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

 
1. Study Title: “Barriers to Breast Cancer Screening in a Cohort of Urban Indian Women.” 
2. 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. 

3. 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. 

4. Why have I been chosen? 
Because you are an Indian woman living in an urban area. 

5. 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. 

6. 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). 

7. What do I have to do? 
Nothing extra, other than what has been explained above. 

8. What is the drug or procedure that is being tested? 
N/A 

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

10. What are the side effects of taking part? 
None. 

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

12. What are the possible benefits of taking part? 
None. 

13. What if new information becomes available? 
N/A 

14. 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. 

15. 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. 

16. 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. 

 

ANNEXURE: 7-Rev V-1/2019 (SOP-IEC-KGMU) 





 
 

 िकंग जॉजŊ मेिडकल यूिनविसŊटी, लखनऊ, उȅर Ůदेश 

सहभागी सूचना पğ 
 
1. अȯयन का शीषŊक: "शहरी भारतीय मिहलाओ ंके एक समूह मŐ ˑन कœ सर ˌीिनंग के िलए बाधाएं।“ 
 
2. आमंũण: 

आपको एक शोध अȯयन मŐ भाग लेने के िलए आमंिũत िकया जा रहा है। िनणŊय लेने से पहले आपके 
िलए यह समझना महȕपूणŊ है िक शोध Ɛो ंिकया जा रहा है और इसमŐ Ɛा शािमल होगा । कृपया 
िनɻिलİखत जानकारी को ȯान से पढ़ने के िलए समय िनकालŐ और यिद आप चाहŐ तो दोˑो,ं įरʱेदारो ं
और अपने इलाज के िचिकȖक/ पाįरवाįरक िचिकȖक के साथ इस पर चचाŊ करŐ  । हमसे पूछŐ  िक Ɛा 
ऐसा कुछ है जो ˙ʼ नही ंहै या यिद आप अिधक जानकारी चाहते हœ। आप भाग लेना चाहते हœ या नही,ं 
यह तय करने के िलए समय िनकालŐ। 
 

3. अȯयन का उȞेʴ Ɛा है? 
 शहरी भारतीय मिहलाओ ंमŐ ˑन कœ सर ˌीिनंग Ůथाओ ंका मूʞांकन करने के िलए।  
 शहरी मिहलाओ ंके एक समूह मŐ ˑन कœ सर के िलए ˌीिनंग की बाधाओं की पहचान करना। 
 ˌीिनंग Ůथाओ ंको Ůभािवत करने वाले िविभɄ कारको ंका आकलन करना। 

 
4. मुझे Ɛो ंचुना गया है? 

Ɛोिंक आप  एक शहरी Ɨेũ मŐ रहने वाली एक भारतीय मिहला हœ। 
 

5. Ɛा मुझे भाग लेना है? 
यह आपको तय करना है िक भाग लेना है या नही।ं यिद आप भाग लेने का िनणŊय लेते हœ, तो आपको 
यह सूचना पũक रखने के िलए िदया जाएगा और सहमित Ůपũ पर हˑाƗर करने के िलए कहा जाएगा। 
यिद आप भाग लेने का िनणŊय लेते हœ तब भी आप िकसी भी समय और िबना कोई कारण बताए वापस 
लेने के िलए ˢतंũ हœ। 
 

6.  यिद मœ भाग लेता šँ तो मेरा Ɛा होगा? 
आपको सामािजक-जनसांİƥकीय चर (उŲ, ʩवसाय, िशƗा, वैवािहक İ̾थित) और कœ सर ˌीिनंग से 
संबंिधत Ůʲो ं(ˑन आȏ-परीƗा, नैदािनक ˑन परीƗा और मैमोŤाफी) के बारे मŐ एक Ůʲावली भरने 
के िलए कहा जाएगा। 
 

7. मुझे Ɛा करना होगा? 

ऊपर जो बताया गया है, उसके अलावा और कुछ नही।ं 
 

8. वह कौन सी दवा या ŮिŢया है िजसका परीƗण िकया जा रहा है? 
लागू नही ं
 

9. िनदान या उपचार के िवकʙ Ɛा हœ? 

लागू नही ं

एनेÈसचर: 7-रेव वी-1/2019 (एसओपी-आईईसी-केजीएमय)ू 



10. भाग लेने के Ɛा दु˄भाव हœ? 

कोई नही।ं 
 

11. भाग लेने के संभािवत नुकसान और जोİखम Ɛा हœ? 
कोई नही।ं 
 

12. भाग लेने के संभािवत लाभ Ɛा हœ? 

कोई नही।ं 
 

13. Ɛा होगा यिद नई जानकारी उपलɩ हो जाती है? 
लागू नही ं
 

14. Ɛा होता है जब शोध अȯयन बंद हो जाता है? 

