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1. Research introduction:
You are being invited to take part in a research study because you tested positive for non-HPV 16/18 high-risk HPV types during your routine screening. Before you decide whether or not to participate, it is important that you understand why the research is being conducted and what it will involve. Please take time to read the following information carefully. You may ask questions about anything that is not clear to you. If you agree to participate, you will be asked to sign the consent certificate below. Participation in this study is entirely voluntary. If you choose to take part in the study, you have the right to withdraw from the study at any time, without having to state a reason. 

2. Background and purpose of study: 
Cervical cancer is caused by persistent infection with certain types of human papillomavirus (HPV). Some HPV types, such as HPV 16 and 18, carry a particularly high risk for cervical cancer. However, many women who test positive for other high-risk HPV types (non-HPV 16/18) still require further evaluation to determine whether they have significant precancerous changes in the cervix. Currently, cervical cytology (Pap smear) is commonly used to triage these women. However, new risk-based approaches may help identify women who truly need further testing while reducing unnecessary procedures. The purpose of this study is to compare two approaches for triaging women who test positive for non-HPV 16/18 infections: Cytology-based triage (standard approach) versus Risk-stratified triage (new approach based on clinical risk factors). The study aims to determine whether the risk-based strategy performs as well as the current standard approach in detecting high-grade cervical precancer.

3. Procedures: 
If you agree to participate in this study, you will undergo a 10 to 15-minute interview with a research assistant. During this interview, the research assistant will ask you questions about yourself. You will then be randomly assigned (like flipping a coin) to one of two groups: Group 1 - Cytology-based triage, and Group 2- Risk-stratified triage. Depending on the group assigned, further evaluation may include: Pap smear (cytology), Clinical risk assessment, Colposcopy examination of the cervix, and Cervical biopsy if necessary. The procedures involved are similar to those used in routine cervical cancer screening.


4. Who will participate in the study? 
Women may participate in this study if they: are within the eligible screening age group (30–65 years); test positive for non-HPV 16/18 high-risk HPV; and are willing to provide informed consent. Women who are pregnant or have previously been treated for cervical precancer or cancer may not be eligible for this study.

5. Risks/Discomforts: 
The risks associated with this study are minimal and are similar to those experienced during routine cervical screening. Possible discomforts include: mild discomfort during a Pap smear or cervical sampling, mild spotting or bleeding after cervical biopsy, anxiety related to screening results. Serious complications are rare. All procedures will be performed by trained healthcare professionals. If any abnormal findings are detected, appropriate medical care and referrals will be provided.

6. Benefits: 
You may not receive direct medical benefits from participating in this study. However, you may benefit from early detection of cervical abnormalities. The information obtained from this study may help improve cervical cancer screening strategies and benefit many women in the future. If you would like to discuss any findings from the study, please mention this to the research assistant, who will contact you when the study has concluded to share the main findings with you. 

7. Cost: 
Participating in this study will not have any direct cost to you except for your time. 

8. Reimbursement/compensation:
You will receive ₦7,500 to compensate for your time and participation in the study. This reimbursement is not intended to influence your decision to participate.

9. What are your rights in this study? 
Participation in this study is entirely voluntary. You have the right to ask questions at any time, refuse to participate, and withdraw from the study at any time without penalty. Your decision to participate or withdraw will not affect the care you receive now or in the future.

10. Confidentiality: 
The results of this study will be kept strictly confidential and used only for research purposes. Your name will not appear anywhere in the research reports or publications. Paper records will be stored in locked cabinets in a secure research office. Electronic records will be stored on password-protected computers accessible only to authorized members of the research team.

11. What does your signature mean?
Your signature or thumbprinting on this consent form means that: You have read and understood the information provided; You have had the opportunity to ask questions and received satisfactory answers; You voluntarily agree to participate in this research study. You will receive a copy of this signed consent form for your records. You retain the right to withdraw from the study at any time. You do not waive any of your legal rights by signing this form. 


Consent Certificate

Statement of the person obtaining informed consent:

I have fully explained this research to the respondent and have given sufficient information, including the risks and benefits, to make an informed decision.

Date……...……...………………………    Signature………………………………….


Statement of the person obtaining informed consent:
I have read the description of the research. I understand that any participation is voluntary. I know enough about the purpose, methods, risks, and benefits of the research study to judge that I want to take part in it. I have received a copy of this consent form to keep for myself.

Date……...……...………………     Signature/Thumbprint…………………………


For further enquiry, please contact:

1. Researcher’s contact:
Professor K. S. Okunade
Department of Obstetrics & Gynaecology,
College of Medicine, University of Lagos/Lagos University Teaching Hospital,
	Mobile: 08034728139
Email: kehindeokunade@gmail.com


2. LUTH Health Research & Ethics Committee’s contact:
Room 107, Administrative block,
Lagos University Teaching Hospital,
Idi-Araba, Lagos
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