National Pharmacovigilance Program
(Source: National Pharmacovigilance Protocol, Ministry of Health & Family Welfare, Govt. of India)

India has more than half a million qualified Doctors and15,000 hospitals having bed strength of 6,24,000.  It is the fourth largest producer of pharmaceuticals in the world. It is emerging as an important Clinical trial hub in the world. Many new drugs are being introduced in our country. Therefore, there is a need for a vibrant pharmacovigilance system in the country to protect the population from the potential harm that may be caused by some of these new drugs.

Clearly aware of the enormity of task the Central Drugs Standard Control Organization (CDSCO) has initiated a well structured and highly participative National Pharmacovigilance Programme. It is largely based on the recommendations

made in the WHO document titled “Safety Monitoring of Medicinal Products –

Guidelines for Setting up and Running a Pharmacovigilance Centre”. 

The National Pharmacovigilance Program was officially inaugurated by the Honorable Health Minister Dr.Anbumani Ramadoss on 23 November, 2004 at New Delhi.


The specific aims of the Pharmacovigilance Programme are to:

· contribute to the regulatory assessment of benefit, harm, effectiveness and risk of medicines, encouraging their safe, rational and more effective(including cost effective) use

· improve patient care and safety in relation to use of medicines and all medical and paramedical interventions

· improve public health and safety in relation to use of medicines

· promote understanding, education and clinical training in pharmacovigilance and its effective communication to the public  


The Programme aims to foster the culture of ADE notification in its first year of operation and subsequently aims to generate broad based ADR data on the Indian population and share the information with global health-care community through WHO-UMC

Under the program 26 peripheral centers, 5 Regional Centers and 2 Zonal Centers were established. The Peripheral centers will record the Adverse Events (AE) and send to the Regional Centers. They in turn collate and scrutinize the data received from the Peripheral Centers and submit to the Zonal Centers. The Zonal Centers will analyze the data and submit consolidated information to the National Pharmacovigilance Centre. The Zonal Centre will also provide training, general support and coordinate the functioning of the Regional Centers.

The National Pharmacovigilance Advisory Committee (NPAC) oversee the performance of various Zonal, Regional and Peripheral Pharmacovigilance centers as well as recommend possible regulatory measures based on the data received from various centers. It also oversees data collection and assessment, interpretation of data as well as publication of ADR monitoring data. The Committee also periodically evaluates their protocol compliance levels to ensure that the data received is homogenous and can be scientifically pooled for informed regulatory decisions. Wherever necessary, NPAC also seeks the opinion of experts in various specializations.   

NATIONAL PHARMACOVIGILANCE POLICY


Since there are considerable social and economic consequences of adverse drug reactions and the positive benefit/cost ratio of implementing appropriate risk management – there is a need to engage health-care professionals and the public at large, in a well structured programme to build synergies for monitoring adverse drug reactions.

The purpose of the programme is to collate data, analyze it and use the inferences to recommend informed regulatory interventions, besides communicating risks to healthcare professionals and the public.
The National Pharmacovigilance Programme will have the following milestones:
· Short-term objectives: To foster a culture of notification
· Medium-term objectives: To engage several healthcare professionals and

            NGOs in the drug monitoring and information dissemination processes.
· Long-term objectives: To achieve such operational efficiencies that would make

      Indian National Pharmacovigilance Programme a benchmark for global drug

            monitoring endeavors.

NATIONAL PHARMACOVIGILANCE PROGRAMME

Before a product is marketed, experience of its safety and efficacy is limited to its use in clinical trials, which are not reflective of practice conditions as they are limited by the patient numbers and duration of trial as well as by the highly controlled conditions in

which Clinical Trials are conducted.

The conditions under which patients are studied during the pre-marketing phase do not necessarily reflect the way the medicine will be used in the hospital or in general

practice once it is marketed. Information about rare but serious adverse drug reactions,

chronic toxicity, use in special groups (e.g. pregnant women, children, elderly) and drug

interactions are often incomplete or not available. Certain adverse drug reactions may

not be detected until a very large number of people have received the medicine.

