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Sanjay Gandhi Postgraduate Institute of Medical Sciences
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WWW.Sgpgims.org.in

3.4.1.: Institute have and run Research Methodology with course on

research ethics

Cours= on Exhics, GCF amd GLP
SEPEIME, Luck mow
30% Jan to 4% Feb. 2023
Vanuse Telemedicne Auditorism

Date mnd Time | Topic | Spesker
30 jon. 2023, Monday
3-4pmi Whiy do we need Ethics Eu'-:l:lin-s in Rakesh As=sraad, JIFMER
Medical Research T
4-3pmi Principles of Ethics Vinita Azrawal
3-6pm Group uﬁi5|1m e=nt on Cass studies: Facilitators: Vireta, Amits

Idemtify ethical isswes
21* Jon. 2023, Teescay

3-apmi Risk-benefit asse ssment Shazun Mishra

4-3pmi Informied Consent Dooumenks Amita Arraraml

3-6pm What to do abouwt CcoRsEnRt in these Preeti Dabadshao
situations: child, Miterate, nconscicus, Shagun Mishrs
EpidemicT

Home assisnment (2hrs] | Group assignment: Frepare hand-written patient information
document |[Erzliizh ard Hindil

1" Feh. 2023, Wednesday

3-4pm Wt are the 0P and Bthics Wardini Eumar, R
Guidelines ussd srownd e workd?

4-3pmi Ethics committes: constitution and Vinits Agrawal
respaonsinilities

3-6pmi Mook EC Fll"l:ll:ttl:lir'Eﬂ snad disoussion Wimits, Amita, Durga,

Shezun
2% Fen. 2023, Thursdoy

3-4pm Publication Ethics Peizsh Sahani, AlIMS

4-3pm Conflicts of Interescts snd how o .ﬁ.drt'ra. Eapoor
Bddress themT

3-6pm Group assignment and discussion: Amita, Amit Goel

Pubilicaticn =khics

3 Feb. 2023, Friday
3-apmi Research misoonduct Amita Arrsraal
4-Jpmi Plagiarism DP Mz
Home assisnment [2hrs) | Group assisnment Case shudies on resssnch misconduct
4™ Fep. 2023, Saturday
12-ipen Ismues refated to Inkerventicnal Amit Gl
studies: adverse events reporting,
o mpErsston, regulatary
e guare men ks
1-1 30om Monitoring in dinical studies and Mohan Gurjar
Introduction to Cata Safety Monitoring
Bowrds | D5MEs)
1.30-2 30pm Introduction to Sood Clindcal Rapghawendra L
Laboratory Practice
Z.30pmi Course =valsstion

Lt Co! Varun Bajpai VSM
Executive Registrar
SCPGIMS,Luckniow



Sanjay Gandhi Postgraduate Institute of Medical Sciences
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MBT-206: Research Methodology, Biosafety, Ethics.
Intellectual Property Rights

1. Research Methodology: Meaning, objective & types of ressarch, how to select a research
topic? Motivation m research. Research Methodologies Survey, Philosophical Descriptive
and Experimental Methods, Importance of knowing how ressarch is done, . Criferia of pood
research

2. Defmmgz Research Problem and Hypothesis Identification of Eesearch Problem and
Selection design, Formulation of Research Problem Mecessifies & techmigues in defiming
the problem desizning the research plan, comcepts, types and basic principles of
experimental design, Selection of appropriate methodology.

3. Data collection &Sampling: Methods of data collection: Observaton methed, Interview
method, Cuestionnaire method for the collection of pnmary data, Collection of secondary
data, selection of appropriate method for data collection, Case study method. (puidelimes

4. Importance of literature review, Writing research papers and prants, Paper presentation in
scienfific conference

5. Bipsafety and risk assessment issues; Fepulatory framework; MNatonal biosafety policies
and law, The Cartagena protocel on biosafety, 'ﬂaTDandﬂﬂlalutermumalammmE
related to biosafety, Cross border mevement of germplasm: Risk management issues -
continmeant.

§. General pnnciples for the labormtory and environmental biosafety; Health aspects;
toxicology, allerpenicity, anfibofic resistance, etc; Impact on environmeent: gene flow in
natural and artificial ecologies; Seurces of gene escape, tolerance of farget orgamisms,
creation of superweeds supervinses, efc.

7. Ecological aspects of GMOs and mpact on biodiversity, Monitoring strategies and
methods for detecting tramsgemics; Fadiation safety and mooradio Sotopic procedurs;
Bensfits of transpemics o human health. society and the eovironment.

8. Bipethics: Concepts; Philosophical consxderations; Epstemology of Scence; Ethacal
Terms; Prnciples & Theones; Relevance to Biotechnology; Ethics and the Law Issues:
(renetic Engimeering, Stem Cells, Cloning, Medical techniques, Tramshumanism,
Bioweapons; Fesearch concerns - Animal Rights, Ethics of Human Cloning, Reproduction
and Stem Cell Research; Emerging issues: Biotechoology™s Impact oo Society; DNA oo
the Wimess Stand - Use of genetic evidence in civil and criminal court cases; Challenges

to Public Policy — To Begulate or Not o Regulate; Improving public understanding of
hiotechnology products to commect misconceptions

9. Imtellectual property nghts (IPE): Imtellectual properties, copyrights, irademarks, trade
secTets, patents, geographical indications, efc; Requirement of a patentable novelry; Issues
related to IPR. protection of software and database; [PR. protection of life forms. Obtaining
patent; Inveniion step and prior ant and state of art procedure; Detalad information on
patenfing biological products and biodiversity. rade related aspects of Intellactual Property
Rights and Budapest treaty, Indian patent act and amendments, patent filing. Implications
of mfellectoal property rights on the commencialization of biotechno oy products.
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10. Eecommended Limls
» hitp:www wi.org IPRS
» hitp: www wipo.int portal/index him en
« hitp:www.ipr.coukTP conventions'pateni cooperation meaty. himl
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