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I. VHA Directive 2002-070 was changed for three major reasons, to: 

1) Accommodate the JCAHO Universal Protocol for Correct Site Surgery, which takes effect on July 1, 2004.

2) Specify the required processes prior to performing an invasive procedures outside of an OR (also responsive the JCAHO Universal Protocol).

3) Address frequently asked questions and issues that have arisen since the implementation of the Directive on January 1, 2003.

 

II. Changes in “5 Steps” performed  prior to in-OR procedures:

Step 1: Informed Consent - No change.

Step 2: Patient Identification - No change.

Step 3: Marking the site - No change required, except for spinal surgery: for cases “when the bone or level is not identifiable visually,” an X-ray using markers that do not move should be used to confirm the site (based on guidance from the AAOS).  For sites that are difficult or awkward to mark a new option is provided: a special-purpose wristband may be substituted for a mark.  In these cases, if the site is not marked, then the site and procedure must be written on a wristband.  

Step 4: Timeout - The intended position of the patient must be included in the timeout.  In cases that involve special equipment and a surgical technologist, the surgical technologist should be involved in the timeout.  (These points are added based on the JCAHO requirement.)

Step 5: Check Images - No major change proposed.  Clarification is provided regarding the need to have two members of the operative team check images.

 

III. New specificity regarding the “5 Steps” and requirements for out-of-OR procedures

The principle strategy regarding extending the "5 steps" to out-of-OR procedures is to maintain many of the practices that have been established for in-OR procedures while accommodating the wide-ranging realities of out-of-OR environments.  In addition, in many cases in out-of-OR settings, two or more steps may be combined and done at the same time rather than sequentially.  Facilities may choose to develop checklists to assist in performance and documentation of the steps.  A summary of the adaptations to out-of-OR settings is provided below. 

Step 1: Informed Consent - No special direction for procedures performed out-of-OR settings.  Some specific guidance re tooth extractions and consent forms is provided.

Step 2: Patient Identification - May be combined with preceding or next step.  Active communication (asking the patient to state his or her full name, and birth date or SSN) continues to be required prior to commencing the procedure.

Step 3: Marking the site - The site marking process is the same as in the pre-OR environment. One special accommodation to the out-of-OR setting is to waive the requirement that the site be marked in cases where the practitioner is in the physical presence of the patient from the time that the written informed consent is completed and signed.  For sites that are difficult or awkward to mark, such as those on the genitals, a special-purpose wristband may be substituted for a mark.  Endoscopic procedures through the mouth or anus and dental procedures are exempt from the requirement to mark the site or to use a special-purpose wristband as a substitute.  

Step 4: Timeout - Requirements as to the specific individuals (professional roles) that need to be involved are waived.  Individuals participating in performing the procedure should participate in the timeout.  The fact that one practitioner working alone sometimes performs a procedure is understood, and there is no requirement to find a second person to do a timeout.  For dental extractions, the radiograph or a diagram of the mouth showing the tooth (teeth) to be extracted should be reviewed with the dental assistant.

Step 5: Imaging Check - The requirement for two members of the team to perform the check is waived in cases where one practitioner will be performing the procedure alone.
Note: This summary does not capture all aspects of the new Directive.  For example, Attachment E is new and contains detailed guidance on the procedures that are subject to the steps required by the Directive.


