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To,

The Dean,

Research and Development,
Institutional Ethics Committee,
King George's Medical University,
Lucknow, U.P.

Subject: Request for expedite process of ethical approval of study.
Respected Ma'am,

With due respect, I, Mr. Vaibhav Singh, third year student of MBBS 2019 batch under the guidance
of Prof. Vinod Jain, Professor, Department of General Surgery, KGMU who is superannuating
on 05/10/2022, wish to submit the following project for ethical clearance — “Barriers to Breast
Cancer Screening in a cohort of urban Indian women.”

This is to inform you that this project has been selected under ICMR STS (Indian Council of
Medical Research, Short Term Studentship) Programme, 2022 vide letter No.21/2/2022/HRD-
STS Dated: 17/05/2022 and for the fund release with other clearances. We are submitting for
official ethical clearance of this project. In view of his (Prof Vinod Jain) superannuation on
05/10/2022 we need to expedite process of approval for ethical clearance. I am attaching all the
enquired documents of this project for your kind perusal and needful action.

I request you to kindly consider the project for review by the Ethical Committee and expedite the
process of approval.

['shall be grateful to you for your early, kind and just action.

Thanking you,
Your sincerely,
\Jnhay Sinls
MR. VAIBHAYV SINGH,
MBBS 2019
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KING GEORGE’S MEDICAL UNIVERSITY, LUCKNOW, U.P.
Scientific Review Committee
Faculty of Medical Sciences
Department of General Surgery, KGMU
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The Proposal entitled: “Barriers to Breast Cancer Screening in a Cohort of Urban Indian

Women.” & :
U\A(l(ZY‘ Futctgucg #M'Vﬂm ‘3C_1u5

Presented by: Mr. Vaibhav Singh Pl/ Resident! Student

The committee reviewed the proposal and comments are as given below:
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B | Hypothesis & Objectives Setig)e dowy! |
C | Methodology o %
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Analysis Plan)
D | Competency of Investigation Team s (}qg}m\-;% |
E | Budget gcjl,G) i d,m‘,{ﬂ
F | Data Collection Instruments Lk J
G | Informed Consent Form (Patieni Information sheet & G- R e

Consent Form) &Mﬂﬂq C,(Lm%
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Decision:

(1) The proposal is Scientifically sound can be forwarded for ethical review
or
(2) Proposals needs revision on the points below:
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734 2022-05947 Ms. Anshika Dhananjay Verma Approved
735 2022-05953 Ms. Sharvari Sameer Kulkarni Approved
736 2022-05961 Ms. Shreya Namdev Sonawane Approved
737 2022-05991 Mr. Ritvik Vinit Rau Approved
738 2022-06003 Mr. Sujoy Bose Approved
739 2022-06010 Ms. Hashmita Das Withheld
740 2022-06013 Ms. VarshaR N Withheld
741 2022-06018 Mr. Vraj Jigarkumar Rangrej Withheld
742 2022-06025 Ms. Ragini Parida Approved
743 2022-06036 Mr. Yashas Bp Approved
744 2022-06038 Ms. Poornima Kumaran Approved
745 2022-06045 Mr. Vinayaka Korishetty Approved
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747 2022-06061 Mr. Rudra Verma Approved
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771 2022-06240 Mr. Abhishek Kumar Withheld
772 2022-06250 Ms. Parijat Ghosh Approved
773 2022-06251 Ms. Anya Shetty Withheld
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Title of Project:

“Barriers to Breast Cancer Screening in a Cohort of Urban Indian Women.”

Principal Investigator: Mr. Vaibhav Singh, Third year student of MBBS 2019 Batch, KGMU

Guide: Prof. Vinod Jain, Professor, Department of General Surgery, KGMU

Role of Principal Investigator:

Data curation, Funding acquisition, Conceptualization, Resources, Visualization, Writing
original drafts

Role of Guide:

Methodology, Project administration, Resources, Supervision, Validation, Visualization,
Review and editing of final draft.



