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= Will b It the doctors find that you have a

~you will be asked to answer a few questions and will also have
= breast for ny abnormality

——

= :;iTrr_ilg gxa@{n_athn,s,yvllli_lae conducted;-once:e;;

- These examinations are quite harmless and are likel

Appendix 7
INFORMED CONSENT FORM

examinations. The study would comprise of 1,50,000 women living in
Mumbai, who will be randomly divided into 2 equal groups depending on
their area of residence. One group (intervention group) will be given
simple examinations as described below and the other group (control
group) will not be examined. The objective is to see if in the group given

an examination the disease could be detected at an earlier stage
compared to the group not examined.

Intervention group:

We are inviting you to participate in this study.

If you agree to participate, since you will belong to the intervention group

or , teach you how to examine your reast yourself
and also-examine your cervix using a speculum. Before examining the
cervix, the cervix would be painted with 4% acetlg;ggid using a cotton bud.

nonths forB years. —

spected you will be refeired to °

I ;“, 7 aiist doctors will exam !E;:;;.Q;si'—:fi ary tests=

e “problem that requires;
treatment then you will be treated free of charge.

y to produce only
ical harm to you. In
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<K All information relating to your examination will be held in confidence and

L Wm

only used for the purpose of the study. By participating in the study you
will help us to find the most appropriate way to detect breast and cervix
cancer early, which may help other women in the future.

However your participation is entirely voluntary and without any penalty or
loss of benefits to which you may be otherwise entitled

You may withdraw from this study at any stage and are also free to avail
of any other early detection facility.

The standard screening procedures for cervix and breast cancers are Pap
sSmear and Mammography, in developed countries. Such facilities are also
available in some centres in India and you may choose to undergo these
tests on your own, if you do not wish to participate in this study.

Control group:

We are inviting you to participate in this study.
pate, since yMu will belong to the control group you
wer a few questions, but will not have to undergo an=-

If you agree to partici
will be asked to ans

examinationsss

All information relating'to your examination will be held in confidence and—

only used for the purpose of the study. By participating in the study yo

will help us to find the-most appropriate way to detect breast and cerv
ich may-help o@mmﬁ@uture. .

In the event you notige ec e of reast cz
that will be explai €E=0 you durifg=a health-education session, you =
welcome to approach the Tata Memorial Hospital for free consultation and —
treatment.

However your participation is entirely voluntary and without any penalty or
loss of benefits to which you may be otherwise entitled.

You may withdraw from this study at any stage and are also free to avail
of any other early detection facility.
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The standard screening procedures for cervix and breast cancers are Pap
smear and Mammography, in developed countries. Such facilities are also
available in some centres in India and you may choose to undergo these
tests on your own, if you do not wish to participate in this study.

If you wish to know more about the study and about your rights as a
research subject you may contact the following 2 persons:

1. Dr. S.Shastri
Tata Memorial Hospital
Parel, Mumbai 400 012
Tel: 24154379

2 Dr. Gauravi Mishra
Project Coordinator, NIH Project =
Room No - 8, 5" Floor Annexe Building

Tata Memoria__@pita , :

Signature of Paﬁ%’rcipant: - — =

Consent of the participant: -

I have read / | have been fully explained about the study and understand
its implications and my rights as a Participant. | agree to take part in the
study and if required allow myself to be examined by trained female health

workers and if necessary undergo further investigations and treatment at
Tata Memorial Hospital. ‘
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Signature of Participant :-

Name of Participant

Signature of Witness

Name of Witness

Date

I'have explained the

participant in her ver,

Signature of Interpreter -

Name of Interpreter
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Project and contents
nacular language.

Informed Consent Form (Contd,,

of the consent form to the

e o |



