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Abstract - Pharmacy is a complex study of medicines and their actions. Drugs are kind of popular substance among the 

society, so its safety concerns are now at a priority. Earlier, drug safety was not the primary thought of considerations among 
the drug distributors. But the Thalamide tragedy of 1960, turned an eye opener for the regulatory authorities. It became a real 
matter for concern. With the increase in the adverse drug reactions (ADR’s), has also raised  the demands of the data 
handling in the drug sciences. For the better understanding of pharmacovigilence, there should be the inculcation of high 
standards of softwares, so that detection of its risks levels can be done more precisely. Based on the ADR’s and its effects, 
there arise the signals. The term’ signal’ set ups the link between the adverse drug reaction and the drug, which in earlier 
times were not very popular and were also not documented. 
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I. INTRODUCTION 
 

Before introducing any kind of drug to the market, it 

goes through several tests, and these tests are known 

as clinical trials. This is because the safety concerns 

are highly prioritized by the pharmaceutical 

companies. In order to set up the level of trust and 
authenticity. But eventually it was found that the 

safety trials didn’t provided much information for the 

safeguard of the public health. When the clinical 

trials failed to put the proper information’s with 

regard with the drug safety and which gave rise to an 

revolutionary tragedy. This was named as 

thalidomide tragedy which occurred around 1960’s 

.After this, Pharmacovigilence emerged after such a 

long overlooked area of drug safety. The fields of 

safety issues were lot more progressed after the 

introduction of the pharmacovigilence. It can be 
defined as the ongoing process to monitor the ADR 

and make information’s available for the same. 

 

II. THALIDOMIDE TRAGEDY 

 

Thalidomide drug was used in late 1950’s and early 

1960’s for the treatment of nausea in pregnant 

women. But later in 1960’s it was found that it 

implicates certain side effects. As it caused severe 

birth effects in thousands of children. The 

thalidomide use was restricted in many countries, but 

was proved useful in treating leprosy, and later 
multiple myeloma.  

In the rural areas, where the medical assistance is not 

provided, thalidomide was in the usage which caused 

malformations. Researchers are going on for the 

better understanding of its mechanism and molecular 

targets. The Thalidomide tragedy turned out to be an 

evolutionary point in toxicity testing. It promoted for 

the development of systematic toxicity protocols, 

which included the United States and international 

regulatory agencies. In the celebration of the Society 

of Toxicology’s 50th anniversary, this coincides with 
the 50th anniversary of the withdrawal of thalidomide 

from the market. It was an appropriate date to always 

remember the lessons taken from the tragedy.  

 

III. MECHANISM OF ACTION 

 

A diverse set of mechanism has been proposed for 

same, but starting from 1996 and ending on 2003, 
which includes- 

 Macromolecules acylation 

 Ascorbic acid synthesis 

 Down regulation of adhesion receptors 

 Alteration of cytokine synthesis 

 Folic acid antagonism 

 Inhibition of DNA synthesis 

 DNA oxidation 

 Interference of glutamate metabolism 

Now, in the upcoming researches the hypothesis 
proposed are 

 Oxidative damage 

 DNA intercalation 

 Inhibition of angiogenesis 

 Cereblon (CRBN) binding 

 

IV.SIGNAL AND METHODOLOGY IN 

PHARMACOVIGILANCE 

 

The potential and the established indicator the 

adverse reactions is the “Signal”. Signal is referred as 
any new possible causal link between a suspected 

ADR and drug; which is previously unknown or 

incompletely documented. These signals are 

generated by the reported cases of the adverse effects. 

Generally to create a signal, more than one reports of 

ADR is considered, which entirely depends on the 

level of seriousness and quality of information. A 

signal is not definitive in nature but, it does tell the 

need for the enquiries There are various sources of 

signals, like if the signal is from a single patient, it is 

called as qualitative signal, when collected from a 

population, it is termed as qualitative signal. It is 
useful for measuring risk. Selection of control and 
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bias in collecting drug exposure may limit their 

validity of the results. 

 

CONCLUSION 

 

Pharmacovigilence is a complex system, which 

inculcated the data processing. Now these data 

processing have to peculiar and particular. As it is the 

one and only way that ensures the drug throughout 

the lifecycle. It holds the vast importance as the 

clinical trials for the safety testing of the drugs cannot 

provide the whole information related with the drug 

safety. The clinical trials have limited information for 

the ADRs. The particular knowledge about the drugs 
and its effects are important, for taking appropriate 

decisions by the regulators, for making the public 

health safe. If all the healthcare professionals take 

ADR reporting as an ethical obligations and their 

major responsibilities, we can make our world safer 

than what is today. Every reporting by healthcare 

professionals is important; even though, focus on the 

serious unlabelled type of ADRs is more important. 

There are significant efforts on the 

pharmacovigilance to make it more functional after 

the concept has emerged, and day by day we are 
closer to the destiny. It is our responsibilities to 

ensure phamacovigilance system is functioning well. 

ADR reporting should be taken as a very important 

duty; not as an extra clinical burden; by healthcare 

professions to ensure the safer drug use throughout 

the world 
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