Leukapheresis Checklist for ACTG Trials

1. Scientific Rationale and Justification for performance of Leukapheresis and which endpoints cannot be performed with a large volume blood draw.
Please detail cell requirements for each of the proposed immunology and virology assay by referencing ACTG Specialty Lab Spread sheet.  Please see PBMC Assay Requirements from ACTG Specialty Labs (https://www.actg-impaact-lc.org/resources/documents/).

2. Provide projections of the number of leukapheresis procedures proposed over the course of the study (for example, 36 procedures over the course of 12 months). 

3. Describe capacity of each proposed site for the protocol to perform leukapheresis.

4. Provide details on certification status of proposed site labs to process leukopaks.

5. Provide projected inclusion of women in the protocol.

6. Provide plans to include international sites.

7. Please attach a lay language abstract (one paragraph max) discussing the rationale for performing leukapheresis for this protocol to be provided to site IoRs and study coordinators.