ANNEXURE: 1-RV-1/2019 (SOP-IEC-KGMU)

KING GEORGE’S MEDICAL UNIVERSITY, LUCKNOW, UP

FORM TO BE FILLED BY THE PRINCIPAL INVESTIGATOR (PI) FOR

SUBMISSION TO INSTITUTIONAL ETHICS COMMITTEE (IEC)
(for attachment to each copy of the proposal)

* Ref. Code No. of IEC:

* to be filled by Office of IEC

Proposal Title:

“Barriers to Breast Cancer Screening in a Cohort of Urban Indian Women.”

Name, Designation & Qualifications Departmental Tel No. & Signature
Email ID
MR VAIBHAYV SINGH, MOB: 8429367353 P
PI | MBBS 2019, VAL
FACULTY OF MEDICAL SCIENCES g"‘ﬂ

Email:
vaibhav1816.19@kgmecindia.edu

PROF. VINOD JAIN, MOB: 9335135702
PROFESSOR,

GUIDE | DEPARTMENT OF GENERAL SURGERY,
KGMU, LUCKNOW, INDIA.

Email: MV

£~ =0l i
fOi‘?is sy ga\_’\f

vinodjain@kgmeindia.edu et of S

s 47
S O i O
e

iy s 1V,
J-,"V

Please attach Curriculum Vitae of all Investigators (with subject specific publications limited to
previous 5 years) not working at KGMU. The investigators should sign their CV.




Sponsor Information: f\%@

1. Indian a) Government [J Central [J State [] Institutional O
b) Private ad

2. International N/A

3. Industry N/A

4. Contact address of sponsor:

A

5.Budget A/ .9

Drug/Vacancies/Device/Herbal Remedies f\%é)
1. Does the study involve use of
Drugs O Devices O Vaccines

1. Type of study Epidemiological =" Basic Sciences 0 Behavioral [
Clinical O Single Centre 0 Multicentric [

2. Status of review New &~ Revised O

3. Clinical Trials

Indian systems of Medicines / or Alternate systems of Medicine [1 Any other [1 None [

i1. Is it approved and marketed

Other countries, specify

Inlndial UK & Europe O USA D] Mo

iii. Does it involve a change in use, dosage, route of administration? Yes] NolJ
if yes, whether DCGT’s/Any other Regulatory Authority’s permission obtained? Yes[J No [
If yes, copy of permission attached. Ny ’4 YesD NoO
iv. Is it an Investigational New Drug? N, Yes NoO
If yes, A
a. Investigator's Brochure enclosed Yesd Nol
b. Preclinical studies data available (if yes, provide summary) Yes NolO
c. Clinical studies data available (if ves, provide summary) YesJ No[
d. Clinical studyis Phase 1] Phase Il Phase III 0 Phase IV [ N/A O
e. DCGI’s permission obtained Yes[d NoO
If yes, copy of letter enclosed Yes[0 NolO




E— B _

5. Subject selection:

vii. Special group subjects
(Tick the appropriate boxes)

s S _ _ —

4. Bricl'.d.escription of the proposal-aim(s) and objectives, justification for study, methodology
dcvscrlbmg. the potential risks and benefits, outcome measures, statistical analysis and whether
_itis of national significance with rationale (Attach sheet with maximum 500 words) |

i. Number of subjects: 385 subjects will be enrolled.

ii. Duration of a) Study: 2 MONTHS b) Subject participation: 2 MONTHS |

iii. Will subjects from both sexes be recruited Yes [J Now” '

|

iv. Inclusion/exclusion criteria given Yes @ NoU :

v. Type of subjects Volunteers N/ Patients [J '

|

vi. Vulnerable subjects Yes [ No v [

(Tick the appropriate boxes) ‘

Pregnant Women [ Children O Elderly O i

Fetus O Illiterate O ~ Handicapped |
Terminally ill O Seriously ill O Mentally Challenged O

Economically & socially backward 0 Any other O

Yes O \o{/

Captives O [nstitutionalized O Employees O
Students O Nurses / Dependent O Armed Forces [
Any other O Staff O

