
P harm acovigilance to Ensure S afety, Efficacy and Q uality of M edicines 
W orld statistics show  that 5-10%  of the hospital adm issions are attributed to adverse drug reactions, and 0.3%  of 
adverse reactions are fatal in nature. 

P harm acovigilance refers to all observational, post-approval scientific and data gathering activities relating to the 
detection, assessm ent and understanding of adverse events w ith the goals of identifying and preventing these events 
to the extent possible. 

? Every patient  w ho is taking a drug of any system  of m edicine is at a higher risk of developing Adverse 
Drug R eaction (ADR ) 

? ADR  increases not only hum ans sufferings but also healthcare cost 
? M edical professionals w ho are suspicious of ADR  and report the sam e to P harm acovigilance centre;  

prom ote the safe use of drug 
? All ADR - suspicions should be inform ed to the P harm acovigilance Centre, Departm ent of P harm acology, 

P GIM ER , Chandigarh.  
? S pontaneous reporting w ill generate our ow n data in India and at the sam e tim e it w ill be shared w ith 

W HO  and it w ill becom e inevitable part of global database m aintained by W HO  at U ppsala M onitoring 
Centre, S w eden. 

W hy P harm acovigilance? 

 T he W orld Health O rganization (W HO ) defines pharm acovigilance as the science and activity relating to the 
detection, assessm ent, understanding and prevention of ADR  or any other drug related problem . T he m ost im portant 
task of the W HO  International Drug M onitoring is to identify “signals” of drug safety problem s as early as possible. A 
signal is defined by W HO  as “reporting inform ation on a possible causal relationship betw een an adverse event and a 
drug, the relationship being unknow n or incom pletely docum ented previously”. T he national P harm acovigilance 
Centers, appointed by various governm ents in 104 countries are required to collect and com pile the spontaneously 
reported cases of suspected adverse drug reactions (ADR s) and forw ard them  to the W HO . T he case reports, 
recorded in a com m on form at, are processed thereafter and stored in the ADR  database; Vigibase. T he centre, w hich 
provides a unique source of International ADR  inform ation, m aintains over 3.1 m illion case records and they have a 
proven use in the early detection of signals. 

N ational P harm acovigilance program m e of India 

Due to enorm ity of problem  in India, Central Drugs S tandard Control O rganization (CDS C O )    has initiated a highly 
participative N ational P harm acovigilance P rogram m e to collate data, analyze it and use the inference to recom m end 
regulatory interventions, besides com m unicating the risks to healthcare professionals and the public. T he m ilestones 
of the program m e include:  

? T o m onitor ADR s in Indian P opulation. 

? T o create aw areness am ongst health care professionals about the im portance of ADR  reporting in India.  

? T o m onitor benefit-risk profile of m edicines. 

? Com m unicate findings to all key stakeholders. 



? Generate independent, evidence based recom m endations on the safety of m edicines. 

? S upport the CDS CO  for form ulating safety related regulatory decisions for m edicines.  

? Create a national centre of excellence at par w ith global drug safety m onitoring standards. 

T he P rogram m e is shaped as a three tier system : 

 
It is envisaged that the AM C w ill collect their data and send them  to the N CC, w here it w ill be consolidated, analyzed 
and forw arded to the N ational P harm acovigilance Advisory Com m ittee w hich then m akes appropriate 
recom m endations to CDS CO , N ew  Delhi for regulatory interventions. O n P arallel lines, N C C  w ill subm it the data to 
U M C to m ake it a part of global database, Vigibase. 
 

P GIM ER  identified as AM C 

P GIM ER , Chandigarh being the tertiary care institute catering to the needs of m ost of the parts of north India has 
been identified as an AM C to collect the ADR s and be a part of P harm acovigilance P rogram m e of India (P vP I). 
 

P harm acovigilance at P GIM ER  

T he Director and m anagem ent of P GIM ER  have requested the support of the entire healthcare team  to take part 
earnestly in this program m e envisaged to ensure safe and rational use of m edicine. Also, aw areness program m e has 
been organized by conducting the sem inars am ongst nurses, pharm acists and doctors of the institute and 
neighbouring hospitals in U T , Chandigarh. 

S pontaneous reporting: P rinciple- An undesirable m edical event w ith drug exposure to be considered as suspected 
adverse drug reaction irrespective of its seriousness and severity. S pontaneous reporting of all the adverse events, 
w hich m ay include suspected adverse drug reactions, lack of effect, dependence and abuse of allopathic m edicines, 
traditional m edicines and biological like vaccines have been started in a specific form at.  

CDS C O , Four Zones (East/W est/ 
N orth/ S outh), M oH, GO I  



T he success of this program m e calls for the proactive and dedicated participation of all the health care professionals 
including physicians, pharm acists and nurses in the Institute.  
 

P rogram m e Coordinators at P GIM ER  

Incharge:    Dr. Bikash M edhi  
T echnical Associate:   M r. R akesh Kum ar  
 

W hat needs to be reported? 

Every ADR  secondary to the use of any drug/ drugs should be reported to the P harm acovigilance centre, Departm ent 
of P harm acology, Chandigarh. T he reportable ADR  m ay be know n/expected or unknow n/ unexpected. Also, serious 
or non serious cases need to be reported to the pharm acovigilance centre. Conclusively, w e can say that every 
adverse drug reaction secondary to any drug should be reported. ADR  here is inclusive also of side effects of drug, 
extended pharm acological actions of the drug etc. 

