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Topics – Ethical & Compliance 
Regulations (ECR) 

• What covered under -ECR? 
• Why - Important?
• How - Implemented?
• Format – Workshop/ discussion/video clips
• Welcome - Questions & Inputs 
• References/websites – Provided



RCR - Responsible Conduct of Research
• Human subjects - IRB
• Live animals - IACUC
• Human embryonic stem cells - SCRO
• Recombinant DNAs – IBC
• Radioactive materials/equipments - RSC
• Intellectual Property- Patents, Licensing
• Imports & Exports vs. Spy
• Financial conflict of interest- FCOI
• Controlled substance - OSHA

ECR - What  & How ? 



The National Science Foundation (NSF), the National Institutes of 
Health (NIH), and the United States Department of Agriculture (USDA) 
have requirements for training in the Responsible Conduct of 
Research (RCR).

Objective - Enhance academic integrity by training in the accepted 
professional standards and norms in the conduct of research:
• Increase proficiency of ethical dimensions of research/scholarship;
• Develop and refine the skills needed to question, analyze, and resolve ethical 

dilemmas;
• Learn relevant legal, institutional and professional standards;
• Know where to access various institutional, national and Internet resources 

that address ethical and responsible research practices; and,
• Facilitate discourse with peers about ethical dimensions of research within 

their discipline. 

RESPONSIBLE CONDUCT OF RESEARCH



ECR governs Drug R & D 
Flowchart

RCR

IBC_Recombinant DNAs? 

RSC_Radioactive materials/equipments?

IACUC_Live animals IRB_Clinical trials, Phase I,II,III,IV 

IP/FCOI

SCRO_Human embryonic stem cells?

In vitro 



China Food and Drug Administration 

http://eng.sfda.gov.cn/WS03/CL0755/



Case-1

https://awionline.org/content/santa-cruz-biotechnology-agrees-35m-fine-license-revocation



Case-2

http://losangeles.cbslocal.com/2011/12/27/ucla-professor-charged-in-lab-fire-that-killed-student/



Case-3

http://www.chronicle.com/article/Animal-Rights-Activists-Claim/42539



Case-4a

https://en.wikipedia.org/wiki/Human%E2%80%93animal_hybrid



Case-4b

https://en.wikipedia.org/wiki/Human%E2%80%93animal_hybrid



Case-5

https://http://www.nature.com/news/specials/hwang/index.html

https://http//www.nature.com/news/specials/hwang/index.html


Case-6

https://http://www.nature.com/news/researchers-question-design-of-fatal-french-clinical-trial-
1.19221

https://http//www.nature.com/news/researchers-question-design-of-fatal-french-clinical-trial-1.19221


References/websites

• HHS - https://www.hhs.gov/ohrp/regulations-and-
policy/regulations/45-cfr-46/index.html
• PRIM&R - http://www.primr.org
• NIH-OLAW - https://grants.nih.gov/grants/olaw/olaw.htm
• USDA-APHIS - https://www.aphis.usda.gov/aphis/home
• USFDA - http://www.fda.gov/
• AAALAC - http://aaalac.org/index.cfm
• OSHA - https://www.osha.gov/
• USPTO - https://www.uspto.gov/
• CIRM - https://www.cirm.ca.gov/
• CSULB ORSP - http://web.csulb.edu/divisions/aa/research/

• CITI - https://www.citiprogram.org/
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