6. Privacy and confidentiality

i. Study Involves Direct Identifiers O
Indirect Identifiers/Coded O

Completely Anonymized / Delinked o

ii. Confidential handling of data by staff Yes O Nos”

7. Use of biological / hazardous materials M fa

i. Use of fetal tissue of aborts. If yes provide dctails Yes O NoO

ii. Use of organs or body fluids. If yes provide details Yes O NoO

iii. Use of recombinant / gene therapy products Yes O NoO |
if ves, has Institutional Biosafety Committee approval for rDNA
products been obtained? Yes O No[

iv. Use of pre-existing/stored/left over samples Yes 0 No0]

v. Collection for banking / future research Yes 0 No(

vi. Use of ionizing radiation / radioisotopes Yes O No[] J
If yes, has Institutional Biosafety Committee approval for |
Radioactive Isotopes been obtained? Yes O NoO

vii. Use of Infectious / biohazardous specimens Yes O NoO |

viii. Proposal disposal of material Yes 0 NoO

X, Will anyisar;ple collected from the patients be sent abroad? ‘\m*

| If ves, give details and address of collaborators //9

a. Sample will be sent abroad because (Tick appropriate box)
I acility not available in India

Facility in India inaccessible

(]

I acility available but not being aceessed : . [



| Sponsor of study

IrSO. reasons N

8. Consent * Written & Oral () Audio-Visual 0

i. Patient Information Sheet attached: (Tick the included elements)

Understandable language 4 Alternatives to participation

Statement that study involves research & ¢ onfidentiality of records

‘H/Comacl information

Purpose and procedures
Risks & discomforts
Benefits

Compensation for participation

*ﬁ/Slalcment that consent is voluntary

‘Q/Right to withdraw

L/ Consent for future use of material biological
"4 Benefits if any on future commercialization e.g.

L

2 8% YRS

]

b. Has necessary clearance been obtained Yes (1 NolJ

/P

Genetic basis for drug development /\//A 0
Compensation for study related injury [)
Translation of information sheet in local language H/ /
ii. If healthy volunteers will be included, information sheet for them attached Yes’@ NoO
iii. Consent form in English Hindi 7 |
| iv. Who will obtain consent (‘PﬂCo-Pl) 0 Nurse / Counselor O
Research Staff 0 Any other O
* 1f written consent is not obtained, giver reasons:
|
' 9. Will any advertising be done for recruitment of Subjects? ‘
. (Posters, flyers, brochure, websites — if so attach a copy) Yes 0 Now”
— ]
10. Risks & benefits |
} i. Is the risk reasonable compared to the anticipated benefits to P "
- subjects / community / country? Yess NoO |
ii. Is there physical / social / psychological risk / discomfort? Yes & Nol |
if yes, Minimal or no risk ’ w
More than minimum risk 0 |
High risk 0 ) - - ‘
ir iii. Is there benefit a) to the subject? Yes v° NoO |
‘ Direct ‘ET/ Indirect O i
. b)tothesociety? o ~ Yes @ NoD
| 11. Data monitoring I
: i. Is there a data & safety monitoring committee/Board (DSMB)? Yes O No [ |
ii. Is there a plan for reporting of adverse events? /\//;) Yes [ No [ f
il yes, reporting will be done to
Sponsor (] IEC [ DSMB [
" iii. Is there a plan for interim analysis of data? ) Yes (O No [J
- 12. Is there compensation for injury? N/F) Yes O No [
If yes, by
Sponsor 0 Investigator (]
} Insurance Company 0 ~ Any o@lﬁlgr Ll
‘i 13. Do you have conflict of interest? Yes O No\r~ ﬂ

7(Fil{z|_l_1¢ial / Non-financial)

1

Yes ‘/f;JOD



If yes, specify

Check list for attached documents:

Project proposal — 05 copies

Curriculum Vitae of non KGMU Investigators

Brief description of proposal/summary

Copy of the Protocol / Project and questionnaire (if any)
Investigator’s Brochure

Copy of Patient information sheet & Consent form in local language
Copy of Advertisements/Information brochures
DCGI/DBT/BARC clearance if obtained

Copy of Insurance Policy

Copy of Clinical trial agreement

Copy of IEC proforma

Copy of PI undertaking
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Copy of Case Report Form
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Signature of PI
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ANNEXURE: 2-RV-1/2019 (SOP-IEC-KGMU)
UNDERTAKING BY THE PRINCIPAL INVESTIGATOR

NAME OF THE PROJECT:

“Barriers to Breast Cancer Screening in a Cohort of Urban Indian Women.”

