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Why is Cervical Cancer important to us?

New cervical cancer cases Deaths due to cervical

cancer annually

India: 74,118
World : 2,73,505

diagnosed annually
India: 1,32,082
World : 4,93,243
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Cervical Cancer — Disease Burden

> 200 women die every day

Cervical Cancer:
India

8 women die every hour

Every 7 minutes a women dies

C3se ‘\'&_e,eds to be taken up by multiple stake holders.
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Estimated incidence of cervical cancer in 2002
and projected in 2025
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BRIMRIEC burden in 2025 is estimated by applying current population forecasts for the
o@guntr Qd assumlng that current incidence rates of cervical cancer are constant over

time.
WHO/ICO’l,nformat%Qd Cervical Cancer (HPV Information Centre). Summary report on HPV and cervical cancer statistics in
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Estimated mortality due to cervical cancer
in 2002 and projected in 2025
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Estimates suggest more than 365 women will die/ day due to cervical cancer in 2025
—_
WHO/IEO Information Centre on HPV and Cervical Cancer (HPV Information Centre). Summary report on HPV and cervical cancer statistics in
India. 2009. [Accessed on 24 th Aug 2009. Available at www. who. int/ hpvcentre ¢ WHO/ICO Information Centre on HPV and Cervical Cancer
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Challenges

One of the challenges in India is low rate of Cervical Cancer
screening

All 2.6%
Urban 4.9%
Rural 2.3%

WHO/ICO Information Centre on HPV and Cervical Cancer (HPV Information Centre).
4‘ Human Papillemayintisand Related Cancers in India. Summary Report 2009. [Date accessed]. Available at www. who. int/ hpvcentre



Current screening status in India

M No organized screening programmes in the country

M Cytology-based screening programmes with
frequently repeated screening rounds are not feasible
in India due to:

M High costs
M Inadequate infrastructure

M Inadequate trained human resources

M Logistical difficulties




3 pronged approach to saving the lives of women...

Education
_a

Primary Prevention: Secondary Prevention:
Vaccination Screening & Treatment
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Advent of vaccines

e Initiated many queries

e Do we really need vaccination ?

e is cancer cervix actually a disease only of
the poor

e What truly is the prevalence of HPV
infection?

e What truly is the type of HPV found ?



Results of Cross-Sectional Studies

Accuracy Of Screening Tests

Screening Participants | Sensitivity % | Specificity %
Test (Sites) (range) (range)

Cytology 22633(05) 98(29-77) 95(89-99)
HPV 18065(04) 67(46-81) 94(92-93)
VIA 54981(11) 77(58-94) 86(75-94)
VIAM 16900(03) 64(61-71) 87(83-90)
VILI 49080(10) 92(76-97) 85(73-91)
VIA(+) or VILI (+) 49080(10) 94 81
VIA(-!-) and VILI(+) 49080(10) 9 89




To be able to answer these
FOGSI Projects for 2010

Reaching \Q)"

TheUnreached
FOGSI 2010 ~vitiative

Vaccinate Early, Screen Regularly

Regular screening of sexually active women who could be at risk
for developing HPV related infections.

Appropriate intervention may be initiated at the earliest to prevent

Cervical Cancer and other HPV-related cancers and diseases
ot




Study Outline

Phase |
» CME conducted for 84 FOGSI members
e Who served as regional trainers

 Consent was obtained for participation in the
study

Phase II

» Trainers conducted training of 700 doctors (FOGSI
members) on the protocol, study modules and
obtained consent for study participation



Study Outline

Phase 111

» 700+ doctors started enrolling approximately 10,000
females (married and sexually active), between 18 to
45 years of age, in the study.

e 509% of the enrolled females were from Socio-
Economic Class A

A




Training

» Doctors were trained intensively utilizing training
modules

Training included lectures, discussions and extensive
review of photographs of normal and abnormal
conditions of cervix

Structured course to

» collect cervical cells and prepare a cytology
smear and fix them in 70% ether alcohol

» To carry out VIA and interpret the results
» To carry our HPV PCR test for positive pap/VIA

4 training sites were conducting colposcopy training for
select interested participants; however, this training
was not part of the protocol
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Inclusion Criteria

» Urban married sexually active females
between 18 to 45 years with intact uteri

» Willing to comply with study requirements
and follow up as required
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Exclusion Criteria

Individuals concurrently enrolled in clinical studies of
investigational agents or studies involving collection of
cervical /genital specimens.