Pharmacovigilance is therefore one of the important post-marketing tools in ensuring the safety of pharmaceutical and related health products.


Pharmacovigilance is defined as the detection, assessment and prevention of adverse drug reactions in humans. It is the process of:
· Monitoring medicines as used in everyday practice to identify previously

unrecognized adverse effects or changes in the patterns of their adverse effects
· Assessing the risks and benefits of medicines in order to determine what action, 

if any, is necessary to improve their safe use
· Providing information to users to optimize safe and effective use of medicines

· Monitoring the impact of any action taken
FRAMEWORK FOR PHARMACOVIGILANCE IN INDIA

The Central Drugs Standard Control Organization (CDSCO) has initiated a country-wide Pharmacovigilance programme under the aegis of DGHS, Ministry of Health & Family Welfare, Government of India.

The programme is coordinated by the National Pharmacovigilance Centre at

CDSCO. The National Centre is operating under the supervision of the National

Pharmacovigilance Advisory Committee to recommend procedures and guidelines for

regulatory interventions.
THE NATIONAL PHARMACOVIGILANCE CENTRE AT CDSCO
The National Pharmacovigilance Centre is based at CDSCO and shall:
1. monitor the adverse drug reactions of medicines in order to identify previously unexpected adverse drug reactions or indicate that certain reactions occur more commonly than previously believed. This will include the collation, review and evaluation of all spontaneous ADR reports received by the unit on a nation-wide basis. This information will then be keyed into the ADR database for use in
aggregate analysis. These reports shall also be submitted to the WHO International 
Drug Monitoring Programme for international collaboration on drug safety.
2. review Periodic Safety Update Reports (PSURs) submitted by pharmaceutical companies. Pharmaceutical companies are required to submit the PSURs of all new chemicals drugs. PSURs shall be expected to be submitted every 6 monthly for the first 2 years of marketing in India, and annually for the subsequent 2 years.
3. maintain contacts with international regulatory bodies working in pharmacovigilance and exchange information on drug safety.
4. assess the regulatory information relating to safety in order to determine what 
action, if necessary, needs to be taken to improve safe use. Based on the available data, the Advisory Committee shall make recommendations on product label amendments, product withdrawals and suspension.
5. provide information to end-users through adverse drug reaction news, bulletins, drug  alerts and seminars.
For further information please contact:

The National Pharmacovigilance Centre

Office of Drugs Controller General of India,

Central Drugs Standard Control Organization,

Room No. 347-A,

D.G.H.S., Ministry of Health & Family Welfare

Nirman Bhawan, New Delhi 110 011.

Tel: (11) 23018806 Fax: (11) 23012648

Email: dci@nb.nic.in www.cdsco.nic.in

Glossary of terms
National Pharmacovigilance Programme (NPP)

The nation wide programme, sponsored and coordinated by the country’s central drug

regulatory agency – Central Drugs Standard Control Organization (CDSCO) – to

establish and manage a data base of Adverse Drug Reactions (ADR) for making

informed regulatory decisions regarding marketing authorization of drugs in India for

ensuring safety of drugs.
Peripheral Pharmacovigilance Centers (PPC)

Primary pharmacovigilance centers. Relatively smaller medical institutions including

individual medical practitioners’ clinics, private hospitals, nursing homes, pharmacies

etc. First contact ADR data collection unit at a health care facility. They would be identified and coordinated by RPCs / ZPCs in consultation with CDSCO.
Regional Pharmacovigilance Centers (RPC)

Secondary pharmacovigilance centers. Relatively larger healthcare facilities attached

with medical colleges. They would act as second level centers in the administrative

structure of the NPPI. They will function as first contact ADE data collection units also.

