Doubt Solving Session

1800-1200-1818, 080-5099-7000 www.Biotecnika.org




MODULE II:
OVERVIEW OF Al IN CDM

Al & ML in CDM_Overview

Intersection of Al and CDM

Recent Trends & Scope of Al in CDM & Importance of Automation

Revision & Doubt Solving Session

e Test/Quiz

1800-1200-1818, 080-5099-7000 www.Biotecnika.org
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MODULE Il
Regulatory Frameworks and Standards

Regulatory Frameworks: ICH GCP, 21 CFR Part 11, GDPR, ISO standards

Al in Regulatory aspects of CDM

Overview of Clinical Data Management Systems (CDMS)

Introduction to CDISC, CDASH and SDTM Standards
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MODULE IV:
Data Integrity and EDC Systems

Introduction to EDC Systems: Features and Benefit

ALCOA+ Framework for Data Integrity, Data Quality Metrics and
their Importance

Validation and Verification in CDM SAS Programming Overview

Introduction to SAS Studio + DEMO LIVE Q&A

e Assignment

1800-1200-1818, 080-5099-7000 www.Biotecnika.org
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MODULE V:
CDM Work Process in Overview

Understanding Study Structures in EDC

Foundations of Data quality and Data quality management, DBMS

Making Clinical Data Speak One Language: CDISC,
SDTM & MedDRA + DEMO

Data Cleaning and Data Integrity & Regulatory Adherence

Hands on Session




MODULE VI.
EDC Tools & Implementation

Introduction to REDCap

Introduction to Medidata Rave & Open Clinica

Introduction to Veeva Vault & Configuring Study in Veeva Vault

Introduction to Castor + DEMO

Introduction to Al Tools in CDM & ML

Revision & Doubt Solving Session

1800-1200-1818, 080-5099-7000

www.Biotecnika.org
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MODULE VII:
Core Data Operations in CDM

Managing Source Data

Query Management in Practice; Query Resolution and Reporting with practical

Lock and Unlock Procedures

Data Accuracy, Data Cleaning and Validation
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MODULE VIII :
Timeline Driven Safety Management

SAE Reconciliation and Safety Data Management

Timeline and Deliverable Management and Handling Data Discrepancies

Regulatory Updates and their CDM Impact

Data Migration Strategies Working with CROs & Sponsors

Vendor Management LIVEQ & A

e Test/Quiz

1800-1200-1818, 080-5099-7000 www.Biotecnika.org



becmikja
MODULE IX:
Al for Risk-Based Monitoring & Patient Safety

Al in Data Standardization, Harmonization & Automation in CDM

Case study on Data Standardisation, Harmonization and automation using Al

Al in Patient Safety Data Quality & RBM

Al in AE Code Standardization

1800-1200-1818, 080-5099-7000 www.Biotecnika.org
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MODULE [X:
Al for Risk-Based Monitoring & Patient Safety

Risk Detection & Patient Safety Signals, Patient Entity Resolution

Hands on/ DEMO - MedDRA

1800-1200-1818, 080-5099-7000 www.Biotecnika.org



MODULE X:
Hands-on CDM Execution

= _ =

Hands On Adding Participants in EDC

Hands On CRF Design and Deployment

Hands On Data Entry and Validation Hands On Query Management

Hands On Reports and Dashboards Hands On Audit Trails and Compliance

Performing eSignatures in EDC + DEMO Troubleshooting and Compliance

Mid term Assessment

Revision & Doubt Solving Session

1800-1200-1818, 080-5099-7000 www.Biotecnika.org
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MODULE XI:

|

Mid-study Adaptation and Innovation ad

Handling Mid-Study Changes

Emerging Trends — Decentralized Trials & Remote Trials

Monitoring in EDC

Investigator Role in eConsent and EDC Systems

Types of Recruitment in Clinical Trials

e Assignment / Activity on EDC Tool

1800-1200-1818, 080-5099-7000

www.Biotecnika.org



MODULE XII :
Advanced CDM Concepts and Digital
Transformation

Use of Al Tools in Clinical Data Management for Data Quality and Cleaning

Query Automation in CDM

Application of Al in Data Analysis, Operational Efficiency and Compliance

1800-1200-1818, 080-5099-7000 www.Biotecnika.org
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Challenges and Limitations of Al advanced applications in CDM

MODULE XIlI :
Deep Dive and Professional Integration

Clinical Research Coordinator and CRA Roles

Data Manager Role and Responsibilities, Administrator Role in Clinical Data
Management