NAME, DESIGNATION AND DEPARTMENT OF THE PRINCIPAL INVESTIGATOR:

MR VAIBHAV SINGH, Third year student of MBBS 2019 Batch

OTHER MEMBERS OF THE RESEARCH TEAM:
PROF. VINOD JAIN, Professor, Department of General Surgery, KGMU

NAME AND ADDRESS OF ANY OTHER MEDICAL INSTITUTE, HOSPITAL OR
INSTITUTION WHERE PARTS OF THE STUDY WILL BE DONE

NUMBER OF ONGOING PROJECTS/CLINICAL TRIALS IN WHICH YOU ARE PI: 1

e [ confirm that I will initiate the study only after obtaining all regulatory clearances.

e I will not implement any deviation from the approved protocol without prior consent
of the sponsor nature and it will be intimated to the IEC at the earliest.

e I confirm that the CO-PI and other members of the study tcam have been informed
about their obligations and are qualified to meet them.

e T will personally supervise the study and ensure that requirements of obtaining
informed consent and other cthical requirements under ICMR and National Regulatory
Guidelines are adhered to.

e I will maintain accurate and complete record of all cases in accordance with GCP
provisions and make them available for audit/inspection by IEC, Regulatory
authorities, Sponsors or their authorized representatives,

e I will inform the IEC and the Sponsors of any unexpected or serious adverse event at
the earliest and definitely within seven days of its occurrence.

e I will maintain confidentiality of the identity of all participating subjects and assure
security and confidentiality of study data.

e I and my colleagues will comply with statutory obligations, requirements and
guidelines applicable to such clinical studies.

o I will inform IEC of the date of starting the study within 2 weeks of initiation of the
trial and submit annual progress reports and final report to Member Secretary, IEC
within 4 weeks of the due date.

Nahhov 3"

Signature of Principal Investigator

Date: A/ 0_(/2{] 2‘2-
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ANNEXURE: 7-Rev V-1/2019 (SOP-IEC-KGMU)

KING GEORGE’S MEDICAL UNIVERSITY, LUCKNOW, UP
PARTICIPANT INFORMATION SHEET

Study Title: “Barriers to Breast Cancer Screening in a Cohort of Urban Indian Women.”
Invitation:

You are being invited to take part in a research study. Before you decide it is important for you
to understand why the research is being done and what it will involve. Please take time to read
the following information carefully and discuss it with friends, relatives and your treating
physician/family doctor if you wish. Ask us if there is anything that is not clear or if you would
like more information. Take time to decide whether or not you wish to take part.

What is the purpose of the study?

To evaluate breast cancer screening practices in urban Indian women.

To identify barriers of screening for breast cancer in a cohort of urban women.
To assess various factors affecting screening practices.

Why have I been chosen?

Because you are an Indian woman living in an urban area.
Do I have to take part?

It is up to you to decide whether or not to take part. If you do decide to take part, you will be
given this information sheet to keep and be asked to sign a consent form. If you decide to take
part you are still free to withdraw at any time and without giving a reason.

What will happen to me if I take part?

You will be asked to fill out a questionnaire regarding socio-demographic variables (age,
occupation, education, marital status), and Cancer screening related questions (about Breast
Self-Examination, Clinical Breast Examination and Mammography).

What do I have to do?

Nothing extra, other than what has been explained above.
What is the drug or procedure that is being tested?
N/A

What are the alternatives for diagnosis or treatment?
N/A

What are the side effects of taking part?

None.

What are the possible disadvantages and risks of taking part?
None.

What are the possible benefits of taking part?

None.

What if new information becomes available?

N/A

What happens when the research study stops?

