
SOP: Respondent Consent and Confidentiality
Protocols
Objective: To protect respondent rights, ensure voluntary participation, maintain data integrity, and comply with legal
and ethical standards throughout the data collection and handling processes.

1. Informed Consent Procedures
Provide respondents with clear, concise information regarding the study's purpose, procedures, risks, benefits,
and their rights.
Use an approved consent form in the local language(s).
Ensure respondents have the opportunity to ask questions and receive satisfactory answers before participation.
Obtain signed or otherwise documented informed consent prior to data collection (written, verbal, or digital, as
approved by the review board).
Inform participants of their right to withdraw from the study at any time without penalty.

2. Data Privacy Measures
Collect only data essential for the research objectives.
De-identify personal information where possible.
Restrict access to identifiable data to authorized personnel only.
Adhere to applicable data privacy laws (e.g., GDPR, HIPAA, local regulations).
Use secure methods to transfer and store data (e.g., encrypted cloud services, password-protected files).

3. Confidentiality Agreements
All research staff and data handlers must sign confidentiality agreements before commencing work.
Agreements should outline obligations to maintain the privacy of respondent data and legal/disciplinary
consequences of breaches.
Review confidentiality policies with all team members during orientation/training.

4. Secure Data Storage Practices
Store physical records in locked filing cabinets or rooms with controlled access.
Store electronic data on secured, backed-up servers with restricted access.
Regularly update software security patches and antivirus protections.
Establish clear protocols for data retention and secure disposal/deletion once retention periods expire.

5. Participant Anonymity Safeguards
Assign unique identification codes to participants in place of names or personal identifiers.
Report findings in aggregate or anonymized formats so individual respondents cannot be identified.
Redact or pseudonymize sensitive data when sharing with third parties or for publication.

6. Ethical Considerations
Obtain approval from a recognized Institutional Review Board (IRB) or Ethics Committee before initiation.
Immediately report and address any ethical breaches, including confidentiality violations or coercion concerns.
Regularly review protocols to ensure ongoing alignment with legal and ethical standards.
Promote respect, dignity, and autonomy for all participants.

7. Roles and Responsibilities

Role Responsibilities

Principal Investigator Oversee protocol compliance, obtain ethical approval, ensure staff training.

Research Staff Implement consent, privacy, and confidentiality protocols; report breaches.

Data Manager Ensure secure storage, processing, and archiving of data.



All Staff Maintain confidentiality, safeguard respondent data, adhere to agreements.

8. Record Keeping and Audit
Maintain organized records of consent forms, confidentiality agreements, and data access logs.
Conduct periodic audits to verify compliance with established protocols.
Document all protocol deviations and actions taken.

9. References
Country-specific data protection legislation
Ethics committee/IRB guidelines
International standards (e.g., Declaration of Helsinki, Belmont Report)
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