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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.

SERIOUSADVERSE DRUG REACTION

A serious adverse event or reaction is any untoward medical occurrence at any dose:
5 resultsin death
&5 requires inpatient hospitalization or prolongation of existing hospitalization
&5 resultsin persistent or significant disability/incapacity
& islife-threatening
&5 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 asignal 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 isthe 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
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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 isthe 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://mwwwv.cdsco. nic.in/phar macovigilance.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
isa global database of ADR’swhich 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.



Spontaneous ADR Reporting Information

Pharmacovigilance centre, Department of Pharmacology,
4* Floor, Research Block: B, PGIMER, Chandigarh

Name:

Age/Sex: Contact number:

Email:

Causative Drug infor mation (name/dose/r oute):

Adver se Drug Reaction (ADR) occurred:

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

Other drug (s) used/or continued:

I ane: 0 aupeton:

AgefSex:
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DrB kashll edhi, hchageP ham acovigiance Cenire f G B ,Chandipaxh 460012
Corttactno.: 491-172-2755250 9914207510 2744043 F&x),Em ail:
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