Site Standard Operating Procedures 

Site SOP for communication with responsible IRBs/ECs:
· Listing of responsible IRBs/ECs, OHRP assurance numbers and expirations dates

· Procedures to ensure compliance with applicable US and local laws/regulations/guidelines for initial and ongoing (at least annual) review including preparation and submission of progress reports to all responsible IRB/ECs

· Procedures for submission of required documents to the IRBs for approval or for their information – to include individual IRB/EC requirements, sponsor and US Federal requirements (e.g. SAE reports, DSMB summaries, etc.) See attached list.  

· Procedures for ensuring that copies of key correspondence (e.g. approval letters, required submissions) with all responsible IRB/ECs -both US and local- are maintained in the regulatory files at the study site. A copy of the written IRB requirements should be obtained for reference.  

· Procedures to ensure compliance with relevant institutional ethical review procedures

· Staff responsibilities for all of the above (direct and supervisory)

· Staff training requirements

Site SOP for obtaining informed consent from potential study participants:

· The minimum legal age to provide independent informed consent in the study site locale

· Procedures for ascertaining participant identity and age

· Procedures for ascertaining participant literacy 

· Procedures for ascertaining preferred language for consent discussion.  

· Procedures for providing all information required for informed consent to the participant

· Procedures for ascertaining participant comprehension of the required information

· Procedures to ensure that informed consent is obtained in a setting free of coercion and undue influence

· Procedures for documenting the informed consent process

· Considerations and requirements for illiterate participants, including specification of who may serve as a witness to the informed consent process

· Procedures for obtaining consent from legal guardian upon death of mother 

· Storage locations for blank informed consent forms

· Storage locations for completed informed consent forms

· Procedures (e.g., color-coding) to ensure that all informed consent forms — screening, enrollment, and specimen storage — are easily distinguished and used appropriately 

· Procedures for implementing a change in the version of the informed consent form used

· Staff responsibilities for all of the above (direct and supervisory)

· Staff training requirements

· QC/QA procedures related to the above (if not specified elsewhere)

· Attached copies and instructions for use of all forms, worksheets, checklists, etc. to be used during the informed consent process

Site SOP for participant eligibility determination:

· Eligibility determination procedures, including:

· During-visit eligibility assessment procedures

· Post-visit eligibility assessment and confirmation procedures

· Final confirmation and sign-off procedures prior to enrollment

· Documentation

· Ethical and human subjects considerations

· Staff responsibilities for all of the above (direct and supervisory)

· Staff training requirements

Site SOP for source documentation:
· Procedures for ensuring adherence to the DAIDS SOP for Source Documentation

· Procedures for ensuring adherence to the national, local, or facility-specific documentation regulations and guidelines, if any

· Listing of DataFax and non-DataFax forms that will be used as source documents for study data and specifying source documentation for completion of other required study processes/procedures (e.g. IC)

· Staff responsibilities for all of the above (direct and supervisory)

· Staff training requirements

· QC/QA procedures related to the above (if not specified elsewhere)

· Attached copies and instructions for use of all forms, worksheets, checklists, etc. to be used during the informed consent process

Site SOP for data management:

· Procedures for assigning participant ID numbers, linking ID numbers to participant names, and storing the name-number link log

· Procedures for establishing participant files/charts/notebooks

· During-visit participant chart and case report form review procedures

· Post-visit participant chart and case report form review procedures and timeframes

· Data transmission procedures, including timeframes, case report form storage locations before and after faxing, and mechanisms for identifying when forms have been transmitted

· Procedures for resolving data QC notes sent from SCHARP 

· Procedures for handling and filing field workers logs, worksheets, etc.

· Storage locations for blank case report forms 

· Storage locations for documents identified by participant name or other personal identifiers

· Storage locations for documents identified by participant ID number 

· Procedures for back-up of electronic study data (including colposcopic images)

· Handling of participant study records for off-site contacts and visits

· Confidentiality protections

· Other ethical and human subjects considerations

· Staff responsibilities for all of the above (direct and supervisory)

· Staff training requirements

· QC/QA procedures related to the above (if not specified elsewhere)

Participant accrual plan:

· Site-specific accrual goals

· Methods for tracking actual accrual versus accrual goals

· Recruitment methods and venues

· Methods for identifying the recruitment source of participant who present to the site for screening

· Methods for timely evaluation of the utility of recruitment methods and venues

· Pre-screening procedures (if any)

· Ethical and human subjects considerations

· Staff responsibilities for all of the above (direct and supervisory)

· Staff training requirements

· QC/QA procedures related to the above (if not specified elsewhere)

· Attached copies of recruitment worksheets, scripts, and other operational tools

Participant retention plan:

· Site-specific retention goals

· Methods for tracking actual retention versus retention goals

· Procedures for completing and updating participant locator information

· Site-specific definition of “adequate” locator information (for purposes of determining participant eligibility)

· Visit reminder methods and timeframes

· Methods and timeframes for identifying when an appointment has been missed 

· Planned retention methods, including what locator efforts are taken within 24 hours, 1-3 days, 1 week, 2 weeks, and 3-4 weeks after a missed appointment

· Methods for timely evaluation of the utility of retention methods

· Ethical and human subjects considerations

· Staff responsibilities for all of the above (direct and supervisory)

· Staff training requirements

· QC/QA procedures related to the above (if not specified elsewhere)

· Attached copies of locator forms, tracking reports, worksheets, etc.

