PHARMACOVIGILANCE IN INTITA |
~ AND EMERGING MARKETS:
AN INDUSTRY PERSPECTIVE

' —
Shashidhar Swamy (Head, Pharmacovigilance)
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Disclaimer

The content expressed in this presentation
is solely my experience and practice in
Pharmacovigilance. This presentation and
views stated are not necessarily that of

Wockhardt Limited.
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Why Pharmacovigilance
?2?2?




WORLD MAP

Beawfart
Sea

| Arcric Circle
< Alaska'
(USA)
b Hudsom
by Canada Bary
Gulf of ",,_ =

Aldska

. b

NORTH .
United States
) af

PACIFIC
America
OCEAN

Tropic of Canger

| maricam
Samenn

Capk
Ishemid{NLZ.)

Tropvic of Capricom

Fuster
r:_m{
1
SOUTH \
. . A\
PACIFIC
L \
ODCEAN \
\\
\\
. ~

Greenland
(Denmark)

Baffin
Bay

3

™

W o M

= A R C T ) [ &4 (] C E i N

)

= A

E Fembu

) o m

l:Sr:_ufhurdJ
s ilaly, _— = f
- b |
Kusvrya Zembpn K"“‘ "B" Sea
, NQH Siberian

Jint Munen P e ~ Wirarigel
'r""'"l?""l a . Barenis ’ Q‘J blind

Norwegian V4

Sea Frn , \
Findand ’I ANic Circle

Middle East
and North

Falkland
Lslaamids (LK. )

South Gev
(UK,
4

d

1
JouTH
adrantic

l’l’il-ﬂ EAN

Suwath Sandwivh
(LK

South East

PACIFIC

Fasd aJ
et \ OCEAN
T:'jh: ‘
abEn
Philippine Norfkers Mariana
Fag Iskusffis { L7,
Viestram T (TL5.) Marshall
wi ‘3& Pederapd States Islanads
Palaie  of Milbomesia pl
1 4 ; ™ Pw’ Naira Kirfbati "=
Tsf India ) Indonesia Tivaresle
S G Sakanran Ty
pag o EastTimor® & s - Wals &
IR Mol Frue \ Cogos s, Christonas [ Caral Fatunal Framce)
s A=) ,/ Sew Vamunts o Sewba
Mavaritioe =
R TN DA N s
e B cuindoa] Frasce | - k\ ;’ = MNew Caleifonia 108
—Swaziland OCEAN my o =fustralia [ Framee)
; Lesatha = e =
Sagarth
Africa Giraut
Augiraliasn [
Bight st e
1. Metherlands 10 Austria 2. Ghana 29, Lischienstein Tasnranis 4
Z. Belgium li.nga:y 1. Togo 30. Montenegro 3 —
3. Luxembourg 12 Serbia 22. Banin 31. Kasavo Bsland
4. Switzerland 13. Moldova 23, CAmm oo 32. Palestinian
5. Slovenia 14 Macedonda 24, Equatorial Territories
6. Croatia 15, Albania Guinea 33. 5L Vincent
7. Bosnia and 16. Cyprus 25 Rwanda and the Grenadines
Herzegoving  17.Lebanon 26 Camisodia
8. Czech Republic 18. Guinea-Bissau 27, Panama
9. Slovakia 18, Guinea 28. Malawi

These emerging markets have their own PV systems
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Role of Pharmaceutical Industry

Collection of adverse events
Monitoring drug safety trends
PSUR (periodic safety update report)
Adequate training and communication
Creating awareness about drug safety

Reporting system for all type of cases (ex: serious ADR,SUSARs etc)

Synchronization between Pharmaceutical company and regulatory
authorities
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Pharmacovigilance model:

Stake holders
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Physician Pharma
and
: : Industry Regulatory
Patients medical Media and authorities
associations associations
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PV model:

Part In- house —Part
Outsourced

. PV model:
 Fully Outsourced end to end

I ISE

< PV model:
e ully In- house end to end Y

a

A\

PHARMACOVIGILANCE MODEL




Pharmacovigilance model:

An industry perspective
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S SYSTEM .
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Pharmacovigilance model:
An industry perspective

~ DATA COLLECTION 7
< SYSTEM







<1 @ms FORM

CIOMS FORM

SUSPECT ADVERSE REACTION REPORT | | I I | | |

IT. REACTION INFORMATION

1 PATIEMNT
INITIALS
(first, last)

la COUNTRY

2. DATE OF BIRTH

2a.AGE 3. SEX “4-6 REACTIOMN OMNSET
Years

Day Month Year

Day | ™Month | Year

7+ 13 DESCRI

BE REACTIONMN(S) (including relewvant tests/laboratory data)