» History of known prior vaccination with an HPV vaccine.

» Subjects who had undergone hysterectomy or treatment for

cervical cancer in the past.

» Pregnant females

» Active bleeding or infective discharge or urinary tract

infection

Any condition which in the opinion of the investigator might
interfere with the evaluation of the study objectives.

>~ Inability to give consent.




Summary of Study Procedures

Informed Consent

Demographic Data/medical
history

Vital Signs and Physical
Examination

Inclusion and Exclusion
Criteria

Socio-Economic Status
Pap Test

VIA

HPV Testing*

S

Study Termination




“Reaching the Unreached” Initiative — Interim
result- Pap test

Reaching

The(Jnreached (In urban population with varied
socioeconomic class)

FOGSI 2010 INITIATIVE

India PAP Test Result

MLSIL W MNILM HSIL B ASC-H/ASC-US I US

e 285 Gynecologists
e 33 cities

e Most of the women
from High
socioeconomic class

LsIL Low Grade Squamous Intraepithelial Lesion

MILM Megative for Intraepithelial Lesion or Malignancy

HSIL High Grade Squamous Intraepithelial Lesion

ASCUS / ASCH Atypical Squamous Cells Of Unknown Significance
I Atypical Squamous Cells - cannot exclude HSIL

us Atrophic smear(3) fAtypical endocervical cells(8)
/Hemorrhagic and inflammatory smear{28) funsatisfactory




“Reaching the Unreached” Initiative — Interim
%e%ching ; result- Pap test
¢Unreache : : .
EOGAT 2010 rmarssis (In urban.populatlo.n with varied
socioeconomic class)

Women screened

2,854 Pap smears

76 % negative

o 17 % inadequate smears .A\_» /

e JAgd & LSIL4% —
o SCUS & Others 2% ——»> 7 % abnormal smears
g HSIL 1 % 4
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%E%%Te%%ie B HPVPCR testing Summary

FOGSI 2010 INITIATIVE

e Total number of samples studied =208
e Overall Positivity = 11.5 %
o High risk HPV infections among total +ve samples = 75 %

e Lowrisk HPV infections among total +ve samples = 25 %

9%

3%
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GARD project

GARD project kick-started its operations in Dec.’09
continued till date

The HPV screening was undertaken in GARD study by
using DNA PCR to detect HPV infection followed by DNA
sequencing to ascertain the specific HPV types

In last 5 months and 10 days, total no. of samples
processed under GARD campaign are = 4034

Overall positivity has been reported to be around =
6.4%

Overall risk type positivity was approx. 4.1% for high
risk types and 2.3% for low risk types respectively

.+ ¢ High risk HPV infections among total +ve samples = 64.06 %
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Indian HPV Prevalence Data-Urban

(Pvt. Hospital & Pvt. Nursing Homes)

Total Samples: 4034

National HPV Prevalence Rate ~ 7 % As per WHO data the
HPV

Prevalence rate in
Indian women is
7.9%

14% -~
12% - 12%

| (0)
10% 10% In GARD campaign

% of the data represents

HPV 8% A 8% ngh and Medium
Prevalence 7% 7% % SEC as the samples

6% 6% 6% 6%  Collected from
general population
4% - In Private Hospital
& Nursing homes

2% A

-Even at 18 to 25 the
: : : : : : : : ' prevalence Rate is
26-30 31-35 36-40 41-45 46-50 51-55 56-60 60- 8%
Above

Age Group

Source’ Relictfrro it




GARD Serotype Prevalence among HPV

uuuuuuuuuuuuuuuuuuuuuuuuuuuuuuuuuuuuuuuuuuuuuuuuuuuuuuuu

High risk Serotype contribute 64 % of all HPV
16 & 18 contributes to 70 % of all High Risk