चंूिक हमारे अȯयन मŐ कोई दवा/उपचार शािमल नही ंहै। ऐसे मŐ सहभागी को कोई फकŊ  नही ंपड़ेगा। 
 

15. Ɛा हो यिद कुछ गलत हो जाए? 

चंूिक हमारे अȯयन मŐ कोई दवा/उपचार शािमल नही ंहै। ऐसे मŐ सहभागी को कोई फकŊ  नही ंपड़ेगा। 
 

16. Ɛा इस अȯयन मŐ मेरे भाग लेने को गोपनीय रखा जाएगा? 

अȯयन के दौरान आपके बारे मŐ एकũ की गई सभी जानकारी को पूरी तरह गोपनीय रखा जाएगा। 
 

17. शोध अȯयन के पįरणामो ंका Ɛा होगा? 

शोध अȯयन एक जनŊल मŐ Ůकािशत िकया जाएगा। हालाँिक, आपका डेटा गोपनीय रखा जाएगा। 
 

18. अनुसंधान का आयोजन और िवȅ पोषण कौन कर रहा है? 

इसका िवȅपोषण आईसीएमआर, नई िदʟी Ȫारा िकया जाता है। यह आईसीएमआर एसटीएस 
कायŊŢम, 2022 के तहत है। 
 

19. अȯयन की समीƗा िकसने की है? 

आई.ई.सी. (सं̾थागत आचार सिमित) ने अȯयन की समीƗा की है। 
 

20. अिधक जानकारी के िलए संपकŊ  करŐ : 
 

Ůो. िवनोद जैन, 
Ůोफेसर, 
जनरल सजŊरी िवभाग, 
िकंग जॉजŊ मेिडकल यूिनविसŊटी, 
शाहमीना शाह रोड, चौक, 

लखनऊ-226003, उȅर Ůदेश, भारत। 
  
 
 





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 VAIBHAV 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) OBJECTIVES 
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) A density of population of at least 400 persons per sq. km 

5.4. Inclusion criteria: 
I. Indian women living in urban areas. 

II. 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 * [Z2 x p x (1-p)/e2] / [N – 1 + (Z2 x p x (1-p)/e2] 
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. 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). 
 

5.8. 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. This study will help us enhance awareness about screening programmes among women. 
2. 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. 
3. 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. 

4. 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. 

5. This study can provide better insight on how to eliminate various barriers to improve 
cancer screening rates in India. 
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KING GEORGE’S MEDICAL UNIVERSITY 
LUCKNOW, UP 

 
TITLE OF PROJECT:   
“Barriers to Breast Cancer Screening in a Cohort of Urban Indian Women.” 
 
PRINICIPAL INVESTIGATOR (PI): 
MR VAIBHAV SINGH, Third Year MBBS Student, Batch of 2019, KGMU 
 
GUIDE: 
PROF. VINOD JAIN, Professor, Department of General Surgery, KGMU, Lucknow, India.   
 

QUESTIONNAIRE 
NAME: DATE: 
ADDRESS(CITY): 
AGE (YEARS): OCCUPATION: EMPLOYED / UNEMPLOYED / STUDENT 
MARITAL STATUS: SINGLE / MARRIED / OTHER HEALTH INSURANCE: YES / NO 
HIGHEST LEVEL OF EDUCATION: 

1. No formal education 
2. Primary education 
3. Secondary education 
4. Higher secondary education 
5. 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) 

⮚ 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.) 

● I don’t know how to perform BSE. 
● I don’t have any symptoms of breast cancer. 



● I know that I can never have breast cancer. 
● I am scared of being diagnosed with breast cancer. 
● Doing BSE makes me worry about breast cancer 
● Doing BSE is embarrassing to me 
● I don’t have enough privacy to do BSE. 
● I don’t believe in the efficacy of this test. 
● I don’t think I should touch my body like that. 
● BSE takes too much time. 
● BSE is unpleasant/ painful. 
● I 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? 
 It is better for early detection. 
 It should be done only when the need arises. 
 It is culturally unacceptable. 
 I 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. Yes, I am comfortable in discussing this with a physician. 
b. 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. Culture/traditions of the family 
b. Ignorance 
c. Fatalism 
d. Traditional healers’ consultation 
e. Shyness, Hesitant or Embarrassment / Reluctance to discuss such issues 
f. No screening facilities 
g. No female doctor/ do not want to be examined by a male doctor 
h. Inadequate knowledge regarding breast cancer & screening 
i. Lack of access: 

Financial Problems 
Lack of time or long waiting time for appointments 
Geographic & Transportation Problem 

j. Conservative society 
k. Fear of diagnosis 
l. Fear of pain 
m. Negative past experiences 

(due to pain, inappropriate services, bad behaviour or any other reason) 
n. Language barrier 
o. Others, Please specify 

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