SAMPLE ETHICAL CONSIDERATIONS

Study Title: “Impact of a Mobile Health Intervention on Medication Adherence in Elderly Patients with Hypertension in Rural Communities of Bicol Region”
Ethical Considerations

2. Conflict of Interest (COI):
2.1 Disclosure: The Lead Researcher/PI and research team members do not have any financial, familial, or proprietary interests that could potentially bias the design, conduct, or reporting of this study. The lead researcher’s spouse is a nurse at one of the participating hospitals, but she will not be involved in the recruitment or data collection processes.

2.2 Management Plan: To ensure objectivity, data analysis will be conducted by a statistician who is not directly involved in the intervention or patient recruitment. Furthermore, all research personnel will receive training on ethical research practices and the importance of maintaining objectivity.

3. Privacy and Confidentiality:
3.1 Data Collection Methods: Data will be collected through electronic health records, mobile health application usage logs, and brief questionnaires administered via tablet devices during clinic visits.

3.2 Privacy Protection: Questionnaires will be administered in private rooms at the Rural Health Units. Participants will be assigned unique identification codes, and no personal identifiers (name, address) will be stored alongside the data.

3.3 Data Storage and Security: All electronic data will be stored on a password-protected server located at the Bicol University Ethics Review Board (BUERB) Office. The server is protected by firewalls and intrusion detection systems. Physical records (consent forms) will be stored in a locked cabinet in the researcher’s office.

3.4 Data Protection Plan:
Who will have access to the data? The researcher/PI, Co-Investigators, and the Data Analyst will have access to the data.

How will data be de-identified or anonymized? Personal identifiers will be removed and replaced with unique study IDs at the point of data entry.
How long will the data be stored? Data will be stored for a minimum of five years after the completion of the study, as required by Bicol University research policy.
Where will the data be stored? Data will be stored on a secure, password-protected server at the Bicol University Ethics Review Board office. Physical records will be stored in a locked cabinet in the lead researcher's office.
What procedures are in place for data sharing (if any)? Data will only be shared with external researchers after obtaining a signed Data Use Agreement and BUERB approval. All shared data will be fully de-identified.

4. Informed Consent Process:
4.1 Respect for Persons: The principle of respect for persons will be upheld by providing potential participants with clear and complete information about the study in a language they understand (Bikol or Tagalog). Their participation will be entirely voluntary, and they will be informed of their right to withdraw at any time without penalty.

4.2 Consent Solicitation: Research nurses trained in the informed consent process will solicit consent.

4.3 Consent Givers: Competent adult patients with hypertension will provide their consent. If a potential participant is deemed to lack the capacity to consent (as determined by a brief cognitive assessment), consent will be obtained from their legally authorized representative.

4.4 Special Populations: This study includes elderly individuals residing in rural communities, who may be considered a vulnerable population due to potential factors such as limited access to healthcare and lower levels of education. To address this, the consent process will include:
· Providing ample time for questions and discussion.
· Using visual aids to explain study procedures.
· Involving family members or caregivers in the consent discussion (with the participant's permission).
· For participants with limited literacy, the consent form will be read aloud and explained in detail.

5. Vulnerability:
5.1 Vulnerable Populations: Yes, this study involves elderly individuals from rural communities, potentially making them a vulnerable population.

5.2 Informed Consent and Vulnerability: To ensure voluntary and informed participation, research nurses will conduct a thorough assessment of each participant's understanding of the study procedures and risks. Participants will be encouraged to ask questions and express any concerns. If a participant appears hesitant or confused, the research nurse will take extra time to explain the study and ensure their understanding. The involvement of family members or caregivers during the consent process will also provide additional support and ensure the participant's best interests are protected.

6. Recruitment:
6.1 Recruitment Methods: Participants will be recruited through flyers posted at local Rural Health Units, announcements during community gatherings, and referrals from healthcare providers.

6.2 Appropriateness: Healthcare providers are appropriate recruiting parties as they are in a position to identify eligible patients and explain the potential benefits of participating in the study. However, to avoid undue influence, providers will be instructed to present the study as an option without pressuring patients to enroll. Potential participants will be informed that their decision to participate or not participate will not affect their access to healthcare services.

7. Assent: (Not applicable - this study does not involve children)

8. Risks:
8.1 Potential Risks: Potential risks include:
· Breach of confidentiality (mitigated by data security measures described above).
· Emotional distress related to discussing health conditions (mitigated by providing support and referral to counseling services if needed).
· Minor inconvenience related to attending clinic visits and completing questionnaires.

8.2 Risk Level: The risk level is considered minimal.
8.3 Risk Mitigation: The risks are mitigated by the data security measures described in Section 3.3, providing support and referral to counseling services if needed and scheduling clinic visits at convenient times for participants.

8.4 Adverse Event Management: Any adverse events reported by participants (e.g., increased anxiety, negative side effects from medication) will be documented and reported to the researcher/PI immediately. The researcher/PI will assess the severity of the event and take appropriate action, including providing medical care, modifying the intervention, or terminating the participant's involvement in the study.

9. Benefits:
9.1 Direct Benefits: Participants may benefit from improved medication adherence, leading to better blood pressure control and reduced risk of cardiovascular events.

9.2 Generalizable Knowledge: The study has the potential to yield generalizable knowledge about the effectiveness of mobile health interventions in improving medication adherence among elderly patients with hypertension in rural communities.

9.3 Non-Material Compensation: Participants will receive health education materials about hypertension management and healthy lifestyle choices.

10. Incentives or Compensation:
10.1 Justification for Incentives: Participants will receive a small transportation allowance (₱200 per clinic visit) to reimburse them for their travel expenses. This is necessary to ensure that financial constraints do not prevent eligible individuals from participating.

10.2 Amount and Method: Participants will receive ₱200 in cash at the end of each clinic visit to cover transportation costs. (DOST rate: Php500.00)

10.3 Undue Influence: The transportation allowance is a modest amount and is not considered likely to unduly influence potential participants to enroll in the study. Participation is voluntary, and participants are free to withdraw at any time without penalty.

11. Community Considerations:
[bookmark: _GoBack]11.1 Community Impact: The study has the potential to benefit the community by improving the health and well-being of elderly residents with hypertension. The findings may also inform the development of more effective interventions for other chronic diseases in rural communities.

11.2 Cultural Sensitivity: The intervention will be tailored to the specific cultural context of the Bicol Region (specific province), taking into account local beliefs, customs, and traditions related to health and illness. All study materials will be translated into Bikol or Tagalog.

11.3 Community Involvement: The researchers will consult with community leaders and healthcare providers throughout the study to ensure that the intervention is acceptable and sustainable. They will also disseminate the study findings to the community through presentations and reports.

12. Collaborative Study Terms of Reference: (Not applicable - this is not a multi-institutional or multi-country study)



burec@bicol-u.edu.ph

