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National Institutes of Health
National Institute of Allergy
and Infactious Diseases
Bethesda, Maryland 20892

Date: July 28, 2025

From: Sindhu Gopalan, MD, Safety and Pharmacovigilance Team (SPT) Lead, Division of
AIDS, NIAID, NIH

RE: Release of Updated DAIDS EAE Manual (Version 3.0, dated June 2025)

We are writing to inform you that the DAIDS EAE Manual has been updated to Version 3.0.

A summary of the primarily administrative changes that have been made to the DAIDS EAE
Manual is as follows:

1. The manual applies to all DAIDS-sponsored clinical trials. The language has been
updated to reflect the use of DAERS for safety reporting in all DAIDS sponsored clinical
trials since all clinical research sites have access to DAERS. This is in alignment with the
DAIDS EAE reporting policy

2. The links to external websites have been updated throughout the document.

3. The website address for the DAIDS RSC Safety Office has been updated to
https://rsc.niaid.nih.gov.

All protocols currently in development that will be submitted for CSRC/PSRC reviews after
October 1, 2025, must adopt the updated DAIDS EAE Manual version 3.0, dated June 2025.

Ongoing protocols will continue to use the DAIDS EAE Manual version 2.0, dated January
2010.

The DAIDS EAE Manual is posted on the RSC NIAID website https://rsc.niaid.nih.gov.

Thank you.

. Digitally signed by
Slndhu Sindhu Gopalan -S
Date: 2025.07.28

Gopalan < 07:56:23 -04'00"


https://rsc.niaid.nih.gov/
https://rsc.niaid.nih.gov/