They would be identified and coordinated by ZPCs in consultation with the CDSCO.
Zonal Pharmacovigilance Centre (ZPCs)

Tertiary pharmacovigilance centers. Large healthcare facilities attached with medical colleges in metro cities identified by the CDSCO for the purpose. They would act as third level centers in the administrative structure of the NPPI. They will function as First contact ADE data collection units also.
Coordinator

Designated in-charge of a particular participating PVig centre
Investigator

A healthcare professional involved in investigation of drug related adverse events.
Notifier

Any person who suspects to have experienced / observed an ADE and informs any

participating Pharmacovigilance centre about it.
Reporter

A healthcare professional reporting ADR on the ADR form.
Monitoring

The process of overseeing drug related adverse events at the PVigC participating in

the PVig Programme.
Reporting

The process of providing ADR information by filling in the ADR form appropriately and

forwarding the same to the appropriate level.
Notification

Process of informing by a notifier to any participating pharmacovigilance centre about the occurrence of a suspected ADR. The process may involve informing over telephone, in person, email, fax or any other means of communication-verbal or written. All notifiers must give their contact details. Appropriate and adequate measures must be taken to keep track of the notifier. Any follow up action will be initiated on a notification only after the due verification of the notifier. If the notifier cannot be traced back, it will be recorded on the notification slip before closing the case.
Notification slip

A pre-designed structured form made available by the NPPI for written communication of a suspected ADR by the notifier duly signed by him/her wherever feasible.
ADR Form

It’s the pre-designed structured form issued by NPPI to record ADR.
Archiving

This is to be done at the Regional / Zonal Centers for a period of 5 years
Audit

A systematic and independent examination (conducted by personnel, independent of the centre) of center’s activities and documents to determine whether center’s activities were conducted and the data were recorded, analysed and accurately reported according to the protocol 

Confidentiality

In a confidential / secretive manner.
Side Effect

Any unintended effect of a pharmaceutical product occurring at doses normally used in

man which is related to the pharmacological properties of the drug.

Comment: This is an old term and is broad enough to include both positive and negative effects of a drug apart from its main properties or indications. Some use the term as synonymous with 'adverse reaction', but the proposed definition will improve clarity of use of this term.
Adverse Event / Adverse Experience

Any untoward medical occurrence that may present during treatment with a pharmaceutical product at the same time, does not necessarily have a causal relationship with this treatment.

Comment: This is a more recent term which some use interchangeably with 'adverse reaction', but, as indicated, it is better reserved for clinical phenomena occurring during drug treatment where causality cannot be or is not ascertained.
Signal

Reported information on a possible causal relationship between an adverse event and

a drug, the relationship being unknown or incompletely documented previously. Usually

more than a single report is required to generate a signal, depending upon the seriousness of the event and the quality of the information.

Comment: This describes the first alert of a problem with a drug. By its nature a signal cannot be regarded as definitive but indicates the need for further enquiry or action. On the other hand it is prudent to avoid a multiplicity of signals based on single case reports since follow up of all such would be impractical and time consuming. The definition allows for some flexibility in approach to a signal based on the characteristics of individual problems. Some would like a 'signal' to include new information on positive drug effects, but this is outside the scope of a drug safety Programme.
Adverse Reaction

WHO Technical Report No 498 (1972); 'A response to a drug which is noxious and unintended, and which occurs at doses normally used in man for the prophylaxis, diagnosis, or therapy of disease, or for the modification of physiological function.

Comment: This basic definition includes all doses prescribed clinically, but is intended

to exclude accidental or deliberate overdose. The sub classification of 'unexpected' was

included to facilitate understanding of the type of adverse reaction which is most

important to report to drug monitoring agencies.
Unexpected Adverse Reaction

An adverse reaction, the nature or severity of which is not consistent with domestic

labeling or market authorization, or expected from characteristics of the drug.
Serious Adverse Event or Reaction

A serious adverse event or reaction is any untoward medical occurrence that at any dose:

· results in death

· requires inpatient hospitalization or prolongation of existing hospitalization
· results in persistent or significant disability/incapacity

· is life-threatening

To avoid any confusion or misunderstanding of the difference between the terms

'serious' and 'severe', the following note of clarification is provided:

The term 'severe' is not synonymous with serious. 'Severe' is used to describe the

intensity (severity) of a specific event (as in mild, moderate or severe); the event itself,

however, may be of relatively minor medical significance (such as severe headache).

Seriousness (not severity) which is based on patient/event outcome or action criteria

serves as guide for defining regulatory reporting obligations.