Since there is no drug/treatment involved in our study. So, it would not make any difference
to the participant.

What if something goes wrong?

Since there is no drug/treatment involved in our study. So, it would not make any difference
to the participant.

Will my taking part in this study be kept confidential?

All information collected about you during the course of the study will be kept strictly
confidential.



17.

18.

19.

20.

What will happen to the results of the research study?

The research study will be published in a journal. Although, your data will be kept highly
confidential.

Who is organizing and funding the research?

It is funded by ICMR, New Delhi. It is under the ICMR STS Programme, 2022.

Who has reviewed the study?

IEC (Institutional Ethics Committee) has reviewed the study.

Contact for further information:

Prof. Vinod Jain,

Professor,
Department of General Surgery,

King George’s Medical University,
Shahmina Shah Road, Chowk,
Lucknow-226003, Uttar Pradesh, India.

Mpyr. Vaibhav Singh,

Faculty of Medical Sciences, : W v g“ﬁ\«
King George’s Medical University, J cql—o
Shahmina Shah Road, Chowk,

Lucknow-226003, Uttar Pradesh, India.

The Dean of Research and Development:

Prof. Shally Awasthi,

Office of the Dean of Research and Development,
Behind Shelby Hall,

King George’s Medical University,

Shahmina Shah Road, Chowk,

Lucknow-226003, Uttar Pradesh, India.

Legally authorized representative

Legally authorized representative (LAR), under applicable law or judicial authority, can give
consent on behalf of a prospective participant who, for either legal or medical reasons, is unable
to give consent herself/himself to participate in research or to undergo a diagnostic, therapeutic
or preventive procedure as per research protocol, duly approved by the ethics committee.

Date: ‘Zf/of/%&z, : \/&:bbg Q'.,:lb\

Signature of Principal Investigator
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EXECUTIVE SUMMARY FOR ETHICAL APPROVAL

1) TITLE OF PROJECT: “Barriers to Breast Cancer Screening in a Cohort of Urban Indian Women.”

2) TEACHER INVESTIGATOR:
PROF. VINOD JAIN, Professor, Department of General Surgery, KGMU, Lucknow, India.

STUDENT INVESTIGATOR:
MR VAIBHAYV SINGH, Third Year MBBS Student, Batch of 2019, KGMU

3) BACKGROUND

The global cancer burden is expected to be 28.4 million cases in 2040, a 47% increase from the
corresponding 19.3 million cases in 2020. Globally, Breast cancer is the most commonly diagnosed
cancer and the leading cause of cancer death among females, followed by colorectal and lung cancer
for incidence, and vice versa for mortality.[1] Breast cancer has the highest incidence rate (13.5%) and
death rate (10.6%) in India.[2]

However, early detection of breast cancer has better chances of survival and also reduces treatment
costs.[3] The 5-year survival rate with early detection is approximately 85% whereas it is reduced to
56% with late detection.[4] Unfortunately, over 70% of the women present in advanced stages of breast
cancer which is the main cause of high mortality among these patients. Advanced stage presentation
of breast cancer occurs mainly due to the non-existent breast cancer screening program, and non-
participation of women if any such program does exist.[5]

Breast Cancer Screening is defined as testing women before any evident symptoms appear, to detect
and treat cancers or pre-cancers.[6] Breast Self-Examination (BSE), Clinical Breast Examination
(CBE) and Mammography are some of the screening techniques used for Breast cancer.[7] In India,
Breast cancer screening is part of the National Programme for Prevention and Control of Cancer,
Diabetes, Cardiovascular diseases, and Stroke (NPCDCS).[8] Its guidelines are used for the screening
of different cancers in eligible men and women[9] but there is still no existing National Screening
Program.[8]

Notably, India’s National Family Health Survey-5 (NFHS-5) data reveal that NPCDCS has not taken
off in any state. According to NFHS-5 2020-21 data on Breast Cancer Screening, The state with the
highest percentage coverage for breast cancer screening was Mizoram, with 2.7% women screened.[9]
Only 0.4% of women between the age of 30 and 49 years had ever undergone a breast examination for
breast cancer, both in rural and urban areas of Uttar Pradesh.[10]

According to a recent report from National Cancer Registry Programme (NCRP) India, The highest
burden of breast cancer has been observed in metropolitan cities.[11] So, it becomes essential to
analyse various reasons for women to not avail of existing screening facilities even after being aware
of the high mortality associated with advanced stages of breast cancer. Identification of barriers to
breast cancer screening can be very helpful in improving morbidity and mortality status.



