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CERTIFICATE PROGRAMME ON

GOOD CLINICAL PRACTICE (GCP)

ABOUT THE CERTIFICATE PROGRAMME ON GCP

The Good Clinical Practice (GCP) certificate programme is designed to provide thorough training in the skills and
knowledge necessary to conduct clinical research according to the International Committee for Harmonization of GCP
guidelines (ICH GCP). This program aims to foster the development of multidisciplinary and multi-sectorial teams to
advance clinical research. It also seeks to promote connections among trainees and other scientists ffom universities,
research institutes, and similar institutions. By encouraging these collaborations, the program aims to create a
supportive and empowering environment for participants, helping them become proficient professionals in clinical
research. The one-month certificate program will be delivered online, featuring live and recorded sessions by the
Institute of Applied Statistics, Kanpur, and the All India Institute of Ayurveda, New Delhi. ’
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e Develop multidisciplinary and multi-sectorial
teams dedicated to advancing clinical research. ‘ _
Foster and promote connections among trainees, REGISTRATION FEE:
scientists, and professionals from universities,

research institutes, and similar establishments. 1500/- INR Per Part|C|pant
Create a supportive and empowering |

environment for participants.

Enhance participants' proficiency and capabilities g REGISTRATION:

in the realm of clinical research. g 3 e T
For registration please visit our official

Facilitate collaboration and growth among clinical
research professionals. website: www.iasdcs.com

Ensure participants are well-versed in ethical, e E-Certificates will be provided to all the

regulatory, and methodological aspects of clinical participants.

research.

e Access of Recorded SeSS|on and PDF Notes
will be provided.

WHO SHOULD ATTEND ? g0 10 25 R w0, R, 2% 3
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Faculty members or students with degrees in MD/MS, o X

life sciences, B.Tech, B.Sc. in microbiology, life ;

sciences, botany, zoology, food science, food

technology, BE, B.Pharm, M.Pharm, Pharm D, MBBS, EEEEEEEL PROGRAMME DURATION
BDS, BHS, BUMS, BAMS, or BSMS, and who have * : .

consistently demonstrated strong academic and E 01 Aprll to 30 Aprllr 2025

research backgrounds.

SESSIONS OFFERED ON PLATFORMS

0 3 YouTube
webex -LIVE

by CISCO

LIVE SESSION TIME
06:00 PM - 07:00 PM

G +91-9807912182 8 ayurveda.ias @ gmail.com @ www.iasdcs.com



CERTIFICATE PROGRAMME ON

GOOD CLINICAL PRACTICE (GCP)
PROGRAMME SCHEDULE

O1APRIL 2025 -~INAUGURAL OF THE PROGRAMME

02 April

03 April

.04 April
O7 April
08 April
09 April

10 A'pril

Introduction to Good Clinical Practice (GCP)

e Overview of GCP: Definjtion, history, and significance
e Importance of GCP in clinical research
e Introduction to Ayurveda and its integration with modern clinical practices

Ethical Principles and Guidelines

Ethical principles in clinical research

Types of Ethical Review and Requirement

International and national guidelines (ICH-GCP, WHO-GCP)
Relevance of ethics in Ayurveda research

Regulatory Requirements

e Regulatory bodies (FDA, EMA, DCGI)
o Key regulations and guidelines for Ayurveda research
o Compliance with national and international regulations

Roles and ReSponsibiIities in Clinical Trials

" Responsibilities of sponsors, investigators, and ethics committees
e Roles specific to Ayurveda clinical trials
e Importance of delegation and documentation

Study Protocol Development

e Components of a clinical trial protocol
e Designing a protocol for Ayurveda research
e Ensuring GCP compliance in protocol design

Informed Consent Process

e Principles of informed consent
e Developing consent forms for Ayurveda studies
e Conducting the informed consent process ethically

Investigator Brochure and Study Documentation

e Purpose and content of the Investigator Brochure
e Essential documents in clinical trials
e Document management in Ayurveda research

\
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CERTIFICATE PROGRAMME ON

GOOD CLINICAL PRACTICE (GCP)

15 April
16 April
17 April
- 19 April
21 April
. 22 April
23 April

24 April

Study Design and Methodology

e Types of clinical study designs
e Designing studies specific to Ayurveda treatments
e Ensuring methodological rigor

Patient Recruitment and Retention

o Strategies for patient recruitment in Ayurveda trials
e Ensuring patient retention and adherence
o Ethical considerations in recruitment

Data Management and Record Keeping

o Data management practices in clinical trials
e Electronic data capture systems
e Record keeping requirements for Ayurveda research

Monitoring and Quality Assurance

* Principles of clinical trial monitoring
e Conducting monitoring visits
¢ Quality assurance processes in Ayurveda research

Adverse Event Reporting

e Identifying and reporting adverse events
e Safety manitoring in clinical trials
e Managing adverse events in Ayurveda studies

Statistical Considerations

o Basics of biostatistics in clinical research
 Statistical methods for Ayurveda trials
o Data analysis and interpretation

Clinical Study Reports

e Structure and content of clinical study reports
o Writing and reviewing study reports
e Reporting outcomes for Ayurveda studies

Regulatory Submissions and Approvals

e Preparing for regulatory submissions \
e Approval processes for Ayurveda clinical trials

o Post-approval compliance
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CERTIFICATE PROGRAMME ON

GOOD CLINICAL PRACTICE (GCP)

25 April | Audits and Inspections

o Conducting internal and external audits
e Preparing for regulatory inspections
» Responding to audit and inspection findings

26 April Pharmacovigilance and Post-Marketing
Surveillance

e Principles of pharmacovigilance :
 Post-marketing surveillance for Ayurveda products
¢ Integrating pharmacovigilance with GCP

28 April | Quality Management Systems

e Developing a quality management system (QMS)
e Implementing QMS in Ayurveda research
o Continuous quality improvement

29 April Integrating Traditional Knowledge with Modern
Research ~

e Challenges and opportunities in Ayurveda research
e - Bridging traditional knowledge and modern clinical research
e Case studies and best practices

‘30 April | Future Trends and Innovations in GCP for Ayurveda

e Emerging trends in clinical research
e |nnovations in Ayurveda clinical trials
e The future of GCP in Ayurveda research

O3 MAY 2025 - ONLINE ASSESSMENT (MCQ BASED)
- 09-10 MAY 2025 - E-CERTIFICATION
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CERTIFICATE PROGRAMME ON

GOOD CLINICAL PRACTICE (GCP)

CERTIFICATE PROGRAMME HIGHLIGHTS

@Comprehensive one month (Monday to Friday) online sessions on Good Clinical Practice
(GCP).

@ Expert-led sessions and daily query discussions at the end of each session of the
programme to address doubts with experts.

@ Online Assessment Tests at the end of the programme for E-Certification.

@ Weekly Online Quiz for revision of the topics learned.

(& Study material in the form of PDFs will be shared with all registered participants of the
programme.

@ All registered participants will receive an e-certificate after completion of the programme on
their registered email ID.

@ Access to all recorded sessions of the programme for revision purposes.

(& Opportunity to network with researchers and professionals.
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