17%

m6 @11 mOthers

Low Risk Serotype contribute 26 % of all HPV
6 & 11 contributes to 28 % of all low risk

- Other low risk types are not relevant from
Source’ Relirro . clinical stand point




GARD Summary: Pan India

» Overall summary:

Risk Types Total Overall Positivity
High Risk 166 4.1
Low Risk PR] 2.3
Not Detected 3775 93.6
Grand Total 4034 100
e Age wise breakup: All India
Detected Not
Age Range High Risk | Low Risk Detected | Grand Total | % Positivity
Below 20 V7 28 22 26 15.4
21-30 35 29 927 991 )
31-40 75 28 1577 1680 6.1
41-50 33 18 838 889 5.7
51-60 \15/ 5 185 205 9.8
61-70 2 0 29 31 6.5
Above 70 0 0] 7 7 0.0
._s1Net Specifie 4 11 190 205 7.3
5 : ‘ 166 93 3775 4034 6.4




Exposure to HPV at a Young Age Increases the Risk of
Cervical Lesions and Cancer in Women?

Relative risks for CIN and invasive cancer increase
with decreasing age of first sexual intercourse.

Age_at First Intercourse (Years)

6 T W <17
18-22
5 - Reference Population:
First intercourse

>23 years of age or never

Relative Risk Estimates ?
N

3 -
2 -
- 1 . T
| CIN Invasive Cervical Cancer
(n=206) (n=327)

o |
aMantle-Haenszel estimates adjusted for age only.

A winls@eBBRIANG et al. Cancer. 1986:58:935-941.



HPV-Related Disease in the Asia-Pacific Region?:
Highest Incidence in Younger Woment?

3-year incidence of HPV-related disease in
nonvaccinated participants in trials of QHPV vaccine®? (N=346)
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18 | Any HPV
16 1 Type-Related
144 Lesion
i -

10 -

Lesions Related to HPV
Types 6/11/16/18

Incidence per
100 Person-Years at Risk (%)

<19 19-21 222 <19 19-21 222
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bPhase IIl protocols 013 and 015.

wimdaiIEMIETEI=Int J Gynaecol Obstet. 2008;102:275-283.






India: exposure to risk

@ 30% of India’s population (327 million

individuals) is in the age group of 10 -2 4 years
(Source: WHO0,2007)

@ Youth are vulnerable to sexually transmitted
infections, including HIV and account for 31% of
AIDS burden in the country

(Source:NA CO, 20 07)

® Though age at marriage is increasing; data from

NFHS-3 (National Family Health Survey 3) shows that

27% young women and 3% young men in the age

group of 15-19 year were married at the time of

the survey 2005-06)




Reproductive demographics

® 30% women in the age group of 15-19
years have had a live birth by the age of
19 years(Source: NFHS 3)

® 7% married and 9% unmarried girls
reported current use of modern
contraceptive methods (Source: NFHS 3)




Anemia the universal killer

e 60% girls in the age group 15-19
were found to be anemic ( Source:
NFHS -3).

e Anemia is a contributing cause of
increased age- specific mortality
among female adolescents




Summary

India harbors a majority of cervical cancer
cases worldwide.

HPV infection is seen in young women in
early twenties and hence vaccination in
adolescents is best policy.

HPV equally affects upper and lower
socioeconomic class.

Partnership with industry is an important
stakeholder in fighting for the cause.
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Summary

Nurmber of HCPs initiated HPV Screening - 658

Total Sampla siza ti] 25th Fob. 2010: 2098

Overall Rete of HPY prevalence : 6,87 %

hank you

Age wise Overall Prevalence Pan India

Overall HPV Serotype Prevalence : All indla

WHighRsk
LowRisk

HPV Serotype Prevalence : Allindia

“
2n a
e

- - =

Toeds | Wpels [Ohwdih | Tiond | Tell | Oheriow
e

M Rk Lowhsk




