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Course objectives 

 To know the basic concepts of bioethics. 

 To understand human rights, human dignity, equality, justice and equity. 

 To learn good laboratory practices, regulations of FDA, clinical trials and soon. 

 To study risk assessment, work planning, biological waste disposal 

Course outcome 

 

 Student understands the basic concepts of bioethics. 

 He will have knowledge of human rights, human dignity, equality, justice and equity. 

 Good laboratory practices, regulations of FDA, clinical trials and so on. 

 Risk assessment, biological waste disposal, Biosafety containment levels and soon. 

 

Unit I 16hrs. 

Introduction to Ethics -The moral point of view, The nature of moral judgments, An 

ethical method of reasoning, The birth of bioethics, Health and disease as values, 

Principles of bioethics, Ethics committees, Medical professionalism. Human dignity 

and human rights - Concepts of dignity in the history of ideas, Equality in dignity of 

all human beings, Respect and care, Ethical aspects of health care provider-patient 

relations in regard to human dignity and human rights. Benefit and harm - Autonomy 

and individual responsibility - Consent - Persons without the capacity to consent- 

Respect for human vulnerability and personal integrity- Privacy and confidentiality. 

Unit II 16hrs. 

Equality, justice and equity- Non-discrimination and non-stigmatization - Respect for 

cultural diversity and pluralism- Solidarity and cooperation- Social responsibility and 

health - Sharing of benefits -Protecting future generations- Protection of the 

environment, the biosphere and biodiversity.  

Regulatory Procedures: Good laboratory practice, Good manufacturing practice and 

FDA regulations - Regulations for recombinant DNA research and manufacturing 

process - 

Regulationsforclinicaltrials,DocumentationandCompliance,inIndiaandselectedcountries

-Rulesforimportandexport of biological materials. 

 

 



Unit III 10 hrs. 

 

Work planning and risk assessment -Biosafety containment levels - Personal 

Protective Equipment and clothing - Biosafety labels and signs - Facilities, equipment, 

and practices - Biological Spills and Decontamination, Biological waste disposal and 

pests - Transport and shipping - Emergency and incident response- Competency and 

responsibilities. 
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