 

P GIM ER  Adverse Drug R eactions/Events Form : 

ADR  reporting form  can be dow nloaded by clicking the link below : 

http://w w w .cdsco.nic.in/pharm acovigilance.htm  

 

Dow nloaded ADR  reporting form s m ay be filled in and sent to: 

 In c ha rge o f Pha r m a c o v igila n c e Cen t re 
Departm ent of P harm acology 
R esearch block: B, R oom  N o 4043, 4th floor 
P GIM ER , Chandigarh- 160012 

 

Contacting P GIM ER  P harm acovigilance Centre 

For M ore Inform ation, Contact us at 

T el. no.: +91-172-2755250 (or P GI Extension: 5250) 
Fax N o:  +91-172-2744043 
 M obile no: 9914207510, 9878858092, 09466727032 
E m ail: pgim erpharm acovigilance@ gm ail.com  

 
 
 
 
 



ADVERSE EVENT  

"Any untoward medical occurrence that may present during treatment with a pharmaceutical product but 
which does not necessarily have a causal relationship with this treatment."(WHO) 

ADVERSE DRUG REACTION(ADR)  

"A response which is noxious and unintended and which occurs at doses normally used in humans for the 
prophylaxis, diagnosis or therapy of disease, or for the modification of physiological function. 

SERIOUS ADVERSE DRUG REACTION  

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

? results in death 

? requires inpatient hospitalization or prolongation of existing hospitalization 

? results in persistent or significant disability/incapacity 

? is life-threatening  

? causes congenital abnormality 

? requires any intervention to prevent the occurrence of any of the above  

SIDE EFFECT 
Any unintended effect of a pharmaceutical product occurring at normal dosage which is related to the 
pharmacological properties of the drug. 

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. The 
publication of a signal usually implies the need for some kind of review or action.  

 

Frequently Asked questions (FAQ) 
 
1. What is Pharmacovigilance?  

According to WHO, Pharmacovigilance is the science and activities relating detection, assessment, 
understanding and prevention of adverse effects other drug-related problem. 

2.  What are the benefits of Pharmacovigilance programme? 

 Pharmacovigilance is becoming an important part of healthcare system as it deals with the patients’ safety & 
efficacy of drug. Safe use of drug may be ensured by keeping watch over its safety profile amongst the 
patients consuming it. 

 



3. What kind of data will be managed in PV programme?  

Adverse drug reactions Reports pertaining to all drugs will be managed both in hard and soft copy at AMC 
and also in the vigibase, a database owned and managed by WHO. 

4. What is ADR?  

An effect or response of drugs which is noxious and unintended and which occurs at doses normally used in 
humans for the prophylaxis, diagnosis or therapy of disease, or for the modification of physiological 
function." (WHO, 1972) 

5. Whether ADR and Adverse Event (AE) are the same? 

No, these term seem to be same but scientifically adverse event is defined as "any untoward medical 
occurrence that may present during treatment with a drug but which does not necessarily have a causal 
relationship with this treatment"(WHO) whereas in case of ADR, there must be a causal relationship between 
untoward medical occurrence and drug. Conclusively, we can say that every ADR is an AE but every AE not 
necessarily an ADR. 

6. What is the SERIOUS ADVERSE DRUG REACTION?  

A serious adverse event or reaction is any untoward effect of drugs, that at any dose which results into any of 
the given below: 

? Death 
? Inpatient hospitalization or prolongation of existing hospitalization 
? Persistent or significant disability/incapacity  
? Life-threatening condition 
? Congenital abnormality 
? Requirement of intervention to prevent permanent impairment/ damage 

7. What is unexpected adverse reaction? 

Occurrence of an adverse reaction, which is not consistent with labelling information or expected from 
characteristics of the drug regards to its nature or severity.  

8. What is the serious unexpected adverse drug reaction (SUADR)? 

A serious adverse drug reaction (SUADR) whose nature, severity or frequency is not identified previously in 
the risk information provided to the clinical investigator's brochure (CIB) or on the drug label.  

9. What is spontaneous reporting? 

This is the reporting by healthcare professionals (and in some countries, patients, relatives and others) 
“spontaneously” of their suspicion of an adverse reaction having occurred. The reporting might be directly to 
the regulatory authority or it could be made to company marketing the product. 

10. Where is the ADR reporting form available? 

Hard copy of blank ADR reporting form can be obtained from “Pharmacovigilance Centre, Department of 
Pharmacology, PGIMER, Chandigarh” and it can also be downloaded from the following link: 

http://www.cdsco.nic.in/pharmacovigilance.htm 



11. What would be the fate of so collected data through spontaneous reports? 

ADR Reports collected at Pharmacovigilance centre will be analyzed for their causality assessment and 
validity and thereafter these reports will be entered into Vigiflow to channelize the reports to Vigibase which 
is a  global database of ADR’s which will help in signal generation. 

12. What is periodic safety update reports (PSURs)? 

After getting the approval of new drug, pharmaceutical companies are supposed to submit the safety reports 
of their product to the regulatory authority. This is called Periodic safety update report. This is a very 
important tool of pharmacovigilance to ascertain the safety of drug. 



 

 

Name:  

Age/Sex:      Contact number: 

Email: 

 

Causative Drug information (name/dose/route): 

 

 

Adverse Drug Reaction (ADR) occurred: 

 

 

Treatment duration (Date of start and last dose used): 

 

 

Other drug (s) used/or continued:  

 
Detail of R eporter  

 

N am e:        O ccupation:  

 

Age/S ex:  

 

Pr o p er t y  o f Pha r m a c o v igila n c e Cen t er, PGIMER, Cha n diga rh, In dia   

For any query contact to: 
Dr Bikash M edhi, Incharge P harm acovigilance Centre, P GIM ER , Chandigarh -160012  
Contact no.: +91-172-2755250,9914207510, 2744043(Fax), Em ail.: 