8-12 CHECK ALL
APPROPRIATE TO
ADVERSE REACTION

[ PATIENT DIED

[ INVOLVED OR
PROLOMNGED INPATIENT
HOSPITALISATION

[ INVOLVED
PERSISTANCE OR
SIGNIFICANT DISABILITY
OR INCAPACITY

[ LIFE THREATEMNING

[0 CONGEMNITAL
ABNORMALITIES

[0 OTHER MEDICALLY
IMPORTAMNT

IX. SUSPECT DRUG(S) INFORMATION

[1YES

20. DID REACTIOMN
ABATE AFTER STOPPING DRUGTY

L IMNO [ ] MNA

14. SUSPECT DRUG(S) (include generic name and batch no.)
15. DAILY DOSE(S) 16. ROUTE(S) OF ADMINISTRATIOMN
17. INDICATION(S) FOR USE

21. DID REACTIOMN REAPPEAR AFTER
REINTRODUCTIOMN?

CAYES [IMNO []MNA

is8.

THERAPY DATES (from/to)

19. THERAPY DURATIOMN

IXXY. CONCOMITANT DRUG(S) AND HISTORY

22,

CONCOMITANT DRUG(S) AND DATES OF ADMINISTRATION (exclude those used to treat reaction)

23.

OTHER RELEVANT HISTORY (e.g. diagnostics, allergics, pregnancy with last month of period, etc.)

IV. MARKETING AUTHORIZATION HOLDER/MANUFACTERER INFORMATIOMN

29a. NAME AND ADDRESS OF MANUFACTURER/MARKETING
AUTHORIZATION HOLDER (MAH)

26. REPORTER'S DETAILS

249b. ORIGINAL REPORT MNO.

29c. MAH CONTROL NO.

249d. DATE RECEIVED BY MAH

24d. REPORT SOURCE

[ sTuDY LITERATURE

[0 HEALTH PROFESSIOMNAL
COMPETENT AUTHORITIES

25a.DATE OF THIS REPORT

25b. REPORT TYPE
[ INITIAL [ FOLLOW UP

Confidential

Page 1 of 1
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For WOLUNTARY reporting of Adwverse Drug Reactions by healthcare professiomals

CDSCO I (AMC! NCC Use onty
Ceantral Drugs Standard Control Organization AMC Report Mo.
Directorats Sanersl of Haafth Saraces,
Ministry of Hesikh S Family Welfane, Sovernment of india, = -
FDA Bhawvan, ITQ, Kotla Roed, Mew D=hni Worldwide Unique no.
WL odsoonicin
12, RBelevant tests / laboratory data with dates
1.Patient Initizls 2 Ape ot time of 3. 5= [MI [ F
Event or date of
4. Weight Kz
5. Date of reaction stated (ddy mnm My 13, Otheer relevant history incloding pre—existing medical
&. Date of recovery [dd/mm vy corditions [=.=. sllergies, race, pregnancy. smicking. alocohald use.,
. N hepatic/ I dy=funcei b
7. Describe reaction or problem ERETl rena neman !
14. Sericusness of the reaction
O Death (ddfmmifyyyl C ~Congenitial anomaly
O Life threatening O  BRequired intercention
O Haospitalization-initizl or to prewvent permianent
prodonged impairment §f damage
O Disability Z  Other [specify)
15, Qutcomes
O  Fazzl O Recowering O Unkroaem
O Continuing O Reoowered Z ther |specify)
s pected D
S Mo = Hame Fanufactu Batch Exp. Db el Foute Frequssmcy Therapy dates [if krown giee Bezsson for use of
fbrand ard for rer {if Mo/ Lot i used wsed duaktion] prescribed for
Eeneric nemes] koniossm | Mo (i knoesn|
lanown ) Db Dovte stoppeed
started
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Electronic
medical
records

marketing
surveillance

Literature
scarches

Regulatory authorities /
“ 15
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: : : In house
R _vendor || _ system
Cepbuan

Data in
regional
languages

Data in English
language

Translation of data/ adverse event forms is a part

of data collection system which is carried out to
translate data from regional language to English
language.




Safety data exchange agreements

(SDEA)

License partners Third party manufacturers
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Pharmacovigilance model:
An industry perspective

_____________________________________________________________________
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DATA ANALYSIS
SYSTEM
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Pharmacovigilance model:
An industry perspective
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Pharmacovigilance model:
Data processing system

(@ns global.

ovate for Life™




Pharmacovigilance Model:
An industry perspective




Pharmacovigilance Model:

Medical review
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Pharmacovigilance Model:

An industry perspective

 DATA DISTRIBUTION
| SYSTEM '
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Pharmacovigilance Model:
Data distribution system




Need of the hour in Pharmacovigilance

in India and Emerging Markets

Need for adequate data capturing systems
Under and inaccurate reporting
Need for training

Collaboration with different Stake holders

J Pharmacol Pharmacother,

*Biswas P.
*Kumar A. Sys Rev Pharm, 2011.
P D). D O 3 014




A robust approach to

Pharmacovigilance

Regulatory
_ compliant
. approach

Public

health
focused

Thank you

Electronic

Evidence databases
based

system
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