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INTRODUCTION 

Drug Post-marketing surveillance programs are essential in every country for monitoring the 

occurrence of ADRs, as the data derived from within the country may encourage national 

regulatory decision making. These programs may contribute to decrease in morbidity, mortality, 

hospital-lization and healthcare costs, and liability associated with ADRs. Majority ADRs often 

go unrecognized or unreported. In Clinical practice this implies having in place a well-organized 

Pharmaco- vigilance system. 

Objectives of the programme: 

 Improving patient care and safety in relation to the use of medicines and all medical and 

paramedical inter- ventions, 

 Improving public health and safety in relation to the use of medicines, 

 Contributing to the assessment of benefit, harm, effectiveness and risk of medicines, 

encouraging their safe, rational and more effective (including cost effective) use, and 

 Promotion of understanding, education and clinical training in pharmacovigilance and its 

effective communication to the public. 

Need for Pharmacovigilance: 

Not everything is known about a medicine when it receives its license for marketing. The 

merits of a new drug, balancing its beneficial and its untoward effects become established only 

after sufficient experience has been gained from its use in real practice.  

The reasons for the necessity of Pharmacovigilance are: 

 Information on drug safety collected during drug development is incomplete as 

preclinical drug development processes involve the evaluation of drug safety and 

efficacy in animal experiments and often it may not be appropriate to extrapolate the 

results of animal experiments to human. 

 Clinical trials are evaluated for limited duration and limited numbers of carefully 

selected patients in carefully selected settings.  

 Information is often incomplete or not available on 

 Rare but serious reactions. 

 Use of drugs in vulnerable groups (pregnant women, children, geriatric). 

 Risks of long term, repeated use and drug-drug, drug- food, drug-nutritional supplement 

interactions. 
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INTRODUCTION 

Traditional systems of medicine in India include Ayurveda, Yoga, Naturopathy, Unani and 

Siddha. Among them Ayurveda, Siddha and Unani systems (ASU) use plants, minerals and 

animal products as main drugs to cure various ailments. There has been a boom in the usage 

of ASU drugs and export is appreciably high in the last two decades. Counterfeits and drugs of 

poor quality degrade the clinical effects of ASU drugs. Thus authentication is a critical step for 

successful and reliable clinical applications and for further experimental studies on ASU 

drugs. The authentication methods for herbal, mineral and marine products are discussed in 

detail which broadly include microscopy, spectroscopy, chromatography, chemometry, 

immunoassays, DNA fingerprinting etc. A simple method like organoleptic characteristics 

may hold good to authenticate certain drugs but some may require highly sophisticated 

techniques too, based on the adulterants and similarity in the chemical constituents. So it is in 

the hands of the researchers to choose the right method suitable for the drug of interest which 

would match the reference standard after confirmation from the traditional 

vaidhyas/practitioners. This article will address about the various common and sophisticated 

techniques used to authenticate drugs of plant, mineral and animal origin. 

Objectives of the programme: 

 Contributing to the assessment of benefit, harm, effectiveness and risk of herbal medicines, 

by maintaining selection of quality drugs by proper authentication and preventing 

adulteration. 

 The authentication of herbal drugs and discrimination of adulterants from authentic 

medicinal herbs are essential for both pharmaceutical company as well as public health. 

 Limitations of chemical and morphological approaches for authentication have generated a 

need for newer methods in quality control of herbal formulations.  

 Promotion of understanding, education and practice to identification of herbal drugs in the 

nature.  

 Improving public awareness and safety in relation to the use of herbal medicines. 

 Understanding of new sophisticated techniques for identification of herbal drugs from 

natural sources. 
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