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Abstract 

Pharmacovigilance begins from clinical phase and go on throughout the product life-cycle of the drug. 

Pharmacovigilance focuses at assessment, detection and prevention of any possible drug related problems 

and adverse effects, particularly acute adverse effects and chronic adverse effects of drugs, biological 

products, herbalism and traditional medicines. In recent years, pharmacovigilance has evolved with 

increasing importance to better clinical practice and public health science. The various methods used in 

pharmacovigilance are active surveillance, passive surveillance, stimulated reporting, targeted clinical 

investigation, comparative observational studies, descriptive studies. In order to keep up the demands and 

maintenance of patient’s health the new developments in pharmacovigilance is essential. For the future 

guidance there are three publications in pharmacovigilance-Erice Declaration on transparency, Erice 

Manifesto for global reform of the safety of medicines in patient care, By Waller and Evans. To convince the 

patient about the safe use of the drug the pharmacovigilance in future must be able to recognize the safe 

problems without investing much time. And also, pharmacovigilance methods can also be used to identify 

that which patients can develop ADRs and how they can develop ADR and for this the most important factor 

will be the use of the patients as a source of information in the field of pharmacovigilance. Software are 

mostly used for the reporting purpose and managements of ADRs. The most commonly used software’s are 

the following- Oracle Argus Safety, ArisG, Oracle adverse event reporting, PvNET, repClinical. 
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Introduction 

Pharmacovigilance focuses at assessment, detection and prevention of any possible drug related problems 

and adverse effects, particularly acute adverse effects and chronic adverse effects of drugs, biological 

products, herbalism and traditional medicines. It plays an important role in decision-making in 

pharmacotherapeutics. (3)(9)  

 It promotes safe and rational use of drugs by: 

 Enhancing the timely detection of previously unknown ADRs and drug interactions. 

 Detecting risk factors that develop ADRs. 

 Assessment of quantitative aspects of benefit/risk analysis. 

 Circulating information to improve the prescription and regulation of drug. (4) 

Pharmacovigilance begins from clinical phase and go on throughout the product life-cycle of the drug. (9)  

                

 

 

In recent years, pharmacovigilance has evolved with increasing importance to better clinical practice and 

public health science. But now a days, lots of challenges are faced in the field of pharmacovigilance to 

establish a better healthcare system in this world. 

Following are the major challenges faced in the pharmacovigilance: 

 Web-based sales and information 

 Globalization 

 Broader safety concerns 

 Assessment of established products 

 Economic growth in public health vs pharmaceutical industry 

 Perceptions to benefit and risk. (10) 
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Methods of pharmacovigilance 

 

Passive surveillance - This method of pharmacovigilance is a type of spontaneous reporting system, in 

this method healthcare professionals are responsible for the detection and to take the initial step to report an 

ADR. (11) The method of reporting is most common and its establishment is considered as: 

 Effortless 

 Cheapest among all the methods. 

But this spontaneous method has very low reporting rate as compared with other methods. By using National 

ADR reporting forms, spontaneous reporting can be performed in districts where active surveillance cannot 

be done due to insufficiency of funds and low manpower. (12) 

  Active surveillance- Active measures are taken to identify the adverse events. (13) This method of 

pharmacovigilance depends on patient’s follow up after their treatment. The adverse drug reactions can be 

detected by: 

 Directly asking to the patients 

 Screening of the records of patients. (12) 

A comprehensive data can be feasible on individual AE reports. (13) 

Stimulated reporting- According to this method health professionals encourages the reporting of the new 

products. Method of reporting includes: 

 Online reporting of adverse events 

 Systematic stimulation of adverse events. 

Comparative observational studies- These studies are mainly used to confirm the signals from case 

series or spontaneous reports. It is a traditional method for the evaluation of adverse drug events. (15) 
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Targeted clinical investigations- Pharmacokinetic and pharmacodynamic studies are conducted. 

Whenever, in pre-approval clinical trials risk factors are identified the further trials are to evaluate the 

mechanism of action of ADRs. (14) 

Descriptive studies- In a particular population, prevalence of the use of drugs were established, which is 

used to acquire the background rate of outcome events. (13) 

 

      

 

 

 

Recent developments in the field of pharmacovigilance 

In order to keep up the demands and maintenance of patient’s health the new developments in 

pharmacovigilance is essential. For the future guidance there are three publications in pharmacovigilance. 

The three publications consist of; 

1. Erice Declaration on transparency: Includes following statements- 

  To provide service to the health of the public information on drug safety is necessary. 

 Providing information to the maximum amount of public and health care providers about the 

appropriate and safe use of the drugs or additional safety information. 
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 To understand the risks and benefits each and every evidence should be available and must be 

assessed properly. 

