
1. STUDY IDENTIFICATION 

 

Brief Title 

Breast health education program to promote breast self-examination practice among high-risk adult Pakistani 

women.             

Official Title  

The effect of culture-based breast health education program to promote breast self-examination practice among 

high-risk adult Pakistani women. 

Study Type 

Interventional 

2. STUDY STATUS 
 
Record Verification Date 

Approved by the Board of the Faculty of Nursing. No. 11/2024 Date June 11, 2024)/NO/ 5/2566                                                                                                     

Letter Issued Dated: 18-06-2024 
 
Overall Recruitment Status 

Recruiting (Qualitative Part) 
 

Study Start Date  

Actual      25/08/2024 

Primary Completion Date        Anticipated  25/11/2024  

Study Completion Date  Anticipated       31/12/2024 
 
3. SPONSORS/COLLABORATORS 
 
Responsible Party, by Official Title 

Principal Investigator 

Investigator Name:  Sumaira Naz 

Investigator Official Title:    PhD-Scholar (Faculty of Nursing, Chulalongkorn University-Thailand 

    Assistant professor Nursing-ION-Pakistan  

Investigator Affiliation: Faculty of Nursing, Chulalongkorn University-Thailand. 

    Institute of Nursing/Wah Cantt-Taxila-Pakistan 

Collaborators (if any):  N/A 
 
4. OVERSIGHT 

Human Subjects Review 

Human Subjects Protection Review Board Status (select one):  Submitted, Approved 

Board Approval Number      No. IAHS/786/008 

Board Name        Ethical Review Board  

Board Affiliation IAHS/National university of   

health sciences, Pakistan  

Board Contact        051-9314387 

Address: Institute of allied health sciences-Quaid Avenue-Wah Cantt/Taxila-Pakistan  

Data Monitoring Committee (select one):     Yes 

5. STUDY DESCRIPTION 
 
Brief Summary (using lay language) 



The focus of the study is to educate high-risk Pakistani women about breast health to promote breast self-

examination practice.  

Detailed Description 

The purpose of the study is to identity knowledge, attitude and self-efficacy of high-risk Pakistani women 

towards breast self-examination. Secondly to develop breast health education program based on their 

culture values for education and training of breast self-examination among high-risk women who has the 

family history of breast cancer. Furthermore, the study will measure the effect of culture-based breast health 

education on breast self-examination practice and self-efficacy.  

 

 

6. CONDITIONS AND KEYWORDS 
 
Primary Disease or Condition Being Studied in the Trial, or the Focus of the Study 

1. High-risk women having family member (mother) with breast cancer 

2. Education and Training of high-risk women to promote breast self-examination practice   

 

Keywords (Breast cancer, breast self-examination practice, knowledge, attitude, self-efficacy, high-risk, 

culture-based program)   

 

7. STUDY DESIGN (INTERVENTIONAL) 

Primary Purpose (select one):     Education and training  

Study Phase (select one):     N/A 

Interventional Study Model (select one):  Parallel (2-Arms) Intervention/Control Groups 

Model Description 

A two-arm parallel study design would be used to conduct this current study.  The study participants in an 

intervention group would be compared with that of a control group. Participants would be allocated through 

random assignments in two groups with equal numbers. 

Number of Arms:      2 (Intervention and Control Groups) 

Masking Roles, if Masking (select all that apply):  high-risk women and Outcome Assessors  

Masking Description 

The study participants would not be informed of what group they are in. Independent outcome assessors 

would be utilized for the assessment. Further outcomes assessors and data analysts’ would be kept unaware 

of intervention or group allocations to carry out their assessment after inclusion of participants into the 

study. 

Allocation (select one):     Randomized 

Enrollment Type (select one):     Actual 

Number of Subjects:     Intervention Group 33 

        Control Group  33 

 

8. ARMS, GROUPS, AND INTERVENTIONS 

Arm 1:  Arm Type (select one):    Experimental 



Arm Title      Intervention Group 

Arm Description:      

A total of 33 participants would be exposed to the training (intervention) randomly.  

Arm 2: Arm Type (select one):    No Intervention (Control Group)  

Arm Title:      Control Group 

Arm Description: 

A sample of 33 study participants would not be exposed to the training and would be kept in the control group. 

They would be a group who would receive usual care and routine awareness from their health care professionals. 

Intervention Type (select one):   Behavioral  

     Intervention Name:     Culture-based breast health education Program 

Intervention Description: 

The program is a nursing intervention, which aims is to enhance breast self-examination practice among high-

risk adult women through improving knowledge, attitude, self-efficacy on breast self-examination with their 

family support based on social cognitive theory and culture identity concept of PEN-3 cultural model. The 

program will consist of interactive educational as well as training activities and mHealth application with its 

various infographic. The study participants will be evaluated after 12 weeks of intervention. A structured, 

validated and adopted questionnaire will be used to assess breast self-examination practice. Assistance of 

nursing instructors, health care professionals, specialized in oncology care will be taken during the training part 

of program. 

