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	Purpose

The purpose of this SOP is to outline the procedures that the MACROBUTTON NoMacro [site name] CRS staff use to ensure the participant’s eligibility before enrollment in a trial.

	References

· HVTN MOP, section on Screening and Eligibility Verification
· DAIDS Site Clinical Operations and Research Essentials (SCORE) Manual, section on Source Documentation

	Scope

This SOP applies to the following MACROBUTTON NoMacro [site name] CRS staff: MACROBUTTON NoMacro [insert titles of appropriate staff members]

	Allowable Exceptions

This SOP is meant to be followed without deviation. However, it is an allowable exception to follow procedures specified in a protocol or Study Specific Procedure Manual (SSP) that may deviate from this SOP.

	Procedures

A. General Eligibility Assessment MACROBUTTON NoMacro [Remove this section if not applicable]
1. MACROBUTTON NoMacro [Insert title of appropriate staff] use a non-protocol specific, pre-screening eligibility questionnaire during in-person or telephone contact.
2. MACROBUTTON NoMacro [Insert title of appropriate staff] review the pre-screening eligibility assessment with the participant prior to scheduling a screening visit.
B. Screening Eligibility Assessment

1. MACROBUTTON NoMacro [Insert title of appropriate clinical staff] conduct eligibility screening procedures only after the participant signs an IRB/EC-approved screening consent or study consent.

2. At least two staff members review and confirm participant eligibility prior to vaccination.
C. Documentation of Eligibility

1. The eligibility screening process is documented on the study CRFs or on a separate screening checklist.

2. During the screening process, the MACROBUTTON NoMacro [insert title of appropriate clinical staff member] reviews and updates the inclusion/exclusion criteria to confirm participant eligibility.
a. The process should be documented in a progress note or a checklist.

b. If eligibility is confirmed the same day the first study vaccination is administered, the time of eligibility confirmation is included in the documentation to document that eligibility was confirmed prior to vaccination.  

3. A screening and enrollment log is maintained for each protocol for regulatory purposes. The screening log lists participants that come for a clinic visit. A pre-screening log is maintained for site self-evaluation only. 

	Training

1. Each staff member receives or has direct access to applicable Standard Operating Procedures (SOPs).

2. Each staff member reviews the applicable SOPs MACROBUTTON NoMacro [Insert frequency of review].

3. All SOP training is documented and tracked MACROBUTTON NoMacro [Insert where the documentation is kept].

4. New staff is trained on applicable SOPs within MACROBUTTON NoMacro [Insert #] days of employment.

5. Staff members whose duties fall within this SOP scope are retrained within MACROBUTTON NoMacro [Insert #] days of the approval of each SOP revision.
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