PAGE  
[Site Name]

Standard Operating Procedure (SOP)
SOP No.:  MTN-020-XXX, version 1.0

Page 1 of 3
Title:
Off-site Visit Procedures for MTN-020
Original Effective Date: XX MMM YYYY

 Revision Effective Date: Not Applicable


Purpose

To define off-site visit procedures for MTN-020.
Scope

These procedures apply to all staff involved in scheduling, and conducting off-site visits for MTN-020 (per responsibilities section below). 
Responsibilities

MTN-020 staff members delegated by the Investigator of Record to perform off-site visit procedures for MTN-020 are responsible for understanding and following this SOP.  

MTN-020 [Study Coordinator or other designee] is responsible for training study staff to conduct off-site visit procedures for MTN-020 in accordance with this SOP, and for day-to-day oversight of staff involved in off-site visit scheduling, documentation and procedures.

MTN-020 Investigator of Record has ultimate responsibility for ensuring that all applicable MTN-020 staff members follow this SOP.
Introduction

The MTN-020 Protocol Section 7.0 allows for study visits to be conducted off-site if the participant consents.  MTN-020 SSP Section 6.4.3 specifies study requirements for off-site visits.  ‘Off-site visits’ as referenced in SSP Section 6.4.3 or this SOP do not include site procedures related to retention efforts or the collection of study product due to product hold. Off-site visits may only be conducted if the participant is eligible and has provided written consent to be visited by study staff outside of the clinic.
Procedures
1.0. [This section is to provide a listing of all procedures that will not be routinely conducted during an off-site visit. Generally, the required visit procedures should remain largely the same as they would for an in-clinic visit.  However, it is recognized that some procedures may need to be modified or omitted due to capacity to conduct off-site.  For example, ACASI and physical exams (or some elements of the exam) may be omitted for quarterly visits, and pelvic exams may be omitted for semi-annual visits.] 
2.0. [This section is to specify procedures and responsibilities for verifying participant consent prior to the off-site visit]
3.0. [This section is to outline the site’s procedures for contacting the participant and scheduling the time and location of the off-site visit, including the staff responsible for each task and communication to other key staff regarding the off-site visit]
4.0. [This section is to outline the steps that will be taken to ensure the safety of the participants, study staff, and any others present during the off-site visit, and confidentiality of the participants, as well as a description of how routine participant identification procedures will be modified for off-site visits.]  

5.0. [This section should include the minimum staff members/ roles, and their responsibilities, necessary to complete an off-site visit.  In general, most off-site visits will require two staff members, including one who is able to provide clinical assistance in case of symptoms or AEs, perform phlebotomy, conduct and verify rapid tests results and assist with specimen processing. The second staff member must be able to verify HIV rapid test results if this will be performed off-site.]  At least one staff member must be conversant in the language of choice of the participant. Staff conducting off-site visits must be thoroughly versed in confidentiality. Staff must also be thoroughly versed in pharmacy, and lab chain of custody issues and procedures at the site, as needed depending on the nature of the visit.  This must be consistent with the Delegation of Duties Roster.
6.0. [This section is to include modified procedures for management of symptoms/illness requiring medical attention during an off-site visit.  Specifically, procedures for management of positive pregnancy tests, positive HIV rapids, STI symptoms and potential SAE/EAE, as well as provision of any necessary referrals should be described.  Staff roles should also be included in the descriptions of the modified procedures, and must be consistent with the Delegation of Duties Roster.  Other site SOPs may be referenced in this section as appropriate.]
7.0. [This section should include the source documentation requirements for all aspects and procedures conducted during the off-site visit. Note that no completed CRFs or other source documents should leave the study clinic.  Blank CRFs and staff notes (summarizing source documents in the binder) needed to conduct the visit may be taken off-site. The Source Documentation and Data Management SOPs may be referenced in this section.  Otherwise, the source documentation requirements may be included throughout the other sections as appropriate.]
8.0. [This section is to include any specifications regarding laboratory procedures relating to collection of specimens for transport to a laboratory or to perform rapid HIV testing and urine pregnancy testing at the off site location. It is recommended that existing laboratory SOPs include components on off-site procedures (examples include but are not limited to test specific SOP’s, chain of custody, safety, and specimen management).  Relevant laboratory SOPs should be referenced in this section.]
9.0. [This section is to outline the pharmacy considerations and specifications on product supply procedures for off-site visits.  This includes staff requests for participant-specific study product prior to the off-site visit, ensuring proper chain of custody, transportation requirements including documentation of temperature during transit, procedures for handling/returning participant-specific study product, and documentation of all aspects and procedures conducted relating to the study product and pharmacy.  The staff responsible for the tasks mentioned in this section should also be included, and must be consistent with the Delegation of Duties Roster.]
Attachments

Attachment X: List of materials and supplies that will be needed for an off-site visit.
 [Insert additional as applicable]
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