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Put on your thinking caps....

= Does Google answer all my medical queries?

= |s it okay if | take medicines prescribed for my friend or
family member if the symptoms seem the same?

= Can | swallow medications with a sip of any drink?

= Can | stop my antibiotics treatment or any other
treatment midway, because | 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 | take over-the-counter medications
without consulting my doctor?

The answer to all these

questions is - NO

BEWARE OF MYTHS AND
STAY VIGILANT




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

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!

The Singer feels dizzy with a finger snap
by Mednos




..Somewhere in Delhi
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the nation is
under great f:.
threat. .

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




..Also happening in Chennai

Amma...Help!
Amma... Help!

The girl suddenly starts having an
episode of seizures

- —______




..and in Kolkata too

What is
happening to me?

Why am I feeling
anxious?

The pregnant woman starts feeling
sweaty and anxious...
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Detective

THE SITUATION
PAN INDIA

Enough is Enough...
I WILL LOOK INTO




I'm Responsible and
I'm Responsive

Time to Report!
Time to identify Risk!
Time to Respond!




The singer was The old lady was <

a victim of feeling a bit off
unrecognized because of medication
pharmacological errors
effects of

the drug

The small kid
started to react
differently to
the syrup due to
drug-food
interactions



The pregnant woman
after taking
multivitamins was
feeling unwell due to
individual patient
factors

All of these
cases have one
thing in common...

1 Negative Scary |
-\ Side Effectsll /:

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.




TAKE 3 SIMPLE STEPS
in Pharmacovigilance

WHAT 15 PHARMACOVIGILANCE?

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?

15" REPORT...
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. )




2" IDENTIFY RISKS \

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

3% RESPOND

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
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Crowd cheering

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




What is an Adverse Event?

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.

Reporting Criteria and Patient safety

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

B> Abnormal lab results

s AEs occurring from drug withdrawal or drug
interactions

“B—s Drug abuse or misuse, with or without event

B> Qverdose, intentionally or accidentally, with or
without event

“B—> Error in drug treatment process (medication error),
with or without event

B> Off-label use, with or without event

B> Lack of efficacy

B> Occupational exposure

B> Drug exposure during pregnancy and lactation,
with or without AE

B> Adverse events occurring in breastfeeding infants

B> Transmission of infectious agents

B> Unexpected benefit



Version 1.0

MEDICINES SIDE EFFECT REPORTING FORM (FOR CONSUMERS)
AR gurTa e B (SR @ fore)

e e Indian Pharmacopoeia Commission, National Coordination Centre- Pharmacovigilance Programme of India, Ministry of Health & Family

Welfare, Governmentof India.
pc e St <ifec s sa e e el el R o

e T qNaR SeanT FH0d, ARG G |

1.Patient Details/ Yl &1 fawer

Patient Initials/
) 5 e

Gender/ I (V): Male/ =M [] Female/ 31 []
Other/ 217 [_]
2. Health Information,/ TR HaEl AN

a. Reason(s) for taking medicine(s)|Disease/Symptoms)/ TA[odIl) @

Age (Year or Month)/
e (e & w=iE)

& W (I / AET):

b. Medicines Advised by/ aT5 @1 TeAlg & a1 (v): Doctor/ side? [_] Pharmacist/ wimifiee [] Friends/Relatives/ fim /Rrerem [
Self (Past disease experienced/No past disease experienced)/ ¥ '-. AT &7 A S 7 AT & ®E AP T-Iﬁ}

Address/ til;
Telephone Mo/ CHIBI Email/ it
4, Details of Medicine Taking/Taken) off o @t 2 / CiRul ?fﬁ W?;‘ CORG L
MName of Medicines/ Quartity of Medicines taken (e.g. 250 mg, Expiry Date of Date of Start of Date of Stop of
TAFAT & ™ Two times a day )/ @ 73 a8 & 7=1 Medicines/ &aT @ Medicines/ Medicines/ SamEal
(FemEvvr @ ferq 250 fm, v e @ <1 fafshar &F @ BRI die @ ek
W) forts el A R

Dosage form/G[Id &1 ¥aU(v) : Tablet/ el (@wete) [ capsule/ @wget [ injection/ sotas [ oral Liquids/ #iferas
tet [ 1 Others (ease specify yITE 3w fifde }

5. About the Side Effect/ 8MIE & a1 #

When did the side effect start?/ S8MI 6] {[HART 6 &3 2017 |

] Side Effect is still Continuing ( Yes/Na)/

) e gwwm a® ® @)

When did the side effect stop?/ ST e WHIGST B30 417 [

6How bad was the Side Effect? (Please  the boxes that Apply)/ GuFTT o effes & (o s @ &, SRR N B frema wmg)

[ Joid not affect daily activities/ <-1d alafaigan wilda 31 &2 [ JAffect daily activities/ «1-1eh RYEIERN wiider &
[ Jpdmitted to hospital/ 39T EE R [ ]Ceath/ T
[Jothers/ a1
7.Describe the Side Effect (What did you do to manage the side effect?)/ T8HT ot T T {Hﬂﬁ 'g‘ﬂ'ﬁ'fq’l # BT HHT o B ﬁ-‘ﬁ‘
a1 fa)?

