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Workshop Title : Mastering Site Operations for GCP Compliance & Patient-Centered Care.

Overview

Success in patient enrolment and retention is cornerstone of clinical research. In order to fulfil India's
aim to be a credible, predictable and patient friendly destination to conduct global clinical trials
success of research site are a must. This comprehensive workshop is designed to equip Clinical
Research Coordinators, site research staff and site CR managers (within govt./ Pvt.) with the essential
skills to master site operations in accordance with GCP guidelines and foster patient-centered care.
Participants will engage in case study format discussions and interactive exercises to align site
practices with regulatory requirements while prioritizing participant safety and satisfaction.    

Objectives

· Align site operations with GCP standards to ensure compliance, data quality, and integrity 
across research activities.

· Strengthen management of site workflows, including patient recruitment, informed consent 
processes, and data management, with a focus on operational e�ci cy.

· Promote a culture of patient-centered care, enhancing participant engagement, retention, 
and trust.

· Identify operational challenges faced by sites and develop effective strategies for resolution.
· Enhance leadership skills for hospital administrators and site managers to foster a compliant 

and ethically responsible research environment.
· Improve communication and coordination among CRCs, hospital staff, and management to 

streamline research processes and ensure regulatory adherence.

Relevance of the Workshop

This workshop is highly pertinent for both clinical research staff and hospital leadership because:

· Regulatory Compliance : Ensures all site personnel understand and implement GCP standards, 
reducing risks of non-compliance and protocol violations.

· Operational Excellence : Equips site managers and CRCs with best practices to optimize 
workflows, resource utilization, and participant management.

· Patient Safety & Satisfaction : Emphasizes the importance of patient-centered approaches, 
which are critical for ethical conduct and trial success.

· Institutional Reputation : Strengthening site operations and compliance enhances the 
hospital's credibility and attractiveness for future research collaborations.

· Capacity Building : Supports hospital administrators and research managers in fostering a 
research-conducive environment that balances operational e�ciency with ethical responsibility. 
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Target Audience

ONLY for Clinical Research Coordinators (CRCs) working at sites

AGENDA

Session Timing Session/Topic Speaker Name Organization Name Designation

Welcome & Introduction Dr. Smita Brahma
 Medanta Institute of Education Research
(MIER)

Director - MIER

Workshop objectives and agenda overview
Dr. Sanish Davis Johnson & Johnson Innovative Medicines Director R&D, GCO

Pre- workshop questionnaire Raman Sehgal Medanta - The Medicity
General Manager - Medical and Clinical 
Research Development

Industry sponsored studies versus academic studies: what should a CRC 

know?
Dr. Shoibal Mukherjee Medanta - The Medicity Director and Head -  Medical Research

What should be the CRC’s deliverables in supporting research at a site? Deepti Goel Harrison's Tech Consultants Executive Director

Hands on exercise : Roles & Responsibilities for CRCs Deepti Goel Harrison's Tech Consultants Executive Director

10:30 AM - 11:00 AM

Why patient centricity is crucial for ethical conduct, recruitment, 

retention, and overall study success
Dr. Surinder Kher Aster Hospitals, Bengaluru Executive Head - Clinical Research

Medical Oncology & Bone Marrow 

Transplant, Cancer Institute, 
Medanta - The Medicity

Case study on patient centricity – A Govt. Hospital Perspective Shilpi Paliwal Premier Research Site Solution Manager

Developing effective recruitment plans: site-specific challenges and 

solutions. Pre-screening and eligibility assessment best practices
Dr. Puja S Nagpal Research Scientist and  Head Quality Amrita Research Centre,Faridabad

Importance of patient retention strategies for gathering long term follow 

up data
Manoj Karwa Auriga Research Private Limited Head - CT and PV

Dr. Puja S Nagpal Research Scientist and  Head Quality Amrita Research Centre,Faridabad

Manoj Karwa Auriga Research Private Limited Head - CT and PV

Exercise: Reviewing sample source documents and identifying common 

errors
Dr. Rajesh Saxena Max Healthcare Institute Limited Vice-President, Clinical Research

01:30 PM - 02:30 PM

02:30 PM - 03:00 PM Investigational Product (IP) Management & Accountability : Case Study Muneeb Ahsan Mankind Pharma Limited Deputy General Manager, Clinical Research

Safety Reporting: Exercises  Priyadarshini Arambam
Batra Hospital and Medical Research 

Centre

General Manager – Academics and Clinical 

Research

03:45 PM - 04:15 PM

Dr. Pooja Sharma APAR Health
Founder CEO, Ethicist, and Patient 

Advocate

Dr. Neha Chawla

Clinical Development Services Agency, 

Translational Health Science and 

Technology Institute

Head - Training

Clinical Trial Agreement (CTA) & Budget Essentials - Live example Raman Sehgal Medanta - The Medicity
General Manager - Medical and Clinical 

Research Development

Career trajectory for CRCs – A CRC Perspective Sutapa Roy Medanta - The Medicity
Research Coordinator, Institute of Critical 

Care and Anaesthesiology

Career trajectory for CRCs – Industry Perspective Deepti Goel Harrison's Tech Consultants Executive Director

05:00 PM - 05:45 PM

04:15 PM - 05:00 PM

05:45 PM - 06:00 PM

03:00 PM - 03:45 PM

Key Takeaways, Questions and Answers & Closing Remarks

Distribution of Certificates of Participation

09:00 AM - 09:15 AM

09:15 AM - 10:30 AM

11:00 AM – 12 :00PM

12:00 PM - 12:45 PM

Practical Aspects of Safety Reporting

Tea Break

Communication & Empathy: Essential Soft Skills for CRCs

Role-play or Group Discussion with 2 scenarios: 

Practicing empathetic responses to common patient concerns

Patient Recruitment & Retention Strategies

Discussion/ Q&A/Exercises

Source Documentation & Case Report Form (CRF) Completion

Lunch Break

12:45 PM - 01:30 PM

Tea Break

Patient Centricity In Clinical Research

Investigator’s perspective on how patient centricity can enable better 

research outcomes
Dr. Nitin Sood Vice Chairman

CRC’s Role In Supporting Research At The Site



(01st Oct 2025 - 22nd Dec 2025) 23rd Dec 2025 - 31st Jan 2026

(01st Oct 2025 - 22nd Dec 2025) 23rd Dec 2025 - 31st Jan 2026
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