Arm/Interventional Cross-Reference:  Arm-1 Intervention Group  

       Arm-2 Control Group 

9. OUTCOME MEASURES 

Primary Outcome Measure 

 

Outcome 1:      Breast self-examination practice  

Title:                 Breast self-examination practice will be assessed by the standardized self-reported breast self-

examination frequency and proficiency of practice questionnaire at baseline and at 12th after the intervention 

end. This includes questions about frequency and skill to perform breast self-examination. The mean scores will 

be calculated for the overall participants to find the effectiveness of the program for high-risk women as 

compared to the control group.  

 

Outcome 2:     Self-efficacy of Breast self-examination 

Title:                Self-efficacy of breast self-examination will be measures through the standardized self- reported 

questionnaire at baseline, 4th week and 8th week of intervention. This includes the self-confidence of participants 

to perform breast self-examination. 
 

10. ELIGIBILITY 
 

Sex/Gender:     Female  

Gender-Based (if any):   Only female participants 

Gender Eligibility Description 

Female aged 20-50 years, with family history of 

breast cancer (mother with breast cancer).  



Age Limits: 

Minimum Age:     20-Years  

Unit of Time:     Years  

Maximum Age:    50 Years  

Unit of Time:     Years  

Accepts Healthy Volunteers (select one):   Yes  

Eligibility Criteria:     

 Female participant able to communicate in Urdu (both verbal and written) 

 Female Participant mother already diagnosed with breast cancer and under treatment. 

 Female Participant has smart phone with internet access. 

 Female Participant living with family. 

 One female family member nominated by participant. 

 Female participant not having pregnancy. 

Exclusion Criteria:  

 Female previously participated in breast awareness program. 

 Female participate in program less than 90%. 
 

11. CONTACTS, LOCATIONS, AND INVESTIGATOR INFORMATION 
 
Central Contact Person 

First Name:     Sumaira   

Middle Initial:    --------  

Last Name or Official Title:   Naz  

Degree:     PhD Nursing Scholar 

Phone:     +92 331-8132975 

Email:      sumaira.naz6@gmail.com 

 
 
Central Contact Backup 

First Name:     Sureeporn   

Middle Initial:    --------  

Last Name or Official Title:              Thanasilp 

Degree:     PhD Nursing  

Phone:     +6622181155 

Email:  s_thanasilp@hotmail.com, sureeporn.t@chula.ac.th 

 

 

Overall Study Official 1: 

First Name:     Sumaira   

Middle Initial:    ----------- 

Last Name:     Naz   

Degree:                                                           Ph D Nursing Scholar  

Organizational Affiliation: Faculty of Nursing-Chulalongkorn university-

Pakistan  

Official’s Role (select one):    Study Principal Investigator 
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Facility Information:  

Facility Name:     Pakistan Ordinance Factory Hospital 

City:      Wah Cantt/Taxila  

State/Province:    Punjab  

ZIP/Postal Code:    47010/47080 

Country:     Pakistan  

 

Individual Site Status (select one):   Recruiting 

 

Facility Contact Backup:  Clinical Instructor, POF (Pakistan ordinance 

factory Hospital), Wah Cantt/Taxila -Pakistan

  

First Name: Misbah  

Middle Initial:    ----- 

Last Name:     Naureen  

Degree:     MSN 

Phone:     +92 302-5297348 

Email:      naureen.misbah916@gmail.com 

 

 

Investigators:  

First Name:     Sumaira  

Middle Initial:    ------- 

Last Name     Naz  

Degree:     PhD Nursing Scholar    

Role (select one):     Site Principal Investigator 

 

12. IPD SHARING STATEMENT 

 

Plan to Share IPD (select one):   Yes  

IPD Sharing Plan Description: Data generated through this study may be provided 

to qualified researchers. All the information shared 

will be coded and with prior permission of 

concerned departments will be obtained.  

IPD Sharing Supporting Information Type (select all that apply): Study Protocol, Statistical 

Analysis Plan, Report 

IPD Sharing Time Frame: Data requests can be submitted after article 

publication. 

IPD Sharing Access Criteria: Access can be demanded by qualified researchers 

through proper approval of the investigators.  

