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Timings - 9.00 AM to 1.00 PM

Theme-
e Good clinical practices in research

e Biomedical and health research guidelines, ICMR 2017 and 2019
e Clinical Trial Rules of New Drug, CDSCO 2019
Eligibile Participants - All healthcare professionals of MBBS, MD,

DM, MS, MCH, BDS, Nursing, Pharmacy - Research Scholars, Ethics
Committee members, Medical Researchers.
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Department of Pharmacology,
Government Medical College, Datia-475661, MP
FOUR DAYS VIRTUAL NATIONAL CME -2023
Date: 10 -04 -2023 to 13 — 04 -2023

Time: 9AMto 1 PM

Theme of the CME
Good Clinical Practices in Research (GCPR).
Biomedical and Health Research Guidelines, ICMR, 2017, 2019.
New drug - Clinical Trial Rules, CDSCO, 2019.

Name of the Topic
and Time

10-04-2023 — MONDAY - DAY-1- SESSION-1

Speaker

Pre — CME Assessment Test

-1 19:00 AM to 09:30 AM Organizing Desk
Inauguration and Keynote Dr. Dinesh Kumar Udainiya,
Address MD (Med), DM — Neurology

Dean and CEO,
0.2 | 09:30AM to 10:00 AM GO\_/t- Medical College,
Datia, MP

Overview of Good Clinical | pr Ratinder Jhaj
Practices in Research (GCPR), | MBBS, MD, DM
including Principles of Bioethics | Additional Professor,

. . . Department of Pharmacology,
1. in Biomedical Health Research | aiims, Bhopal, MP.

and in Clinical Trials.

10:00 AM to 11:00 AM

TEA BREAK 11:00 AM to 11:15 AM

Overview of Biomedical and | Dr. Balakrishnan S,

Health Research Guidelines, MBBS, MD, DM
Professor Head,
2. ICMR, 2017 Department of Pharmacology,

AIIMS, Bhopal, MP
11:15 AM to 12:00 PM
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Overview of New Drugs -
Clinical Trial Guidelines,
CDCSO, 2019

12:00 PM to 1:00 PM

Professor Dr. M U R Naidu

MBBS, MD, FCCP, FISP
Former: Dean faculty of medicine,
Professor Head — Clinical
Pharmacology and
therapeutics, The Nizam’s
Institute of Medical
Sciences, Hyderabad, India.
Presently: Consultant — Clinical
Research, Independent
Director In Natco Pharma Ltd, -
Hyderabad. Honorary Professor: ESIC, Hyderabad
Consultant Clinical Research, NIRUMSD, Hyderabad,
(Dept. of AYUSH, GOI) Visiting Professor: American University
of Caribbean, St. Martin Island Holland.
Member: Telangana State of Science & Technology,
Govt. of Telangana.

11-04-2023 - TUESDAY - DAY-2- SESSION-2

Guidelines for Involvement of
Vulnerable population, ICMR,
2017, 2019

9:00 AM to 10 AM

Dr. S. P. Dhaneria

MBBS, MD, DM, DNB, MNAMS
Professor,

Department of Pharmacology,

R. D. Gardi Medical College,
Ujjain (MP)

Former: Dean, AIIMS, Raipur

Overview of Medical and Health
Research Guidelines for Children
Involvement, ICMR, 2019

10:00 AM to 11 AM

Dr. Utkarsh Bansal

MBBS, MD (Pediatrics), MAMS
Fellow (PEM),

Fellow (Neonatology),

Professor and Head

Department of Pediatrics

Hind Institute of Medical Sciences,
Safedabad, Barabanki, UP

TEA BREAK

11:00 AM to 11:15 AM

Reporting Guidelines of ADRsS,
Serious  injury or  Death
associated with  Biomedical,
Heath Research and Clinical
Trial, ICMR, 2017, CDSCO,
2019