In a nutshell, lack of awareness has been shown to be one of the biggest barriers to screening and early
detection of breast cancers [12] therefore it is crucial to assess existing levels of cancer awareness in
urban Indian women. Moreover, currently, there is a significant gap in the literature with respect to
the barriers that affect screening practices amongst Indian women. Hence, this study aims to fill in this
gap by assessing various factors that affect screening practices amongst urban women in India. And,
considering very much lower screening rates for breast cancer in India, in this study, we also aim to
identify factors that act as barriers to breast cancer screening in urban Indian women.

4) OBIJECTIVES
Primary objectives:
To evaluate breast cancer screening practices in urban Indian women.
To identify barriers of screening for breast cancer in a cohort of urban women.
Secondary objectives:
To assess various factors affecting screening practices.

5) METHODOLOGY
5.1. Type of Study: Observational study
5.2.  Study Design: Survey-based, cross-sectional study.
5.3.  Study Setting & Population: The Participants for this study will include urban Indian
women living in Uttar Pradesh.
The definition of an urban area is as follows [13];
1. All places with a municipality, corporation, cantonment board or notified town area
committee, etc.
2. All other places which satisfy the following criteria:
a) A minimum population of 5,000;
b) At least 75 per cent of the male main working population engaged in
non-agricultural pursuits;
c) Adensity of population of at least 400 persons per sqg. km
5.4. Inclusion criteria:
I.  Indian women living in urban areas.
.  Women consenting for participation in this study.
5.5.  Exclusion criteria:
I.  Women not consenting for participation in this study.
II.  Women not completing the questionnaire (<70%).
5.6. Sample Size: 385 participants (calculated with a 95% confidence level and a 5% margin
of error.)
Sample size was calculated using the formula:
Sample Size =N * [Z2x px (1-p)/e?] / IN=1 + (2% x p x (1-p)/€?]
where N = Population size,
Z = Critical value of the normal distribution at the required confidence level,
p = Sample proportion,
e = Margin of error



5.7.

5.8.

DATA COLLECTION
Data shall be collected by administering a comprehensive self-designed and validated,

structured questionnaire via online as well as offline medium. A consent form will also be
included with the questionnaire. After explaining the study’s purpose and its benefits for
women’s health, participant’s written and verbal consent will be obtained. Questionnaire
has been prepared by using the information on breast cancer and screening from the
literature. Questionnaire includes the socio-demographic variables (age, occupation,
education, marital status) of the participants, and Cancer screening related questions
(about Breast Self-Examination, Clinical Breast Examination and Mammography).

STATISTICAL ANALYSIS

After data collection, the collected data will be first organized and tabulated in Microsoft
excel. The data obtained will be analysed with the help of IBM SPSS (Statistical Package
for the Social Sciences) Software Version 24 for which institutional access is available. Chi-

square test will be used to correlate various parameters affecting breast cancer screening
practices.

6) Time Frame: This study will be conducted over a period of 2 months, after approval.

7) Risks to Participants & Ethical Considerations: The study does not involve any kind of health

risks to the participants. It will be conducted only after approval by the Institutional ethics
committee, KGMU. A consent form will also be included with the questionnaire. All data will be
stored and handled in a strictly confidential manner.

8) ETHICAL CONSIDERATIONS
We have submitted the proposal for ethical clearance to the Institution's Ethics Committee and it will

be attached at the time of report submission. Participation in this study will be voluntary. Data will
be collected only after obtaining participants’ consent and data will be kept confidential.

9) IMPLICATIONS

1.
2.

