
 

 

 
M.Pharm Pharmaceutical Regulatory Affairs Programoutcome(MRA) 

 
M.PharmPharmaceutical Regulatory AffairsProgramoutcome(MRA) 

PO1(MRA) Understandkey regulatory, registration and compliance elements with respect to documentation, clinical trials, drugs & 
cosmetics, biologicals and intellectual property rights. 

PO2(MRA)  Understand the regulatory aspects of drugs & cosmetics, herbal & biologicals, medical devices, food and nutraceuticals. 
PO3(MRA)  Gain knowledge in research & review article writing, research methodologies and biostatistics tools. 
PO4(MRA) Able to file documents for registration and marketing of drugs, cosmetics, medical devices, biologicals, herbals for different regulatory 

bodies. 
 
 

M.Pharm Pharmaceutical Regulatory Affairs Courseoutcome 
 
 

M.PharmPharmaceutical Regulatory Affairs Courseoutcome 
ID OUTCOME 
CO1(MRA) Tounderstandkey regulatory, compliance elements with respect to GMP, GLP,GALP, GDP, implement check lists and 

SOPs for audits and good regulatory practices. 
CO2(MRA) To gain fundamental knowledge on documentation and general principles involved in regulatory writing and submission 

to agencies. 



 

 

CO3(MRA) Abletoknow history, origin, ethics of clinical & biomedical research, phases of clinical trials, medical device 
development, regulatory requirements and guidance for conduct of clinical trials and research. 
 

CO4(MRA) Gain knowledge on different acts & guidelines, approval process & regulatory requirements for drugs & cosmetics,
Medical Devices, Biologicals & Herbals, Food & Nutraceuticals. 

CO5(MRA) To be able to prepare protocols for documentation, registration and submission to various agencies and to be able to 
make regulatory dossier and checklists for submission. 

CO6(MRA) Able to know regulatory approval process and registration procedures for API, drug products, cosmectics in US, 
EU, Australia, Canada, Japan and semi regulated countries. 

CO7(MRA) Able to know regulatory requirements, preclinical studies, clinical trial application for Biologics, Vaccines, Blood, 
blood components, biosimilars in India, USA, Europe Union. Regulations for herbal products. 

CO8(MRA) Able to know basics, ethical & quality considerations, regulatory approval process, marketing, clinical evaluation 
& investigation of Medical devices and IVDs in India, US, Canada, EU, Japan, ASEAN. 

 
CO9(MRA) 

To impart the fundamental knowledge on Regulatory Requirements, Registration and Labeling Regulations of 
Nutraceuticals in India, USA and Europe and to learn about Regulatory Aspects for nutraceuticals and food
supplements. 

CO10(MRA) Gain knowledge on Documentation, check lists for Audits, CE marking, submission by eCTD software and registration 
requirements for WHO, BRICS, ASEAN, GCC, China and South Korea. 

 
CO11(MRA) 

Abilitytogetideaaboutresearchmethodologies,biostatisticaltoolsthatcanbeemployedinresearch,variousmedicalcareprotoco
ls,CPCSEAguidelinesforlaboratoryanimals. 
Abilitytounderstandthedetailsofajournalanditsimportancealongwithprotocolsofwritingajournal.Abilitytoexpresstheiridea
sandthoughtsoftheirperspectiveinchoosingaprojectoftheirowninterestunderthesupervisionofrespectiveguides. 

 
CO12(MRA) 

Able to file documents for registration and marketing of drugs, cosmetics, medical devices, biologicals, herbals for
different regulatory bodies.Able to publish papers, present in conferences, present research work for thesis. 
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