Two Basic Questions about the new VHA Directive 2004-028, Ensuring Correct Surgery and Invasive Procedures
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1) How does Directive 2004-028 differ from the rescinded Directive 2002-070?  Directive 2004-028 is designed to fully conform to the JCAHO Universal Protocol for Correct Site Surgery (UP), it applies to out-of-operating room (OR) invasive procedures (in addition to in-OR procedures) and provides a specific list of invasive procedures to which it applies, and it addresses various issues that have arisen since Directive 2002-070 was implemented in January 2003.  Like 2002-070, it was pilot-tested at VAMCs (9) prior to presentation to the Under Secretary for Health for approval.  

2) How does Directive 2004-028 differ from the JCAHO Universal Protocol for Correct Site Surgery?  Directive 2004-028 is designed to conform fully to the JCAHO UP.  But it differs from the JCAHO UP in two general and important ways: 1) it is more specific than the JCAHO UP, and 2) its requirements go beyond those of the JCAHO UP in some ways.  These are explained below.

DIRECTIVE 2004-028 MORE SPECIFIC

· The patient identification process is more specific: it requires that a patient be asked to state their name and birth date or full SSN at a particular point in the pre-operative sequence of events and that specific documents be cross-checked.

· Attachment E contains a specific list of invasive procedures that are covered by the Directive.  Procedures performed in the OR, out of the OR, or in either setting, are included.

· The different requirements for operating rooms and settings other than operating rooms are described separately in Attachments A, B, C, and D.

DIRECTIVE 2004-028 GOES BEYOND THE JCAHO UNIVERSAL PROTOCOL

· The requirements of the informed consent process are specified and the ability of a conscientiously implemented informed consent process to contribute to the prevention of adverse events is emphasized.

· The JCAHO UP excludes many sites and procedures (e.g., those on the midline and single organ procedures) from the requirement to be marked, whereas 2004-028 requires that virtually all sites on the exterior of the body be marked.  (2004-028 details a JCAHO-approved option to substitute a special-purpose wristband in cases that are sometimes difficult or awkward to mark.)  

· A specific step is included, prior to the start of the procedure, which requires practitioners to check imaging data that will be used to confirm the site.  The JCAHO UP does not contain this step.

· A sample of a local policy that can be copied and adapted for use at a VAMC is included as Attachment F.  A simplifying flowchart is included as Attachment H. 