This study will help us enhance awareness about screening programmes among women.
This study may help us in the development and implementation of well-organized
screening programmes in India as well as in strengthening existing screening facilities.
Identifying barriers is crucial in improving women participation in breast cancer screening
programs which would ultimately result in detecting early-stage cases and lowering the
treatment cost.

Identification of barriers to breast cancer screening in a cohort of urban Indian women
would be very helpful in reducing morbidity and mortality as well as disease burden.
This study can provide better insight on how to eliminate various barriers to improve
cancer screening rates in India.
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UESTIONNAIRE
NAME: DATE:
ADDRESS(CITY):
AGE (YEARS): OCCUPATION: EMPLOYED / UNEMPLOYED / STUDENT

MARITAL STATUS: SINGLE / MARRIED / OTHER HEALTH INSURANCE: YES / NO
HIGHEST LEVEL OF EDUCATION:

No formal education
Primary education
Secondary education
Higher secondary education

vk wnn e

Graduation or higher studies

1. Have you heard of breast cancer? Yes / No

2. Have you heard of breast cancer screening? Yes / No
Breast Self-Examination (BSE)

>

vV V V V

Have you heard of Breast Self-Examination (BSE)? Yes / No

Do you believe that BSE is a useful tool for the early detection of breast cancer? Yes/No

Do you know how to do BSE? Yes / No

Do you practice BSE? Yes / No

If the answer to the question above is yes, how often?

a) Weekly

b) Monthly

c) Occasionally

d) Rarely

If the answer is no, why not?

(Agree or Disagree, Participant can choose more than one option.)
e | don’t know how to perform BSE.
e | don’t have any symptoms of breast cancer.



| know that | can never have breast cancer.

| am scared of being diagnosed with breast cancer.
Doing BSE makes me worry about breast cancer
Doing BSE is embarrassing to me

| don’t have enough privacy to do BSE.

| don’t believe in the efficacy of this test.

| don’t think | should touch my body like that.

BSE takes too much time.

BSE is unpleasant/ painful.

| don’t think BSE is important.

> If you have been practising BSE, have you ever discovered any abnormality in your
breast? (1)Yes (2)No (3)I have not done BSE before

> If the answer to the question above is yes, what did you do?
(1)Consulted a doctor (2)Did nothing (3)Others (specify)

Clinical Breast Examination (CBE)

> Have you heard of Clinical Breast Examination (CBE)? Yes / No

> Do you believe that CBE is a useful tool for the detection of breast cancer? Yes / No
> Has a health care provider ever examined your breasts? Yes / No

> Have you undergone CBE recently? Yes / No

MAMMOGRAPHY
> Have you heard of mammography? Yes / No

> Do you believe that a mammography is a useful tool for the early detection of breast
cancer? Yes / No
> Have you ever undergone mammography? Yes / No

> Have you undergone mammography recently? Yes / No

3. What centre would you like to visit for Breast screening?
a) Primary Health Centre (PHC)
b) Community Health Centre (CHC)
c¢) Any Government Hospital
d) Any Private Hospital
e) Anywhere (No Preference)

4. Which doctor would you prefer for Breast screening?
a) General Physician
b) Breast surgeon
c) Gynaecologist
d) Anyone (No Preference)



5. Did you ever undergo breast screening at a hospital or clinic? Yes / No

6. How do you feel about undergoing breast screening?

> Itis better for early detection.

> It should be done only when the need arises.

> Itis culturally unacceptable.

> | have religious issues in doing so.

7. Gender preference of health care provider if undergoing breast screening:

Male / Female / Anyone (No Preference)

8. Comfort level during consultation about breast cancer with a physician:

a.
b.

Yes, | am comfortable in discussing this with a physician.
I am not comfortable discussing this with a physician.

9. Do you feel embarrassed talking about breast cancer in society? Yes / No

10. In your opinion what is the main barrier in undergoing breast screening?

(Participant can choose more than one option)

a.

o.