11:15 AM to 12 PM

Dr. Saroj Kothari

MBBS, MD

Professor Head

Department of Pharmacology,
Gajra Raja Medical College,
Gwalior, MP

Compensation Guidelines,
ICMR, 2017, CDSCO, 2019

12:00 PM to 1:00 PM

Dr. Surendra K. Bouddh

MBBS, MD, Fellow (EBDM),

Fellow (Critical Care and Toxicology)
Professor Head

Department of Pharmacology,

Member Secretary of Ethics Committee of
Govt. Medical College, Datia,

Organizing Chairperson for this CME
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12-04-2023 — WEDNESDAY - DAY-3- SESSION-3

Establishment of Clinical Trial
Unit in a Tertiary care Medical
Institution

Dr. Pugazhenthan T

MBBS, MD, DNB, MNAMS, MBA,
PG Diploma (Diab.), FIMSA,

FRCP (London)

12.

8.
Assistant Professor,
9:00 AM to 9:30 AM Department of Pharmacology,
AIIMS, Raipur, Chhattisgarh
Investigational New  Drug’s | Dr- Amol Patil
Dosing strategies in Clinical Trial BB, D
Associate Professor
9. | Phase—0, 11l 1, 1V) Department of Pharmacology
Postgraduate Institute of Medical
9:30 AM to 10:30 AM Research, Chandigarh
Dr. Chandrahas Dhruw
MBBS, MD, and Gold Medal in
Clinical Trial Guidelines for Cllet OnEelony;
Phase | 11 111 IV Associate Professor - Head
10. e LG Ul Ly Department of Radiology Oncology,
Nodal Officer, state Cancer Institute,
10:30 AM to 11:30 AM Bilaspur, Chhattisgarh.
Chhattisgarh Institute of Medical
Sciences, Bilaspur, Chhattisgarh
TEA BREAK 11:30 AM to 11:45 AM
: Dr. Melvin George,
Role of .Sponsor.for fur]dlng / MBBS, MD. DM
Sponsoring to Blomedlcal,_ _ Professor,
Health Research and for Clinical | Department of Clinical Pharmacology
11. | trial to Principal Investigator SRM Medical College Hospital and

who is working in a Tertiary care
Medical Institution.
11:45 AM to 12:45 PM

Accreditation / Auditing of
Ethics Committee/ Academic
Clinical Trial Committee,
Including Clinical Trial Unit
9:00 AM to 9:30 AM

Research Centre,
Kattankulathur, Chennai,
Tamilnadu

Dr. Anant Patil

MBBS, MD

Associate Professor
Department of Pharmacology
Dr D Y Patil Medical College,
Navi Mumbai
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Designing of Written Consent
Form for Biomedical, Health
Research and Clinical Trial and

Dr. Anil Mangeshkar
MBBS, MD, MBA
Associate Professor — Head,

13. a ) Department of Forensic Medicine, il e
Audiovisual Consent, Waiver of | Govt. Medical College, Datia.
Consent.

9:30 AM to 10:30 AM
Ethical Framework and Role of | Dr. Neeraj Kumar Agrawal
Institutional Scientific Research | MBBS, MD, ACME, Advance GCP,
. . Associate Professor,
Committee to accept and Review | pember Secretary of EC of
14. 1 of the Research Proposal Govt. Medical College,
Ratlam, MP
10:30 AM to 11:30 AM Chairperson of EC of Govt. Medical
’ ’ College, Datia
TEA BREAK 11:30 AM to 11:45 AM
Role of Institutional Data Safety | Dr. Arpit Verma
Monitoring Board to vigilance | MBBS, MD, Fellow (EBDM),
. .. Assistant Professor
s for_ ongo_mg Research/ Clinical Department of Pharmacology,
- | Trial Projects. Govt. Medical College,
Datia, MP
11:45 AM to 12:30 PM Organizing Secretary for this CME
Post — CME Assessment Test
03 12:30 PM to 1:00 PM Organizing Desk
Dr. Dinesh Kumar Udainiya,
MD (Med), DM — Neurology
Dean and CEO, Govt. Medical College, Datia.
0.4 ¥gge§&cfgggge§|\s/:on Dr. Surendra Kumar Bouddh

MBBS, MD, Fellow (EBDM),

Fellow (Critical Care & Toxicology),
Professor Head - Deptt. of Pharmacology,
Govt. Medical College, Datia.
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