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[Site Name]

Study-Specific Standard Operating Procedure

SOP Number:  
[NNN]
SOP Title:  
Eligibility Determination for IMPAACT P1115
Original Effective Date: 
[insert date]

Revision Effective Date:  
Not Applicable

Purpose

To define eligibility determination procedures for IMPAACT P1115.
Scope

This standard operating procedure (SOP) applies to all study staff involved in determining participant eligibility for P1115, including eligibility for initial entry into Step 1 or Step 2, as well as subsequent entry into Steps 2, 3, and 4. 
Responsibilities

· P1115 staff members designated to assess and/or confirm eligibility for Steps 1, 2, 3, and 4 of P1115 are responsible for doing so in accordance with this SOP.
· [SPECIFY WHO] is responsible for training P1115 study staff to assess and/or confirm participant eligibility in accordance with this SOP and for day-to-day oversight of study staff to ensure that this SOP is followed.

· P1115 Investigator of Record (IoR) is ultimately responsible for ensuring that all applicable P1115 study staff follow this SOP and that only participants who meet protocol-specified eligibility criteria are enrolled in each step. 
Procedures

1. Eligibility Criteria:  The eligibility criteria for each step of P1115 are specified in protocol Section 4.  Always refer to the current version of this section of the protocol when determining eligibility, including any protocol Clarification Memos and Letters of Amendment. 
2. Assessing Eligibility:  It is the responsibility of designated study staff to perform and all assessments required to determine eligibility for each step of P1115.  These assessments include reviewing available medical records; collecting and reviewing medical/medications history information; performing physical examinations and reviewing the findings thereof; and performing laboratory evaluations and reviewing the results thereof.  In addition, for entry into Step 1 and Step 2, documentation of written informed consent must also be reviewed. 
Note:  For initial entry into Steps 1 and 2, both mother and infant must be eligible.  
Study staff will perform assessments required to determine eligibility in accordance with their roles and responsibilities as designated on the study staff roster and document the outcome of these assessments in accordance with site SOPs for source documentation
. As part of this process, if any study staff member identifies any eligibility-related issues, questions, or concerns, he or she will document these and obtain further review and input from the IoR or designee. As needed, input will also be sought from the P1115 Clinical Management Committee (CMC), with documentation thereof printed and filed in participant study charts.
3. Confirming Eligibility:  Before proceeding to enrollment in any study step, on the day of enrollment, [SPECIFY WHO
] will review all available information and verify whether all eligibility criteria have been met.  If the reviewer is not able to make a final eligibility determination, he or she will consult with the IoR or designee as needed.  Any such consultations, and the reviewer’s eligibility determination, will be documented in accordance with site SOPs for source documentation
.
4. Proceeding to Enrollment:  Assuming the potential participant is determined to be eligible, he or she will be enrolled using the DMC’s subject enrollment system.  For initial entry into Steps 1 and 2, mothers and infants will be enrolled as pairs (as noted above, both mother and infant must be eligible).  For entry into Steps 3 and 4, infants will be enrolled as individuals.  As part of this process, [SPECIFY WHO] will complete a paper copy of the eligibility checklist (generated from the Subject Enrollment System).
  [SPECIFY WHO] will then enter the checklist data into the Subject Enrollment System, print and file a copy of the confirmation file, and file the print-out in the participant study chart (mother and infant as applicable).
Note:  In the event that any study staff determine that an ineligible participant has been enrolled, the IoR or designee will immediately consult with the P1115 CMC.
Definitions

[Add as needed after SOP content is finalized]
List of Abbreviations and Acronyms

[Add as needed after SOP content is finalized]
Attachments

[Add as needed after SOP content is finalized]
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· [Any other relevant references]
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�Note to sites:  This sample document assumes that the same procedures would generally be followed for all steps.  If you envision different procedures for different steps, please specify the different procedures in this section. 


�Note to sites:  In this section you may want to be more specific about documentation.  For example, will all assessments be recorded in narrative chart notes?  Will checklists be used?  One suggestion would to use the eligibility checklist generated from the Subject Enrollment System.  


Note t�o sites:  We would generally expect at least two different people to be involved in assessing/reviewing/confirming eligibility before proceeding to enrollment.


�Note to sites:  Same as above:  in this section you may want to be more specific about documentation.  For example, will all reviews be recorded in narrative chart notes?  Will checklists be used?   One suggestion would be for the confirmatory reviewer to document his or her assessment of each criterion by initialing or countersigning beside each item on the eligibility checklist generated from the Subject Enrollment System.  


�Note to sites:  You may not need this step if the checklist is completed earlier in the process.
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