> 0 o 0 O

Culture/traditions of the family
Ignorance
Fatalism
Traditional healers’ consultation
Shyness, Hesitant or Embarrassment / Reluctance to discuss such issues
No screening facilities
No female doctor/ do not want to be examined by a male doctor
Inadequate knowledge regarding breast cancer & screening
Lack of access:
Financial Problems
Lack of time or long waiting time for appointments
Geographic & Transportation Problem
Conservative society
Fear of diagnosis
Fear of pain
Negative past experiences
(due to pain, inappropriate services, bad behaviour or any other reason)
Language barrier
Others, Please specify

Thank you very much for your time and effort. It is very well appreciated.



ANNEXURE: 9-RV-1/2019 (SOP-IEC-KGMU)

KING GEORGE’S MEDICAL UNIVERSITY, LUCKNOW, UP
INFORMED CONSENT FORM

Study Title: “Barriers to Breast Cancer Screening in a Cohort of Urban Indian Women.”

Study Number:

Contact details of Principal-Investigator; MR. VAIBHAY SINGH, MBBS 2019, KGMU

MOB: 8429367353 / Email: vaibhav1816.19@kgmcindia.edu
Subject’s Full Name:

Date of Birth/Age:

Address:

PART 1
1. Purpose of the study:
e To evaluate breast cancer screening practices in urban Indian women.
e To identify barriers of screening for breast cancer in a cohort of urban women.
e To assess various factors affecting screening practices.

2. Study procedures:

Eligible participants for this study will be selected as per inclusion & exclusion criteria.
Data shall be collected by administering a comprehensive self-designed and validated,
structured questionnaire via online as well as offline medium. A consent form will also be
included with the questionnaire. After explaining the study’s purpose and its benefits for
women’s health, participants’ written and verbal consent will be obtained. Questionnaire
has been prepared by using the information on breast cancer and screening from the
literature. Questionnaire includes the socio-demographic variables (age, occupation,
education, marital status) of the participants, and Cancer screening related questions (about
Breast Self-Examination, Clinical Breast Examination and Mammography).

3. Risk from the study: NONE

4. Benefits from the study:

e This study will help us enhance awareness about screening programmes among women.

e This study may help us in the development and implementation of well-organized
screening programmes in India as well as in strengthening existing screening facilities.

e Identifying barriers is crucial in improving women participation in breast cancer screening
programs which would ultimately result in detecting early-stage cases and lowering the
treatment cost.

o Identification of barriers to breast cancer screening in a cohort of urban Indian women
would be very helpful in reducing morbidity and mortality as well as disease burden.

e This study can provide better insight on how to eliminate various barriers to improve cancer
screening rates in India.

Complications: NONE

Compensation: NONE

Confidentiality: Personal identifiers will be kept confidential throughout the study.
Rights of the participants: Right to not participate in the study

Alternatives to participation in the study: NONE

0 0 N o
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2)

3)

4)

; 13)

PART 2
Consent

I confirm that T have read and understood the information sheet dated for the
above study and have had the opportunity to ask questions.

OR
T have been explained the nature of the study by the Investigator and had the opportunity to
ask questions.

I understand that my participation in the study is voluntary and that I am free to withdraw at
any time, without giving any reason and without my medical care or legal rights being affected.

I understand that the sponsor of the clinical trial/project, others working on the Sponsor’s
behalf, the Ethics Commiittee and the regulatory authorities will not need my permission to
look at my health records both in respect of the current study and any further research that may
be conducted in relation to it, even if I withdraw from the trial. However, I understand that my
Identity will not be revealed in any information released to third parties or published.

I agree not to restrict the use of any data or results that arise from this study provided such a
use is only for scientific purpose(s)

I agree to take part in the above study.

Signature (or Thumb impression) of the Subject/Legally Acceptable Representative:

Signatory’s Name: Date: _ / /20

Relationship with subject:

Investigator’s statement: -

I, the undersigned have explained to the parent/guardian in a language she/he understands the
procedures to be followed in the study and risks and benefits.

Signature of the Investigator: \)c\‘;bLO\" g“jb\ Date: |/ /20

Name of the Investigator: Mr. Vaibhav Singh, MBBS 2019

Signature of the Witness: Date: __/__ /20__

Name of the Witness:
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