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	Purpose

This document outlines the following:
· Roles and responsibilities as related to age and identity verification
· Procedures the [insert CRS name] follows to verify the age and identify of potential participants before they take part in clinical research
· Procedures the [insert CRS name] follows to verify the participant identity at each visit before any clinical trial procedures take place (and for each visit for the study’s duration)

	References

· DAIDS Site Clinical Operations and Research Essentials (SCORE) Manual, section on Screening, Enrollment/Randomization, and Unblinding of Participants

	Scope

This SOP applies to the following MACROBUTTON NoMacro [Site Name] CRS staff: MACROBUTTON NoMacro [enter staff title(s)]

	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. Before Enrollment
1. MACROBUTTON NoMacro [insert timeframe (e.g. before the participant's first visit)], the MACROBUTTON NoMacro [Site Name] CRS tells the potential participant the forms of ID that the CRS accepts. 

2. MACROBUTTON NoMacro [remove if not applicable]If necessary, the MACROBUTTON NoMacro [Site Name] CRS staff help participants obtain ID by MACROBUTTON NoMacro [insert description of process]. 

3. The following steps are followed to verify participants’ age and identity:
a. MACROBUTTON NoMacro [insert description of process]
4. Verification of identity will occur at the following timepoints:
a. at the consent process
b. before any study procedure
c. at each visit for the study’s duration
5. All acceptable and locally-available forms of ID are as follows:
a. MACROBUTTON NoMacro [insert list (examples in DAIDS Age & Identify Verification SOP Template)]
b. MACROBUTTON NoMacro [insert process for verifying if ppts are unlikely to have age or ID documents]
6. The verification of participants’ age and ID is documented in MACROBUTTON NoMacro [insert location].
7. Copies of any documents including personally identifiable information (PII) are MACROBUTTON NoMacro [insert description of storage and maintenance process to protect privacy].
8. The following elements are used to verify participant identity:
a. MACROBUTTON NoMacro [insert elements]
9. MACROBUTTON NoMacro [remove if not applicable]If the electronic system for verification of identity is temporarily unavailable, MACROBUTTON NoMacro [insert description of process].
10. MACROBUTTON NoMacro [remove if not applicable]For MACROBUTTON NoMacro [insert specific population], MACROBUTTON NoMacro [insert description of process, including a rationale].
B. Subsequent Visits
1. At all subsequent visits, MACROBUTTON NoMacro [insert description of methods (i.e. as described above or an alternative method)]

MACROBUTTON NoMacro [ID to not display stigmatizing info (e.g. study title/site name if HIV/AIDS included)]
2. MACROBUTTON NoMacro [remove if alternative methods will not be used]

MACROBUTTON NoMacro [describe process for creating and implementing ID, and how PII is protected]
C. MACROBUTTON NoMacro [remove if not applicable]Alternative Procedures for Age and Identity Verification 
1. Exceptions to the methods described above are followed if/when MACROBUTTON NoMacro [describe circumstances (e.g. acceptance of older/unreliable IDs)].
2. MACROBUTTON NoMacro [describe alternative procedure] 

3. The alternative procedure is documented MACROBUTTON NoMacro [describe how it is documented]. 

	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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