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INDIA WITNESSES 

BIG CHANGE IN 

PHARMACOVIGILANCE



Is it okay if I take medicines prescribed for my friend or 
family member if the symptoms seem the same?

Does Google answer all my medical queries?

Can I swallow medications with a sip of any drink?

Can I stop my antibiotics treatment or any other 
treatment midway,  because I started to feel better?

Spicy food and stress- are they the only culprits
for ulcer?

Do only overweight or obese people get 
diabetes?

Do probiotics help prevent cold?

Does taking multivitamins make me healthier?

Should I take over-the-counter medications 
without consulting my doctor?

Put on your thinking caps....



A high-tech scientific lab in 
a farmhouse outside the city

The Singer feels dizzy with a finger snap 
by Mednos

We will…
We will…
Rock You…
uuuuuooooo

…Somewhere in Mumbai at a music concert

Ha! Ha! Ha! 
Finally, I‛ve created 

some Powerful 
Side Effects with my 
scientific methods.

This will make me the 
king of the country.

I will slowly
continue to

destroy people 
undercover,till
the time they 
don‛t accept me
as their king!



Mitron,
the nation is 
under great
threat..

…Somewhere in Delhi

An old lady while watching T.V,
starts to experience palpitations 



…Also happening in Chennai

Snap Snap 

The girl suddenly starts having an 
episode of seizures

Amma…Help!
Amma… Help!



…and in Kolkata too

What is 
happening to me?
Why am I feeling 

anxious?

The pregnant woman starts feeling
 sweaty and anxious...



Negative reactions are
taking over

UNDER
ATTACK!!



Detective        enters the scene

Enough is Enough…
I WILL LOOK INTO
THE SITUATION

PAN INDIA



I AM 
DETECTIVE     

I  eport,
I‛m  esponsible and

I‛m  esponsive

Time to  eport!
Time to identify  isk!

Time to  espond!



The old lady was
feeling a bit off

because of medication 
errors

The singer was
a victim of

unrecognized
pharmacological

effects of
the drug

The small kid
started to react
differently to

the syrup due to
drug-food
interactions



All of these
cases have one

thing in common…
Negative Scary
Side Effects!!

REPORTING

The old lady was
feeling a bit off

because of medication 
errors

The pregnant woman
after taking

multivitamins was
feeling unwell due to

individual patient
factors

I am afraid,
it must be Mednos.

I can't undo the side 
effects experienced by 

the patients... 
But I can save them 
and all future case 

by being a 
Pharmacovigilante.



Well, its an important
function for health authorities 
and pharmaceutical organization

that deals in collection of 
side effect information,

analysing data and
communication of product related

updates to the end users and
thereby building the

safety profile of the medicine.
How can you achieve it?

What is Pharmacovigilance?

TAKE 3 SIMPLE STEPS
in Pharmacovigilance

1st    eport…
Report the side effect

experienced, after taking the
medications, to the 
pharmaceutical Firm

or PvPI. Remember, a report 
must contain details about 

the reporter (you), information 
about the patient, the 

medication and the 
adverse event.



2nd Identify    ISKS 
Based on your feedback,

the pharmaceutical company/PvPI 
will correlate the

risks of the side effects
of each pharmaceutical

product and can further improve
the drugs accordingly – 

MAYBE even withdraw batches
that are out in the market if 

risks are grave in nature.

This way
we can maximize 
effectiveness and
minimize the risks

3rd    espond 
The pharmaceutical

company/PvPI will connect back
with you for follow-up information

on the adverse events you reported.
Be responsive to the follow-up attempts

made by them; take a few minutes
to help pharma companies develop

even better solutions for you
and all other patients.



Detective       locates the farmhouse and gets 
                 a hold of Mednos

RESPONSIVE

Mednos sizzles and
crumbles into a heap



Crowd cheering

The singer, the old lady, the kid and
the pregnant woman come to life and 
join in the cheering.

RESPONSIBLE



What special situations occurring in association with 
a medical product should trigger a report?

An adverse event or “AE” is any untoward medical
occurrence in a patient after administration of a
medicinal product, which may or may not have 
been caused by that medicine.

• Abnormal lab results
• AEs occurring from drug withdrawal or drug
   interactions                     
• Drug abuse or misuse, with or without event
• Overdose, intentionally or accidentally, with or 
   without event                  
• Error in drug treatment process (medication error), 
   with or without event
• Off-label use, with or without event
• Lack of efficacy
• Occupational exposure
• Drug exposure during pregnancy and lactation, 
   with or without AE
• Adverse events occurring in breastfeeding infants
• Transmission of infectious agents
• Unexpected benefit

What is an Adverse Event?

Reporting Criteria and Patient safety









Indian Pharmacopoeia Commission
National Coordination Centre
Pharmacovigilance Programme of India
Ministry of Health & Family Welfare, Govt. of India
Sector-23, Raj Nagar, Ghaziabad-201002
Tel. : 0120-2783400, Extn.-155

For any relevant Information/Suggestions/Query
Please Contact: Officer-in-Charge, Pharmacovigilance Programme of India
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