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1.0 PURPOSE 

The purpose of this SOP is to establish standardized procedures for obtaining informed consent from participants 

at Nourah’s Tissue Biobank. This ensures that all participants are fully informed about the biobank’s research 

activities and provide voluntary consent before any samples or data are collected. 

2.0 SCOPE 

This SOP applies to all personnel involved in the process of obtaining informed consent from participants at 

Nourah’s Tissue Biobank. It covers the procedures for ensuring participants understand the purpose of the 

biobank, their rights, and the nature of their involvement, in compliance with Institutional Review Board 

guidelines. 

3.0 ROLES AND RESPONSIBILITIES 

This SOP applies to all The SOP applies to all personnel of Nourah’s Tissue Biobank members  

Biobank Personnel Responsibility 

Principal Investigators (PIs) 
Responsible for overseeing the informed consent 

process and ensuring ethical and regulatory 

compliance. 

Biobank Coordinators 
Responsible for managing the consent process, 

ensuring that all necessary information is provided to 

participants and that consent is obtained properly. 

Research Assistants 
Assist in explaining the consent form, addressing 

participant questions, and ensuring consent is 

documented. 

IRB Committee 
Reviews and approves the informed consent process, 

ensuring that it complies with ethical standards and 

regulatory requirements. 

4.0 MATERIALS, EQUIPMENT, AND FORMS 

Listing of the materials, equipment, and forms being used to achieve the goals of the SOP, this list will mainly 

contain necessary materials and, or recommendations that may be substituted by alternative or equivalent 

materials more suitable at the time of testing. 
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Material to be used Site 

Participant information sheets  

Informed consent form   

5.0 POTENTIAL HAZARDS 

In this part of the SOP, we explain the potential hazards from chemicals and methodologies used in this procedure. 

It will also contain information on how to handle these chemicals and the level of biosafety 

Material Safety and handling 

  

 

6.0 PROCEDURES 

This section outlines the step-by-step process for obtaining informed consent from participants at Nourah’s Tissue 

Biobank. These procedures ensure that participants are well informed, and their consent is voluntary and properly 

documented. 

6.1 PROVIDING INFORMATION TO PARTICIPANTS 

1. Provide participants with a detailed Participant Information Sheet (PIS) that explains the purpose of the 

biobank, the types of samples collected (e.g., tissue, blood), the data collected (e.g., anthropometrics, 

clinical lab results, radiology scans), and the nature of their participation. 

2. Inform participants that their participation is voluntary and that they have the right to withdraw at any 

time without any negative impact on their medical care or benefits. 

3. Explain their right to ask questions at any point during the consent process and beyond. 

4. Allow participants the opportunity to ask any questions regarding the biobank, its objectives, or their 

participation. 

5. Address any concerns they may have about privacy, data security, or the potential risks and benefits of 

participating. 

6.2 OBTAINING WRITTEN CONSENT 

1. Present the informed consent form to the participant and explain its contents. Ensure that the form 

includes sections outlining the participant’s voluntary involvement, the use of their samples, how their 

data will be handled, and their right to withdraw. 

2. Give participants adequate time to review the consent form and discuss it with family members or legal 

representatives if necessary. 

3. Once the participant is ready to consent, ask them to sign the informed consent form in the presence of 

a witness (if applicable). 

4. The individual obtaining consent should also sign the form to confirm that the process was conducted 

in accordance with this SOP. 

5. For vulnerable populations (e.g., minors, elderly with diminished capacity), ensure that an authorized 

representative is involved in the consent process as required by law and ethics. 
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6.3 DOCUMENTING THE CONSENT 

1. Document the signed consent form in the LabVantage LIMS system, including the participant’s ID, 

date of consent, and any special notes. 

2. Store the signed informed consent form in a secure, accessible location, both physically and 

electronically, ensuring confidentiality is maintained. 

3. Provide a copy of the signed informed consent form to the participant for their records. 

6.4 REVISITING AND UPDATING CONSENT 

1. If any significant changes occur in the research protocol or new information becomes available that 

affects participant involvement, participants must be informed, and a revised consent form must be 

signed. 

2. If an updated consent form is required, re-consent must be obtained. Inform participants of the changes, 

provide a revised consent form, and follow the steps outlined for obtaining written consent. 

6.5 PARTICIPANT WITHDRAWAL 

1. If a participant wishes to withdraw from the biobank, ensure their request is processed promptly. 

2. Update the LabVantage LIMS system to reflect their withdrawal and ensure that any remaining 

samples or data are handled in accordance with their withdrawal preferences (e.g., destruction or 

anonymization). 

3. Provide the participant with a written confirmation of their withdrawal, including any actions taken 

regarding their samples and data. 

6.6 INCIDENT MANAGEMENT 

1. In case of any deviations from the use of approved informed consent forms (e.g., outdated versions used, 

missing information), document the incident and notify the Biobank Manager immediately. 

2. Implement corrective actions to mitigate any impact on participant consent. 

3. Complete an incident report detailing the deviation, corrective actions taken, and any follow-up measures 

required. 

4. Submit the report to the Quality Assurance Officer for review and documentation. 
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9.0 APPENDICES 
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