Freelancing in CDM

LIVEQ & A

1800-1200-1818, 080-5099-7000



MODULE XIV:
Future Trends, Ethics &
Career Path

Al-Based Identification of High-Risk Clinical Trial Sites

Career Opportunities, Scope of CDM with Al (India + Abroad) & Ethical issues

Roles and Responsibilities, Stakeholders & Salary Trends

Qualifications & Skills Required to Expertise in CDM

1800-1200-1818, 080-5099-7000 www.Biotecnika.org
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Resume Building & Career Counselling

LinkedIn Profile Optimization & Networking Importance for CDM Professionals

Doubt Solving Session

Final Assessment

MODULE XV :
Project Work

Project work Briefing

1800-1200-1818, 080-5099-7000 www.Biotecnika.org
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LONG-TERM
PROJECT LIST
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3-MONTH PROJECTS

CDM Exclusive Projects (Excludes Al)
CRF & Dataset Design for Adverse Event &
Concomitant Medications
Real-World Study Design — Pediatric Diabetes
Phase | Data Management Plan & EDC Setup
Real-World Study Design — Pediatric PCOS

CRF & Dataset Design for Demographics & Patient
Eligibility

3-MONTH PROJECTS

End-to-end industry-grade Al systems

Al-based identification of high-risk clinical trial sites
Al-driven analysis of aging queries

Al-assisted RBM and data quality monitoring
Al-driven data cleaning and standardization
Al-based patient safety data assessment

Al for query management

Al-driven medical coding automation

1800-1200-1818, 080-5099-7000 www.Biotecnika.org
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6-MONTH PROJECTS

Advanced automation and compliance-focused projects:

Generative Al for CSR and protocol automation
Audit trail analysis using Al

Harmonization of multi-center data using Al
Al-powered risk detection systems

Al-driven data entry, validation, and coding

Al-based clinical data review and query management

12-MONTH PROJECTS

End-to-end industry-grade Al systems

Al framework for RBM and patient safety

Al-based mental health assessment systems
Symptom checker and Al diagnosis assistants
Complete data cleaning and harmonization pipelines

Ethics and responsible Al frameworks for clinical data

1800-1200-1818, 080-5099-7000 www.Biotecnika.org
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COMPANIES HIRING PROFESSIONALS WITH
CDM + Al SKILLS

Industry Adoption of Al-Enabled Clinical Data Management

The integration of Artificial Intelligence into Clinical Data Management is no longer
experimental. It is actively adopted across pharmaceutical companies, CROs, biotech
firms, healthcare analytics providers, and medical device organizations to improve
trial efficiency, data quality, and regulatory compliance.

Professionals with combined CDM and Al skills are increasingly preferred because
they can operate at the intersection of clinical science, data operations, and
intelligent automation.

Global pharmaceutical organizations use Al-enabled CDM for:

Faster database lock
Reduced manual data review
Risk-based monitoring

Improved patient safety oversight

Companies actively hiring include:

folmon-fohmen | ¢=9 MERCK

AstraZeneca"f?fi'f: sanofi

D00




These organizations recruit for roles such as:

Clinical Data Analyst
Clinical Data Scientist

Centralized Monitoring Analyst

-+ + + + + + + +

Risk-Based Monitoring Specialist

CROs manage large, multi-country trials and are among the earliest adopters of Al in
CDM.

Major CRO recruiters include:

parexel. | ZIQVIA PP
®labcorp  QEBEQ Syneoé.b

Drug Development
& P A Symbol of Excellence Health

MEDPANCE.

Al-enabled CDM professionals in CROs work on:

e Centralized data review
e Query automation

Risk-based monitoring

Data quality analytics

1800-1200-1818, 080-5099-7000
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‘Indian Pharmaceutical & CRO Eco: system

Indian pharma and CROs supporting global trials increasingly demand CDM
professionals with automation and analytics exposure.

Key recruiters include:

D? Dr.Reddy’s Q':‘.

AUROBINDO

@ PHARMA

syngene = Cipla

ey
LUPIN GVK'BIO | A3 LAwsoa

:_'_ Biotech & Life Sciences Companies

Biotech companies running early-phase and precision medicine trials require Al-
driven data harmonization and safety analytics.

Examples include:

moderna | (fJ GILEAD

®Biogen

REGENERON

1800-1200-1818, 080-5099-7000 www.Biotecnika.org
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'Healthcare Analytics, Software & Al Companies

These firms build platforms and analytics solutions used by pharma and CROs.

Key employers include:

MEDIDATA ©ORACLE

HEALTH SCIENCES

PN

(,saama

X,

veeva ConcertAl

' Medical Device & Diagnostics Companies

Clinical studies for devices and diagnostics increasingly rely on automated CDM
workflows.

