	DATE:
	[Month] [Day], 2010


	TO:
	[Protocol XXXX] Principal Investigators, Study Coordinators and Study Staff


	FROM:
	[Protocol XXXX] Protocol Team 


	SUBJECT:
	Letter of Amendment [#X] to [Protocol XXXX], [Version X], [Version Date], entitled [Protocol Title]


The following information impacts the [XXXX] study and must be forwarded to your institutional review board (IRB)/ethics committee (EC) as soon as possible for their information and review.  This must be approved by your IRB/EC before implementation.  

The following information may also impact the sample informed consent. Your IRB/EC will be responsible for determining the process of informing subjects of the contents of this letter of amendment (LOA).

Upon receiving final IRB/EC and any other applicable regulatory entity (RE) approval(s) for this LOA, sites are required to submit an LOA registration packet to the DAIDS Protocol Registration Office (DAIDS PRO) at the Regulatory Support Center (RSC).  Sites will receive a registration notification for the LOA once the DAIDS PRO verifies that all the required LOA registration documents have been received and are complete.  Sites will not be able to implement this LOA until they have received an LOA registration notification from the DAIDS PRO.  A copy of the DAIDS PRO LOA registration notification along with this letter and any IRB/EC correspondence should be retained in the site's regulatory files.

The purpose of this LOA is to incorporate use of Version 2.0 of the Manual for Expedited Reporting of Adverse Events to DAIDS (DAIDS EAE Manual).  The following language will replace the Expedited Adverse Event Reporting section of [Protocol XXXX], [Version X], [dated _____]:
X.0  EXPEDITED ADVERSE EVENT REPORTING  

    X.1 Adverse Event Reporting to DAIDS

Requirements, definitions and methods for expedited reporting of Adverse Events (AEs) are outlined in Version 2.0 of the DAIDS EAE Manual, which is available on the RSC website at http://rsc.tech-res.com/safetyandpharmacovigilance/.
[If the manual of operations (MOP) contains a copy of the current DAIDS manual, note here.]      

The DAIDS Adverse Experience Reporting System (DAERS), an internet-based reporting system must be used for expedited AE reporting to DAIDS.  In the event of system outages or technical difficulties, expedited AEs may be submitted via the DAIDS EAE Form. For questions about DAERS, please contact DAIDS-ES at DAIDS-ESSupport@niaid.nih.gov. Site queries may also be sent from within the DAERS application itself.
Where DAERS has not been implemented, sites will submit expedited AEs by documenting the information on the current DAIDS EAE Form. This form is available on the RCC website: http://rsc.tech-res.com/safetyandpharmacovigilance/.  For questions about EAE reporting, please contact the RSC (DAIDSRSCSafetyOffice@tech-res.com).
    X.2 Reporting Requirements for this Study
· The [SAE or SUSAR] EAE Reporting Category, as defined in Version 2.0 of the DAIDS EAE Manual, will be used for this study.
· The study agents for which expedited reporting are required are: [---------------------].  
· In addition to the EAE Reporting Category identified above, other AEs that must be reported in an expedited manner are: [--------------------------------].
   X.3 Grading Severity of Events
The most current Division of AIDS Table for Grading the Severity of Adult and Pediatric Adverse Events (DAIDS AE Grading Table) is used and is available on the RSC website at http://rsc.tech-res.com/safetyandpharmacovigilance/.
[If the study MOP contains a copy of the current DAIDS AE Grading Table, note here.]
[Protocol teams which have developed protocol-specific AE grading criteria not found in the DAIDS AE Grading Table should define those additional or modified parameter(s) here or in an appendix noted here.  For example, “non-fasting lipid levels will be graded according to the values for fasting triglycerides provided in this protocol.”]
  X.4   Expedited AE Reporting Period
· The expedited AE reporting period for this study is [-------------------------------------].
· After the protocol-defined AE reporting period, unless otherwise noted, only SUSARs as defined in Version 2.0 of the EAE Manual will be reported to DAIDS if the study staff become aware of the events on a passive basis (from publicly available information).
The above information will be incorporated into the next version of the protocol at a later time if it is amended.

Effective May 13, 2010