  To ensure that the information about the safety of all the drugs should be available which is 

collected, then evaluated every country must have a system with independent expertise. (4) 

 There should be new developments in drug safety monitoring so that the problems are 

identified efficiently and accurately and the solutions to the problems are communicated 

properly.  

2. Erice Manifesto for global reform of the safety of medicines in patient care: Includes the following 

statements- 

• There should be active participation of the public as well as the patients in the debate of 

involvement of benefits and risks associated with the medicines and in decision making about their 

own treatment. (7) 

• For the information about the safety and effectiveness of medicines there must be new ways 

developed for the collection, analysis and communication of the information, an open discussion 

must be conducted and concluding with a decision. 

• The way in which the methods of pharmacovigilance must be improved should be learned along 

with the professional, official and public collaboration. 

• Based on the demonstrable benefits of pharmacovigilance to public, the support amongst 

politicians, officials, scientists, clinicians, patients and the general public is required. (16) 

3. By Waller and Evans: Includes- 

They presented their view on way of conduct of pharmacovigilance in the future. The key values for 

pharmacovigilance are  

 Excellence (defined as the best possible result) 

 The scientific method   

 Transparency.  

 

In the paper five elements are there that are considered as essential for achieving excellence. 

Three of them are:  

 Process-oriented best evidence,  

 Robust scientific decision-making and  

 Effective tools to deliver protection of public health. (1) 

 

Future perspectives  

To establish pharmacovigilance as a science, it is very important to develop new methods that can be used to 

make the current system stronger.  

As we all know that pharmacovigilance is all about  

o Detection of new ADRs  

o To take regulatory actions that is needed to protect health of public by  

 Change in the summary of product characteristics (SPCs) or  

 Drug withdrawn from market. (2) 

For the generation of information that can help in the decision-making process by healthcare professional 

about the use of the drug an emphasis has been put on this, and the communication of this information is the 

most important aim of pharmacovigilance. (1) 

Active surveillance is used to gather information about the drugs safety for use at early stage of drug 

development, while gathering information in active surveillance post-marketing phase it is to be kept in 

mind about the collection of information within time. Spontaneous reporting was useful in generation of 

signals, but very low number of reports are available regarding this type of reporting. Therefore, 

identification of risk factors becomes low leads to difficulty in detection of ADR. (16) 
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For the occurrence of certain ADRs pharmacogenetics identifies individual risk factors. Now a days, it has 

been observed that there is a gradual change in the role of the patient. (17) 

Previously, the patients were not highly aware and their participation was also very low, but a patient at 

present day is highly aware and informed about the disease and actively participate in treatment. In some of 

the countries patients has option of reporting ADRs, this development in patient will continue in future also 

works as a good source of information.  

The Pharmacovigilance was introduced in the year 1960s, ever since field of pharmacovigilance has made an 

incredible journey. (15) In order to meet the requirements in the future the pharmacovigilance systems have 

faced a major change. The innovation needed in this field is contributed by the intensive monitoring 

discipline. To convince the patient about the safe use of the drug the pharmacovigilance in future must be 

able to recognize the safe problems without investing much time. And also pharmacovigilance methods can 

also be used to identify that which patients can develop ADRs and how they can develop ADR and for this 

the most important factor will be the use of the patients as a source of information in the field of 

pharmacovigilance. (1) 

 

 

 

 

Software used in the field of pharmacovigilance 

                                                        

 

Software are mostly used for the reporting purpose and managements of ADRs. The most commonly used 

software’s are the following: 

1. Oracle Argus Safety- It is a comprehensive platform mainly used to fulfill the requirements of 

pharmacovigilance. Now a days, pharmacovigilance is facing the problems of increase in volume of 

cases, complex business, to analyze safety data, disparate data sources. Therefore, it is designed to 

manage the needs. 

Following are the benefits of Argus safety are; 

  (18) 
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2. ArisG- Most commonly used software by the pharmaceutical companies, the functionality that is 

required to manage the adverse event reporting are provided by this software. 

ArisG uses configurable workflow and advanced automation features for the management of adverse 

drug reaction. A core component is formed by ArisG, this core component is of risk management 

system this leads to easy monitoring of the products and identify the risk factors actively by the 

companies. 

 

3. Oracle adverse event reporting- This software is easy to use formed by professionals; Oracle AERS 

is responsible for the: 

 
 

4. PvNET- It is one of the most important software that is used in adverse drug event reporting and 

ADR data management in pharmacovigilance as well as generation and analysis of various regulatory 

reports. 

PvNET helps in the integration of the safety information which ultimately helps in the decision- 

making process critically by the users of the software. Additional features can be added in it by add-

on-modules. (18) 

 

5. repClinical- One of the most secure web- based service, this software is mainly responsible for the 

management of the activities of the pharmacovigilance in a cost- effective way in timely manner. It 

works in very simple and effective manner (18) 
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