IPD Sharing URL:    ----------------  

 

mailto:naureen.misbah916@gmail.com


13. REFERENCES 

 
1. Abbas G, Shah S, Hanif M, Asghar A, Shafique M, Ashraf K. Cancer prevalence, incidence and mortality 

rates in Pakistan in 2018. Bull Cancer. 2020 Apr;107(4):517-518. doi: 10.1016/j.bulcan.2019.12.011. Epub 

2020 Mar 26. PMID: 32223970. 

2. Azhar Y, Hanafi RV, Lestari BW, Halim FS. Breast Self-Examination Practice and Its Determinants among 

Women in Indonesia: A Systematic Review, Meta-Analysis, and Meta-Regression. Diagnostics (Basel). 

2023 Aug 2;13(15):2577. doi: 10.3390/diagnostics13152577. PMID: 37568940; PMCID: PMC10416892. 

3. Bahri N, Mardani F, Sharifi N, Dashti S. Predicting factors for breast cancer screening in Middle Eastern 

women based on health belief model: a systematic review. J Egypt Natl Canc Inst. 2022 Dec 5;34(1):50. 

doi: 10.1186/s43046-022-00150-3. PMID: 36464741. 

4. Bashirian S, Barati M, Mohammadi Y, MoaddabShoar L, Dogonchi M. Evaluation of an Intervention 

Program for Promoting Breast Self-Examination Behavior in Employed Women in Iran. Breast Cancer 

(Auckl). 2021 Feb 25; 15:1178223421989657. doi: 10.1177/1178223421989657. PMID: 33716505; 

PMCID: PMC7917430. 

5. Błajda J, Barnaś E, Kucab A. Application of Personalized Education in the Mobile Medical App for Breast 

Self-Examination. Int J Environ Res Public Health. 2022 Apr 8;19(8):4482. doi: 10.3390/ijerph19084482. 

PMID: 35457349; PMCID: PMC9032731. 

6. Karimian Z, Zare R, Zarifsanaiey N, Salehi N. The effect of video-based multimedia training on 

knowledge, attitude, and performance in breast self-examination. BMC Womens Health. 2022 Jul 

18;22(1):298. doi: 10.1186/s12905-022-01877-w. PMID: 35850913; PMCID: PMC9289655. 

7. Husna PH; Marni; Nurtanti S, Handayani S, Ratnasari NY, Ambarwati R, Susanto T. Breast self-

examination education for skill and behavior. Educ Health (Abingdon). 2019 May-Aug;32(2):101-102. 

doi: 10.4103/efh. EfH_226_18. PMID: 31745006. 

8. Azeez SS, Işık Andsoy I. Evaluation of Arab Cultural Barriers That Influence Muslim Arab Iraqi Women's 

Breast Cancer Screening Behavior. Eur J Breast Health. 2022 Oct 1;18(4):329-335. doi: 

10.4274/ejbh.galenos.2022.2022-5-6. PMID: 36248755; PMCID: PMC9521288. 

9. Kang SR, Shin H, Lee J, Kim SJ. Effects of smartphone application education combined with hands-on 

practice in breast self-examination on junior nursing students in South Korea. Jpn J Nurs Sci. 2020 

Jul;17(3):e12318. doi: 10.1111/jjns.12318. Epub 2020 Jan 19. PMID: 31957268. 

10. Shoukat Z, Shah AJ. Breast Cancer Awareness and Associated Factors among Women in Pakistan: A 

Cross-Sectional Descriptive Study. Asian Pac J Cancer Prev. 2023 May 1;24(5):1561-1570. doi: 

10.31557/APJCP.2023.24.5.1561. PMID: 37247275; PMCID: PMC10495904. 

11. Wyatt LC, Chebli P, Patel S, Alam G, Naeem A, Maxwell AE, Raveis VH, Ravenell J, Kwon SC, Islam 

NS. A Culturally Adapted Breast and Cervical Cancer Screening Intervention Among Muslim Women in 

New York City: Results from the MARHABA Trial. J Cancer Educ. 2023 Apr;38(2):682-690. doi: 

10.1007/s13187-022-02177-5. Epub 2022 May 19. PMID: 35585475; PMCID: PMC9674795. 

12. Secginli S, Nahcivan NO. The effectiveness of a nurse-delivered breast health promotion program on breast 

cancer screening behaviours in non-adherent Turkish women: A randomized controlled trial. Int J Nurs 

Stud. 2011 Jan;48(1):24-36. doi: 10.1016/j.ijnurstu.2010.05.016. Epub 2010 Jun 19. PMID: 20646706. 

13. Nisha B, Murali R. Impact of Health Education Intervention on Breast Cancer Awareness among Rural 

Women of Tamil Nadu. Indian J Community Med. 2020 Apr-Jun;45(2):149-153. doi: 

10.4103/ijcm.IJCM_173_19. Epub 2020 Jun 2. PMID: 32905196; PMCID: PMC7467190. 

 

 

 

 

 



 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 