Recruiters include:

Medironic ) Abbott

When Life Depends on Medical Technology

SIEMENS ..,
Healthineers ~=° @B GEHealthcare

1800-1200-1818, 080-5099-7000 www.Biotecnika.org
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A Structured, Industry-Integrated Placement Ecosystem

Biotecnika’s placement support is built on a realistic understanding of the biotech,
pharma, and clinical research hiring ecosystem. Unlike generic placement claims,
Biotecnika openly acknowledges the challenges in biotech hiring and has built
systems to overcome them over nearly two decades.

Founded in 2006, Biotecnika initially began as a biotech job portal. During this phase,
a critical insight emerged nearly 70-75% of biotech and pharma jobs are never
publicly advertised. These roles are filled through trusted referrals, internal networks,
and verified talent pipelines. This realization became the foundation of Biotecnika’s
placement strategy.

Core Challenge in Biotech Placements

The biggest challenge in biotech hiring is not a lack of jobs, but a mismatch between
industry expectations and candidate skill sets. Most companies demand:

e Prior hands-on experience

e Familiarity with real workflows and tools

e Immediate productivity after joining

At the same time, freshers and early-career professionals struggle to get
opportunities due to the common requirement of 3-5 years of experience, even in
emerging fields like Al-enabled Clinical Data Management.

1800-1200-1818, 080-5099-7000 www.Biotecnika.org
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Biotecnika addresses this gap through a feedback-driven training and placement loop:

Dedicated Team

Biotecnika operates a dedicated placement Team that regularly interacts with HR
managers, scientists, hiring leads, and founders across biotech, pharma, CROs, and

healthcare analytics companies.

@Vj

-

1800-1200-1818, 080-5099-7000 www.Biotecnika.org
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Requirement Mapping
Instead of sending generic resumes, the team first understands:

e Specific skill expectations _—
e Tools and platforms used
e Level of autonomy required

y |
e Regulatory exposure needed l

Curriculum Alignment -
Industry feedback is directly used to: | ?
" -
e Update training modules :! ; -
g B
e |ntroduce new tools, projects, and workflows i- [

e Strengthen weak skill areas identified by employers

Experience Creation Through Projects & Internships

Since lack of experience is the biggest barrier, Biotecnika emphasizes:

Long-term internships

Industry-aligned project work

Hands-on exposure with real datasets

Experience letters based on actual deliverables

HR Convincing & Interview Enablement
When companies demand 3-5 years of experience, Biotecnika actively:

» Negotiates interview opportunities for candidates with structured project
experience

e Positions candidates based on demonstrated capability rather than years alone

1800-1200-1818, 080-5099-7000 www.Biotecnika.org
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Interview Readiness

End-to-End Coordination

From resume shortlisting to interview scheduling and follow-ups, Biotecnika manages
the entire coordination process, allowing companies to reduce their hiring effort.

Due to strict non-disclosure agreements (NDAs) with multiple companies working on
proprietary research, patented technologies, or confidential datasets, Biotecnika
cannot publicly disclose all placement details or video testimonials. However,
placements are ongoing and verifiable through internal records and employer
relationships.

Placement Scale & Impact

e Over 657 students placed in the last 12 months
e Approximately 33-35% absorbed directly into partner organizations
e Average of two student placements per day

e Placements across Al/ML, Clinical Data Management, Bioinformatics, NGS,
Molecular Biology, Data Analysis, and allied domains

* Increasing focus on global placements through Biotecnika Global initiatives

Placement assistance is currently available only to students enrolled in Biotecnika’s
training and internship programs, ensuring quality and commitment on both sides.

1800-1200-1818, 080-5099-7000 www.Biotecnika.org
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" CONCLUSION

A Strategic Career Investment in the Future of Clinical
Research

The Al in Clinical Data Management Training Program is not a short-term skill course. It
is a strategic career-building program designed to align learners with the future
direction of the clinical research industry.

As clinical trials continue to grow in scale, complexity, and regulatory scrutiny,

organizations will increasingly rely on Al-enabled CDM professionals who can ensure
data quality, patient safety, compliance, and operational efficiency.

This program combines:

Strong CDM fundamentals

Practical Al application

Long-term, industry-aligned projects

Structured placement support

Realistic, transparent career guidance

For students and professionals seeking long-term stability, growth, and relevance in
clinical research, this program provides a clear, credible, and industry-connected
pathway.

1800-1200-1818, 080-5099-7000 www.Biotecnika.org
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