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I. ABBREVIATIONS

ADR- Adverse Drug Reaction

AE- Adverse Event

CFR- Code for Federal Regulation

CIOMS- Council for lnternational Organizations of Medical Sciences

CRF- Case Repot Form

CTA-Clinical Trial Agreement

DCGI- Orug Controller General of lndia

DSMB-Data Safety Monitoring Board

FDC- Fixed Dose Combination

GCP-Good Clinical Practice

GMP- Good Manufacturing practice

lB- lnvestigator Brochure

ICF- lnformed Consent Form

ICH-lnternational Conference on Harmonization

ICMR-lndian Council of Medical Research

IND- lnvestigational New Product

lP-lnvestigational Product

IRB- lnstitutional Review Board

tAR- Legally Acceptable Representative

NDA- New Drug Application

Pl-Principal Investigator

RCT- Randomized Controlled Trial

SAE-Serious Adverse Event

SIV- Site lnitiation Visit

50P- Standard Operating Procedure

SHEC- Somani Hospital Ethics Committee
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. New Drugs and Clinical Trials Rules 2OL9

. ICH Harmonized Tripartite guideline GCp, dated 10 June 1996

. E6(R2l GCp cuidelines: addendum to tCH E6(RU dated March 20j.8

' GOOD Crinicar practices (Gcp) Guiderines issued by the centrar Drugs standard contror
Organization. Directorate general of health services, Government of lndia

. Ethicalguidelines for biomedical research on human participants by lClMR, New Oelhi.

. Drug and Cosmetic Act (3d amendment g Feb 2013)

o Drug and Cosmetic (lt"damendment) Rules, 2016

. Gazette Notification G.S.R. 889(E) dated t2th Oec,20L4

. Gazette Notification c.s.R.611(E) dated 31,tJuly,2015

. Gazette Notification G.S.R. 69(E) dated 03,tFeb, 2O1S

. Gazette Notification G.S.R. 11(E) dated 6rh Jan, 2016

. Gazette Notification G.S.R.287(E) dated O8,tMar,20l.6
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