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Abstract : From centuries the use of herbal products for prevention and treatment of various health issues has been practicing . 

Nowadays there is an increasing demand of herbal medicines as well as herbal products worldwide with the belief that herbal 

medicines are always safe and carry no risks as they are from natural sources. In this era of development , the Drug Department is 

focused on finding new active compounds or combinations , which make herbal medicines a harmless and cheaper alternative to 

synthetic drugs . On the other hand , there are some issues regarding to medicinal plants and their negative impacts . In recent 

years monitoring of the safety aspects of herbal medicines has become one of the primary tasks due to excessive usage . 

Like synthetic drugs , herbal medicines are not free of risks . Many studies showed that some herbal product used in 

medication may have carcinogenic , hepatotoxic , cardiotoxics well as other severe effects due to inclusion of some fungal , bee 

products , minerals , shells , animals . Safety aspects should include in vivo and in vitro assays , long term carcinogenicity tests , 

reproductive as well as developmental toxicity , effects on drug metabolizing enzymes . Thus the current study illustrates the 

development and the present scenario of the pharmacovigilance in India. 
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1.Introduction 

 
Pharmacovigilance (PV or PhV), also known as drug safety. The Etymological roots for the word “Pharmacovigilance” are : 

Pharmakon (greek for drug) and Vigilare (latin for to keep watch). It deals with the study of detection , assessment , 

understanding and prevention of adverse effects of medicines. Although these methods were developed for monitoring 

pharmaceuticals medicines , as well as additional evaluation of safety of other medicinal products including herbals , blood 

products , vaccines and even medical devices(Shaw et al,2012). Thus  nowadays , it is important tool for preparing reliable data 

on safety of marketed drugs under practical conditions. 

There are some reports indicating toxicity and adverse effects of herbal medicines( Shaw et al ,2011 ), as the usage has increased 

dramatically. Such undesirable effects are due to side effects , overdose , overduration , tolerance , allergic reactions , renal , liver 

, cardio and neuro-toxicity. Thus pharmacovigilance is necessary in detecting these reactions , as , marketed herbal medicines 

have not been passed through clinical trails. Numerous and irrefutable cases of poisoning have been reported in the literature of 

Vanherweghem and Degaute in 1998. 

Another major issue is about poor quality due to incorrect or misidentified herbs , wrong processing methods, addition of 

adulterated products. This error can be solved or decreased upto some extent by improved regulations and standards for 

manufacturing. However different countries have different standards and methods , thus quality remains a problem(Shaw et 

al,2012). 

The worldwide consumption of herbal medicines today is enamours , so that , in terms of population exposure alone , it is 

essential to identify the risks associated with their uses (Shetti. et al , 2011).  To analyze these adverse effects pharmacovigilance 

centers are there which need technical experts as well as trained personnel in relevant areas . So WHO has taken the lead in 

tackling the need for drug safety monitoring since 1970 and has increased its effects to promote their safety monitoring within 

context of the WHO International Drug Monitoring Program (Shetti. et al , 2011).  

 

2. Problems Associated with  Herbal products:  

 

Many reports provide the data about the hazardous effects of herbal medicines related with health. 

  Some reports suggested that after consumption of some herbal capsules patients develop corticosteroid like side effect due to 

presence of some particular substances(Wal et al,2011). Sometimes misidentification  of the herbal plant species which have 

some acids present in those leading the severe kidney failure in some countries. According to data received by drug monitoring 

agencies some patients suffer from longer prothrombine times , increased coagulation time , intracranial hemorrhage. Some of the 

well known herbal medicines cause severe sometimes fatal interstitial pneumonia(Wal  et al,2011). The toxicity evaluation of the 

polyherbal formula, Yoyo “Cleanser” Bitters®, conducted recently in  laboratory (Ekor et al., 2010), was prompted by an 

unpublished case report of a young male adult who had been on self-medication with this herbal product and was subsequently 

admitted to the hospital on account of liver failure. Schmeiser et al. (1996) demonstrated the presence of aristolochic acids-related 

DNA adducts in renal tissues of patients. These mutagenic adducts when formed are usually poorly repaired (Sidorenko et al., 

2012) and are capable of persisting for years in DNA (Nortier et al., 2000).The toxicity of the medicinal plants derives primarily 

from the presence of diesterditerpene alkaloids such as aconi- tine, mesaconitine, and hypaconitine in them (Xu et al., 2005). 
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