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I.
PURPOSE


The purpose of this Standard Operating Procedure (SOP) is to describe how local study specimens are collected, transported, processed, stored, shipped and how the chain of custody related to testing for primary endpoints is maintained.  Also, to define for all clinical and laboratory study personnel the proper and safe way to handle infectious specimens in compliance with federal, institutional and protocol regulations and guidelines.  

II.
APPLIES TO
This procedure applies to all staff involved in the collection, transporting, processing and storing of specimens for the study. 
III.
RESPONSIBILITIES

All study staff who handle specimens for the study are responsible for understanding and following this SOP.

The Investigator of Record has ultimate responsibility for ensuring that all applicable study staff follow this SOP.
IV.
PROCEDURES

Refer to Sections 8.4 and 8.5, and Figure 8-5 of the Study Manual of Operations (MOP).
Describe here deviations (if any) to Sections 8.4 and 8.5, and Figure 8- 5 of the Study MOP.

DEFINITIONS
Chain of Custody:  Describes the procedures from collection of specimens to initial testing in the hospital laboratory to transfer to (central) virology labs for further processing, testing and storage to documentation of specimens and communication of diagnostic results.
Study MOP:  Study Manual of Operations 
APPENDICES

Include the title of any Appendices or attachments in this SOP

REFERENCES

Study MOP Section 8 [Version/Date]
APPROVAL

Include name, title, date and signatures of individuals who are required to review and approve the SOP.
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