| [\‘ZET)‘T‘"’{T ™ Institutional Ethics Committee SOP 22/V1
!‘-’"b | ll} Effective from
e Bibliography September 2019

Valid till September 2022

1. National Ethical guidelines for biomedical and health research involving human
participants. Indian Council of Medical Research 2017.

2. National ethical guidelines for bio-medical research involving children, Indian Council of
Medical Research, 2017. (Available at:
http://www.icmr.nic.in/guidelines/National_Ethical_Guidelines_for_BioMedical_Researc
h_Involving_Children.pdf)

3. World Health Organization, Operational Guidelines for Ethics Committees that Review
Biomedical Research, 2000.

4. Standards and operational guidance for ethics review of health-related research with
human participants, World Health Organization, 2011.

5. CIOMS International Ethical Guidelines for Biomedical Research Involving Human
Subjects, 2016.

6. European Convention on Human rights and Biomedicine, 1997

7. International Council on Harmonization, Guidance on Good Clinical Practice (ICH GCP
R1) 1996.

8. International Council on Harmonization, Guidance on Good Clinical Practice (ICH GCP
R2) 2016.

9. Good Clinical Practices for Clinical Research in India by Central Drugs Standard Control
Organization, New Delhi, (Available at: http://www.cdsco.nic.in/html/GCP1.html)

10. Nuremberg Code, 1948

11. Declaration of Helsinki: Ethical principles for medical research involving human
subjects. Fortaleza: World Medical Association. 2013.

12. The Belmont Report, Ethical Principles and Guidelines for the protection of human
subjects of research, The National Commission for the Protection of Human Subjects of
Biomedical and Behavioural Research April 18, 1979, Department of Health, Education,
and Welfare.

13. NABH Guidebook to standards for accreditation of Ethical Committees (1% ed., 2015).

14. Global Code for Research in Resource-Poor Settings. European Commission, 2018.

15. GSR 227(E) New Drugs and Clinical Trials Rules, 2019.

Page | 275




