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MEMORANDUM

TO:	Laboratories Performing Testing for DAIDS-Supported and/or Sponsored Clinical Trials and partners

FROM:	DAIDS Clinical Laboratory Oversight Team (DCLOT)
	
SUBJECT:	Re-posting DAIDS Guidelines for Good Clinical Laboratory Practice Standards
Version 3 on the NIAID website

DATE:		October 8, 2020

DAIDS Clinical Laboratory Oversight Team (DCLOT) is in the process of updating the DAIDS Guidelines for Good Clinical Laboratory Practice (GCLP) Standards Version 4.0, effective date 09/28/19 to an updated version (4.1).  During this interim period, the previous GCLP V3.0 is being reinstated, as indicated in the attached email message (dated January 14, 2020). GCLP version 4.1 will be forthcoming.

If there are any questions regarding this memo, please contact DCLOT (NIAIDDCLOT@niaid.nih.gov).





















Subject: DAIDS GCLP v3 and future GCLP v4.1- UPDATE
From: Patricia D'Souza <pdsouza@niaid.nih.gov>
Date: Tuesday, January 14, 2020 at 4:33 PM
 
Dear Laboratory Personnel:
 
The DAIDS Clinical Laboratory Oversight Team (DCLOT) is sending this email to all laboratories performing processing and testing for DAIDS-supported clinical trials.  We have recently been made aware of some issues that require resolution with our recent update of the DAIDS guidelines for Good Clinical Laboratory Practice (GCLP) Standards version 4.0). An updated GCLP version 4.1 will be forthcoming. In addition, we will align the GCLP on-line training modules and audit checklists with the updated GCLP version 4.1  Until these issues are resolved, our GCLP auditors from PPD will continue to use existing audit checklists and audit against (GCLP version 3.0) and on-line training on version 3.0 will continue to be accepted.   
 
Please direct all inquiries about these issues to DCLOT at NIAIDDCLOT@niaid.nih.gov.  
 
We apologize for this inconvenience, but please bear with us as we work through these hiccups.  We are all working toward a common goal of developing  a document that encompasses sponsor requirements and which embraces regulatory and guidance materials to guide the conduct of clinical laboratory testing for human clinical trials and support product licensure.  
It’s a partnership.  We appreciate your feedback and take it seriously.
 
Best wishes,
Patricia (and Joe)
Co-Chairs of DCLOT
 
 
 
Patricia D'Souza, PhD
Lead, Clinical Laboratory Program
Vaccine Clinical Research Branch
Division of AIDS, NIAID
5601 Fishers Lane
Rm 9D10A, 
Bethesda, MD 20892-9829
Phone: (240) 627-3037 
Fax: (240) 627-3109
Cell: (301) 326-7731
email:  pdsouza@niaid.nih.gov
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