This reparting iz voluntary, has no legal implication and aims to improve patient safety. Your active participation is valuable. The information provided in this
form will be forwarded to ADR Monitoring Centre for follow-up. You are requested to cooperate with the programme cofficials when they contact you for
more details, Please do report even if you do not have all the information.

Te e w3t @ = wrrEh AR = § ofv o wen o 9 g 4 o wen §) s wiEs aierh grmEm 8 5w o 4§ o e d

w1 arpae wriord By vdlee AEeh #m oW Ao wmem e e 8 e wndee f Rl = awt W oom 9 ofaw S mre w3
TR HO Y Fam e e A e ov o giEm w

Plagss orn the pags o raad he indiuctions

Fr=t w1 g & fomg e T T



A. PATIENT INFORMATION

2. Age at the time of M O

1. Patient Initials

Fo Other o

Version-1.3

SUSPECTED ADVERSE DRUG REACTION REPORTING FORM

For VOLUNTARY reporting of Adverse Drug Reaction by Healthcare Professionals
INDIAN PHARMACOPOEIA COMMISSION (N ational Coordination Centre-Pharmacovigilance Programrme of India)
Ministry of Health & Family ¥ elfare, Government of India Sector-23, Raj Nagar, Ghaziabad-201002

Reg. Mo /JPD No. /OPD Mo, fCR No.
AMC Report No.

Event or Date of Birth

B. SUSPECTED ADVERSE REACTION

5. Event/Reaction start date {(dd/mm/yyy)

4, Weight_ .

Kes Worldwide Unique No. :

12. Relevant tests/ laboratory data with dates

6. Event/Reaction stop date {dd/mm/yyyy}

6{A}. Onset Lag Time

7. Describe Event/Reaction with treatment details, if any

13. Relevant medical/medication history {e.g. allergies, race,

pregnancy, smoking, alcohol use, hepatic/renal dysfunction,
past surgery etc.}

14. Sericusness of the reaction: Mo O if Yes O{please tick
anyone}

O Deathi }

O Congenital-anomaly
O Lifethreatening O Disability

OHospitalization/Prelonged O Other Medically important

15. Outcomes

O Recovered O Recovering O Notrecovered

O Fatal O Recovered with sequelae O  Unknown
C. SUSPECTED MEDICATION(S)
8. Name ManufacturerBatch No. B ‘Date Dose Route Freauency THetates S Causality
5:Ng {Brand/Generic} | (if known} |/ Lot Neo. it used used 1PR.BR Date started Hate Ity Assessment
known} etc.} stopped
i
ii
iii
iv*
S.No |9. Action Taken {please tick} 10. Reaction reappeared after reintroduction {please tick}
pzfc witﬁ::llfwn Dose increased re[zliiid [c)l'(:::gnezt appr;::;ble Unknown Yes No Effect unknown |[Dose {if reintroducec
i
ii
iii
iv
11. Concomitant medical product including self-medication and herbal remedies with therapy dates {Exclude those used to treat reaction}
S.No | Mame (Brand/Generic} Dose Route used Frequency (0D, Therapy dates Indication
used BD, etc.} Date Date
started stopped

iii*

Additional Information:

D. REPORTER DETAILS

16. Name and Professional Address:

Pin: E-mail
Tel. No. {with STD code}
Occupation: Sighature:

17. Date of this repert {dd/mmpAnay):

Sig. and Name of Receiver-

Confidentiality: The patient’s identity is held in strict confidence and protected to the fullest extent. Submission of a rep ort does not

constitute an admission that medical personnel or manufacturer or the product caused or contributed to the reaction. Submission

of an ADR report does not have any legal implication on the reporter.



& Be Vigilant...
"\_a and Report ADR...!}

What are ADRs?

Any adverse/harmful

reaction (e.g.: Itching, Rash,
Vomiting, Diarrhea etc.) that

is caused after taking any
medicine at therapeutic dose.
Sometime ADR could be serious
so be vigilant to report it.

Role of patients reporting in Pharmacovigilance

Patients can provide first hand information on the adverse reactions experienced by them after
taking medicine. They helps in early detection of ADRs and provide crucial information that can help
taking regulatory actions.

If you suspect/ experience any adverse drug reaction, report it
through the following:-

NEAREST ADR PvPI == TOLL FREE
s ADR MONITORING MOBILE i B ADR REPORTING 1800 180 3024
¥ CENTRES nPPLICATIuN i FORM Available from; Monday to Friday

Available on: www.ipe.goicin Available on: Gaogle Play Stare FORE ST WL R POV {5:00 AM ta 5:30 PM)

(:Ler'sjm'r: hands with PvPlI for patient safery.

Issued in Public Interest

National Coordination Centre - Pharmacovigilance Programme of India
AWHO Collaborating Centre for Pharmacovigilance in Public Health Programmes and Regulatory Services
Indian Pharmacopoeia Commission, Ministry of Health & Family Welfare, Government of India

Sector-23, Raj Nagar, Ghaziabad-201002
Email: pvpl.ipc@gov.in Website: www.ipc.gov.in
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Indian Pharmacopoeia Commission
National Coordination Centre

Pharmacovigilance Programme of India

Ministry of Health & Family Welfare, Govt. of India
mp 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
Email: pvpi.ipc@gov.in, lab.ipc@gov.in website: www.ipc.gov.in



